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Name of Product /
HaumeHoBaHue NPOAYKIUH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HANMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MoMerazona ¢ypoaTa MOHOTHApATA Cripeli HasalbHbIA R03UPOBAHHEIH S0 MKT

Active Ingredients /
JeficrBylomue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 mosa cripest cozepxur: aelicTyromee BemecTBo: MoMera3oHa Pypoata MOHOTHIpAT

51,72 mxr B mepecuere na Momerasona ¢ypoar 50,00 Mxr

Strength / {o3upoBka 50 mcg / 50 mMkr Date of Mfg. / laTa npoM3BOACTBA 07/2021
Dosage form / Metered-dose nasal spray /
Jekapcrsennas hopma Cnpeit HasaILHEIH Date of Exp. / I'ogen ao 06/2023
JO3UPOBAHHBIA
Product code / Koa npoaykra SRU0300075470401EJ Date of release / laTa BoInycKka 31/07/2021
Batch No. / Cepus Ne 12210427 Qty. Released / KoanuecTBo 12,680 BOT/
BbLINYIEHO (J1akOHOB
Batch size / Pasmep cepun 14,010 BOT / ¢makoHOB Mfg.License No. / /10/832
JIuueH3us Ha Npou3BoACTBO (HOMep)
Inspection Lot No. / Mfg. License Date / - 30/04/2020
PerucrpannoHHblii HOMep aHAJN3a 040000340689 JInneH3us HA NPOM3BOACTBO (1aTa)
; GMP Compliance certificate Date / 18/06/2020
Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudukar (1a7a)
Market / Poisok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (vomep)
Reference Specification No. /
Cneunduranus rorosoro SPC-CC-040446 Reference STP No. / CITA Ne STP-CC-030247
npoaykra Ne
Ne | TESTS /ITIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | moutH Gesoro LBETa OT HENMPO3pavHOH
Ot OGemoro 10 moutrH Oenoro uBeTa OT | KOHCUCTEHLMM IyCTas CyCHCH3HSL
TIOJTY IpO3pavHoif o Henpo3payHoit

KOHCUCTCHIIUM I'yCTas CYCIICH3US.

2. | Identification / IloganuHOCTL

a) Mometasone Fuorate /
Mometasona 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

preparation. / Bpems ymepxuBaHus | chromatogram of standard preparation,
OCHOBHOrO IIMKa Ha Xpomartorpamme | / Bpems yaepXkuBaHMA OCHOBHOTO
UCTIBITYEMOTO pacTBopa JOJDKHO | TIMKa Ha XpOMaTorpaMMe HCIBITYEMOTO
COOTBETCTBOBATh BPEMEHH YIEPXKHBAaHUA | pacTBOPa  COOTBETCTBYET  BPEMEHH
OCHOBHOIO INHKa Ha XpoMaTorpaMMe | yAEpXKHBaHUs OCHOBHOTO IMKa Ha
CTaHAapTHOrO PacTBOPa XpoMATOrpam Ass apTHOTO
pacTBopa \\’O{ f@
(4

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

\
Prepared By / Iloarorosna Checked By / lIposepua Approved\By / Onodpua
Signature / [loanuch é{ .
Date / Aata 16/0&/r02 RIS AN
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
Jlo2kHOCTD
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Name of Product /
HaumeHnoBaHue NPOAYKUMHU

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HaMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Momerasona (ypoara MOHOTHApATA CIpel Ha3aNbHBIA JO3HPOBAHHEIH 50 MKT

Active Ingredients /
JeiicrBylommue 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 CIIPEs COACPIKUT: neﬁcmyxomec BelecTBo: MomerasoHa CDypoa'ra MOHOTrUApar

51,72 Mxr B niepecuere Ha MoMerasona ¢ypoat 50,00 Mxr

Strength / losupoBxa 50 meg / 50 Mkr Date of Mfg. / laTa npou3BOACTBA 07/2021

Dosage form / Metered-dose nasal spray /

Jlekapersennas opma Cnipeit Ha3abHBIH Date of Exp. / T'onen no 06/2023

J03UPOBAHHBIN

Product code / Koa mpoaykra SRU0300075470401E] Date of release / laTa Boinycka 31/07/2021

Batch No. / Cepun Ne 12210427 Qty. Released / Koaunuecrso 12,680 BOT /
BBINYIEHO ¢urakoHOB

Batch size / Pasvep cepun 14,010 BOT / (piakcoros Mfg.License No. / MNB/10/832
JIuuen3usi Ha NPOU3BOACTBO (HOMep)

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

Perncrpaunonnniii HOMep anajimsa 040000340689 JIuneH3usi Ha NPOM3BOACTBO (AaTa)

: GMP Compliance certificate Date / 18/06/2020

Package size / YnakobBka 60 Doses / 60 103 GMP ceprndukar (1a7a)

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

Reference Specification No. /

Creunduxanus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247

npoaykra Ne

Ne [ TESTS / MTOKA3ATEJIA LIMITS / TPEBOBAHMSA OBSERVATIONS / PE3YJIbTATBHI

b) Benzalkonium chloride
/ BeH3aJIKOHNS XJIOPU

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
XpOMaTorpaMMe HCIIBITYEMOTO pacTBOpa

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci»
and Cy4 in the chromatogram of the
standard solution. / Ha xpomarorpamme

AOJDKHBI ~ OOHapyXHBAaThCH  IIMKH, MO | MCIBITYEMOTO pacTsopa
BpPEMEHaM YIEPKUBAHUS COOTBETCTBYIOWIVE | 0OHApYKMBAIOTCA NHUKH, II0 BpeMEHaM
MMKaM TOMOJIOTOB O€H3AIKOHMA XJIOpHIA | YACPKHBAHHS COOTBETCTBYIOIIVE
C12 u Ci4 Ha XpoMaTorpaMMe CTaHIApTHOTO | MMKAM  TOMOJOroB Ol
pacTBoOpa. xnopuna Ciz2 u Cis Ha xpﬁ@m\é
CTaHJIAPTHOTO paCTBopa
3. |pH From 4.30 to 4.90 / Ot 4,30 1o 4,90 4.76

4. | Density / ILnoTHOCTB

From 0.950 to 1.050 g/cm?3/
Or 0,950 1o 1,050 r/cm?

0.99 g/cm?/ 0.99 r/cm’( (bl}}

5. | Viscosity / BaskocTb From 30 to 130 cPs / Ot 30 po 130 cII3
6. | Osmolality / From 250 to 350 mOsm/Kg >,
OcMOISILHOCTD Ot 250 no 350 MmOcm/kr 295 mMOcMm/Kr £p,

61.6 cPs/61.6 cll3 \“‘ ;ua]t
295 mOsm/Kg @

7. | Leakage check/
IIposepxa duiaxona Ha
repMeTHYHOCTb

Absence of any traces of leaks / OtcyTcTBHE
CIIEIOB NPOTEYKU

ai\)\:\

No traces of leaks / Cirezisl mpOTeGicd——
OTCYTCTBYIOT

8. | Net content / Macca Not less than 9 g / He menee 9 9.1g/91r
coepkumMoro Ggaakona

Prepared By / Hoarorosua Checked By / IIpoBepna Approved‘By / Onoﬁpn.u
Signature / Hoanucs ﬁ 2.
Date / Jlata 'Mog(\ool/f RN )(Q \%\Y"
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyrll
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JI0JIPKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®HUKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HanmeHoBaHue NPOAYKUUYN MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHToBaHHOE HauMeHoBaHue | MoMera3ona dlypoara MOHOTHApPATA CIIpeil HasalbHbI 103MPOBAHHBIH 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
JeitcTByIoue BelecTBa 1 m03a chpest coAep uT: AeHcTByIOmee BeiecTBo: Momerasona Pypoara MOHOIHApAT
51,72 mxr B nepecyere Ha Momerasona ¢ypoar 50,00 mMkr
Strength / lo3upoBka 50 mcg/ 50 mxr Date of Mfg. / laTa NnpouM3BOACTBA 07/2021
Dosage form / Metered-dose nasal spray /
JexapcTsennas popma Cnpeit Ha3anbHbIN Date of Exp. / T'ogen ao 06/2023
JO3UPOBAHHBIH
Product code / Koa npoxykra SRU0300075470401EJ Date of release / laTa Bbinycka 31/07/2021
Batch No. / Cepust Ne 12210427 Qty. Released / Konnuecrso 12,680 BOT/
: BBIMYLIEHO (1akoHOB
Batch size / Pasmep cepum 14,010 BOT / ¢nakoHoB Mfg.License No. / /10/832
JIveH3ust Ha NPON3BOACTBO (Homep)
Inspection Lot No. / 040000340689 Mfg. License Date / 30/04/2020
PerucTpaunoHHbINH HOMep aHAJIU3A Jluuensusi Ha NPOH3BOACTBO (AaTa)
; GMP Compliance certificate Date / 18/06/2020
Package size / YnaxoBka 60 Doses / 60 no3 GMP ceprudukar (1a1a)
Market / PuiHok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npogyxra Ne
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATBI
9. | Number of deliveries per | Not less than 60 doses / He menee 60 no3 78 doses /78 nmo3
container / KonuuecTBo
ao3
10. | Pump delivery/ Individual dose mass: from 85% to 115% Minimum / Muaumym: 94.5%
Macca 103b1 of the theoretical dose mass / Maximum / Maxcrmym: 108.8%
HuamBaayansuast macea 1o3bl: 0ot 85 % Average / Cpennee: 106 %
10 115 % ot Teoperuaeckoil Macch! A035I;
Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennns macca ao3bi: ot 90 % a0 110 %
OT TCOPETUYECKOH MACChI JI03bl
11. | Particle size by Particles < 10pum in size: Not less than 90% | 100%
Microscopy / Yacruy pazmepom < 10 MKkM ~ HE MEHEe
Pa3smep uacTun noa 90 %;
MUKpOCcKONom Particles < 30pm in size: 100% 100 %
Yacrun pazmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent | Absent / OteyrcIBylOT
YacTuu pazMmepom > 30 MKM - JOIDKHBI
OTCYTCTBOBATh
12. | Related Substances / ITocTopoHHEE NpAMecH
Impurity 8DM / Not more than 0.15 %/ He 6onee 0,15 % Below LOQ/ Huxxe LOQ
ITpumecn DM
‘ Prepared By / IloaroroBu \ Checked By / liposepua Approved By / OnoGpua
Signature / Hoanucs @ > A\ \
Date / Jura 1o 8]0 FIUTER QR
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JoaxHocTh
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Name of Product/
HaumeHoBaHUe NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasona dhypoaTa MOHOTMAPATA clpel Ha3anbHbIH 103upoBaHHbLH 50 MKT

Active Ingredients /
JlelicTByro1ue 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 cnipess cozepxut: AekicTByloLICe BelecTBO: MomeTasona Pypoara MOHOTUAPAT
51,72 mxr B nepecyere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / To3upoBka 50 meg / 50 mkr Date of Mfg. / laTa npou3BOACTBA 07/2021
Dosage form / Metered-dose nasal spray /
i g Crpeit HasalIBHBIN Date of Exp. / FoaeH ao 06/2023
exapcTBeHHas dopma
J03UpOBAHHBIM
Product code / Kon npogyxra SRU0300075470401EJ Date of release / laTa Beinycka 31/07/2021
Batch No. / Cepus Ne 12210427 Qty. Released / Koaniecrso 12,680 BOT/
BBINYIEHO (iraxoHOB
Batch size / Pazmep cepuu 14,010 BOT / ¢naxoroB Mfg.License No. / /10/832
. JInueninsg Ha NPoU3BOACTBO (Homep)
Inspection Lot No. / Mfg. License Date / 30/04/2020
PerucTpaunoHubIi HOMEp aHAAN32 040000340689 JIMueH3us HA NPOM3BOACTBO (1aTa)
; GMP Compliance certificate Date / 18/06/2020
Package size / YnaxoBxa 60 Doses / 60 no3 GMP cepruduxar (1aTa)
Market / Puinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxart (HoMep)

Reference Specification No. /
Cneuuduxanms roroporo SPC-CC-040446 Reference STP No. / CIIH Ne STP-CC-030247
npoaykra No
Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHU S OBSERVATIONS / PE3YJIBTATEI

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LOQ/ Hixe LO

IMpumecu DMC

Impurity D/ Not more than 0.20 % / He 6onee 0,20 % 0.07 %

ITpumecn D

Any individual unspecified | Not more than 0.20 % / He G6onee 0,20 % 0.04 %

impurity / EqunugHOM

HEMASHTH(UIUPOBAHHOH

nprMecH

Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.24 %

CymMa npumecei '

\

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

(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Munumym: 71.7%

dose) / OnnopoaHocTs more than = 25% from the average value and | Maximum / Makcumym: 108.6 %

BbICBOOOKAAeMOii A03bI

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

He 6onee 2-x u3 20 no3 (10 HayanpHBIX 403
u 10 xoHeuHBIX 103 u3 10 GIakoHOB) MOTYT

Mean / Cpennee: 100.3 %

END / Kouen:

Minimum / Musanmym: 96.7 %
Maximum / Makcumym: 106.0%
Mean / Cpepnee: 102.4 %

Prepared By / IloaroToBua { Checked By / Iposepus Approved By X Ono6pua
Signature / Hognucs £ . VYR W
Date / lata )A/Dglm?" HEIREE) (\\\Q?“’
Name / PUO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JosxHoeTh
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Name of Product /
HanmeHoBaHUE NPOAYKUHM

MOMAT RINO
MOMAT PMHO

Generic name /
HenaTenToBanH0e HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTa30Ha GypoaTa MOHOTHAPATA CIIPel Ha3albHEIH J03UPOBAHHEIH 50 MKT

Active Ingredients /
JeiicTBylomue sewmecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 032 cIIpest COCPKAT: AcHCTRYIOmEE BemecTBo: MoMerasona Qypoata MOHOTUIAPAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr

Strength / losupoBxa 50 mcg / 50 mxr Date of Mfg. / iaTa npon3BoACTBa 07/2021
Metered-dose nasal spray /
Dosage form / Cnpelt Ha3anbHbIN Date of Exp. / T'onen xo 06/2023
JlexapcTBennas opma
JO3VPOBAHHEIH
Product code / Kox npoayxra SRU0300075470401EJ Date of release / laTa BbImycka 31/07/2021
Batch No. / Cepusi o 12210427 Qty. Released / KonuecTBo 12,680 BOT/
BbINYIUEHO thrakoHOB
: Mfg.License No. / MNB/10/832
Batch size / Pasmep cepun 14,010 BOT / duraxonos JIMeH3Ms HA NPOUIBOXCTBO (HOMep)
Inspection Lot No. / 040000340689 Mfg. License Date / 30/04/2020
PerucTpalnoHHbIA HOMEp AaHAIU3A JIuneH3usi Ha NPOU3BOACTBO (AaTa)
: GMP Compliance certificate Date / 18/06/2020
chkage size / YnakoBka 60 Doses / 60 no3 GMP ceprudukar (187a)
Market / PuIHOK Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cnennduxanus roToBoro SPC-CC-040446 Reference STP No. / CITN Ne STP-CC-030247
npoaykra Ne

Ne | TESTS /IIOKA3ATEJIH

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIBTATDI

UMETh OTKJIOHEHHE OT CPEAHEro 3HaueHUs
6onee uweM = 25%, W HM OmHa N03a HE
IOJDKHA WMETEL OTKJIOHEHHE OT CPEIHero
3Ha4eHUs 0oxee ueM Ha £ 35 %.

Ecan or 3 10 6 103 MMEKOT OTKIOHCHUA
6omee weM £ 25 %, HO MeHee ueM + 35 %, To
HCIIBITBIBAIOT cleaytomue 20 ¢paakoHOB.

He Gonee 6 w3 60 103 Moryr uMeTh
OTKJIOHEHHE OT CPEeIHEro 3HaueHus Ooiee
yeM £ 25%, U HM OJHA J03a HE AOJDKHA
UMETh OTKJIOHGHHE OT CPEAHEro 3HadeHUA
Gosiece 9em = 35 %.

14 | Uniformity of dosage units | Not more than 1 value from 10 { Minimum/Muuamym: 71.7 %
/ OpHopoAHOCTD measurements can deviate from the average | Maximum7 Makcumym: 108.6%
A03UPOBAHNUSA value more than + 25% and none can deviate | Mean / Cpennee: 100.3%
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 3nayenus w3 10 ompeneneHumit
MOXET OTKJIOHSTCH OT CPEeJHEro 3HaueHUs
6onee, ueM Ha + 25 %, u HU oxHOro, OONEe
Prepared By / HoaroTroBua | Checked By / Ilposepu Approved By\ Onc6pna
| Signature / Hoanucn DL,, VAN \?5;)\
Date / lata “/03{}0% 1163\ 201 ﬁ\\x\q‘ﬁ\r
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JoaxHocTh

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A 'OTOBOI'O IMTPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHVe NPOAYKIIMU MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenarenToBanHoe Haumenosanue | Momerasona dypoara MOHOrupaTa Cnipe#l Hasa/IbHbIA ZO3NPOBAHHEIA 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
JeiicTByIoUINE BemecTBA 1 ro3a cripest copepkut: AekcTayromee BemectBo: MoMerasona ®ypoara Mosoruapar
51,72 mxr B nepecuere Ha Momertasona dypoar 50,00 Mxr
Strength / JlosupoBka 50 meg / 50 mMkr Date of Mfg. / lata npou3soacTsa 07/2021
Dosage form / Metered-dose nasal spray /
. Cnipeit nasaneHbii Date of Exp. / Togen 10 06/2023
JlexapcTBenHas popma
JI03MpPOBaHHEIH

Product code / Ko npoaykra SRU0300075470401EJ Date of release / laTa Bbinycka 31/07/2021

Batch No. / Cepun Ne 12210427 Qty. Released / Konnuecrso 12,680 BOT/
BLINYIEHO diaxoHoB

Batch size / Pasmep cepuu 14,010 BOT / dnaxoHoB Mig.License No. / MNB/10/832
JlnueH3usi Ha MPOU3BOACTBO (HomMep)

{)nspectlon Lot No. / 040000340689 Mfg, License Date / 30/04/2020

erucTPALMOHHDBII HOMED AHAJIH3A JInueH3us Ha NPou3BoACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020

Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudnkar (1aTa)

Market / Puinok Russia / Poccns GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)

Reference Specification No. /

Crneunduxauus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247

npoaykra Ne

Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIbTATHI

4em Ha £ 35 %.

Emn 18a mmum Tpu 3HaueHUs HMEIOT
OTKJIOHCHHSA Oonee ueM + 25 %, HO MEHBIIE,
4yeM £ 35 %, TO HCOBITHIBAIOT CIEAYIONINE
20 ¢rakoHOB.

He ©Oonee Tpex sHauenmit m3 30
ONpeJeNneHu MOTyT OTKJIOHATHECA  OT
cpenHero 3HaueHus Gonee, yem Ha = 25 %, u
HHU OQHOTO, 00Jee ueM Ha + 35 %.

15 | Microbiological Purity / MuxpoGuoJsiorndeckasi 4ucToTa

Total aerobic microbial Not more than 102 cfu per 1g (ml) of the Less than 10 cfu/ml/
count and total combined product / He Gosiee 102 KOE B 1 1 (M) Menee 10 KOE/ma
yeast and moulds count npenapata

(combined) / O6mee uncno
a3po0HbIX GaxTepHit 1
JPOMOKEBBIX U IJIECHEBBIX
rpuboB (CyMMapHO)

Test for Absence of Specified Microorganism /
Tecr Ha cenuduyecKne MUKPOOPTraHU3MbI:

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTcyTcTBYET
Orcytctsue B 1 T (MI) mpenapaTta .
Staphylococcus aureus Absence per 1g (ml) of the product / Absent / OTCyTCTBYET

OrtcytcTsue B 1 r (Mi1) npemapata

Prepared By / Iloarorosua \ Checked By / IIposepna Approved By Ono6puna
Signature / Iognucn VE ) W
Date / HaTa Isfozj‘)/OM \E\ gL\ 2207 &\\b\%\l
Name / ®UO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JoJI5KHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page 70f8/Crp. 7u3 8

Name of Product /
HaumeHoBaHMe NpoayKUMy

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareuToBanHoe HaUMeHOBaHNue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmerasoHa (ypoara MOHOrMApaTa CHpeli HasaIbHbIH 103MpOBaHHbIH 50 MK

Active Ingredients /
JHeiicTBylomue BeiecTsa

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 coxepxuT: AekicTByiouee BeuectBo: MoMerasona @ypoara MoHOruapar
51,72 mxr B mepecuere Ha MoMeraszona diypoar 50,00 Mkr

a) Mometasone Furoate /
Mowmerasona ¢ypoata

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / lara npon3soacrea 07/2021
Metered-dose nasal spray /
Dosage form /
Jekapersennas Gopma Cnpeit Hasam,‘r‘mﬁ Date of Exp. / I'oaen a0 06/2023
JO3UpOBaHHEIH
Product code / Koa npoayxra SRU0300075470401EJ Date of release / laTa Buinycka 31/07/2021
Batch No. / Cepust No 12210427 Qty. Released / Kosnuectso 12,680 BOT /
: BbINYLIEHO duiakoHOB
Batch size / Pasmep cepun 14,010 BOT / ¢naxonos Mfg.License No. / /10/832
JInueH3us Ha MPOU3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date / 30/04/2020
PerucTrpauuoHHblii HOMep aHaJIM3a 040000340689 JIvlieH3usi HA NPOU3BOACTBO (AaTa)
: GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudukar (1a7a)
Market / Puisos Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukxat (Homep)

Reference Specification No. /
Creuunduxanus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoayxra Ne
MNe | TESTS /TIOKA3ZATEJINA LIMITS / TPEBOBAHNSA OBSERVATIONS / PE3YJbTATBI

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

Enterobacteria / OtcytcTue B 1 r (M) penapata

Kemueycroitunsnie

3HTepobaKTepUH m .
16. | Assay / KonndecTBeHHOe onpeneieHue AR

}H

From 85 % to 115 % of the labeled content /
Ot 85 % 10 115 % ot 3asABlEHHOTO
coiepKaHus

b) Benzalkonium chloride /
Bensankonus xjiopuia

From 80 % to 120 % of the labeled content /
Ot 80 % 1o 120 % or 3asBNEHHOrO
COIepKaHus

102.8% Q;: "J’%
. @g .
83.1 % S
’ \3\ ] 5/ 0 §/on %
9/\4_ - (,'b

N

wald

17. | Package Size / Ynaxoska | 60 or 120 doses of suspension per bottle | 60 doses of suspensidiepas made
made from high-density polyethylene | 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 wmnm 120 gnos3 | the package insert per a cardboard box.
cycneHsmH Bo (uiakoHe u3 monmdTIWIeHa | / 60 103 cycneH3uM BO (MIakoHE M3
BBICOKOM IUIOTHOCTH ¢  JO3MPYIOMMM | MOJWITIICHA BHICOKON ILIOTHOCTH C
YCTPOHCTBOM u KpBIIEYKOi w3 | ZO3UPYIOIIMM YCTpOHCTBOM 5
TIOJTUITAIEHA BBICOKOH MIOTHOCTU. [lo 1 | KpbIIeYKof M3 MONKMATHICHA BBICOKOM
¢dnakoHy BMecTe ¢ wuHCTpyKimed mo | miorHoctd. Ilo 1 ¢irakoHy Bmecte c
MEIVMLMHCKOMY TPMMEHCHHIO B IauKe | HHCTPYKUME# 10  MEAUIMHCKOMY
KapTOHHOM. HPYMEHEHHIO B NTaYKe KAPTOHHOM.
18. | Labeling / MapxupoBka According to ND / B coorsetctuu ¢ HJJ
Prepared By / Iloaroroua Checked By / IIposepua Approved By \Ono6pua
Signature / oanuch [B ., W\ A
Date / lata (6] 8ot — teyegy 4 ™
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JOJIKHOCTE

FCM/QA054/08.00
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CEPTHO®UKAT AHAJIM3A T'OTOBOI'O ITIPOAYKTA
Page 8 of 8/Ctp. 813 8

Name of Product / MOMAT RINO
HauvenoBaHue npoayKuun MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHToBaHHOE HauMeHoBaHHe | MoMerasoHa dypoara MOHOTMpaTa Cped HasaNbHBIN 103MPOBAHHEIA 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HelicTBylommye BelecTBa 1 7103a CTIpest coIepXHT: AeHCTBYyIoLEe BemecTro: Momerasona Pypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha MomeTasona dypoar 50,00 Mxr
Strength / lo3upobka 50 meg/ 50 mxr Date of Mfg. / lara npon3soacrea 07/2021
Dosage form / Metered-dose nasal spray /
Jexapcaennast dopma Cnpeit Ha3aIbHBIHA Date of Exp. / T'oaen ao 06/2023
J031POBaHHLIA
Product code / Koa npoxyxra SRU0300075470401EJ Date of release / {aTa Boinycka 31/07/2021
Batch No. / Cepusi No 12210427 Qty. Released / KosintecTno 12,680 BOT /
BLINYIUEHO ¢urakoHoB
Batch size / Pasmep cepun 14,010 BOT / pnaxoHoB Mfg.License No./ /10/832
Jlunen3ns Ha NPOU3BOACTBO (HoMep)
Inspection Lot No. / Mfg. License Date / 30/04/2020
PerucrpanuoHHbIN HOMEp aHAIN3A 040000340689 JInueH3us Ha nf)omsonc'rso (nara)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepTudukaTr (aaTa)
Market / PoiHoK Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxat (Homep)
Reference Specification No. /
Crneuupuxanusi roToBoro SPC-CC-040446 Reference STP No. / CIIU Ne STP-CC-030247
npoayxra Ne
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEGOBAHUA | OBSERVATIONS / PE3YJIBTATBI
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaneHue B 3al@UIEHHOM OT CBETa MECTE NP Temneparype ot 15 go 25 °C. He 3aMopaxuBaTh.
20 | Shelf-life / Cpox roanocrn | 2 years /2 roga

Any deviation/Incident/O0S: OO0T/2021/1101/0046
Orknonenns/MuanuaeHts/O0C: O0T/2021/1101/0046

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 above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JII1-003870-280916, 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.”

3akIi0YeHHEe O COOTBETCTBHMM: HACTOSIMM MOATBEPXKAAIO, 4YTO TNPEICTABICHHAs BhIE WHGOpMALMsA SABIAETCA
JOCTOBEpHOM M TouHOM. JlaHHad cepus Obula NpoOM3BENEHa (BKIIOYAA YNAKOBKY/MapKMPOBKY M KOHTPOIb KauecTBa) Ha
YKa3aHHOM BBINE NPOM3BOACTBEHHOM IUIOMAAKE B [OMHOM COOTBETCTBMHM C TpeGOBaHHAMY Hapnexameit
TpoussoncTteeHHoM [TpaxTikK (GMP) JIOKAIBHBIX PErYNSTOPHBIX OPTaHOB M TPEOOBAHUAMY HOPMATHBHON JI0K)
JI1-003870-280916, Msm. Ne 1 ot 15.04.2019, Mism. Ne 2 ot 05.02.2020 st peraka Poccun. IIpoToxQip! fpous
YNaKoBKM M I[OKa3aTeNn KadecTBa JMAHHOM cepuM OblIM IMPOZHANM3MPOBAaHBI M CHCTAHO A
cooTBeTCTBYIOT TpeGoBanmam Hamnexaweit [pomssoacteenHot [Ipakruxu (GMP). .

—_—_—
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