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Name of Product /
HaumeHoBaHHe NpoAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHHKE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona drypoara MoHOrHapara crpeii HasanbHbli 103MPOBaHHbIA 50 MKr

Active Ingredients /
JeiicTByromue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cripest coaepxuT: AeHCTBYyoLIee BeulecTBO: MomeTrasoHa @ypoaTta MOHOrMApaT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Jo3nposxa 50 meg / 50 Mxr Date of Mfg. / lata npon3soacTBa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennan hopma Cnpeli HasanbHbIH Date of Exp. / Fogen a0 08/2024

J03UPOBAHHbBIA

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JlaTa BbInycka 29.09.2022

Batch No. / Cepus Ne 12220583 Qty. Released / Koanuectso 63,680 BOT/
BbINYIEHO (1aKOHOB

Batch size / Pasmep cepun 69,444 BOT / dnaxoHos Mfg.License No. / MNB/10/832
JInueH3Hs Ha Npou3BOACTBO (HOMep)

Inspection Lot No.v / 040000415801 Mfg. License Date / 30/04/2020

PerucTpaunosHbiii HoMep aHAaH3A JIMLEeH3Us Ha NPOU3BOACTBO (AATa)

; GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 no3 GMP ceprndukar (1a7a) 18/06/2020

Market / Puisok Russia / Poccits GMP Compliance certificate No./ | Gyp_0)556/20/1N
GMP cepruduxar (Homep)

Reference Specification No. /

Cneundukauus roTosoro SPC-CC-063691 Reference STP No./ CITU Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /TTOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJbTATDI
1. | Deseription / Onncanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /

consistency. /
Ot Oenoro mo nourn 6ejoro uBera oOT
MoJTy NpO3payuHoii 10 HENpO3paYHOii
KOHCHCTEHLIMH I'ycTas CyCHeH3Hsl.

nouTH 6esloro LBeTa 0T HENPO3PayHOil
KOHCHUCTEHLIMHU rycTas CyCreH3us.

2. Identification / IToaauHHOCTL

a) Mometasone Fuorate /
MomeTa3ona ¢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

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

preparation. / Bpemsa  yamepkusanus | chromatogram of standard preparation.

OCHOBHOrO NHKa Ha Xpomatorpamme |/ BpeMs ymepKMBaHHS OCHOBHOTO

MCIIBITYEMOTO pacTBopa JO/DKHO | MMKA HA XPOMATOrpamMe UCHBITYEMOro

COOTBETCTBOBAThH BPEMEHM yIep)KHBaHWUs | pacTBOpa COOTBETCTBYET  BPEMEHH

OCHOBHOTO  [MKa Ha XpoMarorpamMme | yaepXHBaHMA OCHOBHOIO TNHKa Ha

CTaHJApTHOTO PacTBOpa Xpomarorpamme CTaHIaPTHOTO
pacTBopa

Prepared By / [loaroTosua Chegked By / Ilposepun )Approved By / OnoGpun
Signature / IToanuck - —
(e— -,
Date / lata lS/?O""”L’ [g'\o}yv—r”*/n S \\t\'))u./
Name/ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / offi A Sr. Offi A Sr. M A
TommHocts icer-Q r. Officer-Q r. Manager - Q
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Name of Product /
HaumeHoBaHMe npoayKuMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MOHOTHApPaTa Crpei Ha3alIbHbIH 103UPOBAHHbIH 50 MKT

Active Ingredients /
HeiicTeyromue Belecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a crpest COaEPKUT: AEHCTBYIOILEE BEILECTBO: MomeTasoHa Pypoara MOHOTHAPAT
51,72 Mkr B nepecuere Ha MomerasoHa ¢ypoat 50,00 Mkr

Strength / o3uposka 50 mcg/ 50 Mkr Date of Mfg. / laTa npou3soacTBa 09/2022
Dosage form / Metered-dose nasal spray /
ke g Cripeii HasabHbIH Date of Exp. / [ogen 10 08/2024
exapcTBeHHas ¢popma 9
JI03UPOBAHHbIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / [laTa Bbinycka 29.09.2022
Batch No. / Cepus Ne 12220583 Qty. Released / Konnuecrso 63,680 BOT/
BbINYUEHO (riakoHOB
Batch size / Pasmep cepun 69,444 BOT / makoHos Mig.License No. / MNB/10/832
JIuuieH3usi HA NPOU3BOACTBO (HOMeP)
Inspection Lot No.v/ 040000415801 Mfg. License Date / 30/04/2020
PerucTpaudoHHbIii HOMep aHATH3a JIMuen3usi HA NPOU3BOACTBO (AaTa)
; GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3s GMP ceprudmiar (1aa) 18/06/2020
Market / Priox Russia / Poccus GMP Compliance certificate No./ | Gy1p_g)556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063691 Reference STP No. / CITNR Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /INIOKA3ATEJIH

LIMITS / TPEBOBAHHUA

OBSERVATIONS / PE3YJIbTATBI

b) Benzalkonium chloride
/ BeH3aKOHMS XJIOpHA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci2 and Ci4 in the
chromatogram of the standard solution. / Ha
XpOMaTOrpaMMe UCTILITYEMOTO  pacTBOpa
NOMXKHBl  OOHApyXHBaTbCcAd MUKW, MO
BPEMEHAM YIEPXKHMBAHHSA COOTBETCTBYIOLLHME
NUKaM rOMOJOroB OEH3aKOHUSA XJIOpUAa
Ciz u Cy4 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 Cis in the chromatogram of the
standard solution. / Ha xpomarorpamme
HCTLITYEMOrO pacTBopa
06GHapYXVWBAIOTCA MHUKY, TIO BPEMEHaM
yAepKUBAHUA COOTBETCTBYIOLIUE
MUKaM romosioroB  O€H3aIKOHUA
xnopuna Ciz u Ci4 Ha XpoMmaTorpaMme
CTaHIapTHOrO pacTBopa.

»

From4.3t04.9/014,3 n04,9

4.66 /4,66

4. | Density / IInoTHOCTB

From 0.950 to 1.050 g/cm?/
Ot 0,950 mo 1,050 r/cm?

1.037 g/cm?/ 1,037 r/em®

5. | Viscosity / BazkocThb

From 30 to 130 ¢cPs/ Ot 30 no 130 cl13

46.5 cPs /46,5 cIl3

6. | Osmolality /
OcMOAANBHOCTD

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

292 mOsm/Kg
292 mMOcM/kr

7. | Leakage check /
Tlpoeepka ¢prakona va
repMeTHYHOCTh

Absence of any traces of leaks / OtcyrcTBUHE
CIIeI0B NPOTEYKH

No traces of leaks / Cnenpt npoTeuku
OTCYTCTBYIOT

8. | Net content / Macca
coiepkumoro guiakona

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

92¢g/92r

Prepared By / Hoarotosua

Checked By / Ilposepua

\Approved By / Ono6pua
I

Signature / Moanuce
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Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
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Name of Product /
HaumenoBaHue npoayxuuu

MOMAT RINO
MOMAT PHHO

Generic name /
Hel’laTeHTOBaHHOC HAaHMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmera3zona gypoara MoHOruapara cliped HasaslbHbIA A03HPOBaHHbIH 50 MKT

" Active Ingredients /
JeiicTByomue 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 crpes COACPKHUT: ﬂeﬁCTBleulee BellecTBO: MoMeTa3oHa d)ypoaTa MOHOruapar

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

Strength / Nosuposka 50 mcg / 50 Mxr Date of Mfg. / lata npoussoacTsa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennas dopma Crpeit HA3ANBHBIA Date of Exp. / Toaen 10 08/2024

JI03UPOBaHHbIH

Product code / Kox npoaykra SRU030007E040401EJ Date of release / /laTa Bbinycka 29.09.2022

Batch No. / Cepun Ne 12220583 Qty. Released / Konuecrso 63,680 BOT /
BbINYEHO ¢J1akoHOB

; Mfg.License No./

Batch size / Pasmep cepun 69,444 BOT / paakoHos JIHUEH3HS HA POM3BOACTEO (HOMEp) MNB/10/832

Inspection Lot No.“/ 040000415801 Mfg. License Date / 30/04/2020

PerucTpauHOHHbI HOMep AHAAN3A JlMueH3ust Ha NPoN3BOACTBO (1aTa)

: GMP Compliance certificate Date / >

Package size / Ynakoska 60 Doses / 60 103 GMP ceprudukar (1a1a) 18/06/2020

Market / Poinok Russia / Poccus GMP Compliance certificate No./ | y1p_0)556/20/IN
GMP ceprudmuxar (nomep)

Reference Specification No. /

Cneundukauus roToBoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /NOKA3ATEJIM

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIBTATDI

9. | Number of deliveries per
container / Konnuectso
103

Not less than 60 doses / He menee 60 no3

95 doses / 95 n03

10. | Pump delivery /
Macca n03b1

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

UnauBuayanbHas macca ao3ni: ot 85 %
1o 115 % ot TeopeTHUeCcKoit Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsia macca 103b1: 0T 90 % 10 110 %
OT TEOPETHYECKON MaCChl 03B

Minimum / Munumym: 89.9%
Maximum / Makcumym: 110.6%
Average / CpenHee: 105.2%

11. | Particle size /
Pa3mep vacTuu

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

Particles < 30um in size: 100%

Yacruu pazmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent

Yacruy pazmepom > 30 MKM - 10K HbI
OTCYTCTBOBATh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTCyTCTBYIOT

Prepared By / oarotosua

Approved By / Oao6pua

Signature / Hoanuce

T

Chegked By / Ilposepun
N

(fo——

Date / laTa eI L= \S’W\D W
Name / ®10 Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /

esignation Officer-QA Sr. Officer-QA Sr. Manager - QA

JlonxuocTn
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A 'OTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmera3sona gypoara MOHOrHApara cnpeil Ha3aJIbHbIH 203WpOBaHHbIH S0 MK

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 coaepxuT: AeHcTBYyoLIee BellecTso: Momerasona ®ypoara MOHOruapar

51,72 mxr B nepecyere Ha MoMerasoHa dypoar 50,00 Mxr

Page40f9/Crp.4n39

Name of Product /
HaumeHoBaHHe npoayKuuu
Generic name /
HenaTeHTOBAHHOE HAWMEHOBAHHE

Active Ingredients /
HeficrByommue BewecTea

Strength / Nosuposka 50 meg / 50 Mkr Date of Mfg, / lata npousgoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
e g Cripeii HasalbHbIH Date of Exp. / I'oaen a0 08/2024
eKapcTBeHHas popma .
JIO3UPOBAHHBIH
Product code / Kox npoaykra SRUO030007E040401EJ Date of release / Jlata Bhinycka 29.09.2022
Batch No. / Cepus Ne 12220583 Qty. Released / Kosinvecrso 63,680 BOT/
BhINyUIeHO (1aKOoHOB
; Mfg.License No. / 832
Batch size / Pasmep cepuu 69,444 BOT / hnaxoHos JIIeH3HS HA MPOH3BOACTBO (HOMep) MNB/10/83
lnspection Lot No. / 040000415801 Mfg' License Date / 30/04/2020
PerucTpauuoHHbIii HOMep aHaaH3a JInueH3usi Ha NPOM3BOACTBO (aaTa)
; GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 103 GMP ceprudmiar (1aa) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceptudukaT (Homep)
Reference Specification No. /
Cneuudukauns rorosoro SPC-CC-063691 Reference STP No./ CITU Ne STP-CC-040947
npoaykrta Ne
Ne | TESTS /INIOKA3ATEJHN [ LIMITS / TPEBOBAHUSA l OBSERVATIONS / PE3YJIbBTATDI
12. | Related Substances / IlocTopoHHue npuvecu

Impurity 8DM /
[Tpumecu §DM

Impurity DMC /

Not more than 0.15 % / He Gosnee 0,15 % Not detected/ He o6HapyxeHo

Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6rapyxeHo

impurity / Enunuuno#
HEHAEHTUHULMPOBAHHONH
npumecu

Total impurity /
Cymma npumeceit

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

[Tpumecu DMC

Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.02% / 0,02% .
Tpumecu D & 3
Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.01%/0,01%

J}j@

0.05%/0,05% \ 1

e Y
IR ETIN e o

~
Fs

T
2L,

13. | Spray content uniformity
(Uniformity of delivery
dose) / OgHopoaHocTh

BbICBOOOXKI2E€MOIT H03bI

Not more than 2 of 20 doses (10 initial doses
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.

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

Beg / Hauaso: T~
Minimum / Munumym: 98.9%
Maximum / Makcumym: 101.2%

Mean / Cpennee: 100.0%

Prepared By / [loarotosun

Chegked By / Ilposepua

Signature / Iloanucn

(G

\ Approved By / Ono6pu
-3

—

Date / lata L$)te e \ Shojpvo™—" \(\\G\UV“
Name/ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

JoaxkHocTs
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Name of Product /
HaumeHoBaHHe Npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /

HenateHToBaHHOE HAMMEHOBaHMe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MoHOrHpaTa crpeii HasaibHbIN 403UPOBaHHLIH 50 MKD

Active Ingredients /
JeficTBylomiue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnpes coaepxuT: AeicTByOWEE BewecTBO: MomeTasona ®ypoara MoHoruapar
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Josuposka 50 mcg / 50 Mkr Date of Mfg. / laTa npousBoacTea 09/2022
Dosage form / Metered-dose nasal spray /
1 g Cnipeii HasabHbIH Date of Exp. / Tonen 10 08/2024
exapcTseHHas popma
ZI03UPOBaHHBIA
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /lara Boinycka 29.09.2022
Qty. Released / KorunuecTBo 63,680 BOT/
Batch No. / Cepun Ne 12220583 P (hrakoHoB
Batch size / Pasmep cepuu 69,444 BOT / pnakonos Mig.License No. / MNB/10/832
JInueHn3us Ha NpoH3BOACTBO (HOMeED)
Inspection Lot No.“/ 040000415801 Mfg. License Date / 30/04/2020
PerncTpaunonHblii HoMep aHaausa JlMueH3ua Ha Nnpou3BOACTBO (1aTA)
; GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudukat (aata) 18/06/2020
Market / Puiok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Creundukanus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIU

LIMITS / TPEBOBAHH S

OBSERVATIONS / PE3YJIBTATDI

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 no3 (10 HauaneHeIX 103
1 10 xoHeuHsix 103 u3 10 dhakoHOB) MOryT
UMETb OTKJIOHEHHE OT CPEAHEr0 3HaYeHus
Gonee ueM £ 25%, M HM ogHA H03a HE
HOJDKHA WMETh OTKJIOHEHHE OT CPEAHEro
3HaueHus Honee ueM Ha =+ 35 %.

Ecin oT 3 10 6 103 HMEIOT OTKJIOHEHHS
Gonee ueM + 25 %, HO MeHee ueM £ 35 %, TO
UCHbITHIBAIOT caenytomue 20 gpnakoHoB.

He Gonmee 6 u3 60 no3 MoryT umets
OTKJIOHEHUE OT CpPEIHEro 3HaueHus Gonee
yeM + 25%, U HM OoZHAa 1033 HE NOKHA
HWMETb OTKJIOHCHHE OT CPENHEro 3HaueHus
Oonee uem + 35 %,

END / Konenr:

Minimum / Munumym: 98.1%
Maximum / Makcumym: 101.6%
Mean / Cpeanee: 100.0%

{
Prepared By / Tloarotosun Checked By / Tlposepun prroved By / Onoopun

Signature / Ioanucn CAA/' —
Date / Tarta 1§ 1 Kho}vrv’\—" \Y\\?\UV\—'
Name/ ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /

-~ , = .M -QA
TloamuocTs Officer-QA Sr. Officer-QA Sr. Manager - Q

FCM/QA054/08.00
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Name of Product / MOMAT RINO
HanmeHoBanue npoaykuun MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenarenroBaHHoe HAHMeHOBaHHe MowmeTaszoHa ¢ypoara MOHOruapaTa criped HasaibHbIA JO3UPOBAHHBIH 50 Mkr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBytomue BewecTsa | no3a cnipest conepuT: AeficTayrollee BelecTBo: MoMeTasoHa ®ypoara MoHOrMAPAT
51,72 mxr B nepecuere Ha MoMerasona dypoar 50,00 Mkr
Strength / Josuposxa 50 meg / 50 mxr Date of Mfg. / laTa npounssoacTea 09/2022
Dosage form / Metered-dose nasal spray /
JexapeTentas dpopma Cripeit HA3ANBHEIR Date of Exp. / Toaen oo 08/2024
JI03UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / Iata Bhinycka 29.09.2022
Batch No. / Cepun Ne 12220583 Qty. Released / Kosimuecrso 63,680 BOT/
BbINYIIEHO (aakoHOB
. Mfg.License No. /
Batch size / Pa3mep cepum 69,444 BOT / pnaxonos JTHieH3Us HA NPOU3BOACTBO (HoMep) MNB/10/832
Inspection Lot No. / 040000415801 Mfg. License Date / 30/04/2020
PerncTpauuoHHbIii HoMep aHaau3a JIHueH3usi Ha Npou3BOACTBO (AaTAa)
: GMP Compliance certificate Date /
Package size / Ynaxoska 60 Doses / 60 103 GMP ceprudmicar (aaTa) 18/06/2020
Market / Poitiok Russia / Poccrs GMP Compliance certificate No./ | q\/p g)556/20/IN
GMP cepruduxar (Homep)

Reference Specification No. /
Creundukanus rotosoro SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947
npoaykra Ne
Ne | TESTS/INOKA3ATEJU LIMITS / TPEBOBAHUSI OBSERVATIONS / PE3YJIBTATBI
14 | Uniformity of dosage units | Not more than 1| value from 10 | Minimum/ MuHumym 98.9%

/ OnHopoaHocTh measurements can deviate from the average | Maximum / Makcumym: 101.2%

03UPOBAHHS value more than + 25% and none can deviate | Mean / Cpennee: 100.0%

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 wvalues from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.

He Gonee 1 3mnauenus w3z 10 onpenenenmii
MOXET OTKJIOHATCA OT CPENHEr0 3HAUEHUSA
Gonee, ueM Ha + 25 %, ¥ HU oAHOTO, Gonee
yeM Ha £ 35 %.

Enx 1Ba WIM  TpHM 3HAYEHHA HMEIOT
: OTKJIOHEHHUS bojiee yeM + 25 %, HO MeHbIIe,
k ) 4eM * 35 %, TO HCTILITBIBAIOT CNEAYIOLIME

20 ¢nakoHoB.

b - He Gonee Tpex 3Hauenmit wu3 30
3 e onpejeNieHU!  MOryT  OTKJOHATBCA  OT
‘7'7,_3 / CpenHero 3HaueHus Oosee, ueM Ha = 25 %, u
kg ) +£359
G eSS HU 0j1HOTO, Bostee ueM Ha = 35 %.
e e
4
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CEPTUO®UKAT AHAJIN3A TOTOBOI'O ITIPOJAYKTA
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Name of Product /
HaumeHoBaHMe NpoayKumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBaHHoe HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTtasona dypoara MoHoruapara cipei HasanbHbIH 103HPOBaHHBIH 50 MKT

Active Ingredients /
JleficTBylolHe BellecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cnipest coAepKUT: ACHCTBYIOLIEE BelecTBo: Momerasona @ypoara MoHoryapar

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

Strength / Jo3uposka 50 mcg / 50 Mxr Date of Mfg. / laTa npon3BoacTBa 09/2022

Dosage form / Metered-dose nasal spray /

I g Cripeii Ha3anbHbiit Date of Exp. / Toaen ao 08/2024

eKapcTBeHHast gopma
JIO3UPOBAaHHbLIA

Product code / Koa npoaykra SRU030007E040401EJ Date of release / Jlata Bhinycka 29.09.2022

Batch No. / Cepun Ne 12220583 Qty. Released / KonnvectBo 63,680 BOT/
BbINYIleHO (1akoHOB

Batch size / Pa3mep cepum 69,444 BOT / dnaxonos Mig.License No. / MNB/10/832
JInueH3ust Ha Npou3BOACTBO (HOMep)

Inspectlon Lot NO.“/ 0400004 1 5801 Mfg‘ License Date / 30/04/2020

Perncrpauuonnbiii Homep anaausa JInueH3ns Ha NPOH3BOACTBO (aara)

Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (nara)

Market / Poitox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceptudukat (Homep)

Reference Specification No. /

Cneundukauus rotosoro SPC-CC-063691 Reference STP No. / CI1A Ne STP-CC-040947

npoaykra Ne

Ne | TESTS/TIOKA3ATEJIU |

LIMITS / TPEBOBAHNSA

| OBSERVATIONS / PE3YJIBTATBI

15 | Microbiological Purity / MukpoGuosioruieckas 4ucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uiee umcno
a3po0HBIX OaKTEpHif 1
APOXOKEBBIX U MJIECHEBBIX
rpuboB (cymMMapHo)

Not more than 102 cfu per 1g (ml) of the
product / He 6osiee 102 KOE B 1 r (mn)

npernapara

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

Test for Absence of
Specified Microorganism /
Tect Ha cneunduyeckne
MHKPOOPraHU3MbI:

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / O1cyTcTBYET

Staphylococcus aureus Orcytctaue B | r (M) npenapara

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

Enterobacteria / Orcytcteue B | 1 (M) npenapata

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

3HTepobakTepuu OrcyTcTeue B ! 1 (M) npenapara Absent / OrcyTeTsyer

Prepared By / [oarorosua Checked By / ITposepua \\pproved By / Ono6pua
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MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerazoHa gypoara MOHOrHapara crpeil HazabHbI 103UpoBaHHbIH S0 Mxr

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

| no3a cnipest conepxuT: AckicTByoulee BewecTso: Momerasona @ypoara MOHOTMApAT

51,72 mkr B nepecyere Ha Momerasona gypoart 50,00 Mkr

Name of Product /
HaumeHoBaHue npoaykumm
Generic name /
HenareHTOBAHHOE HAMMEHOBAHUE

Active Ingredients /
JeiicTByiomme BeulecTBa

Strength / Jo3uposka 50 mcg / 50 mxr Date of Mfg. / laTa npon3BoacTsa 09/2022

Dosage form / Metered-dose nasal spray /

Jlexapersennas hopma Cnpei Ha3abHbIA Date of Exp. / Foaen ao 08/2024

J03UPOBAHHBIN

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / [laTa Bbinycka 29.09.2022

Batch No. / Cepus Ne 12220583 Qty. Released / Kosinuectso 63,680 BOT/
BbINYIIEHO (i1akoHOB

Batch size / Pa3mep cepum 69,444 BOT / ¢nakonos Mfg.License No. / MNB/10/832
JIuueH3Us HA NPOU3BOACTBO (HOMEP)

Inspection Lot No. / Mfg. License Date /

PerncTpaunoHHbIi HOMep aHa u3a 040000415801 JInueH3Ms HA NMPOH3BOACTBO (AaTa) 30/0472020

; GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudurar (1aTa) 18/06/2020

Market / Prisok Russia / Pocens GMP Compliance certificate No. /| Gy1p_0)556/20/IN
GMP ceptudukat (Homep)

Reference Specification No. /

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

npoaykra Ne

Ne | TESTS/INOKA3ATEJIHA l LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIbTATDI

16. | Assay / KonnuecrBeHnHoe onpenesnenue

a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 98.6% / 98,6%
Mowmertasona ¢ypoara Ot 85 % no 115 % ot 3a4BJIeHHOTO
coJlepIKaHus
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content / | 86.5% /86,5%

benzanxonus xnopuna

Ot 80 % 1o 120 % OT 3aBAEHHOTO
COJepKaHUs

17.

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. / Ilo 60 wiu 120 go3
CyCNeH3uu Bo (IIaKOHEe u3 NOJHITHICHA

60 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.
/ 60 mo3 cycneHsuH BO ¢NakoHe M3

BLICOKOH  INIOTHOCTH C  JO3MPYIOIUMM | MOAMITHICHAa BBICOKOM INIOTHOCTH C
YCTpPOHCTBOM " KpBILIEYKOM W3 | JO3UPYIOUIUM YCTpOHCTBOM u
NONMITUIICHA BLICOKOW mnoTHocTH. [lo 1 | kpbllleukol W3 MOMUITHIIEHA BBICOKOH
¢bnakoHy BMecTe ¢ HHCTPyKUMeit no | njorHoctd. ITo 1 duiakoHy BMecTe ¢
MEIULMHCKOMY MNPUMEHEHUI0 B [ayke | UHCTPYKUMEH 10  MEAMUUHCKOMY
KapTOHHOM. IPUMEHEHUIO B NTaYKe KApTOHHOI.

18. | Labeling / MapkupoBka According to ND / B coorerctaun ¢ HJ|

19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /

XpaHeHue B 3aluMILEeHHOM OT cBeTa MecTe npu Temneparype ot 15 1o 25 °C. He 3aMopaxuBars.

1
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Name of Product / MOMAT RINO
HanmenoBaHHe npoayxunu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTtenToBaHHOE HAMMEHOBaAHME Mowmerasona dypoara MoHOrHapara cnipei HasabHBIN 103UpoBaHHbIH 50 MKkr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByoiune BewecTsa 1 no3a cnpes conepxur: aeficryrowee BeluecTso: MomeTtasona @ypoata MOHOTUAPAT
51,72 mkr 8 nepecuere Ha Momerasona ¢ypoar 50,00 mkr
Strength / Jo3uposka 50 meg / 50 Mkr Date of Mfg. / laTta npouseoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapcTaentas opma Cnpeit H3AIBHEIH Date of Exp. / 'oaen 10 08/2024
JI03UPOBAHHBIH
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lata Boinycka 29.09.2022
Batch No. / Cepusn Ne 12220583 Qty. Released / Koanuectso 63,680 BOT/
BbINYyWEHO (1akoHOB
: Mfg.License No. / /
Batch size / Pasmep cepun 69,444 BOT / ¢nakonos JIHIEN3HS HA NPOM3BOACTBO (HOMED) MNB/10/832
lnspectlon Lot No. / 040000415801 Mfg' License Date / 30/04/2020
PerucrpauHonHbiii HoMep aHaau3a JInueH3Hst HA NPOM3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Package size / Ynaxoska 60 Doses / 60 no3 GMP cepruduiar (1a7a) 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxaTt (Homep)
Reference Specification No. /
Crneundukauus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne

Ne | TESTS / TIOKA3ZATEJIM LIMITS / TPEBOBAHHSA | OBSERVATIONS / PE3YJIbTAThI

20 | Shelf-life / Cpok roanocru | 2 years/ 2 roga

Any deviation/Incident/O0S: OOT/1101/2022/0046
OTkaonenust/ Muuuaentel/O0OC: OOT/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. JIT1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3ak0ueHHEe O COOTBETCTBHMM: HACTOAWIMM TOATBEPXKAA), YTO MPENCTAaBIEHHAs Bbille MHPOPMALNA SBIACTCH
ROCTOBEpHOH W TouHOM. [laHHas cepus Gbina NpousBeneHa (BKMIOYAs YNAKOBKY/MAapKMPOBKY M KOHTPONb KauecTBa) Ha
YKa3aHHOHW BbIlUe MPOM3BOACTBEHHOM MJIOWIAJKe B TMOJHOM COOTBETCTBMM ¢ TpeGoBaHMsamu  Hamnexaweii
IpoussonctsenHolt Ipaktuky (GMP) J0KaIbHBIX perynsTOpHbIX OpraHoB ¥ TpeGOBaHUAMH HOPMATHBHOM NOKYMEHTAaUMH
JI[1-003870-221221 mns peinka Poccnu. TTpoToKonb NPOM3BOACTRA, YNAKOBKM H [OKA3aTe/lH KA4eCTBA JAHHOM cepuu ObUIH

T s
NIpOAHA/IM3MPOBAHBl U CHIEJAHO 3aK/IIOYEHHE, YTO OHM COOTBETCTBYIOT TpeGoBanuaM Hamnexaiueii [IpousBoacTBeHHOM
Ipaxtiku (GMP).
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