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CEPTU®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA
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Name of Product/
HaumeHoBaHUE NPOAYKIHUHY

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3ona (lypoaTa MOHOTHApATA ClIpeH HazaIbHbIA J03HpoBaHHbIA 50 MK

Active Ingredients /
JeiicTByI0IME BEMECTBA

| dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 n03a cripest coAepKUT: ASHCTBYIOlIEE BELIECTBO: Mowmerazona @ypoarta MOHOrUapaT
51,72 Mxr B nepecuere Ha Momerasona ypoar 50,00 Mkr

Strength / lo3nposka 50 mcg / 50 Mxr Date of Mfg. / laTa npon3BoacTBa 09/2021
Metered-dose nasal spray /
Dosage form / Crpeii HasaIbHbIH Date of Exp. / F'ogen xo 08/2023
JlexapcTeennasn dopma
J103MpOBaHHBIH
Product code / Koa npoaykTa SRU0300075470401E] Date of release / lata Boinycka 29.09.2021
Batch No. / Cepusn Ne 12210552 Qty. Released / KoanuecTso 64,000 BOT /
BhINYIIEHO (hirakoHOB
Batch size / Pasmep cepuu 69,444 BOT / (pnakoHoB Mfg.License No. / MNB/10/832
Jluuensusa Ha Npou3BoACTBO (HOMeEp)
Inspection Lot No. / 040000350774 Mf{g. License Date / 30/04/2020
PerucTpaiuMoHHbiil HOMEpP aHAIN3A Jluuensuna Ha NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynaxoaxa 60 Doses / 60 103 GMP cepruduar (1aTa) 18/06/2020
Market / Poitok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cnenugpukauus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykra Ne

Ne | TESTS/ITOKA3ATEJIHN LIMITS / TPEBOBAHMNSI OBSERVATIONS / PE3Y.JIbTATbI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. !
consistency. / | mourty 6enoro usera OT Hempo3pa4HoH
Ot 6enoro A0 nourd Gesioro UBETa OT | KOHCHCTCHIIMU rycras CyCHeH3MA.
nonynpo3padion 10 Helpo3pauHoh

KOHCHCTEHIIMH I'yCTast CyCICH3UA,

2. | ldentification / [logaunnocTh

a) Mometasone Fuorate /
Mometazona gypoar

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

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. / Bpems  yxepakusanus | chromatogram of standard preparation.
OCHOBHOrO  NyKa Ha  XpOMarorpamMme / Bpems yA€pKUBaHHUA OCHOBHOTO
MCTILITYEMOFO pacrsopa JIOMKHO | [THKA HA XpPOMATOIPaMME UCITbITYEMOTO
COOTBETCTBOBATL BPEMEHY  YACPXKHBAHMs | pactBOpa  COOTBETCTBYET — BPEMEHH
OCHOBHOTMO TNWKA Ha  XpPOMarorpamme | yIepKuBaHMs OCHOBHOIO TMHKa Ha
CTaH/IaPTHOrO PacTBOPA XpOoMarorpaMme CTaHAapTHOTO
pacTBopa
Prepared By / Iloarorosua Checked By / Ilposepsit Apptoved By / Ono6pun
Signature / IToanucn ’,\,\, .
te / y
Date  fiara 2909 )™\ 94821 2910641 14
Name / ®HO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JlomKHOCTD
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Name of Product /
HaumeHnoBanune npoayKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHTOBAHHOE HAHMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momera3oHa (ypoara MOHOTMAPaTa cripell HasalbHbLIN 103MpOBaHHbIA 50 MKT

Active Ingredients /
HeiicTByiommne seniecTaa

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: AefictBytouee Beuiectpo: MomeTasona Gypoata MOHOrHAPAT
51,72 Mxr B niepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / lo3upoBka 50 meg / 50 mxr Date of Mfg, / laTta npou3eoactTaa 09/2021
Dosage form / Metered-dose nasal spray /
g Crnipeil Ha3anbHblH Date of Exp. / l'oaen no 08/2023
JlekapcTBeHHas hopma -
JIO3UPOBAHHBbIi

Product code / Kox npoaykra SRU0300075470401EJ Date of release / Jlara Beinycka 29.09.2021

Batch No. / Cepus Ne 12210552 Qty. Released / Konuuectso 64,000 BOT/
BBINYUIEHO (akonoB

Batch size / Pazmep cepun 69,444 BOT / pnakonos Mg, License No. / MNB/10/832
JInneusus Ha NpoHM3BOACTBO (HoMep)

Inspection Lot No. / ] 040000350774 Mfg. License Date / 30/04/2020

PeructpanuoHHblii HOMEp aHAJIN3A Jluuen3us Ha Nponu3BOACTBO (1a1a)

. : GMP Compliance certificate Date /

Package size / Ynaxoska 60 Doses / 60 103 GMP cepruduiar (1ata) 18/06/2020

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

Reference Specification No. /

Cnenudukanus rorosoroe SPC-CC-040446 Reference STP No. / CIIN Ne STP-CC-030247

npoayxra Ne

Ne | TESTS /IHOKA3ATEJIHU LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIbTATHI

b) Benzalkonium chloride

i AOJIKHBI

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues C;; and Cy4 in the
chromatogram of the standard solution. / Ha
XpoMaTorpaMme  HCILITYEMOro  pacTBoOpa
o0HapyxuBaThCs  NMUKM, MO
BPEMEHaM YAEPKMBAHHUS COOTBETCTBYIOLINE
nuKaM romMonoros GeH3alKkoHUs XJopuaa
Ci2 n Ci4 Ha XpomaTorpamme CTaHAapTHOro
pacTtBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cys in the chromatogram of the
standard solution. / Ha xpomaTtorpamme
HCIILITYEMOTO pacTBopa
06GHAPYKMBAIOTCSA MMUKH, N0 BpEMEHaM
yAepxKUBaHUS COOTBETCTBYIOILIME
NUKaM  FOMOJIOTOB  OEH3aJIKOHHS
xaopuaa Ci» u Ci4 HA XpOMaTOrpamMMe
CTaHAapTHOTO pacTBopa.

3. From 4.31t04.9/014,3 04,9 4.631/4,631
4. | Density / [lnoTHOCTL From 0.950 to 1.050 g/cm® / 1.010 g/fem® / 1,010 r/cm®
Ot 0,950 no 1,050 r/cm?
S. | Viscosity / Baskoctb From 30 to 130 cPs/ Ot 30 1o 130 cll3 54.2 ¢Ps /54,2 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 296 mOsm/Kg
OcmosiIbHOCTD Ot 250 o 350 MOcm/kr 296 mOcwm/kr
7. | Leakage check / Absence of any traces of leaks / Orcyreraue | No traces of leaks / Ciensl nporedku
IpoBepka dnakoHa Ha CJIEI0B NPOTEHKH OTCYTCTBYIOT
TePMETHYHOCTh
8. | Net content / Macca Not less than 9.0 g / He menee 9.0 r 93g/93r
coep:kumoro ¢giakoHa
Prepared By / [loarorosu Checked By / Ilposepun Apgroved By / OnoBpua

Signature / [Toanucs

Cﬂ/»
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Date/ L alea\vn 24es 1) 2)01) 204
Name / PHO Atul Kumar Rohit Singh Sarldeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA

JIoTKHOCTD

FCM/QAO054/08.00
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Name of Product /
Haumenosanue npoayKuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTazoHa (JypoaTta MOHOrHAPaTa cripeii HasatbHbIi J1031poBaHHbIH 50 MK

Active Ingredients /
JeiicTByi0LKE BelleCTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 032 cripes cojlepAnT: AciicTRYIOLEe BewecTBo: MomeTasona ®ypoara MOHOTHAPAT
51,72 mxr B niepecueTe Ha MoMeTasona ¢ypoar 50,00 Mkr

Strength / lo3uposka 50 meg / 50 mxr Date of Mfg, / Jlara npou3soacTsa 09/2021
Dosage form / Metered-dose nasal spray /
g Cnipeii HasasbHbIH Date of Exp. / Tonen 10 08/2023
JlexapcreeHHan dopma o
JI03UPOBAHHBLH
Product code / Ko npoaykra SRU0300075470401EJ Date of release / laTa Brinycka 29.09.2021
Batch No. / Cepus Ne 12210552 Qty. Released / Koanuectso 64,000 BOT /
BbINYIEHO (nakoHOB
Batch size / Pazmep cepuu 69,444 BOT / QuakoHoB Mfg.License No. / MNB/10/832
JluneH3nn Ha NPOM3BOACTBO (HOMED)
Inspection Lot No. / 040000350774 Mfg. License Date / 30/04/2020
Perucrpanuonnblii HOMEp aHaTH3a JIuuen3usa Ha NPOM3BO/CTBO (naTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 103 GMP ceprudpuicar (1ara) 18/06/2020
Market / Prisok Russia / Poccus GMP Compliance certificate No. /| Gpp.01556/20/IN
GMP ceprudmukar (Homep)
Reference Specification No. /
Creuupukalus roroporo SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
nPOAYKTA Ne

M | TESTS /ITOKA3ZATEJU

LIMITS / TPEBOBAHMUSI

OBSERVATIONS / PE3YJLTATDI

9. | Number of deliveries per
container / Konn4ectBo
A03

Not less than 60 doses / He menee 60 no3

70 doses / 70 no3

10. | Pump delivery /
Macca go3b1

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

WnauBuayaabHas Macca A03bl: oT 85 %
10 115 % oT TeopeTH4ecKOH Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansisi macea a03b1: o1 90 % a0 110 %
OT TEOPETHUECKOH Macehl 103bl

Minimum / Munumym: 92.1%
Maximum / Makcumym: 110.6%
Average / Cpennee: 104.1 %

11. | Particle size /
Paszmep uacTuu

=~

,/"':-';_.;j ASo
CoW Sy

s 'i";v'- /ﬁé{:“‘
/ * 8%
0
o o~ T
9 N
" A

Particles < 10pum in size: Not less than 90%
Yacruu pasmepom < 10 Mxm - He MeHee
90 %;

Particles < 30pm in size: 100%

Yactun pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
Yactuu pazmMepom > 30 MKM - JIOKHbBI
OTCYTCTBOBATbL

Absent / OTCYTCTBYIOT

Absent / OTCYTCTBYIOT

Absent / OTcyTCTBYIOT

1% M0
TarmaceY

. Prepared By / [Toarorosua Checked By / ITposepu.t (Approved By / Ono6pua
Signature / Moanucs /b/_ \é/
Date / s A it 98 ot 2a104) ¥ 1
Name / DO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JoskHOCTD

FCM/QA054/08.00
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Name of Product /
HaumenoBanue npoayKuHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenateuToBaHHOe HAMMEHOBaHKE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momera3zoHa ()ypoaTa MOHOTMPATa cnpeit Hasa/bHbIA J1031poBaHHbIA 50 MKT

Active Ingredients /
JeiicTBylomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 fosa cripest cofepxuT: JeifcTByIOmEe Bemectso: MomeTasona drypoara MoHOTHApAT
51,72 Mxr B nepecuere na Momerasona gypoar 50,00 Mkr

Strength / lo3upoBka 50 meg / 50 Mxr Date of Mfg. / JaTa npousBoacTsa 09/2021
Dosage form / Metered-dose nasal spray /
g Crpeit Ha3abHbIH Date of Exp. / 'osen a0 08/2023
JlexapcTBeHHas (opma o
JI03UpOBAHHbIH
Product code / Kox npoaykTa SRU0300075470401EJ Date of release / laTa BhINycKa 29.09.2021
Batch No. / Cepun Ne 12210552 Qty. Released / Kosmuectso 64,000 BOT/
BBINYIEHO (h1akoHOB
Batch size / Paamep cepun 69,444 BOT / dnaxonos Mfg License No. / MNB/10/832
Jluuen3usa HA NPOH3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000350774 Mfg. License Date / 30/04/2020
PerucrpausoHHblii HOMEp aHAIN3A Jluuen3ns Ha NPOU3BOJCTBO (1aTa)
. ) GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 103 GMP ceprubuiar (1ata) 18/06/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprugukat (Homep)
Reference Specification No. /
Cneunudukanusa roroBoro SPC-CC-040446 Reference STP No. / CHH Ne STP-CC-030247
npoaykra Ne

Ne | TESTS/TNOKA3ATEJHU |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIBTATBI

12. | Related Substances / [Tocroponnne npumecu

Impurity 8DM /
[Tpumecu 8DM

Impurity DMC /
IMpumecn DMC

Impurity D /
[Mpumecn D

Any individual unspecified
impurity / ExnHn4HON
HEeWJIEHTH U UUPOBAHHOH
npuMecH

Total impurity /
Cymma npumeced

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

Not more than 0.20 % / He Gosee 0,20 %

Not more than 0.20 % / He 6osnee 0,20 %

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

Not detected/ He obuapyxeno

Not detected/ He obHapyxeHo

0.04% / 0,04% C N,
(é)" -
[
0.03%/0,03%  /*
0.15% / 0,15% «.f’/*/rp

13. | Spray content uniformity
(Uniformity of delivery
dose) / OanopoaHocTL
BbLICBO0O0K12eMOi 103bI

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 / Hauauno:

Minimum / Muuunmym: 94.5%-
Maximum / Makcumym: 111.0%
Mean / Cpeanee: 107.4%

harmacev)”

t

Prepared By / Tloarorosun

Checked By / IlpoBepu

Approved By / Oao6pun

Signature / Iloqnuce

i~

e

aﬂf»?\»l

Date / llaTa ~a\ oo\ by \a ‘\\’U’”\
Name / PHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA

J10/TKHOCTD

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
Page S of 9/ Crp. Su3 9

Name of Product / MOMAT RINO
HaumeHoBaHuE NPOAYKIUU MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHTOBAHHOE HANMEHOBAHUE MowmeTasona (pypoara MoHOrHApaTa clipeii HasaapHbiil J03upoBaHHbLit 50 MKr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy0mue BelecTBa 1 go3a cripest cofepxuT: feficTBylolee BeuecTBo: MomeTazona Qypoara MOHOTHApAT
51,72 mkr B nepecyere Ha Momerasona gypoar 50,00 mxr
Strength / lo3uposka 50 meg / 50 mMxr Date of Mfg, / /lara npon3isoacTea 09/2021
Dosage form / Metered-dose nasal spray /
g Cupeii Ha3anbLHLIHA Date of Exp. / I'oxen o 08/2023
JlexapcTBenHan opma .
[103HpOBaHHbIH
Product code / Kox npogyxra SRU0300075470401EJ Date of release / /laTa Bbinycka 29.09.2021
Batch No. / Cepus No 12210552 Qty. Released / Kosmmuecrso 64,000 BOT/
BBINYIEHO {p1aKoHOB
Batch size / Pasmep cepun 69,444 BOT / unaxotios Mig.License No. / MNB/10/832
Jluuensusa Ha npou3BoACTBO (HoMep)
Inspection Lot No. / 040000350774 Mfg. License Date / 30/04/2020
PerucrpauuoHHbIii HOMep aHA/IH3A Jlunen3na ua npou3BoACTBO (AaTa)
. : GMP Compliance certificate Date /
Package size / Ynaxonka 60 Doses / 60 no3 GMP cepruduar (1aTa) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No./ | v1p_g1556/20/1N

GMP cepruduxar (Homep)

Reference Specification No. /

Cneundgukanus roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS/INOKA3ZATEJIHU LIMITS / TPEBGOBAHUSA OBSERVATIONS / PE3YJIBTATDI

more than + 25 % from the average value, | END / Koneu:

and not any dose can deviate more than | Minimum / Munumym: 97.4%
+ 35% from the average value. Maximum / Makcumym: 110.9%
He 6onee 2-x u3 20 103 (10 HauaneHsix 403 | Mean / Cpeanee: 104.8%

u 10 koHeuHbIx 103 U3 10 daaxoHOB) MOryT
MUMETb OTKJOHEHHE OT CPEAHEro SHaueHus
G6ojiee uem + 25%, W HU OJHA 4033 HE
JIOJDKHA MMETh OTKJIOHEHHME OT CpEJHEro
3HaueHus 6osee uem Ha = 35 %.

Ecnu or 3 10 6 103 MMEIOT OTKJIOHEHHS
BoJiee yeM £ 25 %, Ho MeHee yeM = 35 %, To o T o~
MCHBITHLIBAIOT cheyiomue 20 (GuakoHos. O
He Gomee 6 wu3 60 103 MOryT HMETb hie
OTK/IOHEHUE OT CpefHero 3HaueHus Gonee ‘
ueM =+ 25 %, U HU OOHA 1032 HE JNOMKHAE { )
MMETh OTKJIOHCHHE OT CPEAHEro 3HauCHUS

Oonee yeM + 35 %. k

% o

N
pha/'m ace‘»"x\c//
\-_.//

Prepared By / [ToaroTosua Checked By / I1posepua lﬁ\pproved By / OnoGpua
Signature / lloanucs )
=
Date / ‘ 1
ate / lata PYTWEEN 9”9’0?'” ‘))\\0\\“))74\
Name / ®UO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JlosKHOCTD

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHue NpoayKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenToBaHHOE HAUMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 meg

MowmeTa3ona {ypoaTa MOHOTMADATA Cpeit HazalbHbIH 103MPOBaHHBIH 50 MKr

Active Ingredients /
JeiicTByI01(ME BeECTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monchydrate 51.72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripest cozlepkuT: AeiicTByIoMEe BellecTBo: MoMeTasoHa PypoaTa MOHOTUAPAT

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

Strength / lo3uposka 50 mcg / 50 mxr Date of Mfg. / JlaTa npon3BoacTBa 09/2021
Dosage form / Metered-dose nasal spray /
1 & Cnipeii HazanbHbIH Date of Exp. / Toaen a0 08/2023
exapcTBeHHas dopma o
JIO3UPOBAHHBIH
Product code / Kop npogykra SRU0300075470401EJ Date of release / JlaTa Beinycka 29.09.2021
Batch No. / Cepusn Ne 12210552 Qty. Released / KonuuecTBo 64,000 BOT/
BbINYIEHO (hy1aKoHOB
Batch size / Pazmep cepuu 69,444 BOT / dakoHOB Mfg.License No. / MNB/10/832
Jluuensus Ha npou3BoaAcTBO (HOMeEp)
Inspection Lot No.u/ 040000350774 Mfg. License Date / 30/04/2020
PerncrpauionHbiii HOMep anaiusa Jlnnensun Ha Npon3BOACTRO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynaxoska 60 Doses / 60 o3 GMP ceprudukar (1a1a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprugukar (Homep)
Reference Specification No. /
Cnenudnkaunus roroBoro SPC-CC-040446 Reference STP No. / CTTU Ne STP-CC-030247
npoaykra Ne
Ne | TESTS /INOKA3ATEJIN LIMITS / TPEEOBAHUS OBSERVATIONS / PE3YJIBTATDI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum /Munumym 94.5%

/ OpnopoaHocTL
[I03MPOBAHNA

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 1 3uauenus uz 10 onpeneneHuit
MOXET OTKJOHATCS OT CPEAHEro 3Ha4YeHUs
GoJee, ueM Ha + 25 %, 1 HU OoaHOrO, bonee
yeMm Ha £+ 35 %.

Enu nBa wiu  TpU  3HAUYEHUS HMEIOT
OTKJIOHEHUs Bosiee ueM + 25 %, HO MEHbLLIE,
yeM + 35 %, TO MCOLITBIBAIOT Cledylolue
20 ¢hakoHOB.

He Gomee tpex s3HadeHu#t wu3 30
onpeAeaeHHii  MOTYT  OTKJIOHATBCSL  OT
cpe/Here 3HaueHns bonee, yeM Ha = 25 %, U
HU ofiHOTrO, 6oJiee ueM Ha = 35 %.

Maximum / Makcumym: 111.0%
Mean / Cpeanee: 107.4%

Prepared By / Iloarorosua

Checked By / Ilposepua

{
\ Approved By / OnoGpua

Signature / [Toanucen

e
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Name / ®HO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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CEPTU®UKAT AHAJIM3A I'OTOBOTI'O ITIPOAYKTA
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MOMAT RINO

MOMAT PHHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MoMeTasona (ypoata MOHOTHADATA Clpeii Ha3albHBIHA 03MPOBaHHbIH 50 MKT

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

1 n03a cripes COJIEPXKUT: ACHCTBYIOLICE BELIECTRO: MomeTazona @ypoara MOHOrMApAT

51,72 mxr B nepecuete na Momerasona Qiypoat 50,00 Mkr

Name of Product /
HaumenoBaHue NPOLYKIUH
Generic name /

HenaTeHTOBAHHOE HAUMEHOBAHUE

Active Ingredients /
JleiicTBYI0IIHE BEMECTBA

Strength / lo3npoBka 50 meg / 50 mxr Date of Mfg. / laTa npou3soacraa 09/2021
Dosage form / Metered-dose nasal spray /
8 Cnipeii HasabHbIH Date of Exp. / I'onen 10 08/2023
JlekapcTBeHnan popma o
J03UPOBaHHBI
Product code / Koa npoaykta SRU0300075470401EJ Date of release / Jlata BbInycKa 29.09.2021
Batch No. / Cepus Ne 12210552 Qty. Released / Koamuectso 64,000 BOT /
BBINYIEHO (ps1akoHOB
Batch size / Pasmep cepuu 69,444 BOT / ¢nakoHOB Mfg License No. / MNB/10/832
JlMeH3un Ha NPOU3BOACTBO (HOMED)
Inspection Lot No. / 040000350774 Mfg, License Date / 30/04/2020
PerucTpanuoHHLI HOMED aHAIH3A Jluuen3us HA PON3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 103 GMP ceprduiar (1a13) 18/06/2020
Market / Poitok Russia / Poccus GMP Compliance certificate No. /| Grp.01556/20/N
GMP ceprudmkat (Homep)
Reference Specification No. /
Cneundukanus roroporo SPC-CC-040446 Reference STP No. / CIIU Ne STP-CC-030247
npoaykra Ne

Ne | TESTS/TOKA3ATEJH | LIMITS / TPEBOBAHMUSI | OBSERVATIONS / PE3YJIbTATBI

15 | Microbiological Purity / Mu

Kpoﬁno.nomqecxaﬂ YUCTOTA

Total aerobic microbial
count and total combined

Not more than 10% cfu per 1g (ml) of the
product / He 6onee 102 KOE B 1 1 (mi1)

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

yeast and moulds count

(combined) / O6wee uncno
a3pOBHBIX BakTepuit 1 N Q;
JIPOYXOKEBBIX M MJIECHEBbIX / © -

npenapara o

rpufoB (CymMmapHO)

Test for Absence of
Specified Microorganism /
Tect Ha cneuuduueckue T
MHKPOOPraHU3Mbl: .

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTCyTCTBYEE. Erac -

Staphylococcus aureus Orcytersue B 1 1 (Mi1) npenapara

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

Enterobacteria / Orcytereue B 1 1 (M) npenapata

)K % A - o, ~

€14ueyCTOHUNBLIE bsence per 1g (ml) of the product / Absent / OTcyTeTayer
sHTEpobaKTEPUH Orcyreraue B | 1 (Ma1) penapara
Prepared By / IToaroron Checked By / HpoBepua Approved By / Oao6pua
Signature / [Toanuc
2 b d—_— — %

Date s e 28eSlt 2811\ 1Y
Name / ®PHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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Name of Product/
HaumeHoBaHHME NPOIYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTtentoBaHHoe HAUMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTasona (ypoara MOHOrHApaTa cripedi HasabHbIA J103upoBaHHbIi S0 MKr

Active Ingredients /
JleiicTBy101UIKE BeleCTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
I no3a cnipest COAEPMMUT: ASACTBYIOLICE BEWECTBO! Mowmerasona ®Pypoarta MOHOTHApAT
51,72 MKr B nepecueTe Ha Momerasoua pypoat 50,00 Mkr

Strength / losupoeka 50 meg / 50 mxr Date of Mfg, / laTa npousBoacrsa 09/2021
Dosage form / Metered-dose nasal spray /
Cnpeil HasabHbIit Date of Exp. / I'oaen 1o 08/2023
JlexapcrBennas jopma o
JO3UPOBaHHbLIN
Product code / Koa npoaykra SRU0300075470401EJ Date of release / Jlara Brinycka 29.09.2021
Batch No. / Cepun Ne 12210552 Qty. Released / Kosmuecrso 64,000 BOT /
BLINYIIEHO (hakoHOB
Batch size / Pasmep cepui 69,444 BOT / uakotos Mg License No. / MNB/10/832
Jlnuen3us Ha Npou3BoACcTBO (HOMep)
:)nspection Lot No.“/ 040000350774 Mfg. License Date / 30/04/2020
erMCTPANMOHHBIH HOMEp aHANN3A Jluuensus Ha NPOU3BOACTBO (1aTa)
Package size / Ynaxoska 60 Doses / 60 po3 gl\MM; :i‘;?g;ﬂ?;ii;‘:ﬂ;ate Date / 18/06/2020
Market / Poinox Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Crenudmxalus rorosoro SPC-CC-040446 Reference STP No. / CTTH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS/IOKA3ATEJU | LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIbTATDI
16. | Assay / KonnuecTBeHHOe onpeaesieHye
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 104.3%/ 104,3%
Mowmerazona dypoara Ot 85 % 10 115 % oT 3a8BJACHHOrO
COZlePXKaHUR
b) Benzalkonium chloride/ | From 80 % to 120 % of the labeled content / | 102.5% /102,5%
BeH3ankoHus xJopuaa Ot 80 % a0 120 % OT 3asBJICHHOIO
COACPIKaHHU s
17. | Package Size / Ynaxoska | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made from high-density polycthylene | 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. / To 60 wnmm 120 a03 | the package insert per a cardboard box.
cycnensuu BO duakoHe M3 mojudTMAEHa | / 60 03 cycreHsuu BO ¢nakone u3
BBICOKOM  IJIOTHOCTH ¢  JO3HPYIOIAM | TMOJUITHIIEHA BbICOKOH MJIOTHOCTH C
yCTPOHCTBOM u KpPbILLIEUKOH U3 | J03UPYIOUINM YCTPOHCTBOM "
NOJM3THIEH2 BbICOKOH mioTHoCTH. [10 1 | KpbILIEUKON M3 NOJMITHAEH2 BHICOKOH
¢uakony Bmecre ¢ uHCTpykuuedl  no | miordocru. [lo 1 ¢iakoHY BMeECTE C
MEMUALIMHCKOMY — NIPKHMEHENMI0 B 11a4Ke | MHCTPYKUMEH 10 MEAUUMHCKOMY
KapTOHHOM. TIPUMEHEHHIO B MaUKe KAPTOHHOH.
18. | Labeling / MapkupoBKa According to ND / B coorserctauy ¢ HJ1
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
Xpanenue B 3aluMuIeHHOM OT CBETa MECTe 11pu Temmeparype ot 15 10 25 °C. He 3aMOpaxuBaTh.
Prepared By / IloaroroBuj Checked By / Ilpoepua App%oved By / OnoGpuns
Signature / Iloanucs & 02_
Date / /laTa 28109 }remn 98 “‘/?’Z{ lc\\at\\ 29 Y
Name / ®HO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JloknoCTH
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIM3A I'OTOBOI'O NPOJAYKTA
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Name of Product / MOMAT RINO
HaumeHoBanne NPoOAYKUUH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg

HenaTenToBAHHOE HAMMEHOBAHUE MomeTazona gypoaTa MOHOTHADATa CTIpeii Ha3AIbLHbIH 031poBaHHbIH 50 MK
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTBYy011IME BEMECTBA 1 11033 crpes cofepkuT: AcicTByrolLee BetecTBo: MoMeTasona PypoaTa MOHOrHApAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 mkr
Strength / Jlo3upoBka 50 mcg / 50 mMkr Date of Mfg. / [lata npou3sBoACTBa 09/2021
Dosage form / Metered-dose nasal spray /
g Cripe# Ha3asIbHbIi Date of Exp. / Tonen 10 08/2023
JlexapcTenHan ¢popma .
JIO3UPOBaHHBIH
Product code / Koa npoaykra SRU0300075470401EJ Date of release / lara Bbinycka 29.09.2021
Batch No. / Cepus Ne 12210552 Qty. Released / Konmuecrso 64,000 BOT /
BBLINYIIEHO ¢1akoHOB

Mfg.License No. /

Batch size / Paamep cepuu 69,444 BOT / dnakoHoB MNB/10/832
JluueH3ns Ha NPOU3BOACTBO (HOMep)

Inspection Lot No.“/ 040000350774 Mfg. License Date / 30/04/2020
PerucTpannoHHbI HOMED AHAJIN3A Jlunensus Ha NPON3BOACTBO (AaTa)

. § GMP Compliance certificate Date /
Package size / Ynaxoska 60 Doses / 60 no3 GMP cepruduscar (1a7a) 18/06/2020
Market / Prmok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN

GMP ceprudukar (nomep)

Reference Specification No. /
Cneuuduxanus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykra Ne
Ne | TESTS/IOKA3ATEJIH LIMITS / TPEGOBAHNUA | OBSERVATIONS / PE3YJIBTATBI

20 | Shelf-life / Cpok roanoctu | 2 years /2 roaa

Any deviation/Incident/OOS: IN/1101/2021/0275

Ovisonenua/Muumaentu/O0C: IN/1101/2021/0275

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 above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIN-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3aK/I04eHHe O COOTBETCTBHM: HACTOSILIMM TIOATBEPHIAI0, UTO NPEACTABJECHHAS BBILC WHQOPMAIMS ABIACTCH
noctoBepHoll W Tounoil. JlaHHas cepus Oblia npou3seieHa (BKIOUAs YIaKOBKY/MapKMpOBKY M KOHTpOJIb KauecTsa) Ha
yKa3aHHOM BblEe [POM3BOACTBEHHOH IUIOWAAKE B TIOJHOM  COOTBETCTBHHM € tpebosannsmi  Hannexauei
[poussoxctaennol [Mpaktuku (GMP) noKanbHbIX peryasTOpHbIX OpraHos U TpeGOBaHUSIMH HOPMATHBHON AOKYMCHTALHH
JIN-003870-280916, Usm. Ne 1 ot 15.04.2019, HUsm. Ne 2 ot 05.02.2020 pist peirka Poccuu. I QJIbl TIPOU3IBOACTBA,
YNaKOBKM W TOKA3aTCNM KAauecTBa JaHHOW cepud ObLIM NpOaHAIM3MPOBaHBl U Cﬂ&%ﬂf‘i-\hg; 3@1@@1;/_@&!, 4TO OHHM

"

cooTBeTCTBYIOT TpeGoBanusm Haxnexauiei Ipoussoacteennoi [1pakTrky (GMP). //\, 3
C

8/
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