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Name of Product /
HaumeHoBaH#He NpoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBaHKE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3sona ¢ypoara MoHoruzapara cnpeii HazajlbHbli JO3HPOBaHHbIH

50 mMkr

Active Ingredients /
JeiicTBylomune BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cnipes comepkuT: AeiicTBylowee BellecTso: MoMerasona @ypoaTa MOHOTHApPAT

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

Strength / Josuposka 50 meg / 50 mMxr Date of Mfg. / laTa npousBoacTsa 11/2022
Metered-dose nasal spray /
D fi / o o
lels:;gpeﬂ(:::"aﬂ bopma Crpeii Ha3abHbIH Date of Exp. / Toaen a0 10/2024
JIO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / [laTa Bolnycka 08.12.2022
Batch No. / Cepust No 12220744 Qty. Released / KoauuecrBo 32,160 BOT/
BLINMYLUEHO (akoHOB
Batch size / Pazmep cepuu 34,722 BOT/ paakosos Mfg.License No. / MNB/10/832
JluuieH3us1 HA NPOU3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PervcTpauHoHHbIif HOMEp aHau3a 040000427684 JIHueH3Hs HA NPOU3BOACTBO (1aTA) 30/04/2020
; GMP Compliance certificate Date /
Package size / YnaxoBka 120 Doses / 120 no3 GMP ceprudukar (1ata) 18/06/2020
Market / Poitok Russia / Poccus GMP Compliance certificate No./ | Gyp g)556/20/N
GMP cepTuduxaTt (HoMep)
Reference Specification No. /
Cneuundmicauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
M | TESTS /TTIOKA3ATEJIN LIMITS / TPEGOBAHUA OBSERVATIONS / PE3YJIBTATHI
1. | Description / Onucanne White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /

consistency. /
Ot Genoro n0 noutu 6enoro LBETa OT
NOJY pO3pavHoi Jo HETIpO3payvHoOH
KOHCHCTEHLIMH IycTas CyCNeH3Us.

INouru 6emnoro 1BeTa OT HEMPO3PAYHON
KOHCHCTEHLIUH IyCTas CyCIEeH3Hs.

2. | Identification / IlogaunHOCTL

a) Mometasone Fuorate /
MomeTasona ¢ypoar

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

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  ymepxwusanua | chromatogram of standard preparation.
OCHOBHOTO MHKa Ha XpoMmarorpamme | / BpeMs yAepXKHBaHHS OCHOBHOFO
UCTIBITYEMOTO pacTBopa JO/DKHO | THKa Ha XpOMATorpaMMe HCIBITYEMOTro
COOTBETCTBOBATL BPEMEHU YOEP)KUBaHUsA | pacTBOpa  COOTBETCTBYET BPEMEHH
OCHOBHOIO MHKa Ha XpoMaTorpamMMe | yaep>KMBaHHUs OCHOBHOTO MHKa Ha
CTaHJapTHOFO pacTBOpa XpoMaTorpaMme CTaHIapTHOTO
parBopa ~
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/ C
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Prepared By / Illoarorosua Chgefgg By / Ilposepua Approved By / OnoGpua
Signature / Moanuck, (} ” (A= —
Date / lata o9 ) oQ\\W X n’h)'v\/
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kubnar Garg
Designation /
JomkHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA
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Name of Product /
HanmeHoBaHHE NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBAHKE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTa3oHa (ypoaTa MOHOTHAPATA Cripeii HasasbHbli 103HPOBAHHBIH 50 MKF

Active Ingredients /
JeiicTBylouye BelecTsa

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 colepkurt: AcicTByIOLIEe BeltecTBO: MoMeTrazona Pypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Mometasona ¢ypoar 50,00 mxr

Strength / losupoBka 50 meg / 50 Mxr Date of Mfg. / lata npou3BoAcTBa 11/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennan Gopma Cnpeii Ha3AbHBIH Date of Exp. / Toaen ao 10/2024

JIO3MPOBAHHBIH

Product code / Koa npoaykra SRU030007E04040 DK Date of release / Jlara Bbinycka 08.12.2022

Batch No. / Cepun Ne 12220744 Qty. Released / Kosinuectso 32,160 BOT/
BbINYLIEHO ¢1akoHOB

Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos Mfg.License No. / MNB/10/832
JIunen3us Ha APOU3BOACTBO (HoMep)

Inspection Lot No.“ / 040000427684 Mfg. License Date / 30/04/2020

PerncrpaunoHubiii HOMep aHaau3a JluueH3us HA NPOU3BOACTBO (AaTa)

; GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudmicar (1a7a) 18/06/2020

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

Reference Specification No. /

Crneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITA Ne STP-CC-040944

npoaykra Ne

Ne | TESTS/HOKA3ATEJU

LIMITS / TPEBOBAHHA

OBSERVATIONS / PE3YJIBTATBI

b) Benzalkonium chloride
/ BeH3anKOHNA XJIOPUA

-

2 2

_| XpomaTorpamme
1~ XOJDKHBY

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci; and Ciq in the
chromatogram of the standard solution. / Ha
HICTIBITYEMOTO  pacTBopa
P OoOHapyHuBarbCsi MUKW, IO
" BPEMEHaM yIePKHBAHHUS COOTBETCTBYIOLIHE
MKaM TOMONOroB GEH3ATKOHMA XJIOpUAA
. X» u Ci4 Ha XpoMaTorpamMMe CTaHAapTHOTO

,}5 CTBOpA.
7

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cis in the chromatogram of the
standard solution. / Ha xpomaTorpamMme
HCIBITYEMOro pacTBOpa
00HApyKUBAIOTCA THKH, 0 BPEMEHaM
yIepKHBaHUA COOTBETCTBYIOLIME
MMKaM  TOMOJIOTOB  OeH3alKoHHs
xyopuna Ciz u Ci4 Ha XpoMaToOrpaMme
CTaHIAaPTHOTO PacTBOPa.

3. |pH R D

AN

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

4.72 /4,72

4. | Density / lnoTHOCTL

From 0.950 to 1.050 g/cm? /
0Ot 0,950 10 1,050 r/cm®

1.01 g/cm?/ 1,01 r/em?®

S. | Viscosity / BsiskocTb

From 30 to 130 ¢Ps/ Ot 30 mo 130 cIl3

51.6 cPs/51,6 cIl3

6. | Osmolality /
OcMOJISIBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 mo 350 MOcm/kr

292 mOsm/Kg
292 MOcM/kr

7. | Leakage check/
ITposepka ¢iakona Ha
repMeTHYHOCTh

Absence of any traces of leaks / OtcyrcTBHe
CIIEJ0B MIPOTEYKH

No traces of leaks / Cnenpl NpoTedKH
OTCYTCTBYIOT

8. | Net content / Macca
cofiepkuMoro ¢raxoHa

Not less than 18.0 g/ He meHee 18,0 T

182g/182r

Prepared By / lloarorosua Chetked By / Ilposepua Approved By / Ono6pua
Signature / lloanuce ( o.'sd
Date / Jlata a9/t 04,‘1'\4“"””‘/ P5) C,"’,/,h,')/l/
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Humdr Garg
Designation / \
ToAKHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
HanmeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name/ |
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona ¢gypoara MOHOrHApaTa cTpeii HasaibHbll J03MPOBAHHBIH 50 MKT

Active Ingredients /
JeiicTByloure BeluecTea

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnpes CoASPXKUT; AeHCTBYIOMEE BeLlecTBO: MoMeTasoHa Pypoara MOHOTHAPAT
51,72 Mkr B nepecuere na MomerasoHa ¢ypoar 50,00 Mxr

Strength / o3nposka 50 mcg / 50 Mkr Date of Mfg. / lara nponssoacTsa 11/2022
Dosage form / Metered-dose nasal spray /
I g Cnpeit HasaIBHBI Date of Exp. / Toaen no 10/2024
ekapcTBenHas Gpopma
J103UPOBAaHHLIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / [lara Bbinycka 08.12.2022
Batch No. / Cepust Ne 12220744 Qty. Released / Koaunuectso 32,160 BOT/
BbINYIEHO ¢u1akoHoB
: Mfg.License No. / 2
Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos JTHiieH3HS HA NPOHIBOACTBO (HoMep) MNB/10/83
Inspection Lot No. / 040000427684 Mfg. License Date / 30/04/2020
PerucrpaunoHubiii HoMep aHAJIH3a JInueHn3ns Ha NPoN3IBOACTBO (1aTa)
: : GMP Compliance certificate Date /
Package size / Yriakoska 120 Doses / 120 ao03 GMP ceprudmiaT (1a7a) 18/06/2020
Market / Prior Russia / Pocens GMP Compliance certificate No./ | Gyip_01556/20/IN
GMP cepruduxar (Homep)

Reference Specification No. /
Cneundukauus rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

Ne | TESTS /IIOKA3ZATEJIU

LIMITS / TPEBOBAHMSA

OBSERVATIONS / PE3YJBTATDI

9. | Number of deliveries per
container / KonnuecrBo
03

Not less than 120 doses / He menee 120 no3

144 doses / 144 no3

10. | Pump delivery /
Macca 103b1

Individual dose mass: from 85% to 115%

of the theoretical dose mass /

HNnauBnayanbHas macca ao3sl: o1 85 %
10 115 % ot teopeTnyeckoii Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansist macca no3bl: oT 90 % 10 110 %
OT TEOPETUYECKOI Macchl A03bI

Minimum / Munumym: 93.2%
Maximum / Makcumym: 109.2%
Average / Cpennee: 105.7%

11. | Particle size /
PasmMep wacrun

Particles < 10um in size: Not less than 90%
YacTuu pasmepom < 10 MKM - He MeHee

90 %;

Particles <30pm in size: 100%
YacTtuu paimepom < 30 mem — 100 %

Particles > 30pm in size: Should be absent
YacTtuu pasmepom > 30 MKM - 10JDKHbI

OTCYTCTBOBATh

100.0% / 100,0%

Prepared By / [loarorosua Checked By / ITposepua Apprdved By / Ogobpua
Signature / Hoanucy A
Date / lata o) o\ o4 |
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay'Kumar Garg
B:j:i:?c':: / Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHHe npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAHMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 meg

Mowmerasona dypoara MoHornpara cnpell HasainbHbIA J03HpoBaHHbIH 50 MKT

Active Ingredients /
JeiicTylomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as |
calculated for Mometasone Furoate 50.00 mcg |
1 1o3a cnipest conepxHT: AckicTByOLIEe BelwecTBo: Momerasona @ypoara MoHoTHApaT |
51,72 mkr 8 nepecyere Ha MomeraszoHa ¢ypoar 50,00 mxr

Strength / Jo3uposia 50 meg / 50 mxr Date of Mfg. / [lara npou3BoacTBa 11/2022
Dosage form / Metered-dose nasal spray / -
& Cupeii HazanbHbIH Date of Exp. / Toaen a0 10/2024
JlekapcrBennas gopma .
JO3UPOBAHHBIMN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 08.12.2022
Batch No. / Cepust No 12220744 Qty. Released / Koanuectso 32,160 BOT/
» BLINYWEHO ¢J1akoHOB
. Mfg.License No. / ,
Batch size / Pazmep cepun 34,722 BOT/ ¢naxounos JTHteH3HS HA NPOUIBOACTBO (HOMED) MNB/10/832
Inspection Lot No.“ / 040000427684 Mfg. License Date / 30/04/2020
Perucrpaunodnsiii HoMep aHaaU3a JInleH3Hst HA NPOH3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudukaT (1a7a) 18/06/2020
Market / Poinox Russia / Pocens GMP Compliance certificate No./ | Grp_0)556/20/1N
GMP ceprudukaT (Homep)
Reference Specification No. /
Cneuudukauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS/TNOKA3ATEJH |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIBTATBI

12. | Related Substances / [TocToponnne npumecu

Impurity 8DM / Not more than 0.15 % / He Gosee 0,15 % Not detected/ He oGHapyxeHo
Tpumecu 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He o6HapyxeHO
IMpumecn DMC
Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.03 %/0,03% : oy
IMpumecu D s «
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/0,02% A"J
impurity / EnunuuHo#
HEeUJEHTUPHLIMPOBAHHOM ;—.-}
NpUMECH y ‘3} 7 ”L’) W=
Total impurity / Not more than 0.60 % / He Gonee 0,60 % | 0.13%/0,13% 0 o
CymmMma npumeceit ' “han 'ng\;/'
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauano: o
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Muxaamym: 98.5%
dose) / OnnopogHocTh more than + 25% from the average value and | Maximum / Makcumym: 102.3%
BbICBOOOKAaeMOii 103bI not any dose can deviate more than + 35% | Mean / Cpennee:100.0%
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,
Prepared By / loaroTosua Checked By / Ilposepua Apprfved By / Onobpua
Signature / Iloannck P
Date / lata Dq//L}LL_ 0 hy{«ve"“" l\o\ W}WW
Name / ®PHO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Eﬁi‘i’:ﬁ;g: / Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHHe NpoAyKUMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBaHHeE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTtasoHa ¢ypoata MOHOTHApaTa Cpel HasalbHbIH N103UpoBaHHbIH 50 Mkr

Active Ingredients /
JeficTylomue BemecTea

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes coaepxut: aelcTBylowee BellecTso: MoMerasona Pypoara MOHOrHApaT

51,72 mkr B nepecyere Ha MoMerasoHa dypoar 50,00 Mkr

Strength / JosupoBka 50 mcg / 50 Mkr Date of Mfg. / laTta npou3BoacTea 11/2022
Dosage form / Metered-dose nasal spray /
JlexapeTsennas hopma Cnpeii HA3ALHbIR Date of Exp. / Toaen ao 10/2024
JI03WPOBAHHbIH
Product code / Koa npoaykra SRUO030007E040401DK Date of release / lata Bbinycka 08.12.2022
: Qty. Released / Kosuuecrso 32,160 BOT/
Batch No./ Cepua Ne 12220744 BbiMyLIeHO (rakoHoB
Batch size / Pasmep cepuu 34,722 BOT/ ¢nakonon Mfg.License No. / MNB/10/832
JInueH3Hs Ha NPOU3BOACTBO (HOMep)
Inspection Lot No. / 040000427684 Mfg. License Date / 30/04/2020
PerucTpaunoHHBI HOMep aHAIM32 JIHueH3us HA NPOM3BOACTEO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprnduxar (1a7a) 18/06/2020
Market / Peinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprhduxat (Homep)
Reference Specification No. /
Cneuudurauun roroBoro SPC-CC-063688 Reference STP No./ CITA Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /NNOKA3ZATEJH LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJBTATHI
and not any dose can deviate more than
+ 35% from the average value. END / Kouen:

He Gonee 2-x u3 20 03 (10 HayanbHbIX 103
u 10 KkoHeuHBIX 103 U3 10 (rakoHOB) MOTYT
HMETh OTKJIOHEHHE OT CPEIHEr0 3HAYCHHSA
Oosiee ueM + 25%, ¥ HM OAHA [03a HE
JO/DKHA HMMETb OTKJIOHEHHE OT CpENHEro
3HaueHus 6onee yeM Ha £ 35 %.

Ecnu or 3 mo 6 no3 uMeEOT OTKIOHEHHSA
Oonee yeM + 25 %, HO MeHee yeM = 35 %, To
UCTILITBIBAIOT crienytouye 20 ¢pnakoHoB.

He OGonee 6 wu3 60 mo3 MOryT uMeTh
OTKIIOHEHUE OT CpeAHEro 3HadeHus Ooee
yeM + 25 %, W HU ofHa 1033 HE JOJDKHA
HMETH OTKJIOHEHWE OT CPEAHEro 3HAYCHHSA
Oouee ueM + 35 %.

Minimum / Munumym: 97.7%
Maximum / Makcumym: 101.5%
Mean / Cpeannee: 100.0%

Armacet
Prepared By / Iogrotosua Checked By / [1posepna Approvid By / Ono6pua
Signature / Moanuce [ P
Date / [lata 9912 o 0}livho o4y
Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay Kumhr Garg
Designation / -
JlosrkHoCTS Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®HUKAT AHAJIM3A TOTOBOI'O ITPOAYKTA
Page 6 of 9/ Ctp. 613 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenareHTOBAHHOE HAHMEHOBAHHE Mowmerasona gypoara MOHOrMapara crnipei HasalbHbI J03HpOBaHHBIH 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
JeiicTByIomue BelecTBa 1 Ro3a cnpest comepUT: AekcTBYIOLIEE BelecTBo: Momerasona Pypoara MOHOTHApPAT
51,72 mkr B nepecyere Ha MomerasoHa ¢ypoar 50,00 Mkr
Strength / lo3uposka 50 mcg / 50 Mxr Date of Mfg. / lata npon3BoacTBa 11/2022
Dosage form / Meterued-dose nasal spray /
JlexapcTaennan Gopma Crpeit Hasanbiibm Date of Exp. / Toaen no 10/2024
JI03UPOBAHHDIH
Product code / Koa npoayxra SRU030007E040401 DK Date of release / laTa Boinycka 08.12.2022
Batch No. / Cepun Ne 12220744 Qty. Released / Kosinuecrso 32,160 BOT/
BbINYWIEHO (nakoHOB
Batch size / Pasmep cepuu 34,722 BOT/ pnakosos Mfg.License No. / MNB/10/832
JluueH3Hs Ha NpoH3BOACTBO (HOMep)
:)nspection Lot No.u / 040000427684 Mfg. License Date / 30/04/2020
CrHCTPALHOHHBIH HOMEpP aHANIH3A JInnen3nna Ha fIPOM3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 103 gmg cCe(;)T:;::c?T C(;l:;i;;ate Date / 18/06/2020
Market / Poinok Russia / Pocens GMP Compliance certificate No./ | Gy1p_g1556/201N
GMP cepruduxar (nomep)
Reference Specification No, /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CIIA Ne STP-CC-040944
npoayKkra Ne
Ne | TESTS /NTOKA3ATEJIU LIMITS / TPEBOBAHHA OBSERVATIONS / PE3YJIbTATHI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum/Muunum 98.5%
/ OnHopoaHocTh measurements can deviate from the average | Maximum / Maxcumym: 102.3%
NO3HPOBAHUSA value more than + 25% and none can deviate | Mean / Cpennee:100.0%
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 3nHauenus us 10 onpenenenuit } .
MOXET OTKJIOHATCA OT CPEAHEro 3Ha4eHHs PSSR P
Gonee, yeM Ha + 25 %, U HU oaHoro, Gonee P WC‘&
4eM Ha + 35 %. o @
Enn n#Ba wunM Tpu 3HaueHHs HMEIOT o * |
OTKJIOHeHus Gosiee ueM + 25 %, HO MeHblLE, L o
yeM + 35 %, TO HCHBLITHLIBAIOT ClEAYIOUIHE . )}V\ WS
20 ¢naxoHoB. o 79 N
He OGonee 1Ttpex 3Hauenuit w3 30 T ‘,l\f.-';‘f‘/
ONpemeNeHHdl  MOTYT  OTKJIOHATHCH  OT N
CpeaHero 3HayeHus donee, yeM Ha £ 25 %, u
HH OZIHOTO, O0JlIee ueM Ha £ 35 %.
. Prepared By / Hoarorosua Chetked By / ITposepna Approked By / Ono6pua
Signature / Tloanuck (/T @
Date / lata 9 )il oq [\ b 9| pre-
Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay Kunfar Garg
g:i'f(‘::)‘c':: / Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®UKAT AHAJIN3A TOTOBOI'O TIPOAYKTA
Page 70f9/Crp. Tu3 9

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Momerasona dypoara MOHOrHApaTa Cnpel Ha3albHbIA A03UPOBaHHBIH 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 o032 cnpes COAEpXUT: AekCTBYIOLIEE BelecTBo: Momerasona ®@ypoara MoHoruapar

51,72 Mxr B nepecuere Ha MomerasoHa ¢ypoat 50,00 Mkr

Name of Product /
HanmeHoBaHHe NPOAYKLHH
Generic name /
HenaTeHroBaHHoe HAMMEHOBAHHE

Active Ingredients /
JeficTByloune BeliecTsa

Strength / Mo3uposka 50 meg / 50 Mkr Date of Mfg. / lata npon3soacTBa 11/2022
Dosage form / Metered-dose nasal spray /
g Cripeit Ha3anbHBbli Date of Exp. / T'oaen ao 10/2024
JlekapcTBeHHas ¢opma .
JIO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 08.12.2022
Qty. Released / KoanuecTtso 32,160 BOT/
Batch No. / Cepusi Ne 12220744 BHITYLIEHO (raosos
. Mfg.License No. / 10/832
Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos JTnUeH3HS HA NDOHIBOACTEO (HoMep) MNB/10/8
Inspection Lot No. / 040000427684 Mfg. License Date / 30/04/2020
PerucrpaunoHHblit HOMEp 4HAJAN3A JInueH3us Ha NPOM3BOACTBO (AaTa)
. GMP Compliance certificate Date /
202
Package size / YnaxkoBka 120 Doses / 120 no3 GMP ceprudukar (1a1a) 18/06/2020
Market / Pritok Russia / Poccus GMP Compliance certificate No./ | ;51p_01556/20/IN
GMP cepTudukat (Homep)
Reference Specification No. /
Cneuudurkauns roroBoro SPC-CC-063688 Reference STP No. / CTIH Ne STP-CC-040944
npoaykrta Ne

Ne | TESTS /HIOKA3ATEJIM | LIMITS / TPEBOBAHUSA
15 | Microbiological Purity / Mukpo6uooruieckast YHCToOTA

| OBSERVATIONS / PE3YJIbTATHI

Total aerobic microbial

count and total combined
yeast and moulds count
(combined) / O61wee uncno
a3poOHbIX OakTepuil 1
IPONOKEBBIX U IIECHEBBIX
rpuboB (cyMMapHo)

Test for Absence of
Specified Microorganism /
TeeT Ha cnennduyeckue
MHKPOOPraHH3MbI:
Pseudomonas aeruginosa

Staphylococcus aureus

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

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

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

- . .
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Absent / OTcchTByéfs rmaf :\ ~

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

Enterobacteria / Otcytcteue B | r (M) npenapara

XKemueycrouuppie Absence per 1g (ml) of the product / Absent / OTcyTcTByeT

3HTepobaKTepun OrcytetBue B | r (Mi1) npenapara

Prepared By / Iloarotosua Chegkad By / ITpoBepna Approveﬂ By / OnoGpua

Signature / IToanncs AN P
Date / lata 29 A o1V A
Name/ ®HO Atul Kumar Akshit Bhardwayj Ajay Kbmbr Garg
Designation /
JonmKHOCTS Officer-QA Sr. Ofﬁcer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOI'O NIPOAYKTA
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Name of Product /
HaumeHoBaHHe NPOAYKLUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAMEHOBaHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmerasoHa dypoara MOHOrHApaTa cripeil HazaJlbHBIH K03HPOBaHHEIH 50 MKr

Active Ingredients /
JeiicTBylomue 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 cnpes colepxuT: JEHCTBYIOLIEE BellecTBO: MoMeTasoHa PypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoat 50,00 mxr

Strength / Jlo3uposka 50 mcg / 50 Mkr Date of Mfg. / IaTa npou3BOACTBa 11/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsenHast hopma Cripeit Ha3anbHbIH Date of Exp. / F'oaen ao 10/2024

JO03UPOBAHHbIH

Product code / Kon npoaykra SRU030007E040401 DK Date of release / JlaTa BpInycka 08.12.2022

Batch No. / Cepun Ne 12220744 Qty. Released / Koan4ecTBo 32,160 BOT/
BbIMYLLIEHO ¢urakoHoB

Batch size / Pazmep cepuu 34,722 BOT/ ¢inakonos Mig.License No. / MNB/10/832
JInuen3us Ha Npou3BoaAcTBO (HOMep)

Inspection Lot No. / 040000427684 Mfg. License Date / 30/04/2020

PerncTpaunoHHbiii HOMep aHAAM3A JIWleH3Ust Ha IPOM3BOACTBO (aaTa)

; GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudukar (1a7a) 18/06/2020

Market / Poisok Russia / Poccus GMP Compliance certificate No./ | Gy1p_01556/20/N
GMP ceprudukar (Homep)

Reference Specification No. /

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

npoaykra Ne

Ne | TESTS/TOKA3ATEJIH |

LIMITS / TPEBOBAHUSA

16. | Assay / KosiHyecTBeHHOe OnpeaejieHHe

[ OBSERVATIONS / PE3YJIH1A L
N 47

a) Mometasone Furoate /
Mowmerasona ¢ypoara

From 85 % to 115 % of the labeled content /
Ot 85 % 1o 115 % ot 3asBjIeHHOTO
COIEpXKaHus

105.4%7 105 4% /c:/

l

b) Benzalkonium chloride /
benszankonus xaoprga

From 80 % to 120 % of the labeled content /
Ot 80 % 1o 120 % oT 3as1BJIEHHOTO
cofiepXKaHus

92.2% /92,2%

%’”

17. | Package Size / YnakoBka

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / Tlo 60 wunu 120 no3
CYCNEeH3MH BO (akOHE W3 HOMUITHIIEHA
BBICOKOM  IUIOTHOCTH €  JO3UPYHIOMUM
YCTpPOICTBOM H KPBILIEYKOH u3
NONU3THIEHa BbICOKOH mnoTHocTu. [lo 1

120 doses of suspenswn pér “bbtt‘ﬁe/
made from high-density polyethylene
equipped with a metering device and a
cap made from  high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 120 po3 cycmeH3ud BO (1akoHE H3
MOJIMITIIEHa BBICOKOM TUIOTHOCTH C
J03UPYIOLIUM YCTpOHCTBOM "
KpBILLIEYKOU M3 MOJIMITHIEHA BBICOKOH

i ¢nakoHy BMecTe ¢ UHCTpyKuued 1o | ruoTHocTH. Ilo 1 durakoHy BMecTe ¢
MERMUMHCKOMY MPUMEHEHHI0 B MNayke | MHCTPYKUMEH M0  MEIMUMHCKOMY
KapTOHHOH. MPUMEHEHHIO B [1AYKE KAPTOHHOM.

18. | Labeling / Mapkuposka

According to ND / B cootBercruu ¢ HJl

19. | Storage conditions /
XpaHenne

Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
B samuiuieHHOM OT cBeTa Mecte nmpu Temnepatype oT 15 po 25 °C. He 3amopaxusars.

20 | Shelf-life / Cpok rogvocrn

2 years /2 roga

Prepared By / lloaroroBua Chegked By / [Iposepua Approyed By / Ono6pua
Signature / [loanucs /e
— f)/‘,
Date / Jara 09N )i a{hW 0‘”‘ w
Name/ ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
JoaxHocTs Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLIHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenareHToBaHHOE HAMMEHOBaHHE Mowmera3ona gypoara MOHOIHApara crpeil HasabHbl 103MpoBaHHbIHA 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
JeficTByIOILHE BelliecTBA 1 no3a cnpes conepxkut: aeiicTBylouee selecTBo: MoMerasona ®ypoara MOHOrHApaT
51,72 Mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / losuposka 50 mcg / 50 Mxr Date of Mfg. / /laTa npoM3BOACTBA 11/2022
Dosage form / Metered-dose nasal spray /
JlexapcTsennan hopma Crpeit HasanbHbilA Date of Exp. / F'osen ao 10/2024
JIO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Brinycka 08.12.2022
Batch No. / Cepust No 12220744 Qty. Released / Konnuecrso 32,160 BOT/
BBINYLIEHO ¢J1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢pnaxonos Mfg.License No. / MNB/10/832
JInueH3vs Ha NPOU3BOACTBO (HoMep)
Inspection Lot No. / 040000427684 Mfg. License Date / 30/04/2020
PerucTpaunoHHblit HOMep AHATHU3A JIMueH3us Ha NPOH3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Pack:
ackage size / YnakoBka 120 Doses / 120 no3 GMP ceprudmkar (1a1a) 18/06/2020
Market / Poitok Russia / Poccns | GMP Compliance certificate No./ | Gy1p_g1556/20/1N
GMP cepTudukaT (Homep)
Reference Specification No. / .
Crieundukauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykra Ne

Any deviation/Incident/OOS: Not applicable
OtxnoHennss/MHunaeHTol/Q0OC: He NPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JI[1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3aKkioMeHHe O COOTBETCTBMM: HACTOSLINM MOATBEPXKAAID, YTO NpeACTaBlieHHas Bbille HHGOpMalMA SABJAETCHA
nocToBepHOH 1 TouHOM. JlanHas cepus Gbina MpousBelieHa (BKIIOYas yNakOBKY/MapKHPOBKY M KOHTPOJb KadyecTsa) Ha
yKa3aHHOH BbIII€ NPOU3BOACTBEHHOM MNoOWiagKe B TOJHOM COOTBeTCTBMM ¢ Tpebosanmmamu Hamnexauei
HpoussoacteenHo# Ilpaktuku (GMP) nokaibHBIX perynsTOPHBIX OpPraHoB U TpeOGOBaHMAMH HOPMATUBHON NOKYMEHTAlMH
JIT1-003870-221221 pas poiaka Poccun. TIpoTokosib NPOM3BOACTBA, YIAKOBKH M MI0KA3aTE/H Ka4yecTBa JAHHOH cepuu ObUIH
NPOAHATH3UPOBAHbl M CHENAaHO 3aKIHOYEHHE, YTO OHW COOTBETCTBYIOT TpeGoBanmam Haanexawe# IpousBoacTBeHHON
[Tpaxtuku (GMP).

Prepared By / IToaroToBua Chrecked By / llposepua Approyed By / OnoGpua
Signature / Hoanucs 7 A -
Date / Jlata oGN] re__ oqhyi,‘/v-/‘/ pq i LoV
Name / ®PHO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Egi‘f{:‘&'g: / Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00



