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CEPTU®HUKAT AHAJIN3A TOTOBOI'O MPOAYKTA
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Name of Product /
HanmeHoBatue npogykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHToOBaHHOE HAUMEHOBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona gyypoara MoHornapara cripeit Hasa/bHbIH A03MPOBaHHbI 50 MKr

Active Ingredients /
HeficTByiowme BewecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpes coaepxut: AeicTByloLee BeilecTBo: Momerasona ®ypoara MOHOTHApAT

51,72 mkr B nepecuere Ha MoMeTasona dypoar 50,00 Mkr

Strength / No3uposka 50 meg / 50 Mxr Date of Mfg. / lata nponssoacrsa 10/2022

Dosage form / Metered-dose nasal spray /

JlexapcTnennan hopma Cripeit HasanbHbIH Date of Exp. / Fogen xo 09/2024

MO3UPOBaHHbIH

Product code / Koa npoayxra SRU030007E040401EJ Date of release / Iara Bbinycka 29.10.2022

Batch No. / Cepun Ne 12220657 Qty. Released / Konuuectso 64,320 BOT/
BbINYWEHO ¢nakoHoB

Batch size / Pasmep cepun 69,444 BOT / draxoos Mfg.License No. / | MNB/10/832
JInueH3us Ha Npon3BoaACTBO (HOMep)

lnspectlon Lot NO:/ 04000042101 6 Mfg‘ License Date / 30/04/2020

PerncTpaunonnblii HoMep ananusa JInueH3Hst Ha MPOU3BOACTBO (AaTa)

Package size / YnaxoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (aara)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Cneundukauns rorosoro

SPC-CC-063691

Reference STP No. / CIIH Ne

STP-CC-040947

npoaykra Ne

Ne | TESTS/MOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIbTATHI

1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. '/ | noutu Genoro ueeTa OT HEMPO3IPAYHOMH
Ot Genoro a0 noutu Gesoro- uBeTa OT | KOHCHCTEHUMH IyCTas CYCMEH3US.
NOJY MPO3pavHON o HeNpo3pavHoi

KOHCUCTEHLMH IycTas CyCNEH3us.

2. Identification / MoanunnoCTH

a) Mometasone Fuorate /
Mowmera3sona ¢ypoar

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

e preparation. /  Bpema  ynepxusanus | chromatogram of standard preparation.

/\\\(\) ARV 'OCHOBHOTO ~ TIHKAa Ha  XpomaTorpamme | / BpeMms yIepKMBAHHA OCHOBHOrO

ol ’,:\ HCTIBITYEMOTO pacTBopa JO/DKHO | MHKA HAa XpOMaTorpaMMe HCTLITYEMOTO

4% P COOTBETCTBOBAThL BPEMEHM YAEPKUBAHUS | pacTBOPa  COOTBETCTBYET  BPEMEHH

* * OCHOBHOIO  MUKa Ha  XpoOMaTorpaMMme | YA€pKHBAHHA OCHOBHOTQ TMKa Ha

( @ . CTaHAAPTHOTO pacTBopa Xpomarorpamme CTaHJapTHOro
| e T pacTBopa

The retention time of the main peak in
the  chromatogram  of  sample
preparation  corresponds to  the
retention time of the main peak in the

Prepared By,/ lloarorosun

Checked By / lposepus

Approved By / Ono6pna

Signature / Moanuce
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Name of Product /
HanmeHoBaHHe NpoAyKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenatenToBaHHOE HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MoHOrHapara cripeit Ha3abHbIH JO3UpOBaHHbIA 50 MKT

Active Ingredients /
JeiicTBy0mKe BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 no3a cnipest conepxkut: AeiicTByiolee BewecTBo: MoMerazona ®ypoata MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / Jo3uposka 50 meg / 50 mxr Date of Mfg. / llata npoussoacrsa 10/2022

Dosage form / Metered-dose nasal spray / '

JlexapcTeennas dopma Cnipeii HasanbHbIH Date of Exp. / Toaen ao 09/2024

JI03UPOBaHHAIH

Product code / Ko npoaykra SRUO30007E040401EJ Date of release / lata Buinycka 29.10.2022

Batch No. / Cepust Ne 12220657 : Qty. Released / Koinuecrso 64,320 BOT/
BbINY LWEHO t1axoHOB

. _ Mfg.License No. /

Batch size / Pa3mep cepun 69,444 BOT / nakoHoB JIHUCHIHS HA NPOHIBOICTBO (HOMED) MNB/10/832

Inspection Lot No. / 040000421016 Mfg. License Date / 30/04/2020

Peructpaunouusiii Homep ananusa JluueH3us Ha NpPoM3BOACTBO (1aTa)

: GMP Compliance certificate Date /

Package size / Ynaxoska 60 Doses / 60 103 GMP ceprudmicar (1aa) 18/06/2020

Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (nomep)

Reference Specification No. /

Creuudurauns rorosoro SPC-CC-063691 Reference STP No./ CITIU Ne STP-CC-040947

npoaykta Ne

Ne | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJbTATHI

b) Benzalkonium chloride
/ bensasnkonus xnopua

-~

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues C;2 and Cis in the
chromatogram of the standard solution. / Ha
XpoMaTorpaMMe  HCMbITYEMOro pacTBOpa
ROKHbI  OOHApyKMBAaTbCi  INHKH, MO
BpEMEHaM YACPKHBAHUS COOTBETCTBYIOIIHE
MIKaM TOMOMIOTOB OE€H3aNKOHMA XJIOpUIa
Ci2 1 Ci4 Ha XpoMarorpamme CTaHAaPTHOTO
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C)2
and Cyq in the chromatogram of the
standard solution. / Ha xpomaTorpamme
MCMBITYEMOTO pacTBopa
06HAapy)KUBAOTCA MUKH, MO BPEMeHaM
yIEpXKUBaHHUSA COOTBETCTBYIOILIHE
NMUKaM  TOMOJIOrOB  GeH3anKoHHuA
xnopuaa Ciz n Ci4 Ha XpoMaTorpamme
CTaHAAPTHOTO PACTBOpA.

3. | pH

From4.3t04.9/014,3 104,9

4.63 /4,63

4. | Density / IlnorHocThb

From 0.950 to 1.050 g/cm? /
Ot 0,950 10 1,050 r/em®

1.030 g/fcm®/ 1,030 r/cm®

5. | Viscosity / Baskoern

From 30 to 130 ¢Ps / Ot 30 a0 130 I3

61.6 cPs/ 61,6 cIl3

6. | Osmolality /
OcMOTANIBLHOCTD

From 250 to 350 mOsm/Kg
Ot 250 10 350 MmOcMm/kr

294 mOsm/Kg
294 mOcMm/kr

7. | Leakage check /
IpoBepka ¢pakona na
FePMETHYHOCTD

Absence of any traces of leaks / OtcyrcTBue
CIIC/I0B NIPOTEUKH

No traces of leaks / Cneasl mporeuku
OTCYTCTBYIOT

8. | Net content / Macca
coaepkumMoro gaakoHa

Not less than 9.0 g / He menee 9,0 r

92g/92r

Checked By / [posepua

Approved By / OnoGpua

Signature / Iloanucs

Prepared By / [Joarorosua

Yoo

2

Date / lata { WOO\ L) Yo 0 M12— 0"], lll'w""/

. —+
Name/ @10 Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /  Officer-QA Officer-QA Asst. Manager - QA

Honxuocern

FCM/QA054/08.00
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Name of Product /
HaumenoBauue npogykuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenatenrosanHoe HAMMEeHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Momerasona dypoara MoHoruaparta cripeii HasailbHbli 103MPOBaHHbIH 50 MKT

Active Ingredients /
JeiicTBy0lwMe BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cpes conepxut: aefcTaylowee BewecTso: Momerasona Dypoara MOHOTMAPAT

51,72 mxr B nepecuere Ha Momeraszona diypoar 50,00 Mkr

Strength / Xosuposka 50 meg / 50 mxr Date of Mfg. / lata npoun3ssoacraa 10/2022

Dosage form / Metered-dose nasal spray /

Jlekaperpennan dopma Cripeit Ha3aNBHBIIH Date of Exp. / ['oaen g0 09/2024

JO3UPOBaHHBIA

Product code / Koa npeayxra SRUO030007E040401EJ Date of release / {ata Bbinycka 29.10.2022

Batch No. / Cepun Ne 12220657 Qty. Released / Koanuectso 64,320 BOT/
BbINYIIEHO (rakoHOB

; Mfg.License No. /

Batch size / Pa3mep cepun 69,444 BOT / ¢nakonos JTHUeH3HA WA NPOUIBOACTBO (HOME) MNB/10/832

Inspection Lot No. / 040000421016 Mfg. License Date / 30/04/2020

Perucrpaunonnbiii Homep ananiusa JlnueH3us Ha NpoH3IBOACTBO (1aTa)

Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (aata)

Market / Paisoi Russia / Poccus GMP Compliance certificate No./ | ;\p 1556007\
GMP cepruduxar (Homep)

Reference Specification No. /

Cneundukauns rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947

npoaykra Ne

Pasmep yactun

Ne | TESTS /[TIOKA3ATEJIU LIMITS / TPEGOBAHUA OBSERVATIONS / PE3YJIBTATBI
9. | Number of deliveries per Not less than 60 doses / He menee 60 no3 88 doses /88 no3
container / Konnyecrso '
a03
10. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Munumym: 97.7%
Macca nossi of the theoretical dose mass / Maximum / Makcumym: 109.6%
UnausuayansHas macca q03bI: oT 85 % Average / Cpennee: 105.2%
10 115 % ot TeopeTudeckoli Macchl HO3bI; _
Average mass of the dose: from 90% to o G
110% of the theoretical mass of the dose / el
Cpeansia macca n03bi: 0T 90 % 10 110 % .-
OT TEOPETHUECKOH MACChI 103bl / /gn/
11. | Particle size / Particles < 10pm in size: Not less than 90% | 100.0% /100,0% \ 64} Wt

Yacruu pasmepom < 10 MM - He MeHee
90 %;

Particles < 30pm in size: 100%

Yactuu pazmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuu pasmepom > 30 MKM - JOJKHBI
OTCYTCTBOBATb

N

. N
L x'\"*/
‘a"‘;:arm”ﬁw

e

100.0% / 100,0%

Absent / OTCyTCTBYIOT

Prepared By / Ilgarorosua

Checked By / IIposepua

Apprgved By / Ono6pun

Signature / [Toanuce,

Yoy)

JonxHocTn

Date/ lata U g )y v oq 1| o Jufre—

{
Name/ ®HO Yogesh Kumar Mehta Atul Kumar Aja)l' Kumar Garg
Designation /  Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
- HanmeHnosaHue npoayxkuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaAHHOE HAMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ¢ypoara MoHOrMpaTa cripedi HasallbHbIH A03UPOBaHHbIH 50 MKT

Active Ingredients /
HAeiicTBylomue BewmecTsa

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

calculated for Mometasone Furoate 50.00 meg

| no3a cnipes conepxut: aelcTByiowEe BewecTBo: MoMerasona ®ypoara MoHOrHapar

51,72 mkr B nepecuete Ha MomeTtasona dypoat 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 mkr Date of Mfg. / Jata npou3soacraa 10/2022
Dosage form / Metered-dose nasal spray /
7 g Crnipeit HasanbHBIif Date of Exp. / F'ogen ao 09/2024
exapcTeeHHas gpopma
AO3NUPOBAHHEIA
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Buinycka 29.10.2022
Batch No. / Cepus Ne 12220657 Qty. Released / Kosinuectso 64,320 BOT/
- BbINYIIEHO (nakoHOB
. Mfg.License No. /

Batch size / Pasmep cepun 69,444 BOT / ¢nakonos JTHUEH3US HA NPOMIBOLCTBO (HOMEp) MNB/10/832
]nspectlon Lot No. / 04000042 101 6 Mfg’ License Date / 30/04/2020 .
Perucrpaunonusiii Homep ananuza JIMueH3ua Ha Npou3BOACTBO (aaTa)

; GMP Compliance certificate Date /
Package size / YHaKomga 60 Doses / 60 103 GMP ceprudmicat (1a1a) | 18/06/2020
Market / Puiok Russia / Pocchs GMP Compliance certificate No./ | 5\ 1) 55670/N

GMP ceprHduxar (nomep)

Reference Specification No. /
Cneuuuxauus rotoporo SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/IIOKA3ATEJIH |

LIMITS / TPEFGOBAHMUSI

| OBSERVATIONS / PE3YJILTATHI

12. | Related Substances / ITocToponnue npumecu

Impurity 8DM /
[Mpumecu 8DM

Impurity DMC /
ITpumecu DMC

Impurity D/
Mpumecu D

Any individual unspecified

Not more than 0.15 % / He Gonee 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 %

0.02% / 0,02%

0.06% /0,06%

s
/o~

0.02% / 0,02% / "

Not detected/ He oGHapyxeHo

/ . S \\
/- ! S Y "~
Y \\ Y o

impurity / EnvanuHoi | -
HeUIeHTUPUUMPOBAHHOH \‘/ m Z
npUMecH \’\% o9 }\Q./__-"
; NG /4
Total impurity / Not more than 0.60 % / He Gonee 0,60 % 0.14%/0,14% S A ,mgy
Cymma npumeceii T e
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauano:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Munumym: 96.7%
dose) / OnHOpoaHOCTD more than + 25% from the average value and | Maximum / Makcumym: 102.2%
BbICBOOOXKIaeMO#i A03b1 not any dose can deviate more than + 35% | Mean / Cpennee: 100.0%
from the average value.
If 3 to 6 doses deviate more than + 25% but
not more than + 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate
Prepared By / Hoarorosua Checked By / IpoBepua Approved By / OnoGpun
Signature / Hoanucs MW
Date / lata PFatin) Lo Togmhie 04 | ufpon
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
JoaHocTs Officer-QA Officer-QA Asst. Manager - QA
FCM/QA054/08.00
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Name of Product /
HaumeHoBanHe npoaykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenavenToBanHoe HaumMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona pypoara MoHoruapara cnpeii HasanbHbIi 203¥pOBaHHBbIA 50 Mkr

Active Ingredients /
HeiicTeylommne Bemecrsa

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

1 no3a cnpes copepxkur: aekcTyIowEe BeluecTBo: MoMerasona @
51,72 MK B nepecuere Ha Mometasona dypoar 50,00 Mkr

ypoata MOHOTruapar

Strength / Nosuposka 50 meg / 50 mkr Date of Mfg. / Jata npoun3sBoacrsa 10/2022

Dosage form / Metered-dose nasal spray /

Jlexapersennan dopma Cnpeii HasabHbiH Date of Exp. / Foaen ao 09/2024

JI03HPOBaHHEIH

Product code / Kox npoaykra SRUO030007E040401EJ Date of release / lata soinycika 29.10.2022

Batch No./ Cepun No 12220657 Qty. Released / Koanuectso 64,320 BOT/
BbINYLEHO ¢aakoHoB

Batch size / Pasmep cepun 69,444 BOT / ¢nakoHos Mfg. License No. / MNB/10/832
JlnueH3us Ha npon3BoacTBo (HoMep)

Inspection Lot No. / 040000421016 Mfg. License Date / 30/04/2020

Perucrpaunonusiii HOMeEp aHAJIHU3a JInueH3us HA NPou3BOACTBO (aaTa)

Package size / Ynakosxka 60 Doses / 60 203 GMP Compliance certificate Date/ | o000

GMP cepTHdukaT (aaTa)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudmkar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Crneundurauns rotosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / C[IU Ne

STP-CC-040947

Ne | TESTS /TIOKA3ATEJHU

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIBTAThI

more than +25 % from the average value,
and not any dose can deviate more than
+ 35% from the average value.

He Gonee 2-x u3 20 103 (10 HaYyanbHBIX 103
1 10 KoHeuHBIX 103 U3 10 (rakoHOB) MOTYT
MUMETb OTKJIOHEHHE OT CPEAHEr0 3HauYeHMs
Gonee uyeM + 25%, W HH OZHA 1033 He
AOMKHA HUMETb OTKJIOHEHHE OT CPENHEro
3HaueHns Gosiee uem Ha + 35 %,

Eciu o1 3 1m0 6 n03 umeoT oTkioHeHus
Gosiee ueM + 25 %, HO MeHdee yeM + 35 %, TO
UCOLITEIBAIOT cleayowue 20 ¢nakoHoB.

He Gomee 6 w3 60 mos moryr umers
OTKIIOHEHHE OT CpEAHEro 3HAuYeHHs Gojee
yeM + 25 %, ¥ HM OZHA 1033 HE HOMKHA
WUMETb OTKIIOHEHHE OT CpelHEro 3Ha4YeHus
Gonee uem + 35 %.

END / Koneu:

Minimum / Munumym: 97.6%
Maximum / Makcumym: 102.0%
Mean / Cpennee: 100.0%

Prepared By / lloarotosua

Checked By / IIposepua

Signature / Mognuch,

o)

Approvgd By / OnoGpua

Date / Jarta U‘O(ﬁl W Lorh qu”w’ 05‘ |“I‘W -
—F

Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation / Officer-QA Officer-QA Asst. Manager - QA

Honxkuocrs

FCM/QA054/08.00
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Name of Product /
HaumeHoBanue npoayxumuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBaHHoe HauMeHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmetasona diypoara Monoruapara cripet Ha3anbHbIN 103MPOBAHHBIH 50 MKT

Active Ingredients /
HeiicTeylomne sBewecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
| no3a cnpes coaepxut: AeicTBylOMEe BewECTBO: MoMeTa30Ha ®ypoara MOHOrUapar
51,72 mkr 8 nepecyere Ha Momerasona dypoar 50,00 Mkr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacTaa 10/2022
Dosage form / Metered-dose nasal spray /
I g Cnipeit HasanpHEIH Date of Exp. / Toaen o 09/2024
eKapcTBeHHan dopma
J03UPOBaHHBIi
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lata Boinycka 29.10.2022
Qty. Released / Konnuecrso 64,320 BOT/
Batch No. / Cepus No 12220657 BbinywmeNo (rakoHoB
. Mfg.License No. / 2
Batch size / Pa3mep cepun 69,444 BOT / nakonos JIHUeH3H5 HA MPOH3BOACTBO (HoMep) MNB/10/83
Inspection Lot No. / 040000421016 Mfg. License Date / 30/04/2020
Perucrpaunonnsiii Homep ananusza JInueH3us Ha Npou3BoaCTBO (aaTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduiar (nata)
Market / PhiHok Russia / Poccis GMP Compliance certificate No./ | 1 0556201\
GMP ceprudukar (Homep)
Reference Specification No. / .
Creunduxauus roTosoro SPC-CC-063691 Reference STP No. / CTTH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS/INMOKA3ZATEJU LIMITS / TPEBOBAHUSI OBSERVATIONS / PE3YJIBTATBI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum/ Munumym 96.7%

/ OaHopoaHOCTh
A03HPOBAHUSA

measurements can deviate from the average
value more than + 25% and none can deviate
by more than + 35%,

If 2 to 3 values deviate more than + 25% but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.

He Gonee | 3nauenus uz 10 onpenenenuii
MOXET OTKJIOHATCS OT CPedHero 3HauyeHHs
Gonee, yeM Ha + 25 %, W HU oJHoro, Gosee
yeM Ha + 35 %,

Enmv nBa uny Tpu 3HaueHMS HMEKOT
OTKJIOHEHHsA Gosee ueM + 25 %, HO MEHbIUE,
ueM + 35 %, TO HCMBITHIBAIOT CREAYIOUIME
20 ¢nakoHoB.

He Gomee 7Tpex 3mauenmit wuz 30
OonpelesieHHA  MOryT  OTKIOHATbCA  OT
CpeaHero sHaueHus bonee, yeM Ha + 25 %, u
HH OJIHOro, GoJiee yeM Ha + 35 %.

Maximum / Makcumym: 102.2%
Mean / Cpennee: 100.0%

Prepared By / floaroTosun

Checked By / Iposepun

Approyed By / Ono6pua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOPUKAT AHAJIU3A TOTOBOI'O MPOAYKTA

Page 70f9/Crp. 7Tu3 9

Name of Product /
HaumeHnoBanue npoayxuun

MOMAT RINO
MOMAT PHHO

Generic name /

HenateHToBanHoe HaAHMEHOBaHNe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momerazona dypoara MoHOrKapaTa cipei Ha3abHbIA 103MPOBaHHBIH 50 MKT

Active Ingredients /
JeiicTByomue semecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
| no3a crpes conepxut: AeicTayrowWwee BewecTso: MoMerazona dypoara MOHOTHApPAT
51,72 mkr B nepecuere Ha Mometasona dypoar 50,00 Mxr

Strength / Josuposka 50 mcg / 50 Mxr Date of Mfg. / lata npoussoacTsa 10/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennas bopma Cnpeit Ha3anbHBIH Date of Exp. / Foaen a0 09/2024

JIO3UPOBaHHbIN

Product code / Koa npoaykra . SRU030007E040401EJ Date of release / Jara Bbinycka 29.10.2022

Batch No. / Cepus Ne 12220657 Qty. Released / Konuuectso 64,320 BOT/
BLINYEHO ¢aakoHOB

i Mfg.License No. /

Batch size / Pa3mep cepun 69,444 BOT / ¢pnaxonos Jlnuen3us Ha NPOWIBONCTBO (HoMep) MNB/10/832

Inspection Lot No. / Mfg. License Date /

Pernctpaunonusiii Homep anannsa 040000421016 JIuuen3us Ha Nnpou3BoacTBO (naTa) 30/04/2020

; GMP Compliance certificate Date /

Package size / Ynaxoska 60 Doses / 60 no3 GMP ceprudurar (zava) 18/06/2020

Market / Prisos Russia / Poccns GMP Compliance certificate No./ | 5\ 1 5560/
GMP ceptuduxar (Homep)

Reference Specification No. /

Creundniaunn rorosoro SPC-CC-063691 Reference STP No./ CITU Ne STP-CC-040947

npoaykra Ne

LIMITS / TPEFOBAHUSA

Ne | TESTS /NIOKA3ATEJIN |

| OBSERVATIONS / PE3YJIbTATBI

15

Microbiological Purity / Muxpo6uosornueckas uncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uiee uncno
a3pobHbIX BakTepuit u
JPOXOKEBBIX M MIECHEBbBIX
rpuboB (CyMMapHo) -

npenapata

Not more than 102 cfu per 1g (ml) of the
product / He 6onee 102 KOE & 1 r (Mn)

Less than 10 ¢fu/ml/
Menee 10 KOE/Mn

Test for Absence of "7 Lﬂ A
Specified Microorganism / S R
Tect Ha cneunrueckue A ;7(:‘3/\/
MHKPOOPTraHU3MbI: S
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyTcTByeT

Staphylococcus aureus OrcytcTsue B 1 r (Mi1) npenapara

Bile-Tolerant Absence per 1g (ml) of the product / Absent / OtcyTcrByer

Enterobacteria / OtcytcTsue B 1 r (M) npenapata

KemueycroitunBeie Absence per 1g (ml) of the product /

3HTepobaKTepUM Otcytctre B 1 r (Mi1) npenapata Absent / OtcytcrByer

e
=
D,
\fv ,\'._ ]
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Name of Product /
HaumeHoBanue npogykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenToBaHHOE HAMMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerazoHa dypoara MOHOrHApaTa cipeil Ha3aNbHbIA JO3MPOBAHHBIN 50 MKT

Active Ingredients /
HeiicTeyiomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripes conepxuT: AeHicTRyOWEE BelecTBO: MoMeTa3oHa CDypoaTa MOHOTHApaT

51,72 mkr B nepecuere Ha MomeTasona ypoar 50,00 Mxr

Strength / No3suposka 50 meg / 50 Mkr Date of Mfg. / laTa npon3soacTaa 10/2022

Dosage form / Metered-dose nasal spray /

JlekapcTrennas dopma Crnpeit HasabHBIH Date of Exp. / T'ogen a0 09/2024

JO3UPOBaHHBI

Product code / Koa nponykra SRU030007E040401EJ Date of release / laTa Bbinycka 29.10.2022

Batch No. / Cepun Ne 12220657 Qty. Released / Koauuecrso 64,320 BOT/
BLINYMEHO ¢1akoHOB

Batch size / Pasmep cepun 69,444 BOT / ¢nakoros Mfg. License No. / MNB/10/832
JInueH3ns Ha npou3BoACTBO (HOmMep)

Inspection Lot No. / Mfg. License Date /

Perucrpaunonnerii Homep anaausa 040000421016 JlnueH3us Ha npon3BOACTBO (AaTa) 30/0412020

; GMP Compliance certificate Date /

Package size / ¥Ynakoska 60 Doses / 60 103 GMP cepruduar (1ata) 18/06/2020

Market / Priok Russia / Poccus GMP Compliance certificate No./ | b ) 556/20/1N
GMP ceprudukar (nHomep)

Reference Specification No. /
Cneundurauuns rorosoro

SPC-CC-063691

Reference STP No./ CITH Ne

STP-CC-040947

npoaykra Ne
Ne | TESTS/MOKA3ATEJIU | LIMITS / TPEBOBAHUSA | OBSERVATIONS / PE3YJIbTATDI
16. | Assay / KoqnuecTBenHoe onpeaeneHue
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 102.7%/ 102,7%
Mowmetasona dypoara Ot 85 % no 115 % or 3as8neHHOTO
collepKaHus
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 92.4% /92,4%
BensankoHus xnopuaa Ot 80 % no 120 % ot 3aABREHHOTO
COAEPKAHUA
17. | Package Size / Ynaxoska | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made from high-density polyethylene | from  high-density ~ polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap  made  from  high-density
bottle together with the package insert per a | polyethylene. One bottle together with
cardboard box. / Ilo 60 mm 120 xos | the package insert per a cardboard box.
CycneHsuu BO ¢nrakone u3 nonudTHNEHa | / 60 003 CycneH3uu BO (NakoHe W3
BLICOKOH  [UIOTHOCTM C  RO3MPYIOLIMM | MOJIMITHIIEHA BLICOKOH MJIOTHOCTH ¢
YCTpOHCTBOM " KpbILIEYKOH U3 | JA03HMPYIOLINM YCTPOUCTBOM 7
NIOJIHITUIIEHA BLICOKOW MIOTHOCTH. [lo 1 | KpbILIEUKON M3 MOJMAITHIEHA BbICOKOH
¢nakoHy Bmecte ¢ uHCTpykumedl no | miotHoctu. ITo 1 dnakoHy BMecre ¢
MERMLMHCKOMY MPUMEHEHWIO B  Tayke | MHCTPYKLMEH MO  MEOHUMHCKOMY
KapTOHHOH. NPUMEHEHHIO B MayKe KapTOHHOI.
18. | Labeling / Mapkupogka According to ND / B cootsetcTBum ¢ HJJ,
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
Xpauenue B 3awmmiieHHoM ot cBeta MecTe npu Temneparype ot 15 a0 25 °C. He 3aMopaxuBats.

Prepared By / Hoarovosua

Checked By / I1poBepua

Approved By / Ono6pua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIU3A TOTOBOI'O IIPOAYKTA
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Name of Product /
HanmenoBanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona dypoara MoHOrHApaTa cnpeil HasalbHbIH 03MPOBaHHBIH 50 MKr

HenatenroBanHoe HaumenoBaHue

Active Ingredients /
HeiicTByomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a crnipes COZEPKUT: AeHCTRYIOLIEE BelecTBo: MoMerasona @ypoara MoHOrHapat

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

Strength / Jozuposka 50 meg / 50 mkr Date of Mfg. / Jata nponssoacrea 10/2022

Dosage form / Metered-dose nasal spray /

Jlexapcrsentas dopma Cnipeii HazanbHbI# Date of Exp. / Foaen no 09/2024

J103UpOBaHHbIH :

Product code / Koa npoaykra SRU030007E040401EJ Date of release / JaTa Bbinycka 29.10.2022

Batch No. / Cepust Ne 12220657 Qty. Released / Koanvecrso 64,320 BOT/
By LIEHO ¢nakoHOB

Batch size / Pasmep cepun 69,444 BOT / ¢nakonos Mfg.License No. / MNB/10/832
JIHLeH3Hs Ha Npou3BOACTBO (HOMep)

Inspectlon Lot NO.“/ 040000421 016 Mfg' License Date / 30/04/2020

PerucTpaunoHHbIi HOMep aHau3a JIuueH3us Ha NPou3BOACTBO (AaTa)

; GMP Compliance certificate Date /

Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudmicar (1aa) 18/06/2020

Market / Poiiok Russia / Poccus GMP Compliance certificate No./ | \1p 1556/20/IN
GMP cepruduxar (Homep)

Reference Specification No. /

Cneuuduxauns rorooro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /NNOKA3ATEJIN

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATHI

20 | Shelf-life / Cpok roanoctu

2 years /2 rona

Any deviation/Incident/OOS: Not applicable
Orknonenns/Mnuuaentei/OOC: He NPUMEHUMO

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. JIT1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aknioueHHe O COOTBETCTBHHM: HACTOALMM MNOATBEPXKIAIO, YTO NPEACTABIEHHAS BbILUE MH(pOpMaLns  SBJISETCS
AOCTOBEpHOH M TOuHOH. JlanHas cepus Obuia npousBeneHa (BKIHouas YNaKOBKY/MapKHPOBKY U KOHTpOJb Ka4yecTBa) Ha
YKasaHHOH BbllI€ NpPOM3BOACTBEHHOH [UIOMAZKe B TMOJHOM COOTBETCTBMM C  TpeGoBaHmaMu Hamnexauweii
IMpoussoncteennoii [Mpaktuku (GMP) noxanbHEIX PErYJISTOPHBIX OPraHOB M TPeGOBaHHUAMY HOPMaTHBHOM NOKYMEHTalHH
JI1-003870-221221 ana pwinka Poccuu. [poTokonsl NPOM3BOACTBA, YIAKOBKH M MOKA3aTeH KAYECTBA NAHHOM cepuu 6b11
IPOAHATU3NPOBAHBI U CAENAHO 3aKJIOYEHHE, YTO OHHM COOTBETCTBYIOT TpeOGOBaHUAM HMHCW3BOHCTB€HHOVX

[Tpaktuku (GMP).

N
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