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Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 1 of 8/ Crp. 1 u3 8

Name of Product /
HanmeHoBaHHe NPOAYKLHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTenToBaHHOE HAMMEHOBANHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmeTasoHa crpeil HazaibHbli 103upoBaHHbIH 50 MKI/103a

Active Ingredients /
JelicTByolne BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 f103a cripest cosepxut: AcicTByIOIee BellecTBo: MoMeraszoHa ¢gypoara MOHOriuapar

51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / Tosuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / larta npouseoacrea | 04/2024
Dosage form / Metered-duose nasal spray { Cripeit Date of Exp. / Foen 10 03/2026
JlekapcTBeHHasn ¢popma Ha3albHbIH 103U POBaHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Beinycka 28.04.2024
Batch No. / Cepust Ne 12240393 Qty. Released / 32,160 BOT/
Konn4yecTBO BbINYIEHO ¢$nakoHoB
Batch size / Pazmep cepun 34,722 BOT / pnakonor Mg, License No. / Jluuensust ua MNB/10/832
NPpOH3BOACTBO (HOMeEp)
Inspection Lot No.“/ 40000521251 Mfg. License Date / JInuensus na 30/04/2020
PerucrpaudoHHbIi HOMep aHaJU3a Npou3BoACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 ao3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (1ata)
. GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykrta Ne
Mometasone Furoate Monohydrate/ MFM-
API1 name / HaumenoBanue A®C Y API Batch No / A®C cepus Ne 23422(JM-01)-
MomeTazoHa pypoaTa MOHOTHAPAT 001
Manufactured by / lIpousBoaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jiumuten, Huaus
Ne | TESTS /MTOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJbTATbDHI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Or ©Genoro g0 mnoutd Oenoro UBETA OT
NOJYTIpO3payuHoil 10 HeMpo3pauHOil KOHCUCTEHIUU
TycTas CyCreH3Ms.

non-transparent consistency. /
Mourn 6enoro uBeTa
HENpo3pavuHOi  KOHCUCTEHIUH
rycTas CyCHeH3Hs.

2. | Identification / UnenTudpnkanus

a) Mometasone Furoate /
MowmeTtazona ¢ypoart

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). / Bpemsi yaep>xuBaHUsI OCHOBHOIO IHKa
Ha XpoMarorpamMme HCOBITYEMOILO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHM YyIEpKHBaHWA
OCHOBHOIO MHKA HA XPOMaTOrpaMMeE CTaHAAPTHOTO
pactBopa  (cM.  pasgen «KonuuecTeHHOE
OnpeAenieHue» ).

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
yIECP)KHBAaHH OCHOBHOIO IIMKa
Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBopa
COOTBETCTBYET BpPEMEHH
yIepKUBaHUA OCHOBHOTO IHKA
Ha XpoMarorpaMme
CTaHIAPTHOTO PacTBOpa.
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Name of Product /
HaumenoBaHue npoayKumnu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmerasona cripeii HazasibHbIH 103UpoBaHHbIH 50 MKI/n03a

Active Ingredients /
JeiicTBYIOLIHE BeLecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cnpest cOAEPKUT: AEHCTBYIOIIEE BellecTBO: MomeTasoHa ¢gypoaTta MOHOrHAPAT

51,72 Mxr B niepecuere na MomeTasona dypoar 50,00 mkr

Strength / lo3uposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa npon3soactsa 04/2024
Jl;osage form / Metered-df)se nasal spray { Cripeit Date of Exp. / Cozen 20 03/2026
eKapcTBeHHast popma Ha3aIbHBIA 103UPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Beinycka 28.04.2024
Batch No. / Cepusi Ne 12240393 Qty. Released / 32,160 BOT/
KoiM4ecTBO BbINYLIEHO ¢nakoHOB
Batch size / Pasmep cepun 34,722 BOT / nakoHos Mfg.License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HOMEP)
Inspection Lot NOL/ 40000521251 Mfg. License Date / JInnensusa Ha 30/04/2020
PerucrpauMoHHblii HOMep aHAIM3A .| mpousBoAcTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxat (1aTa)
. GMP Compliance certificate No. / GMP-
Market / PeiHok Russia / Poccus GMP cepTlEq)uKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneunduKalHsa roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A@C M API Batch No / A®C cepusi Ne 23422(JM-01)-
OMCTa30Ha q)ypoaTa MOHOTrHApar 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc Jlumuren, umusa
Ne | TESTS/ITOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATDI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Beusankonus xjopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci» | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci» and
HCIIBITYEMOTO PacTBOpa AOKHbI oGHapyxuBaThes | Cys in the chromatogram of the
MHKH, no BpEMEHaM yaepxuBanus | standard  solution. / Ha
COOTBETCTBYIOIIHE MUKAM FOMOJIOTOB OEH3AJIKOHMS | XpoMarorpamMme HCHbITYeMOro
f\xmopuna C;2 w  Ciu Ha  xpomarorpamme | pacTBopa oOHapyXHUBalOTCA
;|| cTAaHOAPTHOTO pacTBopa (cm. pasgen | MUKy, o BpeMeHaM
«KonnyectBeHHOE onpeeneHHe). yIAEPKHBaHHsA
COOTBETCTBYIOILHE IHKaM
TOMOJIOrOB 6eH3aNKOHMA
xiopuna Ciz u Ci4 Ha
XpOMaTorpaMMe  CTaHJapTHOIO
. pacTBOpa. :
3. |pH From 4.30 to 4.90 / Ot 4,30 no 4,90 4.78 /4,78
4. | Density / [LnorHOCTB From 0.950 to 1.050 g/cm® / 1.011 g/em?*/ 1,011 r/em®
Ot 0,950 g0 1,050 r/cm?
5. Viscosity / Bsizkoctb From 30 to 130 ¢Ps/ Ot 30 no 130 cll3 39.3 ¢cPs /39,3 cll3
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
HaumeHoBaHUe NPOSYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAKMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTa3oHa cIipeil Ha3ajibHbIH 103upoBaHHbiil 50 MKT/103a

Active Ingredients /
JleiicTByI0IIMe BellecTBA

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

1 11032 crpes CO/IePXuT: AeHcTByoulee BewecTBo: MoMeTasoHa Qypoata MOHOTHAPAT

51,72 Mkr B nepecuere Ha Momerazona @ypoat 50,00 Mkr

Furoate Monohydrate 51.72 mcg as

Strength / lo3uposka 50 mcg/dose / 50 mkr/aosza Date of Mfg. / laTta npon3soacTea 04/2024
Dosage form / Metered-dvose nasal spray { Copeit Date of Exp. / Coxen 10 03/2026
JlekapceTBeHHas dopma Ha3aJ1bHbIH J103UPOBaHHbIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata BbInycka 28.04.2024
Batch No. / Cepus Ne 12240393 Qty. Released / 32,160 BOT/
KoJnuecTBO BbINYIEHO ¢akoHOB
Batch size / Pasmep cepnnt 34,722 BOT / dnakoos Mfg.License No. / Jluuensusi na MNB/10/832
NpoM3BOACTBO (HoMep)
Inspection Lot NO'../ 40000521251 Mfg. License Date / JIunensus na 30/04/2020
PerucTpauMoHHblil HOMEp aHAJIN3A NPOM3BOACTBO (AaTA)
. GMP Compliance certificate Date /
Package size / YnaxoBka 120 Doses / 120 no3 GMP ceprudukar (1a1a) 18/06/2020
- GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / : STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CIIM Ne
040944
npoaykra Ne
' Mometasone Furoate Monohydrate/ : MFM-
API name / HanmenoBanue A®C asone t uroatc MoNOohycarater | s py gateh No / ADC cepust Ne 23422(JM-01)-
Mowmertazona gypoara MOHOTHApAT 001

Manufactured by / Ilpoussogureas | Aarti Pharmalabs Limited, India/ Aapru ®@apmana6e Jlumuresn, Mnans
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /

] PE3YJIBTATDHI

6. | Osmolality /
OcMOJIAIBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcm/kr

291 mOsm/Kg
291 mOcM/kT

7. | Net content / Macca
coep:kuMoro gakona

Not less than 18 g/ He menee 18 r

187g/18,7

8. | Number of deliveries per
container / KoninuyecTBo
103

Not less than 120 doses (discard the first pumping)
/ He menee 120 103 (He cumTas NEpBUYHYIO
NPOKaYKY)

171 doses / 171 no3

9. | Pump delivery/
Macca 103561

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

WnnusnayaibHas Macca 1036l oT 85 % go 115 %
OT TEOPETUUECKOI Macchl JI03bl;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpenusis Macca 1o3b1: 0T 90 % 10 110 % ot
TEOPETHYECKOH Macchl H03bI

Minimum / MuaumyMm: 98.9%
Maximum / Makcumym:106.1%
Average / Cpennee: 104.3%

hstox s N
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®PUKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHoBaHHe NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momerasona cpeli HasalbHBIA A03MpoBaHHbIH 50 Mxr/103a

Active Ingredients /
JleiicTByl011HE BelECTBA

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

1 1032 crpest CoAEpKUT: AciicTBYIONIEe BeecTBo: MoMeTa3oHa (ypoara MOHOTHAPAT

51,72 Mkr B nepecyere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / Jo3upoBka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npon3soacTsa 04/2024
gosage form / Metered-dvose nasal spray { Copeit Date of Exp. / Tonen 10 03/2026
exapcTBeHHas ¢popma Ha3aJlbHbIA 103MPOBaHHbII

Product code / Koa npoaykra SRU030007E040401DK Date of release / laTta Bbimycka 28.04.2024
Batch No. / Cepus Ne 12240393 Qty. Released / 32,160 BOT/

Kosiu4yecTBO BHINYIEHO ¢nakoHoB
Batch size / Pasmep cephu 34,722 BOT/ ¢naxonos Mig.License No. / JInuensus ta MNB/10/832

HPOM3BOACTBO (HoMep)
Inspection Lot No.“/ 40000521251 Mfg. License Date / /Inuensus Ha 30/04/2020
PerucrpaunoHnblit HOMep aHaJaH3a 1IpOH3BOACTBO (AaTa)
Package size / Ynaxosxa 120 Doses / 120 103 GMP Compliance certificate Date/ | g/,

GMP ceprudukar (aara)

: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccust GMP cepTHoHKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoAyKTa Ne
Mometasone Furoate Monohydrate/ MEFM- :
API name / HaumeHoBanue A®@C oate VIonohyaralcl | s py Batch No / A®C cepus Ne 23422(JM-01)-
‘ MowmerasoHa ¢ypoaTa MOHOrHIApaT 001
Manufactured by / Illpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc Jlnmuren, Unaus
Ne [ TESTS/ITOKA3ATEJIM LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI

10. | Particle size /
PasMep yacTHI

Particles < 10pum in size: Not less than 90%
Yacruy pasmepom < 10 mxm — He meHee 90 %;

Particles < 30um in size: 100%

Yactuy pasmepom < 30 mxm — 100 %

Particles > 30um in size: Should be absent
YacTuusl pasmepom > 30 MKM — 10/IKHE

OTCYTCTBOBAThH

100.0% / 100,0%
100.0% / 100,0%

Absent / OTCyTCTBYIOT

11. | Sedimentation Stability /
CeaMMeHTAHOHHAS
YCTOHYHBOCTD

Not less than 5 min / He meHee 5 MuH.

Complies /
CooTBETCTBYET

Prepared By / IloaroTosuna Checked By / Ilposepua Approve(\ By / OnoGpua
Signature / Iloannce Q : ’—:_
Date / IaTa == ~J 2\ o
Bojoy ) Jor Y "413]0\'\\’\»‘\
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
TonxHocTs Officer-QA Officer-QA Sr. Manager - QA
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Name of Product /
HauMeHoBaHue NpoAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeuToBaHHOE HAMMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTaszona cripeii HasaIbHbIN 103MpoRaHHbIH 50 MKI/103a

Active Ingredients /
JleiicTByiolIKe BellecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cnpes CoAepKUT: ASHCTRYIOLIEE BelecTBO: MoMeTa3oHa (hypoaTra MOHOTHApaT

51,72 Mkr B nepecuere Ha Momeraszona dypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / laTa npon3soacTea 04/2024
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Fonen 10 03/2026
JlekapcTBeHHas dopma Ha3aJIbHBI JI03MPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 28.04.2024
Batch No. / Cepun Ne 12240393 Qty. Released / 32,160 BOT/
KoaunuecTBo BhInyieHo (haakoHoB
Batch size / Pasmep cepuu 34,722 BOT / dnaxoros Mfg. License No. / Jluuensus na MNB/10/832
NPOHU3BOACTBO (HOMeEp)
Inspection Lot No.v/ 40000521251 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaunoHHblil HOMep aHAIU3a NpOU3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundpnkaums roroBoro SPC-CC-063688 Reference STP No. / CTIU Ne 040944
npoayKTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune A®C u onohydrate API Batch No / ADC cepusi Ne 23422(JM-01)-
Momerazona ¢ypoara MOHOTHPAT 001
Manufactured by / Ilpoussoauresns | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc Jlumures, Unaus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATbHI
12. | Impurities / IIpumecu

Impurity 8 DM /
Ipumecu 8§ DM

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

Not Detected/ He obHapyxeHO

Signature / [loanuce

[ o

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LOQ /Huxe I1IKO
ITpumecu DMC
o 1) 0.01% /0.01%
Impurity D / Not more than 0.20 % / He 6osee 0,20 % o o
[Mpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
impurity / Equandsoi '
HeMJICHTUPUIUPOBAHHOMN
MpUMeCcH
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.10%/0,10% .-~ e
CyMmMmbl npumeceit ' T ‘,",,.,\‘
S )
Loy (
® fan
\?/}0) o 20 ! ,
Ao
,f
o Lharmace
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O HPOAYKTA

'

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
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Name of Product /
HaumeHoBaHHe NPOAYKUMM

MOMAT RINO
MOMAT PHUHO

Generic name / )
HenaTeHTOBaHHOE HAUMEHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeraszoHa crpeil HazanbHbIH J03vpoBaHbli 50 Mxr/103a

Active Ingredients /
JeiicTBYOLIME BeecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cripess coAepKuT: ACHCTBYIOlIEE BellecTBo: MoMeTasoHa ¢ypoaTa MOHOTHApAT

51,72 mxr B nepecuere Ha MometasoHa dypoat 50,00 Mxr

Strength / lo3nposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / IaTa npoussoacrsa 04/2024
Dosage form / Metered-duose nasal spray { Crpeit Date of Exp. / Foaen 110 03/2026
JlekapcTBenHas ¢opma HA3aJIbHbLI JO3UPOBAHHbIH
Product code / Kox mpoaykra SRU030007E040401DK Date of release / lara Bbinycka 28.04.2024
Batch No. / Cepus Ne 12240393 Qty. Released / 32,160 BOT/
KoaunuecTBo BhINYIleHO ¢akoHOB
Batch size / Pazmep cepun 34,722 BOT / dnakonos Mfg.License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.“/ 40000521251 Mfg. License Date / JInueusus na 30/04/2020
PeructpaunoHHbiil HOMep aHAJTH3A TIPOH3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | ¢/5¢/7079
GMP cepruduxat (aarta)
. GMP Compliance certificate No. / GMP-
Market / PblHOK Russia / Poccust GMP ceprudukat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudpukanus rotoporo SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ¢ buroatc VIonohydratel |y py Bateh No / A@C cepnst Ne 23422(JM-01)-
MowmeTasona ¢ypoata MOHOrHIpAT 001
Manufactured by / IlpousBogurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuten, Huaus
Ne [ TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHHISA OBSERVATIONS /
PE3YJIbTATBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpennsas
oocTaBJisieMas 1032 H
OAHOPOAHOCTD
AOCTaBJIsIeMOH A03bI

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 6onee 2 u3 20 103 (10 HauansHeiX 103 U 10 KOHEUHBIX 103)
MOTYT HMETb OTKJIOHEHHE OT CpelHero 3HaucHHA Oonee Yem
+20%, ¥ HM OfHA [03a HE AODKHA WMETh OTKIOHEHHE OT
CpenHero 3HaueHus Gonee yeM * 25 %. Cpenxee 3HaYEHHE HE
JOJDKHO MpeBBILath + 15 % 0T 3a8BIeHHOTO.

Ecnu ot 3 g0 6 103 uMerOT OTKIOHeHUA Gosee deM = 20 %, HO
MeHee 4eM £ 25 %, TO HCTBITBIBAIOT crieayroiye 20 GrakoHOB.
He 6Gonee 6 u3 60 103 MOTYT UMETh OTKIOHEHHE OT CPEAHETO
3HaueHus Oonee ueM + 20 %, U HU OlHA 1033 HE JODKHA HMETH
OTKJIOHEHHE OT CpeliHero 3HaueHus Honee yeM =+ 25 %. Cpennee
3HaYEHUE KAXOTO ONPEAENSHUs He JOJDKHO MpeBbiats £ 15 %
OT 3asBJICHHOTO.

Beg / Hauano:

Minimum / Munumym: 98.0%
Maximum / Makcumym:105.0%
Mean / Cpennee:100.0%

END / Konenr:

Minimum / Muanmym: 98.0%
Maximum / Maxcumym:105.0%
Mean / Cpennee: 100.0%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A I'OTOBOT'O IPOAYKTA

Page 7of 8 /Ctp. 7u3 8

Name of Product /
HaumeHoBaHHe NPOAYKUNH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHOE HANMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoHa crpeit Ha3aibHbli 103UpoBaHHbii 50 MkI/1032a

Active Ingredients /
JeiicTByioinue BeulecTBa

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

51,72 mkr B nepecyere Ha Momeraszona ¢ypoat 50,00 Mxr

1 n03a cripess COACPHKUT: JCHCTBYIOLIEE BEILECTBO: MoMeTa3oHa Pypoara MOHOTHADPAT

Furoate Monohydrate 51.72 mcg as

Strength / Jo3uposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npousBoacTsa 04/2024
Dosage form / Metered-df)se 'nasal spray { Copeit Date of Exp. / Fozet 110 03/2026
JlekapcTBeHHasn ¢opma Ha3aJIbHbIA 103MPOBaHHbIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 28.04.2024
Batch No. / Cepusi Ne 12240393 Qty. Released / 32,160 BOT/
KosinyecTBO BBINMYLIEHO ¢nakoHos
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mfg.License No. / JIuuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 40000521251 Mfg. License Date / JInuensust na 30/04/2020
Perucrpaunontblit HOMep aHAIH3A MPOU3BOACTBO (AATA)
. GMP Compliance certificate Date /
Package size / Y nakoBka 120 Doses / 120 no3 GMP cepruduiar (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepadurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenugpukanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ¢ b uroate VIONOMYCrale | s p1 Batch No / A@C cepus Ne 23422(M-01)-
MowmertazoHa ¢ypoara MOHOrHApaT 001

Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc Jlumuren, Muaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /

PE3YJIBTATBI

14 | Microbiological Purity / Mu

KpOﬁﬂOﬂOl‘ﬂ'—lec Kast YuCToTa

Total aerobic microbial
count / Obmiee yucno
a3poOHbIX
MHKpPOOPraHM3MOB

Total yeast and moulds
count / Obuiee uucno
JPOAOKEBBIX H TUIECHEBbIX

Not more than 107 cfu per 1ml of the product / He
Gonee 102 KOE B 1 mn npenapata

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

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

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

rpudoB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrctBre B 1 Absent / OtcyTcTBYeET
MII penapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcTBre B 1 Absent / OtcyTcTBYET L
MJ1 IIpenaparta - K
15. | Assay / KonnuecTBeHHOe onipeeieHHe / C k
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 97.6% / 97,6"{&_
MowmeraszoHa ¢ypoar 85,0 % no 115,0 % 0T 3a4BICHHOTO COEPKAHHA [ y

b) Benzalkonium chloride /
bensankonus xuopua

From 80,0 % to 120,0 % of the labeled content / Ot

80,0 % 10 120,0 % oT 3aABIEHHOTO COJCPKaAHKsA

i1l
93.2% 93 ,2%\.(§
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
"CEPTU®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA
Page 8 of 8/ CTp. 8 u3 8
Name of Product / MOMAT RINO
HaumeHnoBaHue NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBAHHOE HAMMEHOBAHHE MomeTa3oHa crpeil HazaabHbBIN 1031poBaHHbIH 50 MKr/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTBy0LUMe BeulecTBa 1 m03a cripes CoMepKuUT: AeiicTBYIOIIee BelecTBO: MoMeTa3oHa (ypoaTta MOHOTHAPAT
51,72 mkr B nepecyere Ha MomeraszoHa dypoar 50,00 Mkr
Strength / lo3upoBka 50 mcg/dose / 50 mkr/go3a Date of Mfg. / lata npou3soactea 04/2024
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Toen 10 03/2026
JlekapcTBenHas dopma Ha3aJIbHBIA 03HpOBAHHBIA
Product code / Kox npoaykra SRU030007E040401DK Date of release / lata Boinycka 28.04.2024
Batch No. / Cepnsi Ne 12240393 Qty. Released / 32,160 BOT/
Ko/n4ecTBO BbINYILEHO ¢nakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mfg.License No. / Jluuensust na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 40000521251 Mfg, License Date / JInueHsus Ha 30/04/2020
PerucTpaunoHHblit HOMep aHaJau3a NpoM3BOACTBO (1aTAa)
. GMP Compliance certificate Date /
Package size / ¥YnaxoBka 120 Doses / 120 no3 GMP ceprudukar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Poinokx Russia / Poccus GMP cepTuduKar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunpukanus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ¢ Vonohydralel |, py Batch No / ADC cepus Ne 23422(IM-01)-
Mowmera3zoHa ¢hypoata MOHOTHAPAT 001
Manufactured by / lpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlumuren, Unaus
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

16. | Package Size / YnakoBka 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. /
[lo 120 no3 cycneHsud Bo (UakoHe W3 TIOJMITUICHA BBICOKOH IUIOTHOCTH ¢
JO3MPYIOIMM YCTPOMCTBOM M KOAMAYKOM H3 MONUITUIIEHA BBICOKOH TIOTHOCTH, Ho 1

q’)HaKOHy BMECTC C V[HCprKHHeI/I 10 METUIIUHCKOMY I'lpHMeHeHI/I}O B Na4YKe KapTOHH

Any deviation/Incident/OOS: Non-applicable i
OtxioHeHusi/HecooTBeTcTBHA/QOOC: He NpHMEHNMO i‘

requirements of the local Regulatory Authority and with the normative document no. JIII-Ne(00171
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.” —

3ak/i0ueHHe O COOTBETCTBHH: HACTOAIIMM TNOATBEPXKIAID, 4YTO TPEACTABICHHAsd Bbille HHGOPMALMA ABIAETCA
JIOCTOBEPHOM U TOuHOM. JlaHHas cepus ObUta MpousBefeHa (BKIIOYas YNaKOBKY/MapKHPOBKY M KOHTPOJb KayecTBa) Ha
yKa3aHHOM BbILIE MPOM3BOACTBEHHOM IMUIOINAAKE B I[IOJHOM COOTBETCTBUM ¢ TpeGoBanuamu Hamiexaueit
Ipoussoacteennoit ITpakTiku (GMP) JioKaNbHBIX PEryJISTOPHBIX OPraHOB M TPeOOBAHUAMH HOPMATUBHOM JKOKYMEHTAIUH
JIT-Ne(001710)~-(PT-RU)-230123 mns puinka Poccum u yTBepkaeHHoi cnenndukauueii Ne SPC-CC-063688. IIpoTokosst
MPOM3BOJCTBA, YITAKOBKH W MMOKA3aTeJIM KauecTBa JaHHOH cepud ObLIM MPOaHATU3MPOBAHEl M CAENIAHO 3aKIIOYEHHE, YTO OHU
COOTBETCTBYIOT TpeGoBanuAM Hamnexameii ITpoussoactennolt Ipaktuku (GMP).
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