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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HaunmeHnoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBAHHOE HAMMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeraszoHa gypoara MOHOruapara crpeil Ha3ajibHbli 103MpoBaHHbIH# 50 MKT

Active Ingredients /
HeiicTBylomue BeuecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipest conepxUT: AelicTByOLIEE BelecTBo: Momerasona Pypoara MOHOrHIpaT
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / No3uposka 50 meg / 50 mxr Date of Mfg. / laTa npon3soacrsa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennas hopma Cnipeii HazanbHbIH Date of Exp. / F'ogen ao 08/2024

J031POBaHHBIN

Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Boinycka 29.09.2022

Batch No. / Cepus Ne 12220557 Qty. Released / Koanyectso 32,480 BOT/
BLINYLIEHO ¢n1axoHoB

Batch size / Pasmep cepun 34,722 BOT/ paaxonos Mig.License No. / MNB/10/832
JIMueH3Hst Ha NPOM3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PerncrpaunonHbiii HOMep aHaIK3a 040000413907 JInueH3us Ha NpoU3BOACTBO (AaTa) 30/04/2020

: GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmiar (1aa) 18/06/2020

Market / Prinok Russia / Poccus GMP Compliance certificate No./ | gp1p_0)556/20/1N
GMP ceprudukar (Homep)

Reference Specification No. /

Cneundukauust roroBoro SPC-CC-063688 Reference STP No. / CTIH Ne STP-CC-040944

npoaykra Ne

Ne | TESTS / TIOKA3SATEJINU LIMITS / TPEBOBAHUSA 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. /
Or Oeaoro go noutu Gemoro usera oOT
TMOJTy IPO3payHOi 1o HENpo3pavyHOH

KOHCUCTCHLIUN TyCTas CYCTICH3Us.

[Moutu Genoro uBera OT HEMPO3pavyHOH
KOHCUCTEHLIMH I'yCTas CyCHEeH3Hs.

2. Identification / HognuHOCTL

a) Mometasone Fuorate /
MowmeTtasona ¢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
preparation. / Bpems  yaepxXuBaHus
OCHOBHOFO TNUKA Ha  XpOMATorpaMmme
UCTILITYEMOTO pactBopa JOIKHO
COOTBETCTBOBATh BPEMEHH  YAEP)KUBAHHA
OCHOBHOTO TNHKa Ha  XpOMAarorpamme
CTaHZApPTHOTO 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
chromatogram of standard preparation.
/ Bpems yHepXWUBaHUA OCHOBHOTO
NHKa Ha XpOMaTOrpaMMe UCHbITYeMOro
pacTBOpa COOTBCTCTBYECT BPEMEHH
yIepKUBaHUS OCHOBHOTO TIMKa Ha
XpoMaTorpamme CTaHAApPTHOTO
parBopa

{
Prepared By / IlNoaroTosua Checkgd By / ITpoBepua \A}pproved By / Ono6pua
Signature / Moanuck A : —
Date / lata 1S 1o (1 i <liojp— MV S
Name / U0 Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
TlomKHoCTS Officer-QA Sr. Officer-QA Sr. Manager - QA
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Name of Product /
HaumeHoBaHue npoaykumum

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBaAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmertasona dypoara MoHOrMapara cnpeil HazanbHblii 103MpoBaHHbIH 50 Mkr

Active Ingredients /
JeficrByouine Beumecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
| no3a cripes conepxuT: JeHcTByOLIee BeecTBo: Momerazona ®ypoara MoHorMapar
51,72 mkr B nepecuere Ha Momerazona ¢ypoar 50,00 Mkr

Strength / Josuposka 50 mcg/ 50 Mkr Date of Mfg. / laTa npou3BoacTea 09/2022
Dosage form / Metered-dose nasal spray /
g Cnpeit HazalbHBIHA Date of Exp. / Toaen oo 08/2024
JlekapcTBeHHas ¢opma .
JI03UPOBAHHBIH
Product code / Kox npoaykra SRUO030007E040401DK Date of release / [lata Boinycka 29.09.2022
Batch No. / Cepus Ne 12220557 Qty. Released / Koanuectso 32,480 BOT/
BLINMYWEHO ($1akoHOB
Batch size / Pasmep cepuu 34,722 BOT/ gnakoHos Mig.License No. / MNB/10/832
JIuueH3us Ha Npou3BoOACTBO (HOMep)
Inspection Lot No. / 040000413907 Mfg. License Date / 30/04/2020
PerucrpaunoHHbiii HoMep aHaAM3a JInueH3ust Ha NpoM3BOACTBO (1aTa)
; GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprucuiar (1aa) 18/06/2020
Market / Puitox Russia / Poccus GMP Compliance certificate No./ | ;\1p 01556/20/N
GMP cepruduxat (Homep)
Reference Specification No. /
Crneundukauns rotosoro SPC-CC-063688 Reference STP No. / CTTH Ne STP-CC-040944
npoaykra Ne

N | TESTS/INOKA3ATEJIHA

LIMITS / TPEBOBAHUS1

OBSERVATIONS / PE3YJIBTATDI

b) Benzalkonium chloride
/ BeH3ajIKOHMSsI XJI0pH
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The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cj» and Cj4 in the
chromatogram of the standard solution. / Ha
XpoMaTorpaMMe HUCHbLITYEMOro pacTBOpa
HOODKHBI  ODHApyXWBAaTbCA  MHMKH, MO
BPEMEHAM YACPKHMBAHUSA COOTBETCTBYIOILHE
MHAKaM TOMOJIOrOB OEH3aKOHUS XJIOPHUZA
Ci2 u Cy4 Ha XpOMaTOrpamMMe CTaHAAPTHOIO
pacTBoOpa.

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 xpomatorpamme
MCTIBITYEMOTO pacTBopa
00HApYXUBAIOTCA MHKH, 10 BpeMEHaM
yIAepKUBaHHSA COOTBETCTBYIOLLIME
NHKaM  TrOMOJIOrOB  GEH3aNKOHHs
xnopuaa Ciz u Cis Ha XpoMaTorpamme
CTaHAAPTHOTO PacTBOpa.

3. | pH

From4.3t04.9/0t14,3 104,9

4.66 /4,66

4. | Density / IInoTHocTh

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

1.003 g/cm?®/ 1,003 r/cm?

5. | Viscosity / Bazkoers

From 30 to 130 ¢Ps/ Ot 30 go 130 cI13

46.5 cPs /46,5 cIl3

6. | Osmolality /
OcCMONAIBLHOCTD

From 250 to 350 mOsm/Kg
Ot 250 100 350 MOcM/kr

291 mOsm/Kg
291 MOcMm/kr

7. | Leakage check/
Tlposepka dnakona na
TePMETHYHOCTH

Absence of any traces of leaks / OTcyTcTBHE
CNIEJ0B APOTEUKH

No traces of leaks / Cnenbl npoTeuku
OTCYTCTBYIOT

8. | Net content / Macca
COAECPKUMOTo aakoHa

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

185g/185r

Prepared By / Iloarorosua Cheeked By / IIpoBepua \ Approved By / Ono6pua
Signature / lloanncn (& —
L —4 - \)/
Date / JlaTa 1¢1ee - ‘g\‘o v\
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / -
JommHocts Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CEPTU®HUKAT AHAJIN3A TOTOBOT'O IIPOAYKTA
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Name of Product /
HaumeHoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaNHHOE HAMMeHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MoHorMapara cnpeil HasalbHbIA 103MpOBaHHbBIH 50 MKD

Active Ingredients /
JeiicTBylone BewecTsa

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 conepxut: nelictayiowee semectso: Momerasona ®ypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha MoMerazona dypoar 50,00 mxr

Strength / Josuposka 50 mcg / 50 mxr Date of Mfg. / laTa nponssoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
Jlexapcraennas bopma Crpeii HasanbHbilA Date of Exp. / Toaen xo 08/2024
JO3UPOBAaHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jara Boinycka 29.09.2022
Batch No. / Cepusn Ne 12220557 Qty. Released / Koanuecreo 32,480 BOT/
BbINYUIEHO ¢akoHOB
. Mfg.License No. / 832
Batch size / Pasmep cepuu 34,722 BOT/ ¢pnaxonos JluileH3us Ha NPOUIBOACTBO (HOMEP) MNB/10/
Inspection Lot No. / 040000413907 Mfg. License Date / 30/04/2020
PerucTpaloHHbIi HOMEp aHaIM3a JInueH3usl HA NPOU3BOACTBO (AaTa)
; GMP Compliance certificate Date /
2
Package size / Ynakobka 120 Doses / 120 103 GMP cepruduxat (1a1a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxaTr (Homep)

Reference Specification No. /
Cneunduxauns rorosoro
apoaykra Ne

SPC-CC-063688

Reference STP No. / CITU Ne

STP-CC-040944

Ne | TESTS /ITIOKA3ZATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIbTATDI

9. | Number of deliveries per
container / KosuuecrBo
A03

Not less than 120 doses / He Menee 120 103

188 doses / 188 no3

10. | Pump delivery /
Macca a03b1

Individual dose mass: from 85% to 115%

of the theoretical dose mass /

HuanBuayansHas macea ao3bi: oT 85 %
10 115 % oT TeopeTHUECKOi Macchl A03bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsist Mmacca 103b1: 0T 90 % 1o 110 %
OT TEOPETHYECKON MACChI A03bI

Minimum / Munumym: 97.6%
Maximum / Makcumym: 107.7%
Average / Cpennee: 104.9%

11. | Particle size /
Pa3mep uacTun

4 ),a’]m_,r.f‘ 3

Particles < 10pum in size: Not less than 90%
YacTun pazmepom < 10 MKM - He MeHee

90 %;

Particles < 30um in size: 100%
YacTuu pazmepom < 30 mxm — 100 %

Particles > 30um in size: Should be absent
Yactun pasmepom > 30 MKM - TOMKHbI

OTCYTCTBOBaTh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTCyTCTBYIOT

Prepared By / Nogrorosua Chgeked By / Ilposepua \Approved By / Onoopun
Signature / Moanucsy A - —
[
Date / {ata 15 te] A \ S\\OW’" \Y\\’\DW
Name / ®PUO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
JoKHOCTS Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A TOTOBOI'O MPOAYKTA
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Name of Product /
HaumeHoBanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHToBaHHOE HAMMeHOBaHWe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mometazona drypoara MoHOrMApara cnpeii Ha3aabHbIH 103UPOBAHHBIH 50 MKT

Active Ingredients /
JeiicTByomme BeinecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cnipes conepxut: aeiicryrowee BelecTo: MomeTasona ®ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momertasona dypoar 50,00 Mxr

Strength / No3uposka 50 mecg / 50 mkr Date of Mfg. / laTa npousBoacTsa 09/2022
D f / Metered-dose nasal spray /
osage lorm Cripeii HazanbHbIii Date of Exp. / Toxen ao 08/2024
JlekapcrseHHast popma o
JIO3UPOBAHHLIN
Product code / Koa npoayxra SRUO030007E040401DK Date of release / lata Bbinycka 29.09.2022
o Qty. Released / Koanuecrso 32,480 BOT/
Batch No. / Cepus Ne 12220557 BbinymeNo (braxoHoB
. Mfg.License No. /
Batch size / Pa3mep cepun 34,722 BOT/ ¢nakonos JIuileH3us Ha NPOU3BOACTBO (HoMeEp) MNB/10/832
Inspection Lot No.U/ 040000413907 Mfg. License Date / 30/04/2020
PerucrpaunoHHbIii Homep ananu3a JInueHsust Ha npou3BoACTBO (AaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 o3 GMP ceprudukar (1a1a) 18/06/2020
Market / Priok Russia / Poccus GMP Compliance certificate No./ | ;\p g1556/20/1N
GMP ceprudukar (Homep)

Reference Specification No. /
Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944
npoaykra Ne
Ne | TESTS/IMOKA3ATEJIM | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3YJIbTATbI
12. | Related Substances / Tlocroponnue npumecn

Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % 0.005% / 0,005%

Ilpumecu 8DM

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % BLOQ / Huxe LOQ

IMpumecu DMC

Impurity D/ Not more than 0.20 % / He 6onee 0,20 % 0.014%/0,014%

INpumecu D

Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.014%/0,014%

impurity / EnuinnuHo

HEMIEHTUOULUPOBAHHOH

NpUMecH

Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.09% / 0,09%

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

(Uniformity of delivery
dose) / OnnoponHoCTH
BbICB 'ﬁchaeﬂm@gg Bl

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
more than 25 % from the average value,

Minimum / Munumym: 98.3%
Maximum / Makcumym: 100.9%
Mean / Cpennee:100.0%

3 @
\5@ AL .*'\‘:f/

A
V pharm ag e‘*/ Prepared By / IloarotoBua Chgeked By / I1posepua \Approved By / Ogo6pua
Signature / Ioan [ A i
— —_—

Date / llaTa S v v ‘g‘mlﬂvv"/ \3’\\’\ )

Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / -
JlosmHoeTs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOT'O IPOAYKTA

Page Sof 9/ Crp.5n3 9

Name of Product / MOMAT RINO
HaumeHoBanue npoaykuum MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Henatenrosannoe naumenosanne | MomerasoHa Qiypoata MOHOTMIpaTa Cripeii Ha3abHbIH JO3HPOBAHHDIH 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylomne Bemecraa 1 noza cripest conepiuT: [eicTBylowee BewecTo: Momerazona @ypoaTa MOHOTHIPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr
Strength / JosnpoBka 50 meg / 50 Mkr Date of Mfg. / lara npoussoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
JexapcTeennas hopma Cnpeii HasabHbIA Date of Exp. / I'oaen 10 08/2024
JIO3HPOBAHHbIi
Product code / Koa npoaykra SRUO030007E040401DK Date of release / laTa Bbinycka 29.09.2022
Batch No. / Cepust Ne 12220557 Qty. Released / Koauuecrso 32,480 BOT/
BLINYLEHO (J1aKOHOB
Batch size / Pasmep cepum 34,722 BOT/ naxoros Mfg.License No. / MNB/10/832
JIMueH3us Ha npou3BOACTBO (HOMEP)
:)nspectlon Lot No.“/ 040000413907 Mfg. License Date / 30/04/2020
eruCTPaLMOHHBIN HOMEp aHaaH3a JInueH3us Ha nNpou3BoaCTBO (aaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduicar (1aa) 18/06/2020
Market / Prinok Russia / Poccus GMP Compliance certificate No./ | ;15 1556120/
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundmxaunus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
M | TESTS/TNOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIbTATHI
and not any dose can deviate more than
+ 35% from the average value. END / Koneu:

He Gonee 2-x u3 20 no3 (10 HauvanbHeix 103 | Minimum / MunuMym: 99.1 %
1 10 KoHeuHbIX 103 U3 10 prakoHOB) MoryT | Maximum / Makcumym: 101.6%
MMETb OTKJIOHEHHE OT cpeaHero 3HaudeHus | Mean / Cpeanee: 100.0%
fonee ueM + 25%, M HU OFHA H03a He
OOKHA WMMETh OTKJIOHEHWE OT CpedHero
3Ha4eHus 6onee dem Ha + 35 %.

Ecan or 3 o 6 103 MMEOT OTKIOHEHHMS
Gonee uem + 25 %, Ho MeHee ueM * 35 %, TO
HCTIBITBHIBAIOT Cliefytouue 20 ¢paakoHoOB.

2 &/ B He Oonee 6 u3 60 n03 Moryr uMeTh
¢ P OTKIIOHEHHE OT CPEJHEro 3HaueHus Gonee

1~ %
\A . V7 ) n}/ yeM + 25 %, U HU ofHa 1033 HEe AOMKHA
WUk g IR g MMETh OTKNOHEHHE OT CPENHEro 3HaYeHUs
A s Gonee ueM * 35 %.
¢
Prepared By / Ioarorosua Cheeked By / Ilposepua \Approved By / Ono6pua
Signature / Ioanuck A -
— = »
Date / iata § el \g| \DW W\ ) Lew—
Name / ®PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / g g -0A
JlosKHOCTS Officer-QA Sr. Officer-QA Sr. Manager - Q

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®HUKAT AHAJIN3A TOTOBOI'O ITIPOAYKTA
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Name of Product /
HaumenoBanue NpoayKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenrosaHHoe HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasona $hypoaTa MOHOTHADATA Cripeli HasalbHbINA 103MPOBaHHLIH 50 MKT

Active Ingredients /
JleficTBy101ME BewecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cnipest conepxuT: aekicTBylouee BeutecTso: Momerazona @ypoara MOHOTMAPAT

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

Strength / Jo3upoBka 50 mecg / 50 mkr Date of Mfg. / [lata npoH3BOACTBa 09/2022
Dosage form / Metered-dose nasal spray /
0 g Cripeii HasanbHbIH| Date of Exp. / Fogen ao 08/2024
eKapcTBeHHas hopma
JO3UPOBAHHBIN
Product code / Kox npoayxra SRU030007E040401DK Date of release / JlaTa Bbinycka 29.09.2022
Batch No. / Cepns Ne 12220557 Qty. Released / Koauvecrso 32,480 BOT/
BLINYLIEHO ¢aakoHoB
Batch size / Pasmep cepun 34,722 BOT/ daakouos Mfg.License No. / MNB/10/832
JIMLeH3Ms HA NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000413907 Mfg. License Date / 30/04/2020
PeructpaunoHHbIii HOMep aHAJIH3A JlvueH3usi Ha NPOH3BOACTBO (1aTa)
: GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmiar (1ata) 18/06/2020
Market / Poiok Russia / Poccus GMP Compliance certificate No. /| Gr1p_g1556/20/1N
GMP ceptudukar (Homep)
Reference Specification No. /
Cneuundunkauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /MIOKA3ATEJIH

LIMITS / TPEBOBAHHUA

OBSERVATIONS / PE3YJIBTATDI

14 | Uniformity of dosage units
/ OaHopoaHOCTb

AO3UpPOBAHUA

S
Q
o

y * 4
e Sg el -

Not more than 1 value 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 wvalues 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 onpenencHui
MOXET OTKJIOHATCS OT CPEAHEro 3HauyeHUs
Gosee, ueM Ha = 25 %, u HU oaHOro, bonee
yem Ha £ 35 %.

Enn pBa uau Tpu 3HAYEHUA HUMEIOT
OTKNOHEHUs Oonee yeM = 25 %, HO MEeHblLIe,
yeM =+ 35 %, TO UCMBITHIBAIOT CIEAYHOLIME
20 ¢nakoHOB.

He Gomee Tpex 3HaueHu#h w3 30
ONpEeAe/ICHHH  MOTYT  OTKJIOHATBCA  OT
cpenHero 3HadeHus Oonee, yem Ha = 25 %, U
HU oAHOrO, Honee ueM Ha + 35 %.

Minimum / MuuuM 98.3%
Maximum / Makcumym: 100.9%
Mean / Cpennee:100.0%

t
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Name of Product /
HaumeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHTOBAHHOEC HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momerasona dypoara MOHOTMApaTA CNpei Ha3albHbIA 103HpOBaHHBIH 50 MKT

Active Ingredients /
JleiicTBylomme BewecTsa

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: AeHCTBYIOMIEE BellecTBO: MoMmerasoHa PypoaTa MOHOTMApaT
51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 mxr

Strength / losuposka 50 mcg / 50 mxr Date of Mfg. / lata npouseoacrsa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTnennan hopma Cnpeit HasanbHbIH Date of Exp. / T'open 10 08/2024

J03UPOBaHHbIM

Product code / Kox npoaykra SRU030007E040401DK Date of release / laTta Boinycka 29.09.2022

Batch No. / Cepust No 12220557 Qty. Released / KoanvecTso 32,480 BOT/
BbINYLIEHO (h1aKkoHOB

Batch size / Pasmep cepuu 34,722 BOT/ dnakonos Mfg.License No. /. MNB/10/832
JIM1IeH3HsA Ha NPoU3BOACTBO (HOMep)

Inspection Lot No. / 040000413907 Mfg. License Date / 30/04/2020

PerncrpaunoHublit Homep ananusza JluueH3usl Ha NPOU3BOACTBO (AaTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudukaT (1aTa) 18/06/2020

Market / Pritiok Russia / Poccns GMP Compliance certificate No./ | y1p_01556/20/1N
GMP ceprudukat (Homep)

Reference Specification No. /

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

npoaykta Ne

Ne | TESTS/TNOKA3ATEJIX |

LIMITS / TPEBOBAHUA

| OBSERVATIONS / PE3YJIbTATbHI

15 | Microbiological Purity / Mukpo6uosornyeckan 4ucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / OGuiee uucio
a3po0HbIX OakTEpHii v
JPOAOKEBBIX U MIECHEBBIX
rpu6oB (CyMMapHo)

Test for Absence of
Specified Microorganism /
Teer Ha cneunduyeckue

MHKPOOPraHU3MBbI:

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

npenapara

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

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTcyTcTBYeT
Staphylococcus aureus OrcyretBue B 1 T (M) npemnapara
Bile-Tolerant Absence per 1g (ml) of the product / Absent / O1cyTCcTBYET
Enterobacteria / Otcytcteue B 1 r (MJ1) npenapara
Absence per 1g (ml) of the product / Absent / OTCyTeTBYyeT
OtcytctBre B 1 r (M) npenapara
g :
\,":}? \\r:’;/
G N5
N{ Pharm 30‘“/ {
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Name of Product /
HanmMeHoBaHHE NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToOBAHHOE HAWMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona (yypoata MOHOTHApaTa cnpeii HasaJIbHbIH N103UPOBaHHbIA 50 MKr

Active Ingredients /
HeficTsyomne BewecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cripes coaepxkuT: AeHcTBYIOWeEe BelecTBo: Momerasona Pypoarta MOHOrHApaT
51,72 mkr B nepecuere Ha Momerazona gypoar 50,00 mxr

Strength / {o3uposka 50 mcg / 50 mkr Date of Mfg. / laTa npou3BoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapcTsennas hopma Cnpeit HASAIBHEIA Date of Exp. / Foaen ao 08/2024
JI03UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / JaTa Bpinycka 29.09.2022
Batch No. / Cepust Ne 12220557 Qty. Released / KonuuectBo 32,480 BOT/
BbINYWEHO t1akoHOB
Batch size / Pasamep cepun 34,722 BOT/ ¢pnaxonos Mig.License No. / MNB/10/832
JluueH3ys Ha Npou3BOACTBO (HOMep)
:)nspectlon Lot NOL/ 040000413907 Mfg. License Date / 30/04/2020
erMCTPALMOHHBIN HOMep aHa/M3a JInueH3Hus HA NPOU3BOACTBO (aaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudukaT (1a7a) 18/06/2020
Market / Prisiok Russia / Poccus GMP Compliance certificate No./ | Gn1p_0)556/20/1N
GMP ceptndukat (Homep)
Reference Specification No. /
Cneundukauust roroBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS/TMOKA3ATEJIH |

LIMITS / TPEBOBAHUS

| OBSERVATIONS / PE3YJIbTATHI

16. | Assay / KonudecTBeHHOe onpeaesieHHe

a) Mometasone Furoate /
Mowmerazona ¢ypoara

From 85 % to 115 % of the labeled content /
Ot 85 % no 115 % ot 3asBJIEHHOTO
COAEpXKaAHUA

103.5%/103,5%

b) Benzalkonium chloride /
bensankonus xyopuna

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % OT 3asBJIEHHOrO
coJep KaHus

91.0% /91,0%

17. | Package Size / YnakoBka

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 wmm 120 no3
CYCMEH3MH BO (NIAKOHE M3 MOJIMATU/ICHA

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 po3 cycrneH3uu BO (IakoHe U3

1 . BbICOKOM MNIOTHOCTHU C AO03NPYHOLIIUM NMOJIMATHJIEHA BBICOKOH TIUIOTHOCTH €
v ¥ ; YCTPOHCTBOM U KpbiLIEYKOH W3 | J03UPYIOLLUHUM YCTPOUCTBOM n
7 /lolu—- ” J,;’ NONMITUIIEHAa BLICOKOH MNOTHOCTH. [lo 1 | KpblIEUKOH W3 MONUITHIIEHA BLICOKOH
\\'\-’)&“ (,fy" ¢GnakoHy BMmecte ¢ uHCTpykudedt no | mnotHoctH. ITo 1 duakoHy BMmecTe ¢
\%.mrf} MEIULHHCKOMY MPUMEHEHUIO B MAyke | HHCTPYKUMEH MO  MEAULMHCKOMY

— KapTOHHOM. NPYMEHEHHIO B MAYKe KAPTOHHOIA.

18. | Labeling / MapkupoBka

According to ND / B cootsetcTBuu ¢ HJ|

19. | Storage conditions /
XpaHeHue

Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
B 3amMineHHOM OT cBeta MecTe npu Temneparype ot 15 go 25 °C. He 3amopaxusars.

20 | Shelf-life / Cpox roanoctn

2 years / 2 roza

[
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Name of Product /
HaunmeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBaHHNe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona ¢ypoara MoHOrHapara cripeil Ha3aubHbIH 103MpoBaHHbIH SO MKr

Active Ingredients /
JeiicTBYIOLWKE BeliecTBA

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

calculated for Mometasone Furoate 50.00 mcg

| nosa cnpes conepxuT: aciicTByiomee BewecTso; Momerasona ®ypoara MOHOTHIPAT

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

Strength / No3upoBka 50 mcg / 50 mkr Date of Mfg. / lata npoussoacTea 09/2022
Dosage form / Metered-dose nasal spray /
& Cnpeit HasanbHbIH Date of Exp. / Toaen oo 08/2024
JlekapcTBenHas popma o
JI03UPOBAHHbIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / /laTa Bbinycka 29.09.2022
Batch No. / Cepus Ne 12220557 Qty. Released / Koauuectso 32,480 BOT/
BLINYLIEHO ¢akoHoB
Batch size / Pasmep cepun 34,722 BOT/ dnaxomos Mfg.License No. / MNB/10/832
JInueH3Hs HA NPOU3BOACTBO (HOMeEP)
Inspection Lot No.u/ 040000413907 Mfg. License Date / 30/04/2020
PerucTpalHOHHbBII HOMep aHaH3a JIHueH3Hn Ha NPOH3BOACTBO (1aTa)
: GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 o3 GMP ceprudmiar (1a7a) 18/06/2020
Market / Puitiok Russia / Poccits GMP Compliance certificate No./ | 5\1p g1556/20/IN
GMP ceptudpukar (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CITU Ne STP-CC-040944
npoaykta Ne

Any deviation/Incident/OOS: not applicable
Otknonenns/UuunaeHTsi/QOOC: He NPUMEHHMO

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-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3akmioueHne 0 COOTBETCTBMHM: HACTOSIIMM [OATBEPXNAI0, UYTO NpPEACTABNEHHads Bbille MH(POPMALHA ABISETCA
AOCTOBEPHOH W TouHON. [laHHas cepus Gblna npousBeleHa (BKIIOYAs yNAKOBKY/MapKMPOBKY M KOHTpPOJb KauecTBa) Ha
YKa3aHHOH BBIIlE MPOM3BOACTBEHHOH TJIOMaAKE B MOJAHOM COOTBETCTBMM ¢ TpeGoBaHWAMH Hamnexauueit
Hpoussoncreennoit Ipaktukn (GMP) n0KaJIbHBIX PETYNATOPHBIX OPraHOB ¥ TPEGOBAHMAMM HOPMATHBHOMN LOKYMEHTALMH
JIT1-003870-221221 pna peinka Poccun. ITpoToKoNBI MPOH3BOACTEA, YMAKOBKU U MMOKA3aTe/IM KauecTBa JaHHOMN cepuu ObLIH
MPOAHANUINPOBAHBI 1 CAENAHO 3AK/IKOUYEHUE, YTO OHM COOTBETCTBYIOT TpebomaHuaM Hamnexamei [TpousBoacTBeHHOM
Ipaxtuku (GMP),
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