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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel'laTeHTOBaHl-loe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat

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

Strength / /lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / Jlara 10/2025
NpPOU3BOACTBA
Dosage form / Metered—df)se nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Ppinok Russia / Poccust GMP cepruduxar (omep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001
Manufactured by / IIponsBoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanate Jlumuren, Maauns
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Oesoro gm0 mourn Oenoro uBera ot | [Tourn Genoro BeTa
MOJIyIPO3PavyHOi 10 HENPO3PaYyHOH KOHCUCTEHUMHM | HENPO3PAYHOM  KOHCUCTEHLMH

IycTas CyCIEeH3Hsl.

rycTas CyCreH3Hsl.

2. | Identification / UnenTndukanus

a) Mometasone Furoate /
Mometa3oHa ¢gypoar

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 yJaepxuBaHusi OCHOBHOTO IMHKa
Ha  XpoMarorpamMMe HCIIBITYyeMOro  pacTBopa
JIOJOKHO COOTBETCTBOBATH BPEMEHH YJIEP)KUBAHUS

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
yJIepXKHBaHUs OCHOBHOTO ITHMKa

OCHOBHOT'O TMHKa Ha XpOMAaTorpaMMe CTaHAapTHOTO | Ha Xpomarorpamme
pactBopa  (cMm. pazzen «KonnuecTBeHHOE | UCOBITYEMOTO pacTBopa
OTIpe/ieTICHUEY). COOTBETCTBYET BpEMEHN
yAep)KUBaHUSI OCHOBHOTO TIHMKa
Ha Xpomarorpamme
CTaHJIaPTHOTO PacTBOPA.
Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel'laTeHTOBaHl-loe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat

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

Strength / Jlo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / Jlara 10/2025
NPOU3BOICTBA
Dosage form / Metered—df)se nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Prinok Russia / Poccin GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001

Manufactured by / IlpouzBoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmainatde Jlumuren, Unmus

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJIBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BenzankoHust xJopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cj, | corresponding to the retention
and Cj; in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci» and
HCIIBITYEMOTO pacTBopa JOJDKHBI 00HapyxuBathcst | Cis in the chromatogram of the
[IUKH, o BpeMEHaM ylaepxxupanus | standard  solution. / Ha
COOTBETCTBYIOLINE MMUKaM TOMOJIOrOB OCH3AIKOHUS | XpOMATOrpaMMe  HUCIBITY eMOTrO
xaopura Cip um Ci4  Ha  XpomaTrorpamme | pacrBopa 00HapyKUBAIOTCS
CTaHJaPTHOTO pactBopa (em. paszgen | IuKH, 1o BpeMeHaM
«Konu4uecTBeHHOE OTpE/ielICHHE» ). yIepKUBAHUS
COOTBETCTBYIOIIHE MHKaM
roMOJIOrOB OEH3aIKOHMSI
xmopuga Cip w  Cis4  Ha
XpoMarorpaMme CTaHIapTHOTO
pacTBopa.
3. | pH From 4.30 t0 4.90 / Ot 4.30 10 4,90 4.655 /4,655
4. | Density / IlnoTHOCTH From 0.950 to 1.050 g/cm?/ 1.007 g/cm?/ 1,007 r /em?
Ot 0,950 10 1,050 r/cm?

Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
lS_[lgnature/ ? 4 m Yogesh Mehta /4 p Arun Patyal S ) S: Shailendra Singh
oxnuch éad’md'/m
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel’laTeHTOBaHHOC HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / Jlara 10/2025
NPOU3BOICTBA
Dosage form / Metered—dvose nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Prinok Russia / Poccin GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001

Manufactured by / IlpouzBoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmainatde Jlumuren, Unmus

COIeP:KUMOro (pi1aKoHa

Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
5. | Viscosity / Bsi3koctb From 30 to 130 cPs / Ot 30 o 130 cII3 44.00 cPs / 44,00 cI13
6. | Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg
OCMOJIAILHOCTD Ot 250 10 350 MOcMm/kr 294 MmOcm/kr
7. | Net content / Macca Not less than 9 g / He menee 9 ¢ 92¢g/92r

8. | Number of deliveries per
container / KouyecTBo
103

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuuTast NIEPBUYHYIO

[IPOKAYKY )

85 doses / 85 no3

Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
lS_[lgnature/ ? 4 m Yogesh Mehta /4 p Arun Patyal S ) S: Shailendra Singh
oxnuch éad’md'/m
Daile / lara 25Nov 2025 14:24:33IST i 25 Nov 2025 14:25:55 IST 25 Nov 2025 14:40:45 IST
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel’laTeHTOBaHHOC HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr

Date of Mfg. / lata

Strength / /lo3upoBka 50 mcg/dose / 50 mxr/no3a 10/2025
NPOH3BOJICTBA
Dosage form / Metered—dvose nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Quy. Released | 64,480 BOT/
0/IM4€CTBO BBINYLIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mig. License No. / Jluuemnsus na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Ppinok Russia / Poccust GMP cepruduxar (omep) 01556/20/IN

Reference Specification No. /
Cneundukanus roroBoro
npoaykra Ne

SPC-CC-075514

Reference STP No. / CIIN Ne

STP-CC-043443

API name / HaumenoBanne AD®C

Mometasone Furoate Monohydrate/
MowmeTa3oHa ypoara MOHOTHIPAT

API Batch No / ADC cepus Ne

MFM-25404(JM-
01)-001

Manufactured by / IlpouzBoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmainatde Jlumuren, Unmus

Ne | TESTS /IHOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATBI

9. | Pump delivery /
Macca 103bl1

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

theoretical dose mass /

WHuBuyanbHast Macca 103bl: 0T 85 % 10 115 %

oT TGOpCTH‘ICCKOﬁ MacCChI 103bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennsia Macca 103b1: 0T 90 % 10 110 % ot

TEOPETUYECKOM MaCChl A03bl

Minimum / Munumym: 89.9%
Maximum / Makcumym:110.7%
Average / Cpennee: 103.0%

10. | Particle size /
Pazmep wacTun

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

Particles < 30pm in size: 100%

Yactuy pasmepom < 30 mxm — 100 %

100% / 100%

100% / 100%

Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT

YacTtuusl pazMmepoM > 30 MKM — JI0JIXKHBI

OTCYTCTBOBAaTh

Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
lS_Ilgnature / ? 4 m Yogesh Mehta /4 p Arun Patyal Sé ;a 6 S: Shailendra Singh
oAnuchH
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel’laTeHTOBaHHOC HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr

Date of Mfg. / lata

Strength / /lo3upoBka 50 mcg/dose / 50 mxr/no3a 10/2025
NPOH3BOJICTBA
Dosage form / Metered—dvose nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mig. License No. / Jluuemnsus na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Ppinok Russia / Poccust GMP cepruduxar (omep) 01556/20/IN

Reference Specification No. /
Cneundukanus roroBoro
npoaykra Ne

SPC-CC-075514

Reference STP No. / CIIN Ne

STP-CC-043443

API name / HaumenoBanne AD®C

Mometasone Furoate Monohydrate/
MowmeTa3oHa ypoara MOHOTHIPAT

API Batch No / ADC cepus Ne

MFM-25404(JM-
01)-001

Manufactured by / IlpouzBoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmainatde Jlumuren, Unmus

Ne | TESTS/IMIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VJIBTATHBI
11. | Sedimentation Stability / Not less than 5 min / He meHee 5 MuH. Complies /
CennMeHTaLIOHHAS CoOTBETCTBYET
YCTOHYHBOCTH

12. | Impurities / Ilpumecn

Impurity 8§ DM /
ITpumecu 8§ DM

Impurity DMC /
IIpumecu DMC

Impurity D /
ITpumecu D
Any individual unspecified

impurity / Enuau4noit
HEeUJICHTU(QUIUPOBAHHO!

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 6onee 0,20 %

0.1%/ 0,1%

0.01%/ 0,01%

Not Detected/ He oOHapyxeHO

Below LOQ / Huxe LOQ

MIPUMECH

Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.4% /0,4%

CyMMBI ipuMecei

Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel'laTeHTOBaHl-loe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

calculated for Mometasone Furoate 50.00 mcg

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

1 103a cripest ConepsKUT: IeiCTBYIONIEE BelecTBO: MoMeTasoHa ¢ypoaTa MOHOTHIpAT
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr

and Uniformity of
Delivered Dose / Cpennsis
JDocTaBJsieMast 1032 H
OTHOPOIHOCTH
A0CTABJISIEMOM 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 n3 20 no3 (10 HayanpHbIX 103 U 10 KOHEYHBIX 703)
MOTYT MMETh OTKJOHEHHE OT CPEIHEero 3HauyeHus Oosee yeM
+20%, ¥ HU OIHA /1032 HE JIODKHA MMEThb OTKJOHEHHE OT
cpenHero 3HaueHus Oosiee yeM + 25 %. CpenHee 3HaUeHHE He
JIOJDKHO TPEBBIIATH + 15 % 0T 3asBJIEHHOTO.

Ecam ot 3 10 6 103 UMEIOT OTKJIOHEHHs Oosee ueM + 20 %, HO
MeHee 4eM £ 25 %, To UCTBITBIBAIOT ciienytoinue 20 (JIakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJOHEHHE OT CPEJHETO
3Ha4YeHus Oonee yeM £ 20 %, U HUM OJIHA /103 HE J0JDKHA UMETh
OTKJIOHEHHE OT CpeJHero 3HaueHus 6osee ueM + 25 %. Cpennee
3HAYEHUE KAXKIOT0 ONPEesIeHNs He T0/DKHO NpeBbarh = 15 %
OT 3as1BJICHHOTO.

Strength / Jlo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / Jlara 10/2025
NPOH3BOICTBA
Dosage form / Metered—df)se nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Ppinok Russia / Poccust GMP cepruduxar (omep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001
Manufactured by / IIponsBoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanate Jlumuren, Maauns
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauno:

Minimum / Munumym: 96%
Maximum / Makcumym: 104%
Mean / Cpeanee:100%

END / Konen:

Minimum / Munumym: 98%
Maximum / Makcumym:102%
Mean / Cpennee: 100%
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel'laTeHTOBaHl-loe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / Jlara 10/2025
NPOU3BOICTBA
Dosage form / Metered—df)se nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Prinok Russia / Poccin GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001

Manufactured by / IlpouzBoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmainatde Jlumuren, Unmus

Ne | TESTS /IHOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATBI

14 | Microbiological Purity / Mukpo0ouosornyeckasi 4McToTa

Total aerobic microbial
count / O01ee YKCIIO
a’pOOHBIX
MHUKpPOOPraHM3MOB

Total yeast and moulds
count / O01ee 4uciio
JIPOXOKEBBIX U MIIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10% cfu per 1ml of the product / He
Sonee 10> KOE B 1 mu1 npenapara

Not more than 10! cfu per 1 ml of the product / He
Sonee 10! KOE B 1 M1 npenapara

Absence per 1 ml of the product / OrcyrcrBue B 1

MII [Ipenapara

Absence per 1 ml of the product / OrcyrcrBue B 1

MII ipenapara

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

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

Absent / OTcyTcTBYET

Absent / OTcyTcTBYET

15. | Assay / KosimuecTBeHHOe ompeesieHre

a) Mometasone Furoate /
MomeTtazoHa ¢ypoar

From 85,0 % to 115,0 % of the labeled content / Ot
85,0 % o 115,0 % oT 3asBNEHHOTO COAIepKAHUS

102.7% /102,7%
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MOMAT RINO
MOMAT PUHO

Name of Product /
HanveHoBaHNe NPOAYKIHH

Generic name /
Hel'laTeHTOBaHl-loe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

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

1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat

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

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

Strength / /lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / Jlara 10/2025
NPOU3BOICTBA
Dosage form / Metered—df)se nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Ppinok Russia / Poccust GMP cepruduxar (omep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001
Manufactured by / IIponsBoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanate Jlumuren, Maauns
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

b) Benzalkonium chloride /
benzankonust xnopun

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % mo 120,0 % OT 3asBIEHHOTO COJCPIKAHUS

92.5% /92,5%

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 no3 cycneHsud BO ¢uakoHe W3 TOMMITHICHA BBICOKOH IUIOTHOCTH C
JTIO3UPYIOIINM YCTPOUCTBOM M KOJMAYKOM M3 MOJMATHIIEHA BEICOKOH moTHOCTH. [1o 1

(akoHy BMecTe ¢ MHCTPYKLHEH M0 METUIMHCKOMY TIPHMEHEHHUIO B MatKe KapTOHHOM.

Any deviation/Incident/OOS: NA
OtknoHenusi/HecooTBeTcTBUSI/OOC: NA

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)-(PT-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.”

3ak/04eHHe 0 COOTBETCTBHHM: HACTOSIIAM IOATBEPIKIAI0, 4YTO MpEJCTaBJCHHAs Bbllie WHGOpPMAUUS SBISETCS
JIOCTOBEpHOU ¥ TOYHOM. JlaHHasi cepusi Oblia mpousBeneHa (BKIIOYAs YIMAKOBKY/MAapKHPOBKY W KOHTPOJIb KadecTBa) Ha

yKa3aHHOW  BbIlE TPOM3BOJCTBEHHOM IJIOLIAAKE B [OJHOM COOTBETCTBMM ¢ TpeboBaHusiMu  Hamnexaieit
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Name of Product /
HanveHoBaHNe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
Hel'laTeHTOBaHl-loe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpeii Ha3albHbIA JO3UpOoBaHHBIT 50 MKT/m03a

Active Ingredients /
JleiicTBYIOIIHE BeleCcTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest copepsKuT: IeiicTByromIee BerecTBo: MoMeTa3oHa ¢yypoaTa MOHOrUIpat

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

Strength / Jlo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / Jlara 10/2025
NPOU3BOICTBA
Dosage form / Metered—df)se nasal spray i Crnpeii Date of Exp. / Foxent 110 09/2027
JlexkapcrBennas (gpopma Ha3aJIbHBII O3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / /lara Bbinycka 20.11.2025
Batch No. / Cepus Ne 12251427A Qty. Released / 64,480 BOT/
Kosin4ecTBo BhINYIIEHO (nakoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢makoHos Mfg.License No. / Jlunensust na MNB/10/832
Npon3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000629192 Mfg. License Date / JIuuen3us na 30/04/2020
PerncrpannoHHblii HOMep aHA/IH3A NPOH3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (1ara)
. GMP Compliance certificate No./ | GMP-
Market / Prinok Russia / Poccin GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Hauvenosanue AQC | Mometasone Furoate Monohydrate/ |\ oy g op No / ADC cepun No | MEM-25404(IM-
MowmeTa3oHa ypoara MOHOTHIPAT 01)-001

Manufactured by / IlpouzBoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmainatde Jlumuren, Unmus

IMpouzsoacreennoii Ipakruxu (GMP) okaIbHBIX PErYJISTOPHBIX OPraHOB U TPeOOBAHUSAMH HOPMATHUBHON JOKYMEHTALUU
JII-Ne(001710)-(PT-RU)-230123 nuist peinka Poccuu u yTBepxaeHHOH creuuduxanueil Ne SPC-CC-075514. TIpoToxosst
MPOHU3BOACTBA, YIIAKOBKH U MOKA3aTEIN KauecTBa JAHHOH Cepyu ObIM MPOaHATM3UPOBAHBI U CAETAHO 3aK/II0OYEHHE, UTO OHH
COOTBETCTBYIOT TpeboBauusam Hamexameit [IponsBoacreennoit [1paxruxu (GMP).
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