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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IOTOBOI'O INTPOAYKTA
Page10of9/Crp. 11439

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

HenaTenToBaHHOE HANMEHOBAHHE MowmeTazona dypoara MOHOrHApaTa cipel HazalbHbIA A03UpoBaHHbIH SO 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

JeiicrByromue Bemecrsa 1 mosa cripess conepkurt: gefictByowee BelecTBo: MoMerasoHa @ypoara MOHOTHApAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / No3upoBka 50 meg / 50 mxr Date of Mfg. / JaTa npoussoacrsa 09/2021

Dosage form / Metered-dose nasal spray /

i S Crnpeit Ha3abHBIN Date of Exp. / Toaen xo 08/2023

exapcTBeHHast ¢opma

JI03MPOBaHHBIA

Product code / Koa npoayxra SRU0300075470401DK Date of release / Jlata Boinycka 18.10.2021

Batch No. / Cepus Ne 12210586 Qty. Released / Kosnuectso 32,480 BOT/

BBIMYIIEHO duakoHOB
. Mfg,License No. /

Batch size / Paamep cepuu 34,722 BOT/ ¢nakonos JTunensHs Ha NPONSBOACTBO (HoMED) MNB/10/832

Inspection Lot No. / ; Mfg, License Date /

PerucrpauroHHbIHi HOMep aHaIM3a 040000353604 JInueH3Hsi HA NPOU3BOACTBO (AATA) 30/04/2020

. GMP Compliance certificate Date /
Package size / YnaxkoBka 120 Doses / 120 o3 GMP ceprudmiar (1a7a) 18/06/2020
Market / Prisiok Russia / Poccus GMP Compliance certificate No./ | 5y1p_0)556/201N
GMP cepruduxat (Homep)

Reference Specification No. /

Cneundukauus roroBoro SPC-CC-040424 Reference STP No. / CITU Ne STP-CC-030230

npoaykra Ne

Ne | TESTS/IHQKA3ATEJIN LIMITS / TPEGOBAHUW3I OBSERVATIONS / PE3YJBbTATbHI

1. | Description / Onucauue White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | MouTtu Genoro HBeTa OT HEMPO3PAYHOM

Ot Genoro n0 moutrH 6€nOro LBETa OT | KOHCUCTEHLMH rYCTas CYCHEH3us,
MOJTyIIPO3payvHOi pi (o) HENMPO3PauHOH
KOHCHUCTEHIHMH I'ycTast CYCTISH3H.
2. | Identification / IToannHHOCTHL
a) Mometasone Fuorate/ | The retention time of the main peak in the | The retention time of the main peak in
Mowmera3sona ¢gypoart chromatogram of sample preparation should | the  chromatogram  of  sample
corresponds to the retention time of the main | preparation  corresponds to  the
peak in the chromatogram of standard | retention time of the main peak in the
preparation. / Bpems  ygmepxuauus | chromatogram of standard preparation.
OCHOBHOrO nvKa Ha Xpomatorpamme |/ Bpems yaep:KMBaHHS OCHOBHOIO
HCIILITYEMOTO pacteopa JODKHO | MHKa Ha XpOMAaTorpamMme HCIEITYeMOro
COOTBETCTBOBATh BPEMEHH YACPKHUBAHMSA | pacTBOpa COOTBETCTBYET  BpeMEHU
OCHOBHOTO NMKa Ha XpoMarorpamMme | yIepXuBaHHs OCHOBHOIO IIMKAd Ha
CTaHJAPTHOrO PacTBOpPa XpomaTorpaMmme CTaHAApPTHOTO
parsopa

4
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CEPTUD®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
Page20of9/Ctp. 2139

MOMAT RINO

MOMAT PHHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Momerasona Qypoara MOHOrHApaTa cnpelt HasaIbHEIM J03MpoBaHHbIH 50 MKT

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

1 n03a cripest coepskuT; AeHcTByowee BelecTso: MomeTasona Pypoara MOHOrMApaT

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

Name of Product /
HaumeHoBaHne NpoayKuuu
Generic name /
HenaTteHTOBaAHHOE HAUMEHOBAHUE

Active Ingredients /
JleiicTBywmne Bemecrsa

Strength / o3upoBKa 50 mcg/ 50 Mxr Date of Mfg. / laTa npou3BoacTBa 09/2021
Dosage form / Metered-dose nasal spray /
I 8 Cnpeit Ha3anBHbIN Date of Exp. / T'oaen xo 08/2023
exapcTBeHHas fopma
JO3WPOBAHHBIA
Product code / Koa npoayxra SRU0300075470401DK Date of release / [laTa Bbinycka 18.10.2021
Batch No. / Cepust No 12210586 Qty. Released / Koanuecrso 32,480 BOT/
BbLIYIEHO ($J12K0HOB
Batch size / Pa3mep cepuu 34,722 BOT/ ¢dnaxonos Mfg.License No. / MNB/10/832
JInnen3us Ha Npou3BOACTBO (HOMep)
Inspection Lot No. / 040000353604 Mfg. License Date / 30/04/2020
PeructpaunonHblii Homep aHAIM3A JlnueH3ust Ha NPOU3IBOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnaxkoBxa 120 Doses / 120 no3 GMP cepruduxaT (1a7a) 18/06/2020
Market / Puisoic Russia / Poccus GMP Compliance certificate No./ | b 1556/20/1N
GMP ceprudukar (Homep)
Reference Specification No. /
Creundukauus roroBoro SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230
npoaykTa Ne

M | TESTS /MNOKA3ATEJIX LIMITS / TPEBOBAHMS OBSERVATIONS / PE3VJBTATDI

b) Benzalkonium chloride

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
XpOMAaTorpaMMe MCHBITYEMOrO  PacTBOpa
OOJDKHBI  OGHapyKMBaThCi  MHKM, [0
BpeMEHaM YIep)KMBAHHSA COOTBCTCTBYIOILHME
NUKaM T[OMOJIOroB OCH3ANKOHHMA XJIOpHAA
Ci2 n Ci4 Ha XpomMaTorpaMMe CTaHRAPTHOTO
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ciz
and Cy4 in the chromatogram of the
standard solution. / Ha xpomaTorpamme
HCIBITYEMOTO pacTBopa
0GHapYXMBAIOTCS ITHKH, 1O BPEMEHaM
yAep)KUBaHUS COOTBETCTBYIOUIVE
nuKaM  roMoJIorop  OEH3alKOHHS
xnopuaa Ciz u Cy4 Ha XpomMaTrorpamme
CTAHJAPTHOTO PacTBOpa.

w

pH_

From4.3t04.9/014,3 1049

4.647/4,647

4. | Density / [LnoTHoCcTB

From 0.950 to 1.050 g/cm?/
Or 0,950 0o 1,050 r/cm®

1.00 g/cm?/ 1,00 r/ecm?®

5. | Viscosity / Ba3kocrb From 30 to 130 ¢Ps / Ot 30 mo 130 cII3 49.7 cPs /49,7 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 312 mOsm/Kg
OcMOIATBHOCTD Ot 250 10 350 MOcm/kr 312 mOcm/kr

7. | Leakage check/
IIpoBepxa ¢iakona Ha
TrepMETHYHOCTD

Absence of any traces of leaks / OTcyTcTBUHE
CJIeIOB NPOTEUKH

No traces of leaks / Cnenbl npoTeuku
OTCYTCTBYIOT

8. | Net content / Macca
co/iepKUMOro quiakoHa

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

182g/182r

!
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Name of Product /
HaumeHoBanue npoayKuUuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenToBanHOEe HAUMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona (yypoara MOHOTHApPATa CIpel HasalbHbIA 103UpoBaHHbIi 50 MK

Active Ingredients /
JeficTBy01IHe BeleCTBA

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 coAepxuT: AelicTByoniee BeulecTso: MoMerazoHa ®ypoaTa MOHOTMApAT

51,72 mkr B nepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Xo3uposka 50 meg / 50 Mxr Date of Mfg. / [lata npou3BoacTBa 09/2021
D form / Metered-dose nasal spray /
ﬂosage 9 Cripeii HazaBHbIH] Date of Exp. / Toaen ao 08/2023
eKapcTBeHHas Gopma
JO3ApOBaHHBIA
Product code / Kog npoayxra SRU0300075470401DK Date of release / Jara Boinycka 18.10.2021
Batch No. / Cepus Ne 12210586 Sﬁ;y‘ﬁﬁfed / Koauyectso ﬁ;ﬁgoﬁow
Batch size / Pasmep cepuu 34,722 BOT/ dnaxosos Mig.License No. / MNB/10/832
JInueHsust Ha NpoU3BOACTBO (HOMeEP)
Inspection Lot No. / Mfg. License Date /
PerucrpaunoHHbii HOMep aHaJaN3a 040000353604 JInueHsus Ha Npou3IBOACTBO (AaTa) 30/0472020
. GMP Compliance certificate Date /
Package size / YnaxkoBka 120 Doses / 120 no3 GMP cepruduxar (1a7a) 18/Q6/2020
Market / Puinok Russia / Poccus GMP Compliance certificate No./ | Gy1p_0)556/201N
GMP ceptudmkat (Homep)

Reference Specification No. /
Crneundukauus rorosoro

SPC-CC-040424

Reference STP No. / CITA Ne

STP-CC-030230

rnpoaykra Ne
N | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIBTAThI
9. | Number of deliveries per | Not less than 120 doses / He menee 120 no3 | 171 doses / 171 po3

container / KonyectBo

Ao3

10. | Pump delivery /
Macca 10361

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

MuausnayanbHas macca 103bl: oT 85 %
1o 115 % ot TeopeTUMECKOM MaCCHI 03b1;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennss macca no3bl: ot 90 % g0 110 %
OT TeOpeTUUECKON Macchl 1036l

Minimum / Muuumym: 92.8 %
Maximum / Makcumym: 108.9 %
Average / Cpennee: 103.8 %

11. | Particle size /
Pa3mep yacTuu

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

Particles < 30pm in size: 100%

Yactuu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent

Yactuu pazmepom > 30 MKM - JODKHbI
OTCYTCTBOBAaTh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTCYTCTBYIOT

Prepared By / IloaroroBua Checked By / IlposepuJ [ Approved By / Ono6pua
Signature / [loanuck
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Name of Product /
HaunmeHoBaHHe NPOAYKINN

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HANMEHOBAHWE

Mometasone Furoate Monohydrate Nasal Spray 50 meg

MowmeTasona ¢ypoara MOHOTHIpaTa CIIpeit HasabHBIN J03UpoBanHEIH 50 MK

Active Ingredients /
JeiicTBylomue BeecTsa

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 copepuT: AelicTBYIONIEE BeLECTBO: MoMeTasoHa d)ypoaTa MOHOTHIPAT

51,72 mxkr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / Josuposka 50 mcg / 50 mxr Date of Mfg. / Jlata npousBoacrea 09/2021
D e form / Metered-dose nasal spray /
osage 10 Crnipeii HasanbHBIH Date of Exp. / 'oaen ao 08/2023
JlexapcrBennas dopma
J03UPOBaHHBIN

Product code / Koa npoayxra SRU0300075470401DK Date of release / lara Boinycka 18.10.2021

Batch No. / Cepusi Ne 12210586 Qty. Released / Koanuectso 32,480 BOT/
BbINYLEHO (aaxkoHoB

Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos Mig.License No. / MNB/10/832
JluneH3us Ha npoH3BOACTBO (HOMep)

Inspection Lot No. / 040000353604 Mfg. License Date / 30/04/2020

PerucrpaunoHnstii Homep aHaau3a Jlnuen3ust Ha NPoU3BOACTBO (1aTa)

Package size / Ynaxkosxa 120 Doses / 120 n03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmnkar (aaTa)

Market / Prisol Russia / Poccns GMP Compliance certificate No./ | v 1556120/N
GMP ceprutdurar (Homep)

Reference Specification No. /

Cneunduxauus rorosoro SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230

npoaykra Ne

Ne | TESTS/TIOKA3ATEJIN |

LIMITS / TPEBOBAHNUA

| OBSERVATIONS / PE3YJIBTATBI

12. | Related Substances / IlocroponHue npumecu

Any individual unspecified
impurity / Exunuunoi

Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He oGHapyxeHo
[Mpumecu 8DM
| Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LOQ/ Huxe LOQ
Mpumecu DMC /_\
P . / 'a:;\w ASSU/
Impurity D/ Not more than 0.20 % / He Gosiee 0,20 % 0.05 % /0,05% >
IMpumecu D

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

0.06 %/ 0,06%

HEUACHTHOULIPOBAHHON
rpuMecH
Total impurity / Not more than 0.60 % / He 6oxee 0,60 % 0.23%/0,23%
Cymma npumeceit
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses Beg / Hauano:

(Uniformity of delivery
dose) / OnHopoaHOCTD
BbLICBOGOKAAEMOH 103bI

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: 99.4 %
Maximum / Maxcumym: 106.0%
Mean / Cpeanee:103.3%

END / Konen:
Minimum / Munumym: 96.0%

Maximum / Makcumym: 105.3%

Prepared By / HoaroTosu Checked By / IIposepua Approved By / Ono6pua
Signature / IToanuce & s
Date / lata i A >210-302 22\ 18\ 2oy
Name / ®UO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer — QA Executive -QA Sr. Manager -QA
J0JIKHOCTB

FCM/QA054/08.00
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Name of Product /
HaunmeHnoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHKE

Mometasone Furoate Monohydrate Nasal Spray 50 meg

MowmerasoHa gypoaTa MOHOTHIpaTa Cripeii Ha3aNbHbIN J03MPOBaHHBIH 50 MKr

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 nosa copes coaepxut: AeHCTBYIOLIEE BelecTBO: Momertasona ®ypoara MOHOTHAPAT

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

Strength / Nosuposka 50 mcg / 50 Mkr Date of Mfg. / lara npounssoacraa 09/2021
Dosage form / Metered-dose nasal spray /
g Cripeit HasaJIBHELH Date of Exp. / T'ogen ao 08/2023
JlexapcTBeHHas hopma
J03UPOBaHHBIA

Product code / Kox npoayxra SRU0300075470401DK Date of release / lata soinycka 18.10.2021

Batch No. / Cepust No 12210586 Qty. Released / KonnyecTso 32,480 BOT/
BbINMYIIEHO (naxoHoB

Batch size / Pasmep cepun 34,722 BOT/ duraxonos M. License No. / MNB/10/832
JInuen3us Ha npousBoacTso (Homep)

Inspection Lot No. / Mfg. License Date /

Peructpaunonublii Homep aHaaM3a 040000353604 JInueH3us Ha MPoU3BOACTBO (1aTa) 30/04/2020

. GMP Compliance certificate Date /

Package size / YnaxkoBka 120 Doses / 120 no03 GMP ceprudmicar (aaa) 18/06/2020

Market / Poinok Russia / Pocens GMP Compliance certificate No./ | ;\1p 4)55620/1n
GMP ceprudukat (Homep)

Reference Specification No. /
Crenuduxanus rorosoro
npoayxta Ne

SPC-CC-040424

Reference STP No. / CITN N\e

STP-CC-030230

Ne | TESTS / HOKA3ATEJHN

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIBTATBI

Mean / Cpennee: 101.7%

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

He 6onee 2-x uz 20 no3 (10 HayanbHBIX A03
1 10 xoHeuHbIX 103 U3 10 paKOHOB) MOTYT
HUMETb OTKJIOHEHHE OT CpPEeIHEro 3HauyeHus
Oonee ueM * 25%, M HM OOHA 1033 HE
JOJKHA MMETh OTKJIOHEHWE OT CPEedHEro
3HayeHusa Gonee ueM Ha + 35 %.

Ecmu or 3 1o 6 [03 MMEIOT OTK/IOHEHHSs
Gonee yeM = 25 %, HO MeHee ueM £ 35 %, To
MCIIBLITHIBAIOT caeayowue 20 ¢uiakoHOB.

He Gonee 6 u3z 60 no3 Moryr umerth
OTKJIOHEHUE OT CpPEIHET0 3HaueHMsa Oosee
yeM + 25 %, ¥ HH OAHA 033 HE JO/HKHA
UMETh OTKJIOHEHHE OT CPEIHEro 3HayeHus
6onee ueM + 35 %.

{
Prepared By / IToarorosua Checked By / lIposepua \ Approved By / Ono6pua
Signature / loanucn @? >
Date / Iata e 1A 2 10 -2 2 22418 \29U
Name / ®DHO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer — QA Executive -QA Sr. Manager -QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA

Page 6 of 9/ Crp. 63 9
Name of Product / MOMAT RINO
HaumenoBaHue npoaykunu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenarenToBaHHOE HANMEHOBAHNE Mowmerasona dypoara MoHOrrApaTa cipeii HasaNLHbIM J03MPOBAHHEIH 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
JeficTBylone Bewmecrsa 1 no3a cnipest conepxut: AeHcTByIomee BeuiecTBo: MomeTasona ®ypoara MOHOrWAPAT
51,72 mkr B nepecuere Ha Momerasona giypoar 50,00 Mkr )
Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / lata npousBoacTBa 09/2021
Dosage form / Metered-dose nasal spray /
JlexapeTaennas bo Cnpeil HazaBHEIH Date of Exp. / Toaen no 08/2023
P dopma
JO3UPOBAHHBIH
Product code / Koa npoayxra SRU0300075470401DK Date of release / lata Beinycka 18.10.2021
Batch No. / Cepns Ne 12210586 Qty. Released / Koaunuectso 32,480 BOT/
BbIMYLHEHO (hy1akoHOB
Batch size / Pazmep cepun 34,722 BOT/ ¢naxonos Mfg.License No. / MNB/10/832
JIMueH3Ust Ha POU3BOACTBO (HoMep)
Inspection Lot No. / Mfg. License Date /
Perucrpaumonnslii Homep anaausa 040000353604 Jluﬁemuﬂ Ha NPOH3BOACTBO (aaTa) 30/04/2020
Package size / Y naxoBka 120 Doses / 120 7103 GMP Compliance certificate Date /| ¢ /<007,
GMP ceprudukar (1ata)
Market / Pornok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Crneundukauus rorosoro SPC-CC-040424 Reference STP No. / CITHU Ne STP-CC-030230
npoaykra Ne
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIbTAThI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum/ Munnm 99.4%
/ OaHopoanocTs measurements can deviate from the average | Maximum / Makcumym: 106.0%
J03UPOBAHUSA value more than + 25% and none can deviate | Mean / Cpennee:103.3%
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 3HaueHus u3 10 onpenenenwuii
MOXET OTKIJIOHATCS OT CPEAHEr0 3HAa4YeHUs
Oonee, ueM Ha + 25 %, ¥ HU oxHOrO, Gojee
yeM Ha + 35 %.
Eny 1Ba WM Tpu 3HAYEHUSA UMEIOT
OTKJIOHEHHs Gostee ueM + 25 %, HO MeHbILe,
ueM + 35 %, TO HCTILITHBIBAIOT ClEayIOLINE
20 durakoHoB.
He Oonee Tpex 3Hauemmit w3z 30 )
ONMpeleJEHUA  MOTYT  OTKIIOHATHCA  OT
CpeIHero 3HaueHus bojee, ueM Ha % 25 %, u
HM oJiHOTO, Oosiee uem Ha + 35 %.
{
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Name of Product /
HaumeHoBaHue npoayxkuuy

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTteHToBanNoOe HAMMeHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ¢ypoara MoHorupara cnpeif HasaTbHbIM JO3UPOBAHHBIHA 50 MKT

Active Ingredients /
JeiicrBylomme BemecTsa

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: neficTayiolee Bemectso: Momerasona ®ypoara MOHOTHADET
51,72 mxkr B nepecyere Ha MoMerazona dypoar 50,00 Mkr

Strength / Roznposka 50 mcg / 50 mxr Date of Mfg. / llara npoussoacTaa 09/2021

Dosage form / Metered-dose nasal spray /

I age for Cripeit HazabHEI! Date of Exp. / Toaen a0 08/2023

eKapcTBeHHan Gopma
JAO3UPOBAHHbIH

Product code / Koa npoayxra SRU0300075470401DK Date of release / JlaTa Bbinycka 18.10.2021

Batch No. / Cepua Ne 12210586 Qty. Released / KostnuecTBo 32,480 BOT/
BbINYIEHO (1akoHOB

Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Mig.License No. / MNB/10/832
Jluuensusi Ha NpoH3BOACTBO (HOMeEp)

Inspection Lot No. / Mfg. License Date /

Perucrpaunonnsiii Homep ananusa 040000353604 JIuneH3usi Ha npon3BOACTBO (aaTa) 30/04/2020

. GMP Compliance certificate Date /

Package size / Ynaxobka 120 Doses / 120 no3 GMP ceprudmiar (1ata) 18/06/2020

Market / Puinok Russia / Poccus GMP Compliance certificate No./ | 5115 015562018
GMP ceptudukar (nomep)

Reference Specification No. /

Cneunduxauus rorosore SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230

npoayxra Ne

Ne | TESTS/NOKA3ATEJH | LIMITS / TPEBOBAHMUSI l OBSERVATIONS / PE3YJIBTATHI

15 | Microbiological Purity / Mukpo6uoioruyeckas 4ncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6mee uucno
a’po0HBIX GakTepuii u
JAPOMOKEBBIX U MLIECHEBBIX
rpu6oB (CyMMapHo)

Test for Absence of
Specified Microorganism /
Teer na cnennduueckue
MUKPOOPraHKu3Mbl:
Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
XKemieycroiunseie
IHTEepodaKTepHm

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

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

Absence per 1g (ml) of the product /
OtcytctBue B 1 r (Mn1) npenapata
Absence per 1g (ml) of the product /
Otcytctsue B | r (Mi1) npenapara

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

S ASSy

\‘J~
[
Do
A
pharm a cey)
Absent / OTcyTcTBYET
Absent / OTcyTctByer
Absent / Otcyrcrsyer

}
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PHUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Maowmerasona dypoara MOHOrMApaTa crpeii HasaIbHbIHA 103MpOBaHHEIH 50 MKT

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

1 nosa cripest conepaxur: Aeifcrayrolee BemecTso: Momerasona Mypoara MOHOrUApPAT

51,72 mxr B nepecyere Ha Momerasona gypoar 50,00 Mxr

Page 8 of 9/ Crp. 813 9

Name of Product /
HaumeHoBanue npoaykuuu
Generic name /

HenaTenToBanHOE HAMMEHOBaHME

Active Ingredients /
JeficTBylomue Bemecrsa

Strength / Josuposka 50 meg / 50 mMxr Date of Mfg. / JlaTa npoussoacrsa 09/2021
Dosage form / Metered-dose nasal spray /
Jlexapcraentas bopma Cripeit HazaNBHEIH Date of Exp. / Foaen ao 08/2023
J03UPOBAHHBIH
Product code / Koa npoayxra SRU0300075470401 DK Date of release / Jara Bbinycka 18.10.2021
Batch No. / Cepun Ne 12210586 Qty. Released / KomuecTso 32,480 BOT/
BhINYIEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ dnakoHos Mig.License No. / MNB/10/832
Jluuen3us Ha Npou3BoacTBO (HOMep)
Inspection Lot No.“/ 040000353604 Mfg. License Date / 30/04/2020
Peructpaumonnblii Homep aHaau3a Jlunensus Ha npoussoacTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 gxl; g;?ﬁ;ﬁiiic(;':;g;ate Date/ 18/06/2020
Market / Poinox Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudurar (Homep)
Reference Specification No. /
Crneunduxauus rorosoro SPC-CC-040424 Reference STP No. / CITU Ne STP-CC-030230
npoaykra Ne
Ne | TESTS /IOKA3ATEJIM | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3YJIBTATHI
16. | Assay / KonnuecrBennoe onpenenenne
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 105.2% / 105,2%
Mowmerasona ¢ypoara Ot 85 % no 115 % ot 3asaBneHHOro
COAEpkKaHUs
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 91.1% /91 1%
Bensankorus xmopuaa Or 80 % no 120 % ot 3asBIEHHOrO
CoJiepKaHus
17. | Package Size / Ynakoska | 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle
made from high-density polyethylene | made from high-density polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap made  from high-density
bottle together with the package insert per a | polyethylene. One bottle together with
cardboard box. / Ilo 60 wm 120 go3 | the package insert per a cardboard box.
CyCneHsuu BO (uiakoHe M3 monudTWieHa | / 120 103 cycneHsuum Bo duiakoHe u3
BBICOKOR  IUIOTHOCTH €  JO3UPYIOIIMM | NOJM3TWIEHA BBICOKOM MIOTHOCTH C
YCTpo#icTBOM n KpbIIEYKOH U3 | J03UPYIOLIUM yCTpoHCTBOM 74
NOJMATHIIEHA BBICOKOH mnoTHocTH. Ilo | | KphiueYKoi M3 MONM3THIEHA BHICOKOM
¢nakony Bmecre ¢ uHCTpykumedt mo | miotHoctm. ITo 1 tiaxoHy Bmecre
MEIMLIMHCKOMY TNPUMEHCHHIO B MaYKe | MHCTPYKUMEH 110  MEAMUMHCKOMY
KapTOHHOH, NIPUMEHEHUIO B NIAYKE KaPTOHHOIH.
18. | Labeling / Mapxuposxka According to ND / B cootserctsuu ¢ HJJ
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHenne B 3amuiueHHOM OT cBeTa MecTe npu Temnepatype ot 15 10 25 °C. He 3aMOPaXUBATb.
20 | Shelf-life / Cpox roanocru | 2 years /2 rona
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Page90f9/Crp.9u39

Name of Product /
HaumenoBaHue npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTreHToBaHHOE HAMMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasona dypoaTa MOHOFMApaTa cnpeif HazalbHbIN L03UpOBaHHbIH 50 MKF

Active Ingredients /
HeiicTBylomue 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 cipest conepxuT: AeHcTRYIONIEE BewecTBO: Momerasona Oypoara MOHOTHAPAT

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

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / lara npou3ssoacrsa 09/2021
D form / Metered-dose nasal spray /
osage torm Cnpeit HazanbHEIH Date of Exp. / Toaen ao 08/2023
JlexapcTBennas gopma
J03UpPOBaHHbIH
Product code / Kox npoayxra SRU0300075470401DK Date of release / Jlata Boinycka 18.10.2021
Batch No. / Cepun Ne 12210586 Qty. Released / Konuecrso 32,480 BOT/
BbINYILEHO (J1aK0HOB
Batch size / Pasmep cepun 34,722 BOT/ daaxonos Mifg.License No. / MNB/10/832
Jlunen3us Ha npou3BOACTBO (HOMep)
Inspection Lot No.“ / 040000353604 Mfg. License Date / 30/04/2020
PerucrpaunoHnsiit HOmMep aHaau3a JInuen3us Ha NpoH3IBOACTBO (XaTa)
. GMP Compliance certificate Date /
Package size / Ynaxkobxa 120 Doses / 120 o3 GMP ceprudmar (1a1a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Creundukauus rorosoro SPC-CC-040424 Reference STP No. / CITHA Ne STP-CC-030230
npoaykra Ne

Any deviation/Incident/OOS: Not applicable
Otknonenns/MunnaenTs/O0OC: He IPUMEHHMO

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. JIT1-003870-280916, 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.”

3ak0ueHHe O COOTBETCTBMM: HACTOAIIMM MONTBEPXKIAK, HYTO MPEJCTABNCHHAA BhIE HMHPOPMALKMA SBASETCS
ROCTOBEpHOH W TOYHOM. JlaHHast cepusi Obila Mpou3BeAcHa (BKIIOYAs YNAKOBKY/MapKUPOBKY H KOHTPOJNb Ka4ecTBa) Ha
YKa3aHHOH BbIllle MPOM3BOACTBEHHOM ILIOWAAKE B MOJHOM COOTBETCTBMM ¢ TpebGoBaHmmMu Hanexawei
lTpoussoxncteennoi INpaxtuxyn (GMP) JIOKaNIbHBIX PEry/ISTOPHBIX OPTaHOB 1 TPEGOBAHMAMH HOPMATHBHOM I0KYMEHTALWMH
JII1-003870-280916, Usm. Ne 1 ot 15.04.2019, Usm. Ne 2 ot 05.02.2020 anst peinka Poccu. [TpoTokonsl MpOU3BOACTBA,
YN2KOBKM W TIOKa3aTeNH Ka4yecTBa [aHHOH CepuM ObIIM TPOAHANM3MPOBAHBI M CHENAHO 3AKITIOYEHHE, HYTO OHH
cooTBeTCTBYIOT Tpe6GoBanuam Hamnexaineit ITponssonctaennoit lpaktuku (GMP).
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