CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTUO®HUKAT AHAJIM3A TOTOBOI'O ITPOJIYKTA

Page 1 of 8/ Crp. 1 3 8

Name of Product /
HaumenoBanue npoaykumu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenroBannoe nanmeHoBanue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerazona cripeii Hazanbublii go3uposanHslil 50 MKr/103a

Active Ingredients /
JleiicTByromue Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 n03a cripest CoepKuT: AeHCTRYIOMIEE BEIUECTBO: MoMeTaszona (rypoaTa MOHOTHPAT

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Date of Mfg. / lara

Strength / lo3upoBka 50 meg/dose / 50 mkr/noza 04/2024
NPOH3BOACTBA

Dosage form / Mf:tered—df)se nasal spray i Cripeii Date of Exp. / Fosen 110 032026

JlekapcTeennasi popma Ha3aJ1bHbIH JO3UPOBAHHBIN

Product code / Ko npoayxra SRUO030007E040401E] Date of release / lara Bbinycka 23.04.2024

Batch No. / Cepust Ne 12240369 Qty. Released / 62,240 BOT/
KonnyecTBo BoInyuieHo (s1aKoHOB

Batch size / Pasmep cepum 69,444 BOT / ¢nakoHos Mig.License No. / Jlunessns na MNB/10/832
Nnpou3sBoAcTBO (HOMep)

Inspection Lot No.“/ 040000520440 Mfg. License Date / JIuuen3us Ha 30/04/2020

Perucrpaunonnsiit HoMep aHaau3a npoussoacTBo (AaTa)

‘ GMP Compliance certificate Date

Package size / Ynaxoska 60 Doses / 60 nos / 18/06/2020

GMP ceptudurar (aara)
; GMP Compliance certificate No. / | GMP-
Market / Poinok Russia / Poccus GMP cepruduar (Homep) 01556/20/IN

Reference Specification No. /
Crneuudurxauust roTosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

API name / HaumenoBanue AOC

Mometasone Furoate Monohydrate/
Momerasona §ypoara MOHOTHIPAT

API Batch No / A®C cepusi Ne

MFM-23422(JM-
01)-001

Manufactured by / [Iponssogurtenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlnmuren, Wumus

Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS/
PE3YJILTATDI

1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or ©6enoro po nourd Gemoro wusera ot | INoutw Gestoro LBETA
NONYIPO3PAYHON 10 HENPO3PayHOH KOHCUCTEHLWM | HENPO3PauyHOH  KOHCHCTEHLHM
rycTasi CyCneH3Hs. FycTas CyCHeH3Hs.

2. | Identification / UnenTuduxanus

a) Mometasone Furoate /
Momera3zona ¢ypoar

Ha XpoMaTtorpamme

pactBopa (cMm.
/ OTIpEIETICHUEY ).

The retention time of the main peak in the
chromatogram of sample
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yaepxuBaHUs OCHOBHOIO IHKa
HCTIBITYEMOTO
. IOJDKHO COOTBETCTBOBATL BPEMEHH yICPKUBAHMS
OCHOBHOTIO N{KA Ha XpOMAaTorpaMMe CTaHIapTHOro | Ha

paszen

preparation

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 / Bpems
YACPKHUBAHHS OCHOBHOTO MNUKa
XpoMarorpamme
UCIIBITYeMOro pacTBOpa
COOTBETCTBYET BpEMEHH
YAEPKUBAHUA OCHOBHOTO MHKa
Ha Xpomarorpamme
CTAHJAaPTHOIO PacTBOPA.

should

pacTBOpa

«KonnuecrseHHoE

{

Prepared By / Iloarorosua
¥

Checked By / Ilposepua
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Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 1732035, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIU3A I'OTOBOI'O IIPOAYKTA

Page20f8/Crp.2u3 8

Name of Product /
HaumeHoBaHMe NPOAYKUNN

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTtoBaHHoe HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmerazoHa cripell HasassHbli A03MpoBaHHLIH 50 MKkr/n03a

Active Ingredients /
JeiicTBy011ine 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 CIIPCA COUEPIKUT: ﬂeﬂCTByl()UlCC BeulecTBo: Momerazona (l)ypoaTa MOHOI'HApaT

51,72 mxr B niepecuere na Momerasona ¢ypoar 50,00 mMxr

Strength / losuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / llata 04/2024
NPOU3BOACTBA
Dosage form / Metered-dose nasal spray / Cnpei
J]elcangTBeHHaﬂ dopma Ha3aabHbIH ,[IO3Hp0Bar:{Hl}>,Iﬁ P Date of Exp. / Toxen 1o 03/2026
Product code / Koa npoaykra SRUO030007E040401E] Date of release / lara Boinycka 23.04.2024
Batch No. / Cepust Ne 12240369 Qty. Released / 62,240 BOT/
KoJinuecTso BuInyueso (aaxonos
Batch size / Pazmep cepun 69,444 BOT / (pnaxonon Mig.License No. / Jluueisns ua MNB/10/832
TIPOHM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000520440 Mfg. License Date / JInuensuns na 30/04/2020
PeructpauioHHbIi HOMep AHAAH3A NPOU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (nara)
. : GMP Compliance certificate No. / | GMP-
Market / Peinox Russia / Poccus GMP CepTlfq)PlKaT (nomep) 01556/20/IN
Reference Specification No. /
Cneunduxauns rotoporo SPC-CC-063691 Reference STP No./ CHIA Ne STP-CC-040947
npoaykra Ne
API name / HaumenoBanne AOC mometasone Furoatle‘ Monohydrate/ API Batch No / ADC cepusi Ne MFM-23422(JM-
OMETa30Ha hypoara MOHOTHApAT 01)-001
Manufactured by / Ilponssoaurenr | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Maans
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BensajikoHus xsiopun | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci, | corresponding to the retention
and Cj4 in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci2» and
HCHBITYEMOTO pacTBOpa HOJUKHBI OOHapyxuBaTthes | Cig in the chromatogram of the
TIHKH, no BpeMeHaM yaepxuBanus | standard  solution. / Ha
COOTBETCTBYIOLIME TUKAM FOMOJIOTOB OEH3AIKOHMS | XpOMATOrpaMMe HCTBITYeMOro
xapopuna  Crp m Ci4 Ha  XpomaTtorpamme | pacTBopa 00HApYKUBAIOTCS
CTaHJApTHOTO pacTBopa (cm. pasiedn | MUK, o BpeMeHaM
«KomnuyecTBeHHOE OnpeienieHnes ). YAEPKUBAHUSA
COOTBETCTRYIOIIME Nny¥Kam
TOMOJIOTOB OeH3aNIKOHUA
xioppiza Cpp u  Cu  Ha
XpoMaTorpaMme CTaHAapPTHOTO
pactBopa.
3.. | pH From 4.30 t0 4.90 / Ot 4,30 1o 4,90 4.74 /4,74
4. | Density / IlmoTHOCTL From 0.950 to 1.050 g/cm? / 1.01 g/cm®/ 1,01 r /om?
Ot 0,950 1o 1,050 r/em®
5. | Viscosity / BsaskocTh From 30 to 130 ¢cPs/ Ot 30 no 130 clI3 38.9 ¢cPs/ 38,9 cll3

{
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CEPTU®UKAT AHAJIN3A TOTOBOI'O IPOJAYKTA

Page30of8/Crp.3 1138

Name of Produet /
HaumenoBanue npoayxkuuu

MOMAT RINO
MOMAT PMHO

Generic name /
HenateHToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona crpeit HasanbHbIH 203upoBanHsiil SO MxI/103a

Active Ingredients /
HelicTByromue BemecTna

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripes conepycnt: AckcTRyIomee Beuecrso: Momerasona ¢ypoaTa MOHODMAPAT

51,72 mxr B nepecuere Ha Momerasona ¢iypoar 50,00 Mxr

Date of Mfg. / laTa

Strength / lo3upoexa 50 meg/dose /50 mxr/no3za 04/2024
NpoH3BOACTBA
Dosage form / Metered-dose nasal spray / Cnpeii S
JlekapcTBeHnas ¢gopma HasabHbIH 103MPOBaHHbIH Date of Exp. / Fonen no 03/2026
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lata Bbinycka 23.04.2024
Batch No. / Cepun Ne 12240369 Qty. Released / 62,240 BOT/
KoauyecTso Bonyumeno ¢iakoHoB
Batch size / Pasmep cepuu 69,444 BOT / dnaxoHos Mig.License No. / Jluuensusi wa | 1\ n /1063
NPouU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000520440 Mfg. License Date / JIuuensus na 30/04/2020
Perncrpaunonnsiii HoMep aHaau3a NPOU3BOACTBO (AATA)
‘ GMP Compliance certificate Date
Package size / YnaxoBka 60 Doses / 60 o3 / 18/06/2020
GMP cepruduxar (aara)
: GMP Compliance certificate No. / | GMP-
DN
Market/ Prinon Russia / Poccus GMP cepruduar (Homep) 01556/20/IN

Reference Specification No. /
Crneundnkanus rorosoro
npoayxta Ne

SPC-CC-063691

Reference STP No. / CITA Ne

STP-CC-040947

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona ypoara MOHOIMAPAT

API Batch No / A®C cepust Ne

MFM-23422(JM-
01)-001

Manufactured by / Ilpoussoaurenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Juvuren, Uuums

Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 295 mOsm/Kg
OcemoaaabHOCTD Ot 250 no 350 MOcM/kr 295 MOcm/xr
7. | Net content / Macca Not less than 9 g / He menee 9 ¢ 94g/94r
coep:xuMoro duiaxosa
8. | Number of deliveries per | Not less than 60 doses (discard the first pumping)/ | 80 doses / 80 103

container / KojinuecTBo
o3

He menee 60 103 (He cuuTas epBUYMHYIO

TIPOKAYKy)

9. | Pump delivery /
Macca 10361

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

theoretical dose mass /

HunusunyansHas Macca 103sl: OT 85 % 10115 %

OT TEOPETUYECKOH MacChl 1035E;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss macca g03b1: 0T 90 % j10 110 % ot

Teopemqecxof/i MacChl JO3bl

Minimum / Munumym: 94.9%
Maximum / Makcumym:108.2%
Average / Cpennee: 103.8%

Prepared By, / Hoarorosua

Checked By / Ilposepuar .|
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Glenmark pharmaceuticéls 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
CEPTHOUKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page4 of 8/ Crp. 43 8

Name of Product /
HaumenoBauue npopyxuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBaHHoOe HAlMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmeraszona cipel HazanbHBIN 03UpOBaHHLI 50 MKI/103a

Active Ingredients /
JeiicTByoune Beuecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpest copepkur: AekcTByomee Béecrso: MomeTasoHa $hypoaTa MOHOTHIpaT

51,72 mkr B niepecyere Ha Momeraszoua Qypoar 50,00 Mxr

Strength / Jo3zuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata 04/2024
NPOM3BOACTBA
Jl;osage form/ I\/‘Ietered-duose 'nasal spray / Crpeii Date of Exp. / Tonen 0 03/2026
eKapcTBeHHast hopma Ha3aJIbHBLHA JO3MPOBaHHbIM ~
Product code / Koa npoayxra SRUO030007E040401E] Date of release / [lara Bomycka 23.04.2024
Batch No. / Cepus Ne 12240369 Qty. Released / 62,240 BOT /
KoanyectBo BuInyumeHo (aaxkoHOB
Batch size / Pasmep cepuu 69,444 BOT / ¢pnakonon MigLicense No. / Jlunensus na MNB/10/832
NpoU3BOACTEO (HOMep)
Inspection Lot No.“/ 040000520440 Mfg. License Date / Jluuensusn na 30/04/2020
Peructpaunonusiii Homep anaausa NPOU3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (nara)
. . GMP Compliance certificate No. / | GMP-
Market / Peinok Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / ’
Cneundurxauns roroporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne .
API name / HanmenoBanue A®C Mometa§one Furoate Monohydrate/ API Batch No / A®C cepus Ne MFM-23422(1M-
Mowmeraszona (yypoara MOHOTHApPAT ) 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapry @apmanade Jlumurea, WMnaus
Ne | TESTS/HOKA3ATEJIH LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJBTATBI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%

Pasmep uacTnn

Hacrun pasmepom < 10 mxm — e Menee 90 %;
Particles < 30um in size: 100%

YacTun pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent

YacTuuel pasmepoM > 30 MKM — J0JKHbI
OTCYTCTBOBATh

100.0% / 100,0%

Absent / OtcyTcTBYIOT

11. | Sedimentation Stability /
| CenuMeHTalMOHHAS
YCTOHYHMBOCThH

Not less than 5 min / He MeHee 5 MuH.

Complies /
CooTBeTcTBYET

Prepared By / Iloarorosusn

Checked By / ITposepua
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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@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIU3A TOTOBOI'O ITPOAYKTA

Page 50f8/Crp.5u3 8

Name of Product /
HaumenoBanue npoaykunu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBannoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTtasona cripedl HasabHLI 03UpoBaHHbIH 50 MKI/103a

Active Ingredients /
JeiicTByolue semecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a ClIpesa COICPKHIT! HCEC(I‘B)’IOLHCC BelecTBO: MoMeTazoHa (])ypoa'ra MOHOI'MaApar

51,72 mxr B nepecuere Ha Momerasona gypoar 50,00 mxr

Strength / 1o3upoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata 04/2024
NpOH3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeit
JlexapcrBenHas gopma Ha3aIbHbIA JO3UPOBAHHBIN Date of Exp. / Fonen no 032026
Product code / Koa npoaykra SRUO30007E040401E] Date of release / lata Brinycka 23.04.2024
Batch No. / Cepus Ne 12240369 Qty. Released / 62,240 BOT/
KoJjinuecTBo BoinywmeHo (iakoHoOB
Batch size / Pazmep cepun 69,444 BOT / {nakonos Mig.License No, / Jluuensus na MNB/10/832
NIPOU3BOACTBO (HoMep)
Inspection Lot NO',,/ 040000520440 Mfg. License Date / JIunexsns ua 30/04/2020
PeructpaunoHHblil HOMEP aHAIU3a NPOH3BOACTBO (1aTa)
: GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudmrar (nara)
: " GMP Compliance certificate No./ | GMP-
Market / Peitok Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. /
Cneunduxauus roroporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanue A®C Mometalsone Furoate Monohydrate/ API Batch No / ADC cepus Ne MFM-23422(IM-
MowmerasoHa dypoara MOHOrUApaT 01)-001
Manufactured by / llpoussoaurenn_ | Aarti Pharmalabs Limited, India/ Aaptn ®apmana6e Jdumuten, Munus
Ne | TESTS/NIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VYJIbTATHI
12. | Impurities / Ilpumecu
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % Not Detected/ He obHapyxero
ITpumecu 8 DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obHapyxeHo
pumecu DMC
. 3 9 9 .01%/ 0,019
Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.01%/ 0,01%
Ipumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.03%/ 0,03%
impurity / EausuuHoit
HEUACHTH(ULUPOBAHHO N
NIpUMECH
Total impurities / Not more than 0.60 % / He 6osee 0,60 % 0.09% / 0,09%

Cymmbl npumeceii

Prepared By / Iloarorosun
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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(@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®HUKAT AHAJIN3A I'OTOBOI'O ITIPOAYKTA

Page 6 of 8 / C1p. 6 13 8

Name of Product /
HaumeHoBaHue npoaykuum

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBAHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTasona cripeil nasayibHbIA 103MpoBaHHLIH 50 MKI/ 1033

Active Ingredients /
JeiicTByomune BemecTsa

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

1 nosa cnpes copepyut: AeiicTByIOMEE BEMECTBO: MoMeTasoHa (ypoara MOHOTHAPAT

51,72 mxr B nepecyere Ha Momeraszona Qypoar 50,00 Mxr

Strength / Jo3uposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / llata 04/2024
: NIPOU3BOACTBA
Jl;osage form / Metered-dvose flasal spray { Cnpeii Date of Exp. / Foen 10 03/2026
exapcTBeHHast dopma Ha3abHbI JO3WPOBAHHBIN
Product code / Koa npoaykra SRUO30007E040401E) Date of release / JlaTa Bbinycka 23.04.2024
Batch No. / Cepusi Ne 12240369 Qty. Released / 62,240 BOT/
Ko/inuecTBO BoINyHieHO (hnakoHoB
Batch size / Pazmep cepuu 69,444 BOT/ ({naxoHOB M. License No. / Jlunensns ua MNB/10/832
HPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000520440 Mfg. License Date / JIuuensusi na 30/04/2020
PerucrpauuoHHbiil HOMEp aHan3a NPOHU3BOACTBO (NaTA)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudurar (1ara)
‘ - GMP Compliance certificate No. / | GMP-
Market / Puisox Russia /Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. /
Creunduxauns rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne
API name / Hanmenoanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MEM-23422(IM-
MowmeTasona dypoara MoHOrHApaT 01)-001
Manufactured by / IIpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumurexn, Mnaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUWA OBSERVATIONS /
PE3YJbLTATDI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauio:

and Uniformity of
Delivered Dose / Cpeausisi
AocTaBjasieMasi 103a H
OAHOPOJHOCTh
AOCTABJSIEMOH 103bl1

claim

25%, test another 20 vials.

should not exceed & 15 % of label claim.

OT 3a4BJICHHOTO.

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

If 3 to 6 doses deviate more than + 20% but not more than +

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

He Gonee 2 n3 20 no3 (10 HayansHbix 103 1 10 KOHeuHBIX 203)
MOIYT MMETh OTKJIOHEHHE OT CPENHEro 3HaycHus Gojce veM
+20%, u HM O[HA 1033 HE JO/MKHA MMETb OTKIOHEHHME OT
CpenHero sHadenus Gonee yeM 25 %. CpeaHee 3HaueHne He
JOJIKHO APEBRIIATE £ 15 % OT 3asBJIEHHOrO.

Ecaun o1 3 10 6 103 uMelor oTkioHeHus 6ojee dem + 20 %, Ho
MEHee HeM = 25 Y, TO MCHIBITBLIBAIOT chenyioue 20 (IaKkoHos.

-| He Gosee 6 u3 60 103 MOTYT MMCTh OTKJIOHEHHE OT CPEAHEro
3HadeHus Gonee uem £ 20 %, ¥ HU OZiHA 033 HE JI0IDKHA UMETh
OTKJIOHEHHE OT CpeIHero 3nayenns donee yem + 25 %. Cpennee
3HAUCHUE KOKAOTO ONpeAeACHNUs He AODKHO npessiath £ 15 %

Minimum / MusuMyMm: 96.0%
Maximum / Makcumym:107.0%
Mean / Cpennee:100.0%

END / Konen:
Minimum / MunumymMm: 96.0%

Maximum / Makcumym:104.0%
Mean / Cpennee: 100.0
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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 AHAJIM3A 'OTOBOI'O ITIPOAYKTA

Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Page 7 of 8 /Ctp. 713 8

Generic name /
HenareHToBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTasona cnpeil HazanbLHLI H03MPOBaHRLIN 50 MKI/103a

Active Ingredients /
JeiicTBylomue BellecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 no3za CIIPCA CORCPIKHT! JlCﬁCTBleHlCe BelecTBO: Momerasona (1)ypoaTa Mouorujapar

51,72 Mxr B nepecuere Ha Momerasona Qypoar 50,00 mxr

Strength / Josuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / Jlata 04/2024
NPOHUIBOACTBA
Eosage form / Metered-dgse (nasa] spray { Conpeit Date of Exp. / Fosien 110 03/2026
eKapcrseHHas q)opma HasaNbHBIU JO3HPOBAHHLIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JlaTa srinycka 23.04.2024
Batch No. / Cepust Ne 12240369 Qty. Released / 62,240 BOT/
KonundecTBo BhinymeHo (akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxonos Mfg.License No. / Juuensus na MNB/10/832
NPOU3IBOACTBO (HoMep)
Inspection Lot No.“/ 040000520440 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHHbIH HOMep aHaAIN3a NMPOU3BOACTBO (AATA)
: GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 x03 / 18/06/2020
GMP ceprudukar (aara)
: . GMP Compliance certificate No./ | GMP-
Market / PoiHok Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. /
Crneunduxaunsn rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanue AGC Mometa’sone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23422(1M-
MowmetazoHa ypoata MOHOTHAPAT 01)-001
Manufactured by / Hpoussoaurear | Aarti Pharmalabs Limited, India/ Aapru ®apmaina6ce Jlumuren, naus
Ne | TESTS/TTIOKA3ATEJIH LIMITS / TPEBOBAHUS OBSERVATIONS /
) PE3YJILTATHI
14 | Microbiological Purity / Muxpobuonoruueckast 4ucrora
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O6uee yucio Goinee 102 KOE B 1 mMn1 npenapata Menee 10 KOE/mn
adpoOHbBIX v
MUKpPOOPIaHU3MOB
Total yeast and moulds Not more than 10" cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / O01ee uuciao Sosee 10! KOE B 1 Mn1 npenapara Menee 10 KOE/mn
JPOXIKEBBIX U TUIECHEBDIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcreue B 1 Absent / OtcyTcTByeT
MJI IiperiapatTa
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcraue B 1 Absent / OtcyTcTByer’ Y
MJI fipenapaTa
15. | Assay / KonuuecTBenHoe onpeneenue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.1% /99,1%
MowmetazoHa pypoat 85,0 % o 115,0 % oT 3as1BJEHHOTO COAEPIKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 98.4% /98,4%
Bensankonus xnopun 80,0 % 10 120,0 % ot 3asBJIEHHOTO COAEPMKAHMA

|
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Glenmark pharmaceuticals Ltd
Village: Klshanpuxa 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
CEPTUD®UKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HanmenoBanue npoaykuuu

MOMAT RINO
MOMAT PHMHO

Generic name /
Henarenrosannoe HAaHMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTrazona cripeli HazajbHbIH Jo3upoBaHubii 50 mir/103a

Active Ingredients /
JeficTByrome Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cipest cofepxuT: AeHCTRYIONICE BeliecTBO: MomeTazona ¢ypoara MOHOTHADAT

51,72 mxr B niepecuere Ha Momerasona ¢ypoar 50,00 mkr

Strength / Jo3uposia 50 mcg/dose / 50 Mxr/noza Date of Mfg. / lara 04/2024
NPOU3BOACTBA
Jl;osage form/ M'etered-d“ose ’nasal épray / Crnpeit Date of Exp. / Tonen 10 03/2026
exapcreeHHas ¢opma Ha3asibHbIH J03HPOBaHHBIH
Product code / Koa npoaykra SRUO30007E040401E] Date of release / lata Brinycka 23.04.2024
Batch No. / Cepust Ne 12240369 Qty. Released / 62,240 BOT /
Kosanyecrso BbinyuieHo (akoHoB
Batch size / Pazmep cepun 69,444 BOT / ¢pnakonos Mg License No. / Jlauensust na MNB/10/832
NpoM3BOACTBO (HoMep)
Inspection Lot NOL/ 040000520440 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHblii HOMep aHAJiM3a NPOM3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (ara)
. GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Poccust GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. /
Crneundukauus rorosoro SPC-CC-063691 Reference STP No./ CIIA Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanne A®C Mometasone Furoate‘ Monohydrate/ API Batch No / ADC cepust Ne MFM-23422(1M-
MowmeTtazona ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilponssoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanaSe Jlnmuren, Unaus
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATHI

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. /
ITo 60 mo3s cycnensun BO (rakoHE M3 TONMITHNEHA BBICOKOH IUIOTHOCTH C
MO3UPYIOIIMM YCTPOHCTBOM M KOJIAYKOM M3 MONMITHICHa BbICOKOH metHogTH: T1o 1.

¢rakoHy BMecTe ¢ HHCTPYKLMEH 110 MeIMLMHCKOMY TIPUMEHEHMIO B naqxe KapTOHHOﬁ

Any deviation/Incident/O0OS: IN/1101/2024/0100
Orki0HeHuA/BecooTBeTcTBIs/OOC: IN/1101/2024/0100

market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging ‘and

analysis reviewed and found to be in compliance with GMP.”

3ak/l04eHne 0 COOTBETCTBHH:

HAaCTOAHIUM TNOATBEPAKAANO,

YTO TMIPEACTaBJCHHas BbILIC mubopmauml ABJIACTCA

AoctosepHoit u ToyHol. Hannas cepus Oblna mpowusBefieHa (BKIIOHAS YHAKOBKY/MapKMPOBKY ¥ KOHTPOJb KayecTBa) Ha

YKa3aHHOH  BbIlIE

HpOHSBOI{CTBeHHOﬁ

iomaake B

MOJJHOM

COOTBETCTBHH €

TpeOOBaHMSIMHU

Hannexanieit

Hpouseoacteennoit ITpaxtuxu (GMP) nokansHbIX PeryITOPHBIX OPraHOB U TpeGOBAHMAMYM HOPMATHMBHOR AOKYMEHTAIMU
JITI-Ne(001710)-(PT-RU)-230123 nns peinka Poccuur M yreepkaeHHoi cneumdukauueii Ne SPC-CC-063691. TIpoTokons
NPOM3BOACTBA, YIIAKOBKY ¥ NOKA3ATEIH Ka4eCTRa JAHHOH cepuy OblM NPOAHANH3UPOBAHA! ¥ CHENAHO 3aKIIOUSHHE, YTO OHH
COOTBETCTBYIOT TpeGosanuam Hannexaweli [poussoncteennoit Ipaktuku (GMP).
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