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Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HeHaTeHTOBaHHOE HaAaNMEHOBaHHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepuisi Ne 12241032A Qty. Released / 32,460 BOT/

KoaunuecTBo BbINYIIICHO q)HaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832

NMPOM3BOACTBO (HOMeP)
Inspection Lot No.“/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)

GMP ceprudukar (xara)

. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoara MoHOruapar 001

Manufactured by / IlpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumuren, Mumus

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

1. | Description / Onucanue

White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /

Or Oemoro po0 mourn Oemoro 1nBera ot | Iloutn 0eJoro LBETa
MOJIYIIPO3PAvHOM 10 HEMPO3payHO KOHCUCTEHLIMU | HEMPO3PayHOW  KOHCHCTEHILUHU

rycTas CyClCH3UA.

TycTasi CyCIEH3Hsl.

2. Identification / Unentuduxanus

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). / Bpemsi ynepkuBaHHs OCHOBHOTO ITHKA
Ha XpoMaTtorpamme HCIIBITYEMOT'O pacTBOpa
AOJDKHO COOTBETCTBOBATH BPEMECHHU YIACPKUBAHUA

OCHOBHOI'O IIMKa Ha XpOMarorpaMme CTaHAapTHOTO | Ha XpoMaTorpamMme
pactBopa  (cm.  pasmen  «KOJMYECTBEHHOE | MCIBITYEMOTO pacTBOpa
OIPECIICHHUE). COOTBETCTBYET BpEMEHH
YACPKUBAHUA OCHOBHOI'O ITHMKa
Ha XpoMarorpamme

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
YACpKMUBaHUA OCHOBHOTO ITHKa

CTaHAAPTHOI'O PacTBOpA.
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Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HeHaTeHTOBaHHOE HaAaNMEHOBaHHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepuisi Ne 12241032A Qty. Released / 32,460 BOT/

KoaunuecTBo BbINYIIICHO q)HaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832

NMPOM3BOACTBO (HOMeP)
Inspection Lot NO;/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)

GMP ceprudukar (xara)

. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoara MoHOruapar 001

Manufactured by / IlpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumuren, Mumus

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

b) Benzalkonium chloride
/ BeH3aIKOHUS XJIOPHU

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci,
and Cis in the chromatogram of the standard
solution (refer to Assay). / Ha xpomaTtorpamme
HCOBITYEMOI'O pacTBOPa AOJIKHBI O6Hapy>KI/IBaTI)C${

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;, and
Cu4 in the chromatogram of the

MTUKH, o BpeMeHaM ynepxuBanus | standard  solution. / Ha
COOTBETCTBYIOIME MMKAM FOMOJIOTOB OSH3aIKOHHUS | XPOMAaTOrpaMMe  HCIBITYEeMOro
xnopuna Ci2 m Ci4 Ha  XpomaTorpamme | pacTBopa 0OHAPYKHBAKOTCS
CTaHIApPTHOTO pacTtBOpa (cm. paznen | IUKH, o BpEeMEHaM
«Konm4ecTBeHHOE ONpeneeHue»). yIep)KUBAHUS
COOTBETCTBYIOIIIE IHKaM
TOMOJIOTOB OeH3aIKOHUS
xmopuna Cip mw  Cys Ha
XpOMaTorpaMme CTaHAapTHOTO
pactBopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 10 4,90 4.601 /4,601
4. | Density / IlitoTHOCTH From 0.950 to 1.050 g/cm?®/ 1.004 g/cm3/ 1,004 r/cm?

Ot 0,950 mo 1,050 r/cm®
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Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HeHaTeHTOBaHHOE HaAaNMEHOBaHHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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

1 mo3a cripest coepiKuT: AelCTBYyIOIIee BenecTBO: MoMeTra3oHa GypoaTa MOHOTHIpAT

51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / To3upoBka

50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024

Dosage form /

Metered-dose nasal spray / Cnpeit

N . Date of Exp. / Toaen a0 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepuisi Ne 12241032A Qty. Released / 32,460 BOT/
KoJsin4ecTBO BHINYIIIEHO (akoHOB

Mfg.License No. / Jiuuensust Ha

Batch size / Pazmep cepun 34,722 BOT / pnakoHos MNB/10/832
NMPOM3BOACTBO (HOMeP)

Inspection Lot No.“/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020

PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)

Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)

GMP ceprudukar (xara)

Market / Peinok

. GMP Compliance certificate No. / GMP-
Russia / Poccus

GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C M API Batch No / A®C cepus Ne 23425(JM-01)-
oMeTa3oHa (ypoara MOHOTHIPAT 001
Manufactured by / IlpousBoaureanr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaust
Ne | TESTS/TIOKA3ATEJIA LIMITS/ TPEBOBAHUAA OBSERVATIONS/
PE3YJIBTATBI

5. | Viscosity / BaskocThb From 30 to 130 cPs / Ot 30 g0 130 cll3 55.2 cPs /55,2 cIl3
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg

OcMOISAJIBHOCTD Ot 250 mo 350 MOcwm/kr 291 MOcm/kr
7. | Netcontent/Macca Not less than 18 g / He menee 18 r 18.29/18,2r

COACPKUMOT0 q)J'IaKOHa

8. | Number of deliveries per
container / KosuuecTBo

Not less than 120 doses (discard the first pumping) | 179 doses / 179 no3
/ He menee 120 no3 (He cuuTasi HEPBUYHYIO

03 MPOKAYKY)
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHTOBaHHOE HAMMEHOBAHUE MoMeTa3oHa crpeii Ha3albHbIN T103MpoBaHHbIH 50 MKT/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylolue Bemecrsa 1 mo3a cripest coepiKuT: AelCTBYyIOIIee BenecTBO: MoMeTra3oHa GypoaTa MOHOTHIpAT
51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr
Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepust Ne 12241032A Qty. Released / 32,460 BOT/
KoaunuecTBo BbINYIIICHO (1)J'IaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NO;/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)
GMP ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
Mowmera3ona ¢ypoara MOHOTHAPAT 001
Manufactured by / IlpousBoaureanr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaust
Ne | TESTS/TIOKA3ATEJIA LIMITS/ TPEBOBAHUAA OBSERVATIONS/
PE3YJIBTATBI
9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Murumywm: 93.2%
Macca 103b1 theoretical dose mass / Maximum / Makcumym:109.4%
WupusuayaneHas macca j03sl: ot 85 % mo 115 % Average / Cpennee: 104.9%
OT TEOPETUYECKOIU MACCHI JIO3BI;
Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennsist macca mo36l: oT 90 % 10 110 % ot
TEOPETHUYECKON MACCHI JJO3EI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3mep uyacTun Yactun pazmepom < 10 mxm — He Meree 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacrun pazmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OtcyrcryroT
YacTuusl pazmepoMm > 30 MKM — JOJDKHBI
OTCYTCTBOBATH
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Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HeHaTeHTOBaHHOE HaAaNMEHOBaHHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepuisi Ne 12241032A Qty. Released / 32,460 BOT/

KoaunuecTBo BbINYIIICHO q)HaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832

NMPOM3BOACTBO (HOMeP)
Inspection Lot NO;/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)

GMP ceprudukar (xara)

. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoara MoHOruapar 001

Manufactured by / IlpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumuren, Mumus

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/

PE3YJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
Ce[ll/lMEHTaIIPIOHHaﬂ COOTBCTCTByeT
YCTOHYUBOCTH

12. | Impurities / Ilpumecu

Impurity 8 DM /
[Ipumecu § DM

Impurity DMC /
ITpumecu DMC

Impurity D /

ITpumecu D

Any individual unspecified
impurity / ExuanyHoit

HEUICHTH(OUITUPOBAHHON
pUMecH

Total impurities /
CymMEI iprMeceit

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

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

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

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

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

Not Detected/ He oO6HapysxeHo

Below LOQ /Hmxe ITKO

0.01% /0.01%

0.02%/ 0,02%

0.08% / 0,08%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 6 of 9/ Ctp. 6 m3 9

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HeHaTeHTOBaHHOE HaAaNMEHOBaHHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepuisi Ne 12241032A Qty. Released / 32,460 BOT/

KoaunuecTBo BbINYIIICHO q)HaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832

NMPOM3BOACTBO (HOMeP)
Inspection Lot No.“/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)

GMP ceprudukar (xara)

. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoara MoHOruapar 001

Manufactured by / IlpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumuren, Mumus

Ne | TESTS/HOKA3ATEJIN LIMITS/ TPEBGOBAHUSA OBSERVATIONS/
PE3YJIBTATHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / Hauauto:
. . i i 0, ..
and Uniformity of from 10 vials) can deviate more than + 20% from the average Minimum / Muramywm: 97%
li value and not any dose can deviate more than + 25% from the . . o
Delivered Dose / Cpeansist average value. The mean should not exceed +15% of label Maximum / Maxkcumym:102%
JIocTaBJisieMas 1032 U claim Mean / Cpennee:100%
OHOPOIXHOCTH If 3 to 6 doses deviate more than = 20% but not more than +
o 25%, test another 20 vials.
AOCTABJIHEMOH R03BI 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. END / Konen:
He 6onee 2 u3 20 103 (10 HavaneHbIX 103 ¥ 10 KOHEYHBIX 703) Minimum / MI/IHI/IMYMZ 97%
MOT'yT UMETh OTKJIOHCHHUE OT CPEAHEro 3HA4YCHUA OoJiee uyeM . . 0
+20%, ¥ HH oxHA 1032 HE JOJDKHA HUMETh OTKJIOHEHHE OT MaX|mum/MaKchyM.102/o
cpeanero suauenus Gonee uem = 25 %. Cpemee suauenne ne | Mean / Cpennee: 100%
JIOJDKHO TpeBbIaTh £+ 15 % oT 3asiBICHHOTO.
Ecnu or 3 10 6 103 uMeroT oTkioHeHus Oonee yeM + 20 %, HO
MeHee yeM + 25 %, To ucnbIThIBatoT cieayomne 20 GaakoHOoB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHE OT CPEIHETrO
3HaueHus 6osee yeM + 20 %, U HU OJIHA JI03a HE JIOJKHA UMETH
OTKJIOHEHHE OT CPEJHEero 3HaueHus Oonee yeM + 25 %. CpenHee
3HA4YCHUE KAXKXI0ro ONpeACICHU HE JOJDKHO IIPEBBIIIATH +15%
OT 3as1BJICHHOTIO.
Prepared By / IToaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
lSIlgnature/ Zﬂ 4 Yogesh Mehta ,4 % Atul Kumar Sé .a g S. 4 Shailendra Singh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 7 of 9/ Ctp. 7m3 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHTOBaHHOE HAMMEHOBAHUE MoMeTa3oHa crpeii Ha3albHbIN T103MpoBaHHbIH 50 MKT/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylolue Bemecrsa 1 mo3a cripest coepiKuT: AelCTBYyIOIIee BenecTBO: MoMeTra3oHa GypoaTa MOHOTHIpAT
51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr
Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepust Ne 12241032A Qty. Released / 32,460 BOT/
KoaunuecTBo BbINYIIICHO (1)J'IaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NO;/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)
GMP ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoara MoHOruapar 001
Manufactured by / IlpousBoaureanr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaust
Ne | TESTS/TIOKA3ATEJIA LIMITS/ TPEBOBAHUAA OBSERVATIONS/
PE3YJIBTATBI
14 | Microbiological Purity / Mukpo6uosoruueckasi 44cTOTa
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml /
count / Obee umcio oonee 102 KOE B 1 mn npenapara Menee 10 KOE/mn
a’pOOHBIX
MHKPOOPTaHI3MOB
Total yeast and moulds Not more than 10 cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / O6ee uncio conee 10! KOE B 1 mMn npenapara Menee 10 KOE/mn
JPOKKEBBIX U TICCHEBBIX
rpuboB

Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcreue B 1 Absent / OrcyrcrByer
MJI IIpenapara

Staphylococcus aureus Absence per 1 ml of the product / OrcyTcrBue B 1 Absent / OtcyrcrByer
MJI IIpernapara

15. | Assay / KoiuecTBeHHOE ONpeieieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 105.2% / 105,2%

Mowmerazona ¢ypoar 85,0 % mo 115,0 % ot 3asBICHHOTO COACPIKAHUS
Prepared By / IToaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUPUKAT AHAJIM3A T'OTOBOI'O ITPOAYKTA
Page 8 of 9/ Ctp.8m3 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHTOBaHHOE HAUMEHOBaHHE MoMeTa3oHa crpeii Ha3albHbIN T103MpoBaHHbIH 50 MKT/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylolue Bemecrsa 1 mo3a cripest coepiKuT: AelCTBYyIOIIee BenecTBO: MoMeTra3oHa GypoaTa MOHOTHIpAT
51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr
Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepust Ne 12241032A Qty. Released / 32,460 BOT/
KoaunuecTBo BbINYIIICHO (1)J'IaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NO;/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)
GMP ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepTEquaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoara MoHOruapar 001
Manufactured by / IlpousBoaureanr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaust
Ne | TESTS/TIOKA3ATEJIA LIMITS/ TPEBOBAHUAA OBSERVATIONS/
PE3YJIBTATBI
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 92.7% 92,7%
BeH3aIKoHusI XJIOpU 80,0 % mo 120,0 % ot 3asBJICHHOTO COJCPIKAHUS
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. /
I[lo 120 mo3 cycneHsun BO (IakOHE W3 MOJNHMATHICHA BBICOKOM IUIOTHOCTH C
JIO3UPYIOUIUM YCTPOMCTBOM U KOJITAYKOM M3 MOJUAITUIIEHA BBICOKOH MmioTHOCTH. [lo 1
(h1aKOHY BMECTE C HHCTPYKIIMEH 10 MEAMIIMHCKOMY NMPUMEHEHUIO B MTAYKE KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OrtkiaoHeHust/HecoorBeTcTBUss/OOC: HE NIPUMEHMMO

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. JITT-Ne(001710)-(PT'-RU)-230123 in
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.”

3aKk/09eHe 0 COOTBETCTBHH. HaCTOAIUM MOATBEPIKAAIO, UYTO HNPECACTABJIICHHAA BBILIC I/IH(i)OpMaIII/ISI SABJISACTCA
JOCTOBEpHOI M TouyHOW. [laHHas cepus ObLIa NpOM3BeICHa (BKIIIOYAs yNaKOBKY/MAapKUPOBKY M KOHTPONIb KayecTBa) Ha
YKaSaHHOP'I BBIIIIC HpOHSBOZ[CTBCHHOﬁ IUI0IIaAKe B ITIOJITHOM COOTBCTCTBUU C Tp€60BaHI/I$[MI/I Hazmexcau_{ef/i
IIpousBoacteennoit [Ipakrukn (GMP) moKalbHBIX PeTyIsSTOPHBIX OPTaHOB U TPEOOBAaHUAMH HOPMATHUBHOH TOKYMEHTAINH
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Page 9 of 9/ Crp.9m3 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHTOBaHHOE HAUMEHOBaHHE MoMeTa3oHa crpeii Ha3albHbIN T103MpoBaHHbIH 50 MKT/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylone BelecTsa 1 1o3a cripest coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT
51,72 mxr B niepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr
Strength / To3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / Tara npou3BoacTea 09/2024
Dosage form / Metered-dvose nasal spray { Crnpeit Date of Exp. / Tonen 10 08/2026
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401DK Date of release / lata Bbinycka 18.09.2024
Batch No. / Cepust Ne 12241032A Qty. Released / 32,460 BOT/
KoaunuecTBo BbINYIIICHO (1)J'IaKOHOB
Batch size / Pasmep cepun 34722 BOT / dmaxomos Mfg.License No. / Jlunensus na MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot No.“/ 040000546353 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 1g/05/5)5)
GMP ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A@C Y API Batch No / A®C cepus Ne 23425(JM-01)-
MomeTa3zona q)ypoaTa MoHOruapar 001
Manufactured by / IlpousBoaureanr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaust

JITT-Ne(001710)-(PT-RU)-230123 st peinika Poccun u yTBepskaeHHOH crenupukanueir Ne SPC-CC-063688. ITpoToKObI
NPOU3BOJICTBA, YIAKOBKH U TIOKa3aTeIN KauecTBa JaHHOW CEpUM ObLIH ITPOaHAIM3UPOBAHbI U CJICTIAHO 3aKIIIOUEHHE, YTO OHH
cooTBeTCTBYIOT TpeboBanusaM Hamnexarueit [IponsBoacteenHoit [Tpakriku (GMP).
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