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Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenatentoBanHoe HaumeHoBanue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomerasoHa qypoara MoHoruapaTa cpel HasanbHbIH 103MpOBaHHbLIH 50 MKT

Active Ingredients /
AeficTayromne sewmecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpest coaepxuT: AeHCTByIOLIEE BelecTBO: Momerasona Pypoata MOHOIMApAT
31,72 mxr B nepecuere Ha MoMetasona dypoar 50,00 Mkr

Strengfh ! Xosuposka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacrsa 11/2021
) Metered-dose nasal spray /
D ¢ form /
ﬂgls::‘gp"(;:':"aﬂ bopma Crpeii HazaneHEIHA Date of Exp. / Tozen 10 10/2023
JI03UPOBaHHBIH
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / laTa Boinycka 29.11.2021
Batch No. / Cepust Ne 12210657 Qty. Released / Konnuectso 64,800 BOT/
BbINYUIEHO (rakoHOB
: Mfg.License No. /
Batch size / Pazmep cepuu 69,444 BOT / paakonos JluLeH3us HA NPOUIBOACTBO (HoMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
Perucrpaunonnsiii Homep aHaausa 040000359752 JInueH3usi Ha NPOU3BOACTBO (1aTa) 30/0472020
. GMP Compliance certificate Date /
Package size / Ynaxobka 60 Doses / 60 103 GMP cepruduxar (1ava) 18/06/2020
Market / Prinok Russia / Poccus GMP Compliance certificate No./ | v ip ) 556/20/1N
GMP cepruduxar (Homep)
Reference Specification No. /
Cneunduxanus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
NPOAYKTA Ne .
Ne | TESTS /MMOKA3ATEJIU LIMITS / TPEBGOBAHUS OBSERVATIONS / PE3YJBTATbDI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /

consistency. /
Ot Genoro 10 moytd Oenoro LBeTa OT
THOJTY IPO3paYHOM jis) Henpo3pa4HoM
KOHCHUCTCHIUH TYCTas CyCIeH3n,

nouTy Gesloro UBETa OT HENpO3pavHOi
KOHCHCTEHLIMY IyCTas CYCIICH3HU.

2. Identification / HogauniocTs

a) Mometasone Fuorate /
MowmeTasona 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. / Bpema ynepxuBaHus | chromatogram of standard preparation.
OCHOBHOrO nHKa Ha Xpomartorpamme | / Bpems yaepxuBaHus OCHOBHOI'O
UCTILITYEMOTO pacTsopa JOJKHO | MuKa Ha XPOMATOrpamMMme UCHLITYEMOTrO
COOTBETCTBOBATL BPEMCHH YAEPKHBAHWA | paCTBOpPa  COOTBETCTBYET  BpPEMEHHM
OCHOBHOIO KA Ha XpOMaTorpaMMe | YACp)KMBAHHUA OCHOBHOIO IIMKa Ha
CTaHIapTHOTO PacTBOpa XpoMarorpamme CTaHAApPTHOTO
pacTsopa
Prepared By / IToaroroBua Checked By / IIposepua Apprqved By / Ono6pun
Signature / ognuck /4.——/ 4¥,
D t / Yy - " N
ate / lata of N 1Le2\ o7 /] 0‘3!\’\/}1»»\
Name / ®DHO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer — QA Officer -QA Asst, Manager -QA
JonxHocTh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O IIPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona ¢ypoara MoHOrHzApaTa cipeit Ha3aTbHEIN N03UPOBAHHEIN 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 no3a cripes comepaxuT: AekcTBYIOwWmEE BelecTso: Momerasona ®ypoata MOHOTHAPAT

51,72 mkr B nepecuere Ha MoMerazona gypoar 50,00 Mkr
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Name of Product /
HaumenoBanne npoayxuuu
Generic name /
HenaTeHToOBaHHOE HAUMEHOBAHHE

Active Ingredients /
JeiicTBylomue BemecTsa

Strength / Josupobxa 50 mcg / 50 mkr Date of Mfg. / lata npoussoacrsa 11/2021
Metered-dose nasal spray / '

ggi:gpecf:::;:aﬂ bopma Cripeii HasanBHbIH Date of Exp. / Conten a0 10/2023
JO3UPOBAaHHBIN

Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lata Bbinycka 29.11.2021

Batch No. / Cepus Ne 12210657 Qty. Released / Koauuecrso 64,800 BOT /

. BhINYINEHO ¢uiakoHoOB
. Mfg.License No. /

Batch size / Pa3mep cepun 69,444 BOT / ¢paxonos JInensHst ua NPOM3BOICTBO (Homep) MNB/10/832

Inspection Lot No. / Mfg. License Date /

PerucrpaunonHblii Homep aHau3a 040000359752 JluueH3us Ha NPOU3BOACTBO (AaTa) 30/04/2020

. GMP Compliance certificate Date / :
Package size / YnaxoBka 60 Doses / 60 no3 GMP ceprudmar (1a7a) 18/06/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (nomep)

Reference Specification No. /

Cneuudurauns rorosoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947

npoayxra Ne

Ne | TESTS /TNOKA3ATEJU LIMITS / TPEBOBAHUS - OBSERVATIONS / PE3VJILTATbDI

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 Cis in the
chromatogram of the standard solution. / Ha
XpOMarorpaMMe HCTbLITYEMOTO  pacTBoOpa
JOMKHB!  OOHApYXMBAaThCA  MUKH, [0
BpEMEHaM YAEPXKHBAHUA COOTBETCTBYIOLINE
NUKaM TOMOJIOroB O€H3aJKOHUS XJIOpHAA
Ciz u Ci4 Ha XpoMaTOrpamme CTaHAAPTHOIO
pacTBopa.

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 xpomarorpamme
HCTILITYEMOTO pacTBopa
0OHapyXKUBAIOTCA NMUKH, N0 BpeMeHaM
yIepiK1BaHuUs COOTBETCTBYIOLLME
NMMKaM  rOMOJIOTOB  OeH3aiKOHMs
xaopuna Ciz u Ci4 Ha XpoMaTorpamme
CTaHIAPTHOrO PacTBOpa.

E

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

4.589 /4,589

4. | Density / ILtorHocTb

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

1.00 g/cm® / 1,00 r/em?

5. | Viscosity / Baskoers From 30 to 130 ¢Ps / Ot 30 no 130 cII3 55.4 cPs/ 55,4 cIl3
6. | Osmolality / From 250 to 350 mOsm/Kg 296 mOsm/Kg
OcMoasabLHOCTD Ot 250 1o 350 mOcMm/kr 296 MOcm/kr

7. | Leakage check /
IlpoBepka di1axona na
repMETHYHOCTD

Absence of any traces of leaks / OtcyTcTBHE
CNIEA0B MPOTEUKH

No traces of leaks / Ciemni mpoTeuxu
OTCYTCTBYIOT

8. | Net content / Macca Not less than 9.0 g / He menee 9,0 T 92g/92r

COAEPIKUMOro (paaKoHa

Prepared By / Ioarotosun Checked By / IIpoBepua Approved By / Ono6pun

Signature / Hoanuch g‘
Date / Jara ok )L 1Led ! o7/le /7,,’ 08\\\,\W
Name / ®PUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer - QA Officer -QA Asst. Manager -QA
JlonHocTh

FCM/QA054/08.00
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Name of Product /
HaunmeHoBanue npoaykunn

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenToBaHHOE HaMMEHOBaHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona dypoata Monoruapara cnpeii HasanbHLIM J03MPOBAHHEIN 50 MKT

Active Ingredients /
HAeiicTeylommne Bemectsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes conepxut: nelicraytoiuee Bewectso: Momerasona Oypoata MOHOrMAPAT

51,72 mxr B mepecyere Ha MoMerasona dypoar 50,00 mkr

Strength / Josuposka 50 mecg / 50 mxr Date of Mfg. / lara npoussoacTsa 11/2021
Metered-dose nasal spray / :
JI;osage form / Cnipeit HasanbHbIH Date of Exp. / ['onen a0 10/2023
eKapcTBeHHan dopma
JO3NPOBaHHBIN
Product code / Koa npoayxra SRU030007E040401EJ Date of release / JaTa Bbinycka 29.11.2021
o Qty. Released / Koanuecrso 64,800 BOT/
Batch No. / Cepusi Ne 12210657 BhINyIeHO dnakoHoB
. Mfg.License No. /
Batch size / Pasmep cepun 69,444 BOT / ¢nakonos JIien3un Ha NpOUSBOXCTSO (HoMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
Perucrpaunonnbiii Homep ananusa 040000359752 Jlnuensust na npoussoacTeo (1ata) 30/04/2020
Package size / Ynakoska 60 Doses / 60 a03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudpnkar (aata)
Market / Paios Russia / Pocons GMP Compliance certificate No./ | v ip 1556/20/IN
: GMP ceprudukar (nomep)

Reference Specification No. /
Creunuducauns rorosoro
npoaykTa Ne

SPC-CC-063691

Reference STP No. / CIIN Ne

STP-CC-040947

Ne | TESTS / IOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIbTATbI

9. | Number of deliveries per
container / Kosnuecrso
a03

Not less than 60 doses / He menee 60 103

78 doses / 78 no3

10. | Pump delivery/ -
Macca no3bi

Individual dose mass: from 85% to 115%
of the theoretical dose mass /
UnpusuayanbHas macca A03bl: oT 85 %
10 115 % oT TeopeTUdecKoli Macchl H03bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsis macca a03b1: 07 90 % 10 110 %
OT TEOPETUHECKON MACChI JO3bI

Minimum / Munumym: 93.4%
Maximum / Makcumym: 109.2%
Average / Cpennee: 105.9%

11. | Particle size /
Pasmep vacrun

Particles < 10pm in size: Not less than 90%
YacTuu pasmepom < <10 mMkM™ - He MeHee
90 %;

Particles < 30um in size: 100%

YacTtuu pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTnu pasmepom > 30 MKM - JODKHBI
OTCYTCTBOBATh

Prepared By [ lloarotoBua Checked By / [Tposepua Approved By / Ono6pua
Signature / Ioanucn
Date / Jlata //0g /,l [lo! 03 ) og)ﬂ/\\”v\
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer - QA Officer -QA Asst, Manager -QA
JoJIsKHOCTD

FCM/QA054/08.00
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Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTtentoBannoe HaumeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona ¢ypoara MOHOTHApATA CIPEl HA3ANbHBIN J03UPOBAHHbIH 50 MKT

Active Ingredients /
JeficTByiouue 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 cripest conepxuT: AciicTByloMwEe BewecTBo: MoMerasona Pypoara MOHOrMApPAT

51,72 mkr B nepecuere Ha Mowmerasona dypoat 50,00 mMxr

Strength / Jo3uposka 50 mcg / 50 mxr Date of Mfg, / {ara npoussoacrsa 11/2021
Dosage form / Metered-dose nasal spray /
a8 Cripeii HasaBHbIH Date of Exp. / Togen 10 10/2023
JlexapcTBenHas gopma
JIO3UPOBAHHBIM
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lata sbinycika 29.11.2021
o Qty. Released / Koanuectso 64,800 BOT /
Batch No. / Cepus Ne 12210657 BNy IeH dnakoHoB
; Mfg.License No. / _
Batch size / Pasmep cepun - 69,444 BOT / ¢nakonos JlunessHA Ha NPOHIBONCTBO (Homep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucTpauuonnniii Homep aHain3za 040000359752 JInuen3us na npou3BoAcTBo (AaTa) 30/0412020
; GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3s GMP ceprudusar (1a1a) 18/06/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Cneuudukauns rorvosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TIIOKA3ATEJH | LIMITS / TPEBOBAHUSI | OBSERVATIONS / PE3YJbTATDI
12. | Related Substances / Ilocroponnue npumecn
Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He oGnapyseno
IMpumecu 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % 0.008/ 0,008
ITpumecu DMC Py
ik /L\ S
Impurity D / Not more than 0.20 % / He 6oxee 0,20 % 0.01%/0,01% ,{‘/\J \}4‘:} \
IMpumecu D - L; h
* L
© | Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.05%/0,05% | - e
impurity / Exvmanoi ) O
HEMACHTU(UIIMPOBAHHOM L gl A N
NprMeCcH ;?"'” e\\@
. D X(¢]
Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.16%/0,16% w

Cymma npumeceii

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

BbICBOGOXKIaeMOii 103b]

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 anather 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Hauano:
Minimum / Munumym: 100.9%
Maximum / Makcumym: 104.4%
Mean / Cpennee: 102.9%

Prepared By / IJoarorosus Checked By / Ilpobepua Approved By / Ono6pua
Signature / Tloanuce % }/{O
W .
Date / Nata 0% / ' L , L2\ a?ﬁ’x’"‘\ oA \-\/\rwv\
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer — QA Officer -QA Asst. Manager -QA
JoJsoKHocTh : .

FCM/QA054/08.00
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Name of Product /
HaumeHoBanue npogykunu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTentoBanunoe HauMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ¢ypoara MoHOTHApaTa CIIPEH HAZANBHBIH JA03MPOBAHHBIN SO MK

Active Ingredients /
JeficTByIomwMe BemecTBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a crpes conepxut: gefcTByIOLIEE BellecTBO: MoMeTtasona ®ypoara MOHOrMIpaT
51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 Mxr

Strength / Jo3uposxa 50 meg/ 50 mxr Date of Mfg. / lata npousBoacrea 11/2021

Dosage form / Metered-dose nasal spray /

Jlexapcraentas dopma Cripeit HasanbHbIi Date of Exp. / FoaeH ao 10/2023

J03UPOBAHHEINH

Product code / Koa npoayxra SRU030007E040401EJ Date of release / lata Boinycka 29.11.2021-
Qty. Released / Konnuectso 64,800 BOT/

Batch No. / Cepusn Ne 12210657 BhINymeHO (nakoHos

. Mfg.License No. /
Batch size / Pasmep cepun 69,444 BOT / ¢naxonon JInieH3Us HA NPOM3BOXCTBO (HOMEp) MNB/ 10/832
Inspection Lot No. / Mfg. License Date /
‘| PerncTpanuoHHsbiii HoMep anaansa 040000359752 JIMueH3us Ha NPON3BOACTBO (AaTA) 30/04/2020
. GMP Compliance certificate Date /

Package size / Ynaxosxa 60 Doses / 60 no3 GMP cepruduiar (1a7a) 18/06/2020

Market / Puiote Russia / Poccns GMP Compliance certificate No./ | 7o 01556/20/1N
GMP ceprudukar (nomep)

Reference Specification No. /
Cneundmxauns roroporo
npoayxkra Ne

SPC-CC-063691

Reference STP No./ CHH Ne

STP-CC-040947

Ne | TESTS/IMOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATIONS / PE3YJIBTAThI

more than =25 % from the average value, | END / Konen:

and not any dose can deviate more than
% 35% from the average value.
He Gonee 2-x u3 20 103 (10 HauanbHBIX 703

Minimum / Munumym: 96.4%
Maximum / Makcumym: 105.5%
Mean / Cpennee: 102.9%

# 10 koHeuHsIx 103 u3 10 pakoHoB) MOTyT
UMETb OTKJIOHCHHUE OT CPENHEro 3HaueHHs
Gosee ueM + 25%, u HM OAHA 1032 He
J0JDKHA WMETb OTKJIOHEHHE OT CPEIHEro
3HayeHus Gonee ueM Ha = 35 %.

Ecim or 3 mo 6 103 UMEIOT OTKIOHEHWS
Gonee ueMm + 25 %, Ho MeHee 4eM + 35 %, To
UCTIBITBIBAIOT Chieyrouue 20 ¢iakoHOB.

He Gonee 6 w3 60 no3 moryr umerts
OTKJIOHEHUC OT CPENHEro 3HauyeHus Ooee
yeM * 25 %, U HM OHA [O3a He JOJKHA
UMETb OTKJIOHEHHE OT CPeJHEro 3HA4CHUs
Gonee uem + 35 %.

Prepared By / oaretosna Checked By / IIposepua Approved By / OnoGpua
Signature / Noanuce «f?%‘
Date / 7 g ¢
wte / Maa ok 12 [1a2] T oghJpavd
Name / DO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer - QA Officer -QA Asst. Manager -QA

Jonxuocrn

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHue npoayxumu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHOE HAMMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona (ypoara MoHOrHApaTa CIpel HasalbHLIA JO3MPOBAHHLIH 5O MK

Active Ingredients /
JeiicTBylomue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnpes conepxuT: AekicTByIOMEE BemecTso: Momerasona ®ypoata MOHOTHApAT
51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 Mxr

Strength / Ho3suposka 50 meg / 50 mxr Date of Mfg. / lata npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /

osage form Cripeit HasanbHbIi Date of Exp. / Toaen o 10/2023
JlexapcrseHHas dopma JO3MPOBAHHI
Product code / Kox npoayxra SRU030007E040401E] Date of release / laTa Buinycka 29.11.2021

Qty. Released / KoanuectBo 64,800 BOT/
Batch No. / Cepus Ne 12210657 BLINYDIeHo e~
. Mfg.License No. /

Batch size / Pasmep cepun 69,444 BOT / dnaxonos JIVUeH3HR HA NPOHIBOTCTBO (HoMEp) MNB/10/832
Inspection Lot No. / Mfg. License Date / 202
Perucrpaunonnsliii Homep ananusa 040000359752 Jlnuen3us Ha NPoU3BOACTBO (AaTa) 30/0472020
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (aata)

Market / Poinox

Russia / Poccus

GMP Compliance certificate No. /

GMP-01556/20/IN

GMP cepruduxar (Homep)

Reference Specification No. /
Creuuduxanusn rorosoro

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

npoayxra Ne
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHMSI OBSERVATIONS / PE3YJIBTATHI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum / Munumym 100.9%

/ OgHOpOAHOCTD
A03MPOBAHMS

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 [ 3nauenns w3 10 onpeneneuuit
MOXET OTKJIOHATCS OT CPEJHEro 3Ha4CHUs
Gonee, yem Ha * 25 %, u HM ofHOroO, Gonee
4yeM Ha + 35 %.

Enmu 1Ba wim Tpw 3HaueHHA MMeIOT
OTKIIOHEHMA Gonee ueM + 25 %, HO MeHbIle,
deM = 35 %, TO HCHBITHLIBAIOT CICAYIOIIME
20 ¢nakoHoB.

He Gomee Tpex 3wauemmit w3 30
ONpPEACNICHUAT  MOTYT  OTKJOHATLCS  OT
cpeaHero 3sHaucHus Oonee, ueM Ha = 25 %, u
HH 0HOro, 0osiee ueM Ha =+ 35 %.

Maximum / Makcumym: 104.4%
Mean / Cpeanee: 102.9%

Prepared By / lloaroTosua

Checked By / posepu

Approvgd By / OzoGpura

Signature / Hoanuce
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CEPTUO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaumenoBanue npoayxkumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBaHKe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona drypoara MoHOrHApaTA CIPEN HA3ATBHLIN J03UPOBAHHLLH 50 MKT

Active Ingredients /
HeiicTByIomue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnpes comepiut: AeitcrByrouiee BewecTBo: Momerasona dypoara MOHOTHApPAT
51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 Mxr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / laTa npou3ssoacrsa 11/2021
Dosage form / Metered-dose nasal spray /
I € Cripeit HasanbHEIH Date of Exp. / T'oaen xo 10/2023
eKapcTBenHan gopma
JIO3UPOBAHHBIH

Product code / Kox npoayxra SRU030007E040401EJ Date of release / Iata Beinycka 29.11.2021

Qty. Released / Koanuectso 64,800 BOT/
Batch No. / Cepusi N 12210657 BbiTyIeHo dhnaxoHoB

. Mfg.License No. /
Batch size / Paamep cepun 69,444 BOT / ¢naxouon Jluiensus Ha MPOM3BOACTBO (HOMep) MNB/10/832
Inspection Lot No. / Mfg. License Date / 202
Perncrpaunonnsiii nomep ananusa 040000359752 JInuen3usi Ha npou3BoACTBO (1aTa) 30/0472020
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
. GMP cepruduxar (1aTa)

Market / Poinok Russia / Poccus GMP Compliance certificate No./ | v ip_1556/20/1N

GMP ceprudpuxar (nomep)

Reference Specification No. /
Cneunduxauus rorosoro

SPC-CC-063691

Reference STP No./ CITU Ne

STP-CC-040947

npoaykra Ne
Ne | TESTS /NIOKA3ATEJU | LIMITS / TPEBOBAHHUSA | OBSERVATIONS / PE3YJILTATDI
IS | Microbiological Purity / Mukxpo6uosoruyeckas uncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O61ee uncno
a3po6HBIX GakTepuii U
JPONOKEBBIX U [LIECHEBBIX
rpuGoB (cymMMapHo)

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

npenapara

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

Test for Absence of
Specified Microorganism /
Teer Ha cnenuduueckune
MHKPOOPraHu3Mbl:
Pseudomonas aeruginosa

Staphylococcus aureus
Bile-Tolerant
Enterobacteria /

XKemueycroitumseie
3HTEepobaxTepun

Absence per 1g (ml) of the product /
OrtcytetBue B 1 T (M) npenapara
Absence per 1g (ml) of the product /
OrcytctBue B | r (Mn) npenapata

Absence per 1g (ml) of the product /
OtcyrctBue B 1 (M) npenaparta

Absent / OTC)"f(;TByeT

Absent / OtcyTcTBYeT

Prepared By / [loarotosua

Checked By / IpoBepua

Approvad By / Onobpua

Signature / Ioanucy
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Name of Product /
HaumeHoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBAHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona hypoara MoHOTHApATA CIPEH HasaNbHBIN J03UPOBAHHEINA SO MK

Active Ingredients /
HeficTBylomne BeuecTea

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 conepxut: AeiicTBYIOWEE BEWECTRO; Momerasona dGypoara MOHOrMAPAT
51,72 mxr B nepecuere Ha Momeraszona thypoar 50,00 Mxr

Strength / Ho3uposka 50 meg / 50 mxr Date of Mfg. / Jata npoussoacrsa 11/2021

Dosage form / Metered-dose nasal spray /

Jlexapcraennan hopma Cripeit HasanbHbILH Date of Exp. / Toaen ao 10/2023

JO3UPOBAHHBIN

Product code / Koa npoayxra SRU030007E040401E) Date of release / {laTa Bbinycka 29.11.2021

Batch No. / Cepust Ne 12210657 Qty. Released / Koauuectso 64,800 BOT/
BBIMYWEHO (1akoHOB

Batch size / Pasmep cepun 69,444 BOT / dnaxoHos Mig.License No. / MNB/10/832
JIluuensusi Ha npousBoacTBO (HoMep)

Inspection Lot No. / Mfg. License Date /

Perncrpaunonsnii Homep ananansa 040000359752 JInueH3uns Ha NPOU3BOACTBO (1aTa) 30/0472020

: GMP Compliance certificate Date /

Package size / Ynalcos.lca 60 Doses / 60 no3 GMP ceprudmicar (1aTa) 18/06/2020

Market / Priose Russia / Pocons GMP Compliance certificate No./ | yp 155612010
GMP cepruduxar (Homep)

Reference Specification No. /

Cneundmxauns rorosoro SPC-CC-063691 Reference STP No. / CIIU Ne STP-CC-040947

npogykra Ne

Ne | TESTS/HOKA3ATEJH | LIMITS / TPEBOBAHHSA | OBSERVATIONS / PE3YJILTATHI

16. | Assay/ Kosmuecrsennoe onpenenenne

a) Mometasone Furoate /
Mowmerasona ¢ypoara

From 85 % to 115 % of the labeled content /
Ot 85 % 1o 115 % or 3asBReHHOTO
COAepKaHusA

102.8%/102,8%

b) Benzalkonium chloride /
Benzanxonus xyopuna

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % or 3asBIeHHOrO
coJepKaHus

88.5% /88,5%

17. | Package Size / Ynakosxa | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle 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
/A made from high-density polyethylene. One | cap made  from  high-density
/v S \bottle together with the package insert per a polyethylene. One bottle together with
s fcardboard box. / Ilo 60 wmm 120 gos | the package insert per a cardboard box.
(? | Fyenensun Bo nakone w3 mommsTuneHa | / 60 K03 cycmeHsuu Bo (uakoHe u3
2 ;),,)\ 3 BbICOKf)ﬁ [UIOTHOCTH € Z03MPYIOLUM | MONHITHIIEHA BBICOKOH IUIOTHOCTH C
%f 041’7" \@ /| YCTPOHCTBOM u KpBIIICUKOM U3 | JO3UPYIOLIUM YCTPOMCTBOM 17
% b \C MONMUITAICHA BBICOKOM nmoTHOCTH. 1o 1 | kpBIEUKON W3 MOJMATHIIEHa BBICOKOM
h armacey (nakoHy BmecTe ¢ uHCTpykmme# no | mnorHoctd. Io 1 takoHy BMecTe ¢
MCAMLMHCKOMY INPUMEHCHHIO B TMayKe | MACTPYKLMEH N0  MEeOMLMHCKOMY
KapTOHHOH. MPUMECHEHMIO B NIaYKe KAPTOHHOM.
18. | Labeling / Mapxuposka According to ND / B coorsercTuu ¢ HJI
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHeune B 3aimmuiennom ot cBeta Mecte npu Temneparype ot 15 10 25 °C. He 3aMOpaXHBATh.
Prepared By / [TogroToBna Checked By / Ilposepua Approved By / OnoGpua
Signature / Moanuce 70 /’,,
Date / Jlata 03’ ]L /ZA}‘ rfj”?«]"'\ 0?)\»\7,:1/\
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer — QA Officer -QA Asst. Manager -QA
JonmuocTs '

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHue npoayKumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTtenToBaHHOE HaUMEHOBaHMe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmera3oHa dypoara MOHOruApaTa Crpeli Ha3alIbHLIN A03UPOBaHHBIH 50 MK

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 cnpes coxep:xut: AckicTByIoLIee BelecTBO: MomeTasona Pypoara MOHOrHApaT

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

Strength / No3uposka 50 meg / 50 mxr Date of Mfg. / lata npousBoacTBa 11/2021
Metered-dose nasal spray /
Dosage form / o
Jlexapcrennas dopma Crpeit HasasHbIH Date of Exp. / F'onen ao 10/2023
J031POBAaHHBIN

Product code / Koa npoayxra SRU030007E040401E) Date of release / laTa Boinycka 29.11.2021

Batch No. / Cepun Ne 12210657 Qty. Released / Konuuecrso 64,800 BOT/
BbINYLIEHO ¢urakoHos

Batch size / Pasmep cepun 69,444 BOT / drnaxonon Mfg.License No. / MNB/10/832
JIuuen3usi Ha Npou3BoACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

Perucrpauuonneiii Homep anaausa 040000359752 Jlnuensus na nponssoacTeo (1aTa) 30/04/2020

: GMP Compliance certificate Date /
P
ackage size / Ynakosxa 60 Doses / 60 103 GMP cepruduxkar (1a18) 18/06/2020

Market / Poitoic Russia / Poccus GMP Compliance certificate No./ | 5\ ip ) 556/20/1N
GMP ceprudmrar (nomep)

Reference Specification No. /

Crennduxauus rorosoro SPC-CC-063691 Reference STP No./ CIIN Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHMNSI | OBSERVATIONS / PE3YJIBTATHI

20 | Shelf-life / Cpox roanocru | 2 years /2 rona

Any deviation/Incident/QOOS: Not applicable
Orxnonenns/MuumaeHrsi/O0C: He NpUMEHNMO
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.”

3akniouenve 0 COOTBETCTBHH: HACTOALIMM TOATBEPXKIAO, YTO NPEACTABICHHAS Bhile MHQOpPMALUs ABIAETCS
JOCTOBEPHOH U TO4HOM. [JlaHHas cepusi Gbina NpowsBeieHa (BKIIOYas yMaKOBKy/MapkMPOBKY M KOHTPOIb KauecTsa) Ha
YKa3aHHOH BbIIE MPOU3BOACTBEHHOM ILIOWAAKE B TNOJHOM COOTBETCTBMH C TpeGoBaHuamu Haurexaweit
MNpoussoacteennoit [paxktuku (GMP) nokanbHbix PETYJNATOPHBIX OPraHoB W TPeOOBAHMAMYN HOPMATHBHOM JHOKYMEHTALUMN
JI[1-003870-280916, Mam. Ne 1 ot 15.04.2019, Uzm. Ne 2 ot 05.02.2020 mis prinka Poccnu. TIpoTokossl nmpou3BoACTBa,
YNAaKOBKM W [MOKa3aTely Ka4yeCTBa MaHHOHW CepuM ObUIM NPOAHAIM3MPOBAHBI M CHENIAHO 3aKIIOUYEHHE, HYTO OHM
COOTBETCTBYIOT TpeGoBanusam Hapnexameit [Iponssoncteennoit Ipaxtuxu (GMP).

Prepared By / HoaroToBua Checked By / IIposepun Approved By / OnoGpua
Signature / oanucek
° Vil e
Date / JaTa 0 8 I 'L /bu 03’”7//'“\ oY ]\/}vu
Name/ ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer — QA Officer -QA Asst. Manager -QA
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