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CEPTUO®UKAT AHAJIN3A I'OTOBOI'O NIPOAYKTA
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Name of Product /
HaumenoBanune npoayxuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAMMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmetasoHa ¢yypoara MOHOrMzapara crpeii HasaNlbHbIH J03UpoBaHHbIH 50 MKP

Active Ingredients /
JeiicTBylomue BelecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnipes coaepxut: aeHcTByIOLIEE BeluecTBo: MomMerazona @ypoara MoOHOruapat
51,72 mkr B nepecuere Ha Momerasona gypoat 50,00 Mkr

Strength / Jo3nposka 50 meg / 50 mxr Date of Mfg. / llaTa npou3BoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
Jlexapersennan hopma Cnpeit Ha3AALHbIH Date of Exp. / T'oaen a0 08/2024
J03UPOBAHHbIH
Product code / Koa nponyxra SRU030007E040401DK Date of release / lara BbInycka 30.09.2022
Batch No. / Cepns Ne 12220551 Qty. Released / Koanuecrso 32,320 BOT/
BLINYLEHO ¢nakoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢pnakonos Mig.License No. / MNB/10/832
JInueH3Us Ha MPOU3BOACTBO (HOMEp)
Inspectlon Lot NO-U/ 040000413808 Mfg' License Date / 30/04/2020
PerucTpaLlMoHHbIi HOMep aHAJIM3A JIHueH3uA Ha NPOH3BOACTBO (AaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruurat (1aa) 18/06/2020
Market / Puitiok Russia / Poccus GMP Compliance certificate No./ | Gyvp ) 556/20/IN
GMP ceprudukaT (Homep)
Reference Specification No. /
Cneundukauus rorooro SPC-CC-063688 Reference STP No. / CIIH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /NNIOKA3ATEJIN LIMITS / TPEGOBAHHUSA OBSERVATIONS / PE3YJBTATHI
1. | Description / Onucanue White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| IlouTw Genoro useTa OT HEMPO3PAYHOK
Ot Oenoro no nourn 6enoro UBETa OT | KOHCHCTEHLMH IYCTas CYCHEH3HS,
MOJTYTIpO3pa4Ho i o HENpOo3payHoi

KOHCUCTCHUMH TyCTas CyCIeH3Ms.

2. Identification / ITognunkocTs

a) Mometasone Fuorate /
MowmerasoHa dypoar

&

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. / Bpems yzepkuBaHus
* OCHOBHOTO NHWKa Ha XpOMarorpamme
( HCTIBITYEMOro pactsopa JOJKHO

COOTBETCTBOBATb BPEMEHH YyHEpKHUBAHUA

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 yaepXHBaHHS OCHOBHOTO
MHKa Ha XpOMaTOrpaMMe HCTIBITYEMOTro
pacTsopa  COOTBETCTBYET  BPEMEHH

OCHOBHOTO THKa HA XpoMarorpamMMme | yAepXUBaHHUA OCHOBHOIO [MKa Ha
CTaHapTHOro pacTBopa XpoMarorpamme CTaHIapPTHOIO
patBopa
Prepared By / Moarorosua Cheghed By / lposepua \ Approved By / Ono6pna
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Name of Product /
HaumeHoBaHuHe npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 meg
Momertazona dypoara MoHoruapara cupei HazaJbHbIH 103MPOBaHHBIH 50 MKT

Active Ingredients /
JleficTBYOLIHE BellecTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cripest conepruT: AcHCTBYOLLEE BelecTBo: MomerasoHa Pypoara MOHOTUAPAT
51,72 mkr B nepecyere Ha MoMerasona dypoar 50,00 mxr

Strength / Jo3uposka 50 mcg/ 50 mxr Date of Mfg. / lata npousBoacTBa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsenHas dopma Cripeit HASAIIBHBIR Date of Exp. / Foaen ao 08/2024

JIO3UPOBAHHBI#

Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bhinycka 30.09.2022

Batch No. / Cepun Ne 12220551 Qty. Released / Konnuecrso 32,320 BOT/
BbINYLIEHO (aaxoHoB

Batch size / Pasmep cepun 34,722 BOT/ dnaxonos Mifg. License No. / MNB/10/832
JIMLeH3HS HA NPOU3BOACTBO (HOMep)

Inspection Lot No. / 040000413808 Mfg. License Date / 30/04/2020

PerucrpauMoHHbIii HOMep aHaAU3A JluueH3usi Ha NPOU3BOACTBO (1aTa)

Package size / Y nakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkaT (aata)

Market / Puinok Russia / Poccus GMP Compllance certificate No. / GMP-01556/20/IN
GMP ceptudukar (Homep)

Reference Specification No. /

Creunduranns rorosoro SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944

npoaykTa Ne

Ne | TESTS/HNOKA3ATEJIU

LIMITS / TPEFOBAHUSA

OBSERVATIONS / PE3YJIbTATBI

b) Benzalkonium chloride
/ BeH3ankoHus xJaopug

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci; and Ci4 in the
chromatogram of the standard solution. / Ha
XpOMaTorpamMMe HUCHLITYEMOro pacTBopa
HOMKHBEL ~ OOHAapyKHBAaThCA  NHKU, MO
BPEMEHAM YIEPKUBAHUA COOTBETCTBYIOLIHE
NUKaM TOMOJIOTOB OE€H3aJIKOHMA XJIOpUAa
Ci2 u Ci4 Ha XpoMaTorpaMMe CTaHAapTHOTO
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Ci4 in the chromatogram of the
standard solution. / Ha xpomarorpamme
HCTILITYEMOTO pactBopa
00HapYKMBAIOTCS NMHUKH, MO BPEMEHaM
yIACPKHBaHUSA COOTBETCTBYHOLLIHE
NUKaM  roMoOJIOroB  OeH3aJIkOHMA
xnopuna Ciz 4 Ci4 Ha XpoMaTorpamMme
CTaHIAPTHOIO pacTBopa.

From4.3t04.9/014,3 04,9

4.66 / 4,66

4, Density / IoTHOCTH

From 0.950 to 1.050 g/cm? /
Ot 0,950 no 1,050 r/cm?®

1.014 g/cm?®/ 1,014 r/cm?

5. | Viscosity / BsaskocTb

From 30 to 130 ¢Ps/ Ot 30 go 130 c[13

49.2 ¢cPs /49,2 cllz

6. | Osmolality /
OcMOISLTBHOCTD

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

292 mOsm/Kg
292 MOcMm/kr

7. | Leakage check/
IIposepka ¢uiakona na
repMETHYHOCTD

Absence of any traces of leaks / OTcyTcTBHE
CleJ0B HPOTEUKH

No traces of leaks / Cnenbl mpoTeyku
OTCYTCTBYIOT

8. | Net content / Macca
COepKUMOTo prakoHa

Not less than 18.0 g/ He menee 18,0 r

182g/182r

Prepared By / Iloarotosua Checked By / [IpoBepna \ Approved By / Ono6pua
Signature / Moanucs ([ J
Date / laTa L/(S"][o? L \§‘\DW\/ Lx\vo\ P
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
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JlonrkHOCTE Officer-QA Sr. Officer-QA Sr. Manager - QA
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Name of Product /
HanmeHoBaHHe npoaykuMu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHToBaHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasoHa ¢ypoara MOHOTHApaTa CHpE Ha3allbHBIH 103UpOBaHHbIHA 50 MKr

Active Ingredients /
HeiicTByommue Bewecrsa

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 coaepxuT: felicTyrowee BewecTso: Momerasona Oypoara MOHOTHApPAT
51,72 Mkr B nepecuere Ha MomerazoHa ¢ypoat 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 mkr Date of Mfg. / laTa npou3BoacTea 09/2022
Dosage form / Metered-dose nasal spray /
JlexapcTaennas dopma Cnpeit Ha3aNBHEIA Date of Exp. / Toaen oo 08/2024
JIO3UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / Jlata Bbinycka 30.09.2022
Batch No. / Cepust Ne 12220551 Qty. Released / Konnuectso 32,320 BOT/
BBINMYWEHO ¢nakoHoB
Batch size / Pasvep cepun 34,722 BOT/ daxomos Mifg. License No. / MNB/10/832
’ JInueHn3us Ha Npou3BoOACTBO (HOMeEP)
lnspection Lot No. / 040000413808 Mfg' License Date / 30/04/2020
PerucrpauvoHHbiii HOMep aHaau3a JIMueH3ns Ha NpoM3BOACTBO (AaTAa)
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudukar (1a7a) 18/06/2020
Market / Poiok Russia / Poccus GMP Compliance certificate No./ | Gy1p o) 556/20/IN
GMP ceprudukaT (Homep)

Reference Specification No. /
Cneunduxauus rorosoro
npogykra Ne

SPC-CC-063688

Reference STP No. / CTIH Ne

STP-CC-040944

Ne | TESTS/NOKA3ATEJIU

LIMITS / TPEGOBAHMUSI

OBSERVATIONS / PE3YJIBTATBI

9. | Number of deliveries per
container / Koanuectso

Not less than 120 doses / He menee 120 o3

185 doses / 185 no3

103
10. | Pump delivery / Individual dose mass: from 85%to 115% Minimum / Munumym: 96.1%
Macca n103bi of the theoretical dose mass / Maximum / Makcumym: 107.2%

HUnausnayanbHas macca nosei: ot 85 %
10 115 % ot TeopeTuueckoit Macchl A03bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsia macca q03b1: oT 90 % no 110 %
OT TEOPETUYECKOH MacChl A03bI

Average / Cpennee: 104.8%

11. | Particle size /
Pazmep vacTun

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 MKM - He MeHee

90 %;

Particles < 30pum in size: 100%
Yactun pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTuu pasmepom > 30 MKM - JOJDKHBI

OTCYTCTBOBATH

100.0% / 100,0%

100.0%/ 100,0%

Absent / OTCyTCTBYIOT

A
Prepared By / Iloarotosua Checked By / Iposepud \Approved By / Ono6pua
Signature / Iloanucs A R
Date / laTa L/[)/7|¢ 1~ \S‘\D}wf‘/ \T\\t\'\)w
Name / PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
" 2 - . -QA
JoARHOCTE Officer-QA Sr. Officer-QA Sr. Manager - Q
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Name of Product /
HaumeHoBaHuHe npoayxkuvn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerazona ¢ypoata MOHOruapara cipeil HazalbHbli 403WpOBaHHLIHA 50 MK

Active Ingredients /
HeficTByomne BetecTsa

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

calculated for Mometasone Furoate 50.00 mcg

| no3a cripes coaepxut: aeicTByouee BelecTo: Momerasona Qypoara MOHOTHApPAT

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

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / laTa npou3soacTBa 09/2022
Dosage form / Metered-dose nasal spray /
JexapcTsentast hopma Cripeit HasabHbIA Date of Exp. / 'oaen a0 08/2024
JIO3HPOBAHHBLH
Product code / Koa npoayxra SRU030007E040401DK Date of release / IaTa Beinycka 30.09.2022
Batch No. / Cepust No 12220551 Qty. Released / KonnuecTso 32,320 BOT/
BbINYHIEHO dJtakoHOB
: Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ ¢naxouos JIuien3us Ha MpoM3BOACTBO (HoMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerscTpaunoHHbIi HOMep anaan3a 040000413808 Jluuensus Ha Npou3BoACTBO (1aTa) 3010472020
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudukar (1ava) 18/06/2020
Market / Prinor Russia / Poccus GMP Compliance certificate No./ | Gvp 01556/20/1N
GMP cepruduxat (Homep)
Reference Specification No. /
Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /NIOKA3ATEJIN l LIMITS / TPEBOBAHHUA l OBSERVATIONS / PE3YJIBTATHI
12. | Related Substances / HocToponnue npumecn

Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % 0.003% / 0,003%
[Mpumecu 8DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % 0.004% / 0,004%
[Tpumecu DMC
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.013%/0,013%
Ipumecu D
Any individual unspecified | Not more than 0.20 % / He 6ontee 0,20 % 0.013%/0,013%
impurity / Enusnunoii
HEHIEHTUPHUMPOBAHHOM
NpUMECH
Total impurity / Not more than 0.60 % / He Gonee 0,60 % 0.09% / 0,09%
Cymma npumeceii

13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses Beg / Hauano:

(Uniformity of delivery

dose) / OnnopoaHocTs

BblCBQﬁlemaeMOﬁ:[LO3bl\
l,f" . o TN,

and 10 final doses from 10 vials) can deviate
more than + 25% from the average value and
not any dose can deviate more than £+ 35%

from the average value.

Maximum / Maxc

Minimum / Munumym: 99.7%

Mean / CpenHee:100.0%

umym:100.9%

c-;\\ If 3 to 6 doses deviate more than + 25% but
1| not more than + 35%, test another 20 vials.
U J/ % | Not more than 6 of 60 doses can deviate
G 1]y e /| more than +25 % from the average value,
% 7
734»; N . \'\‘( 7/ !
NS 125 7 Prepared By / Moarotosua Checked By / IIposepun \Approved By / OnoGpua
Signature / Moanues ™™ 7] Vi - )
Date / lata K )il shojver— T\ WY
Name/ ®PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
IlD(e)ilfc:?)tcl:: ! Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Name of Product /
HanmeHoBanue npoaykuvu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 meg
MomeTasona $ypoaTa MOHOTMAPATA CTIpeH Hasa/lbHbIA 103HPOBaHHBIH 50 MKr

Active Ingredients /
JeficTBylomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cipes COAEPXUT: NeHcTByIowee BelecTBo: Momerasona @ypoata MOHOTHApPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoat 50,00 Mkr

Strength / No3suposka 50 mcg / 50 Mkr Date of Mfg, / lara nponsBoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
g Cripeit HazanbHbIH Date of Exp. / T'oaen a0 08/2024
JlexapeTsennan ¢opma .,
JI03MPOBAHHbIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 30.09.2022
o Qty. Released / Konnuectso 32,320 BOT/
Batch No. / Cepusa Ne 12220551 BLINYIIEHO (rakoHOB
: Mfg.License No. / /832
Batch size / Pazmep cepun 34,722 BOT/ ¢naxonos JTHiieH3Hs HA NPOUIBOACTEO (HOMeD) MNB/10/83
Inspection Lot No.v/ 040000413808 Mfg. License Date / 30/04/2020
PerncrpaumoHHbiii HoMep aHaau3a JluueH3us Ha MPOH3BOACTBO (AaTa)
; GMP Compliance certificate Date /
/06/2020
Package size / Ynakoska 120 Doses / 120 no3 GMP cepTnukar (1a1a) 18/06
Market / PoiHok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukaT (Homep)
Reference Specification No. /
Cneundunkauns roroBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykTa Ne

Ne | TESTS/TIOKA3ATEJIHU

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIbTATBI

\,.‘»‘- . (.:‘:,/

N ~r A\
N AN

R oy PR
‘\\ B [?AYrA‘ _l; IS

s, -
Eaa S PORRINS S 2o

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

He 6onee 2-x u3 20 103 (10 HavanbHbIX 103
1 10 koHeuHbIX 103 U3 10 pnakoHOB) MOTYT
UMETb OTKIOHEHHE OT CPEOHEro 3HAYEHHs
Gonee ueM = 25%, U HM OOHA J03a He
IOJ’KHa MMETb OTKJIOHEHHE OT CpEeAHEro
3HaueHus Oonee yeM Ha + 35 %.

Ecniu or 3 1o 6 103 MMEHOT OTKIOHEHHS
Gonee ueM = 25 %, HO MeHee ueM = 35 %, TO
UCTIBITHIBAKOT ceaytonve 20 (prakoHOB.

He Oonee 6 us 60 no3 moryT uMeTh
OTKJIIOHEHHE OT CpelHEro 3HaueHus Ooxee
yeM = 25 %, u HM onOHa N03a HEe AOKHA
UMETb OTKJIOHEHHE OT CPEOHEro 3HAuEHUS
Gonee ueM + 35 %,

END / Koneu:

Minimum / Munumym: 99.2 %
Maximum / Makcumym: 100.6%
Mean / Cpennee: 100.0%

£
Prepared By / Iloarorosua Chegked By / Iposepua \Approved By / Ono6pun
Signature / Hoanucs
p——
Date / Jlata S el e 1$lo e TR 2V
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
JonxHocTn
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Name of Product /
HaumenoBanue npoayxkuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaAHHOE HAUMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3ona dypoara MoHOrHapara cnpeif HazaJlbHbIH 103MpoBaHHbIH 50 MKT

Active Ingredients /
JleficTBy011He BellecTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
| no3a cnipest coaepxHT: AciCTBYIOLIEE BEILECTBO: MoMmeTasoHa Pypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / No3uposka 50 meg / 50 mkr Date of Mfg. / Jara npon3soacTsa 09/2022
Dosage form / Metered-dose nasal spray /
& Cripeii HasaIBHbIi Date of Exp. / Fozen a0 08/2024
JlekapcTBennas gopma
J03MPOBaHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / JaTa Bbinycka 30.09.2022
Batch No. / Cephs Ne 12220551 Qty. Released / Koauuectso 32,320 BOT/
BbINYUIEHO (nakoHOB
. Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ dnakonos JIMLeH3HS! HA MPOU3BOACTBO (HoMEp) MNB/10/832
Inspection Lot No.w/ 040000413808 Mfg. License Date / 30/04/2020
PerucrpaumMonHblii HoMep aHanu3a JlMueH3nsa Ha NPOH3BOACTBO (1aTa)
: GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruguiar (aata) 18/06/2020
Market / Prisox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Crneundukanys rorosoro SPC-CC-063688 Reference STP No. / CIIHU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /ITIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIbTATDI

14 | Uniformity of dosage units
/ OaHOPOAHOCTD
AO3HPOBAHUS

Not more than 1 wvalue from 10
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 Oonee 1 3nauenus u3 10 onpenenenuii
MOXET OTKJIOHATCA OT CPEeNHEro 3HaueHus
Gonee, ueM Ha + 25 %, W HU oaHOro, Gonee
yeM Ha £ 35 %.

Enu nBa WM TpM  3HAYEHUA HMEKOT
OTKNOHEHUs Gonee ueM + 25 %, HO MEHbLUIE,
ueM + 35 %, TO WUCIBLITHIBAIOT CIEAYIOLIME
20 dnaxoHOB.

He ©Gonee 1Ttpex 3Hauenmit w3 30
ONpeAcNieHHl  MOTYT  OTK/IOHAThCA  OT
cpenHero 3HaueHus Oosee, yeM Ha = 25 %, u
HU OAHOrO, Gostee ueM Ha + 35 %.

Minimum / Muaum 99.7%
Maximum / MakcumyM: 100.9%
Mean / Cpeanee:100.0%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HaunmenoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerazoHa ¢ypoara MOHOruApara cnpeil HasaibHbIH 103UpoBaHHbIH 50 MKr

Active Ingredients /
JeficTByomne BeuiecTsa

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 COACPXKHUT: ZleﬁcTBleLllCC BELUECTBO: MomeTazoHa CDypoaTa MoHoOruapar

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

Strength / Josuposka 50 meg / 50 mkr Date of Mfg. / [lata npou3BoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
osag Cripeii HasanbHbIH Date of Exp. / Fogen xo 08/2024
JlexapcTeenHasi popma
JO03UPOBAHHbIHA
Product code / Koa npoayxra SRU030007E040401DK Date of release / [Iata Boinycka 30.09.2022
Qty. Released / KonnuecTso 32,320 BOT/
Batch No. / Cepus Ne 12220551 BLINYIEHO dakoHoB
. Mfg.License No. / /10/832
Batch size / Pasmep cepun 34,722 BOT/ ¢pnakonon JTHLeH3HR Ha NPOUIBOACTBO (HOMED) MNB
Inspection Lot NOL/ 040000413808 Mfg. License Date / 30/04/2020
PerncrpaunonHblii HOMep aHaau3a Jlnuen3un Ha npon3BoOACTBO (aaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1a1a) 18/06/2020
Market / Potok Russia / Poccus GMP Compliance certificate No./ | Gy1p_0)556/20/IN
GMP ceptudukat (nomep)
Reference Specification No. /
Creundukauus rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne STP-CC-040944
npoaykta Ne

Ne | TESTS/IMOKA3ATEJIM |

LIMITS / TPEBOBAHUA

| OBSERVATIONS / PE3YJIbTATHI

15 | Microbiological Purity / Mukpo6uonornyeckas 4ncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uiee uncio
a3po0HbIX GakTepuit u
APOXOKEBBIX U IIECHEBBIX
rpuboB (CyMMapHO)

Test for Absence of
Specified Microorganism /
Tect Ha cnenndpuyeckue
MHKPOOPraHH3Mbl:
Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant

Enterobacteria /
XKenueycroiiunpbie
aHTepobakTepun.

Not more than 102 cfu per 1g (ml) of the
product / He Gonee 102 KOE B | r (Mn)

npenapara

Absence per 1g (ml) of the product /
OrcytcTHe B 1 T (M) npenapata

Absence per 1g (ml) of the product /
OrcyTcTBure B 1 T (M) npenapara
Absence per 1g (ml) of the product /
Orcytcrsue B | r (Mn) npemnapata

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

Absent / OTcyTcTBYET

Absent / OtcyTcTByeT

Absent / OTcyTCTBYET

. X
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmetasona ¢ypoara MOHOrHApaTa cnipeii HasaibHbIH J03upoBaHHbIA 50 MKD

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 coaepxuT: AeHcTBYyOLIEe BetecTBo: Momera3oHa Pypoara Mororuapar

51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Page 80f9/Ctp.8u39

Name of Product /
HaumeHoBaHHe NpoayKUHH
Generic name /

HenaTeHTOBAHHOE HANMEHOBAHHE

Active Ingredients /
Je#icTBylomue semecTsa

Strength / Jo3uposka 50 meg / 50 Mkr Date of Mfg. / laTa npoussoacTBa 09/2022

Dosage form / Metered-dose nasal spray /

.Helcagpc-rseuuaﬂ bopma Cnipeii HasanbHbIH Date of Exp. / F'oaen a0 08/2024

JIO3UPOBAHHBIA

Product code / Koa npoaykra SRU030007E040401DK Date of release / /laTa Bhinycka 30.09.2022

Batch No. / Cepusi Ne 12220551 Qty. Released / Kosnuectso 32,320 BOT/
BbINYINEHO ¢1akoHOB

Batch size / Pasmep cepun 34,722 BOT/ ¢pnakoHos Mig.License No. / MNB/10/832
JluueH3ust Ha NPoU3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PeructpaunoHHblii HoMep aHaAH3a 040000413808 Jlnuen3usa Ha npousBoacTBO (AaTa) 30/04/2020

; GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP cepTuukar (1a7a) 18/06/2020

Market / Poisok Russia / Poccns GMP Compliance certificate No. /| y1p 0)556/20/IN
GMP ceptudukaTt (Homep)

Reference Specification No. /

Cneundmkanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944

npoaykra Ne

Ne | TESTS/MOKA3ATEJIU I LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3YJIBTATHI

16. | Assay / KoimyecTBeHHOE onpeaesieHne

From 85 % to 115 % of the labeled content / | 103.9%/103,9%
Ot 85 % 1o 115 % oT 3asABIEHHOTO

coJlepKaHus

a) Mometasone Furoate /
MowmertazoHa dypoata

b) Benzalkonium chloride /
bensankonus xnopuna

From 80 % to 120 % of the labeled content /
Ot 80 % 1o 120 % oT 3as8BIEHHOTO
COJICPKaHHA

88.7% / 88,7%

Package Size / Ynakoska

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / o 60 wumu 120 go3
CYCHEH3UH BO (PakoHE U3 MOJUITHIEHA

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a
cap  made from  high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 120 no3 cycneHsuu Bo (pnakoHe u3

BBICOKOW  IJIOTHOCTH €  JO3UPYIOIUMM | MOJMITHIIEHA BBICOKOH IUIOTHOCTH ¢
YCTPOHCTBOM 1%} KpbiLLIEYKOH W3 | JO3UPYHOUINM YCTPONCTBOM "
NMOJIM3TUJIEHA BhICOKOW mMIOTHOCTU. [lo 1 | Kpbleukol U3 MONMITHICHA BBICOKOU
¢dnakoHy BMecTe ¢ wumHCTPyKuMed no | mwiotHoctd. Mo 1 duiakoHy BMecTe ¢
MEOMIWHCKOMY MPHUMEHEHMIO B Tauyke | HHCTPYKUMEH N0  MeOMUUHCKOMY
KapTOHHOM. TIPUMEHEHUIO B NMAYKe KAPTOHHOIN.
18. | Labeling / MapkupoBka According to ND / B cootsercteun ¢ HJT
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
Xpanenne B 3aluuMuieHHOM OT cBeTa MecTe npu TeMneparype ot 15 no 25 °C. He 3amMopaxuBsars.
20 | Shelf-life / Cpok roasocru | 2 years /2 rona
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HaumenoBaHue npoaykumu MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTenToBannoe HaumenoBanne | MowmetasoHa dypoata MOHOTHpaTa cripeil HasaIbHbIH J03MPOBAHHEIA 50 MKI

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBytomne Bewecrsa 1 no3a cnipes conepKUT: AcicTByOLEE BellecTBo: MoMmeTtasoHa Pypoara MOHOrMapar
51,72 mkr B nepecqere Ha Momerasona ¢ypoat 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 Mxr Date of Mfg. / laTa npoussoacTsa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapeTseHas hpopma Cnipeit HasaIbHbIH Date of Exp. / T'ogen xo 08/2024

JI031WpOBaHHbIH

Product code / Koa npoayxra SRU030007E040401DK Date of release / [laTa Boinycka 30.09.2022

Batch No. / Cepun No 12220551 Qty. Released / Konunvecrso 32,320 BOT/
BbINYIEHO 1akoHOB

Batch size / Pazmep cepun 34,722 BOT/ dnaxonos Mig.License No. / MNB/10/832
JlnueH3us HA NPOU3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PeructpaunoHHblii HOMep aHAIM3A 040000413808 JInueH3usa Ha npou3BoOACTBO (AaTa) 30/04/2020

: GMP Compliance certificate Date /
Pack
ackage size / Ynakoska 120 Doses / 120 no3 GMP ceprudmxar (1a1a) 18/06/2020

Market / Poiiok Russia / Poccns GMP Compliance certificate No./ | Gy1p_g)556/20/IN
GMP ceprudmkaTt (Homep)

Reference Specification No. /

Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne STP-CC-040944

npoaykra Ne

Any deviation/Incident/OOS: OOT/1101/2022/0046
OtknodHennss/Uuunaentul/O0OC: O0T/1101/2022/0046

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. JII1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3aK/l04eHHe O COOTBETCTBHHM: HACTOALIMM MOATBEPXKIA0, YTO TpPEACTaBIEHHAs Bbille HHPOPMAUMA SBAAETCS
AOCTOBEPHOM M TO4HOMH. JlaHHaa cepHs ObLTa mMpousBemeHa (BKIIOUAs YNAKOBKY/MapKHPOBKY M KOHTPOJIb KadecTa) Ha
YKa3aHHOW BbIUE TPOM3BOACTBEHHON IUIOIAAKE B [OJIHOM COOTBETCTBUM ¢ TpeGosaHuamu Haanexaued
[Mpoussoactaentoi Ipakruku (GMP) NOKa/IbHBIX PEryJATOPHBIX OPTaHOB M TPeGOBAHMAME HOPMATUBHON AOKYyMEHTALMH
JIN1-003870-221221 ana perika Poccun. [TpOTOKONbI NMPOU3BOACTBE, YNAKOBKH M NOKA3aTENH KA4ECTBA NAHHOH CepuH GbLIK
NpOaHaIU3MPOBaHbl U CHCJAHO 3aK/IIOYEeHHE, YTO OHM COOTBETCTBYIOT TpebGomaHusM Hamnmexawedt ITponssoacTBeHHOM
Ipaktuxu (GMP).
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