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CEPTHOUKAT AHAJIN3A I'OTOBOI'O IPOAYKTA

Page 10f9/Crp. 1139

Name of Product /
HanmeHoBaHue NpoAyKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAHMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeraszoHa dypoara MOHOrMpaTa cripel HasalbLHBIN 1031poBaHHbIi SO MK

Active Ingredients /
JeiicTByOLMe BewiecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 1o3a crnpes conepiUT: AeiicTBYytoLee BeliecTBo: Momerasona Pypoara MoHOTHApaT

51.72 mkr 8 nepecuere Ha MomerasoHa (ypoar 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 mkr Date of Mfg. / lata npousBoacTa 08/2022

Dosage form / Metered-dose nasal spray /

JlexapcTaennas dopma Cnpeli HAAIbHBII Date of Exp. / Foaen no 07/2024

AO3UPOBAHHBIN

Product code / Koa npogykra SRU030007E040401DK Date of release / laTa Boinycka 27.08.2022

Batch No. / Cepus Ne 12220500 Qty. Released / Koaunuecrso 31,200 BOT/
BbINYEHO (iakoHoOB

Batch size / Pazmep cepun 34,722 BOT/ ¢aaxonos Mfg.License No. / MNB/10/832
JInueH3ust Ha Npoun3BoACTBO (HOMep)

Inspection Lot No. / 040000409595 Mfg. License Date / 30/04/2020

PerucrpaunoHHnblii Homep aHaau3za JluueH3us Ha NPOM3BOACTBO (AaTa)

Package size / Y naoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 1g,,5/5179

GMP ceprudmkar (aata)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP cepruduiat (Homep)

GMP-01556/20/IN

Reference Specification No. /
Crneunduxanus rotoBoro

SPC-CC-063688

Reference STP No. / CITU Ne

STP-CC-040944

npoaykTa Ne

Ne | TESTS /TIOKA3ATEJHN LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIBTATBHI

1. | Description / Onucanue White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| TlouTn Gesoro uBeTa OT HENPO3paYHOi
Ot Oenoro g0 mnoutH Oesioro LBera OT | KOHCHCTEHLHM rycTas CYCNeH3us.
NOJYyNpO3pavHoii Jile) Henpo3payHoit

KOHCHUCTCHUNH TyCTas CYCNeH3uA.

2. Identification / ITopuHHOCTE

a) Mometasone Fuorate /
MomeTasona ¢pypoar

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  yoepxuUBaHHs
OCHOBHOIFO  MUKAa Ha  Xpomarorpamme
UCTILITYEMOTO pacTsopa JOJKHO
COOTBETCTBOBATb BPEMEHH  YIEePKUBAHHUSA
OCHOBHOIO MWKa HA  Xpomarorpamme

The retention time of the main peak in
the  chromatogram  of  sample
preparation  corresponds to  the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpems yIepXHBaHHA OCHOBHOTO
MUKa Ha XPOMATOrPaMme UCTILITYEMOro
pacTeopa  COOTBETCTBYET  BpEMEHH
yIepXKUBAHUS OCHOBHOMO TNHKa Ha

¢} CTAHOAPTHOrO pacTBopa XxpomaTtorpamme CTaHAapTHOIO
P partsopa
Prepared By / IloaroroBuJ Checked By / [1posepua Approved}By / OpoGpua
Signature / [loanuck .
Date / iaTa 03/ )12~ OE\OQW 3 g\ﬂq WA
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay KutharlGarg
Designation /
TomKHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA
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CEPTU®UKAT AHAJIN3A rOTOBOI'O IIPOAYKTA
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Name of Product /
HaumeHoBaHHe NPoaAyKUHUH

MOMAT RINO
MOMAT PUHO

Generic name /

HenareHTOBaHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTazoHa dypoara MOHOFHpaTa crpeii HazanbHbIH J103MpOBaHHbLH 50 MKT

Active Ingredients /
JeficTByromue BemecTsa

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

| n03a cripesd coAepKUT: AckcTBytouee BeniecTBo: Momerasona @ypoara MOHOTHApAT

51,72 MkT B nepecyere Ha Momerasona (ypoat 50,00 Mkr

Strength / Josuposka 50 meg/ 50 Mkr Date of Mfg. / lata npou3BoAcTBa 08/2022
Dosage form / Metered-dose nasal spray /
0 & Crnipeit nasansHbii Date of Exp. / lozen a0 07/2024
exapcTBeHHasi popma v
A03MPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bpinycka 27.08.2022
Batch No. / Cepusi Ne 12220500 Qty. Released / KoaunvecTso 31,200 BOT/
BbIMYILEHO (1akoHoB
Batch size / Pazmep cepun 34,722 BOT/ ¢pnakonos Mfg.License No. / MNB/10/832
JluueH3ns Ha NPoU3BOACTBO (HoMep)
Inspection Lot No.v/ 040000409595 Mfg. License Date / 30/04/2020
PervcTpauHOHHbIA HOMEP aHAJAH3A JIHueH3Hs Ha NPOU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
2 > -
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduxar (aata) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmkart (Homep)
Reference Specification No. /
Cneuundukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJBTATEI

b) Benzalkonium chloride
/ BeH3aNKOHHUSA XJ0PHA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
.\‘Qloride homologues Ci» and Cis in the
Gd}romatogram of the standard solution. / Ha
xiapMaTorpamme UCMLITYEMOTO  PacTBOpPa
JOfKHbI  OOHApYkuBaThbCcd  NWKM, MO
BPEMEHAM YACPKMBAHWSA COOTBETCTBYIOLIUE

roMoJioroB  O€H3aIKOHUA  XJ10pUIa

|

[y
C‘{?u Ci4 Ha xpomarorpaMme CTaHIapTHOrO
{yac

TBOpA.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cj4 in the chromatogram of the
standard solution. / Ha xpomarorpamme
UCIBITYEMOro pacTBopa
06HApYKUBAOTCS MHKH, N0 BPEMEHAM
yAepXKUBAHUSA COOTBETCTBYIOLLIIE
n¥KaM  TOMOJIOTOB  OEH3alKOHHS
xnopuna Ci2 1 Ciq4 Ha XpoMaTorpaMmme
CTaHJapPTHOro pacTeopa.

From4.3t04.9/014,3 1049

4.81/4,81

4, | Density / IlnoTHOCTD

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

1.003 g/cm?® / 1,003 r/cm?®

5. | Viscosity / BsiskocTb

From 30 to 130 ¢cPs/ Ot 30 g0 130 cll3

49.6 cPs /49,6 cll3

6. | Osmolality /
OcMOIANBLHOCTD

From 250 to 350 mOsm/Kg
Or 250 1o 350 mOcm/kr

293 mOsm/Kg
293 MOcM/Kr

7. | Leakage check/
IpoBepka ¢1akoHa Ha
TepMETHYHOCTD

Absence of any traces of leaks / OTcyTcTBHE
CJIC/10B fIPOTEU KK

No traces of leaks / Cniensbl npoTeukH
OTCYTCTBYIOT

8. | Net content / Macca
COIeP>)KUMOro (yiakoHa

Not less than 18.0 g/ He menee 18,0 ¢

184g/184r

Prepared By / Iloarorosua Checked By / Tlposepun Approved lBy / Onobpun
Signature / Iloanuce .
= L]
Date / laTa o3 fvq 22— AL a\ro ? \[o O v
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumhar Garg
Designation / }
TlonmHOCTb Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Page 30f9/Crp.3 139

Name of Product /
HaumveHoBaHHe NPoAYKLHMU

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaAHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTazona (ypoata MOHOTHPaTa CHpei HazalbHbIH 103MpoBaHHbIH 50 MKT

Active Ingredients /
JleficTBylowue BeuecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 11034 cnpest COASPKUT: JeHCTBYOLIEE BellecTBO: Momera3ona Pypoara MOHOrMapar
51,72 mkr 8 niepecuere Ha Momerasona dypoat 50,00 mkr

Strength / {o3uposka 50 mcg / 50 mxr Date of Mfg. / laTa npoussoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
g Cnipeii HasanbHblH Date of Exp. / I'onen a0 07/2024
JlexapcTBeHHas dopma .
JIO3WPOBAHHBIHA
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa BbInycKa 27.08.2022
‘Batch No. / Cepusi Ne 12220500 Qty. Released / Koauvectso 31,200 BOT/
BbINY WEHO (pnakoHOB
Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos Mig.License No. / MNB/10/832
JIMleH3ns Ha NPoU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000409595 Mfg. License Date / 30/04/2020
PervcTpauMOHHBIi HOMep aHAIN3A JInueH3us HA NPOM3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmukat (Homep)
Reference Specification No. /
Cneunduxauusi roToBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS/NTOKA3ATEJIHU

LIMITS / TPEGOBAHHUA

OBSERVATIONS / PE3YJIbTATDI

9. | Number of deliveries per
container / Koau4decrso
A03

Not less than 120 doses / He menee 120 o3

185 doses / 185 no3

10. | Pump delivery /
Macca no3el

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

HHauBuayansHast macea A03bl: 0T 85 %
0o 115 % oT TeopeTnueckoit Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansn macca 103bi: 0T 90 % 10 110 %
OT TEOPETHUECKOH MAcChl 103bl

Minimum / Munnmym: 97.7%
Maximum / Makcumym: 108.7%
Average / Cpennee: 105.3%

T J oy

N,
“y

\i of/"?/? o

11. | Particle size /
Pasmep yacTun

Particles < 10um in size: Not less than 90%
Yacrun pasmepom < 10 MKM - HE MEHee
90 %;

Particles < 30pum in size: 100%

Yacruu pasmepom < 30 mxm — 100 %

Particles > 30um in size: Should be absent
Yacruu pasmepom > 30 MKM - J0JDKHBI
OTCYTCTBOBATh

100.0% / 100,0% ’*\O
f,{,p
harmace

oy
uh

100.0% / 100,0%

Absent / OTCyTCTBYIOT

a/

Prepared By / IloaroTosua Checked By / IIposepua Approvejl By / Oao6pua
Signature / loanuck 1
Date / lata o7 joq 22 - njg\b qW ’ Dq'opdw\
Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay Kumbr l"}arg
Designation / o _ ' -
TloAkHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A 'OTOBOI'O ITPOJAYKTA

Page
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Name of Product /
HauMeHOBAHHE NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmerasoHa §ypoaTa MOHOrMAPATa CIIpe HasalbHbIH 103HPOBAHHBIH 50 MKT

Active Ingredients /
JleficTBy1011He BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpes coaepur: AeHcTByowEee BellecTBo: MomerasoHa ®ypoara MOHOTUAPAT

51,72 mkr B nepecuere Ha Momerasona Qypoar 50,00 mkr

Strength / Jo3upoBka 50 meg / 50 mxr Date of Mfg. / laTta npon3soacTBa 08/2022
Dosage form / Metered-dose nasal spray /
g Cripeii Ha3a/bHbli Date of Exp. / FoaeH no 07/2024
JlekapcTBeHHas ¢popma -
JIO3MPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Beinycka 27.08.2022
Batch No. / Cepus Ne 12220500 Qty. Released / Konuecrso 31,200 BOT/
BBIMYLEHO (1aKoHOB
Batch size / Pasmep cepuu 34,722 BOT/ ¢nakonos Mfg.License No. / MNB/10/832
JIMueH3Us HA NPOU3BOACTBO (HomMep)
Inspection Lot No. / 040000409595 Mfg. License Date/ 30/04/2020
PeructpauuoHHbiii HOMep anajiu3a JIMueH3Hsa HA PoH3BOACTBO (1aTa)
: . GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxat (1a1a) 18/06/2020
Market / Petox Russia / Poccus GMP Compliance certificate No./ | Gnv1p_01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CTTH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIN |

LIMITS / TPEBOBAHUWS

| OBSERVATIONS / PE3YJIbTATbI

12. | Related Substances / [TocTopoHHHe npumecu

Total impurity /
CymMmMa npumeceit

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

Impurity SDM / Not more than 0.15 %/ He 6osee 0,15 % 0.05 %/ 0,05%

IMpumecn 8DM

Impurity DMC / Not more than 0.15 % / He 6oxee 0,15 % Not detected/ He oOHapyxeHO
[Mpumecu DMC e —

. Ay Ass (J\
Impurity D/ Not more than 0.20 % / He 6onee 0,20 % 0.01%7/0,01% /f:;b‘ '”@/\
Mpumecu D //Q e

[ 14X
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/0,02% | R *\
impurity / EaunuuHoi !_ '): 5
HEMAEHTUHUUUPOBAHHO I \3 4 /,»4 / - r
npuMecy ‘}6 ‘ 9|
”,

0.16%/0,16%

4 5 .
“harmacest

A0

13. | Spray content uniformity
(Uniformity of delivery
dose) / OanopoanocTsb
BLICBOOOXKI1a€MO# 03bI

Not more than 2 of 20 doses (10 initial doses
and 10 final doses from 10 vials) can deviate
more than + 25% from the average value and
not any dose can deviate more than + 35%

from the average value.

If 3 to 6 doses deviate more than + 25% but
not more than + 35%, test another 20 vials.

Not more than 6 of 60 doses can deviate
more than =25 % from the average value,

Beg / Havano:

Mean / CpenHee: 100.0%

Minimum / MuHumym: 98.9%
Maximum / MakcumyMm:101.4%

Prepared By / [loaroroBua Checked By / [IpoBepun Approved By / Ono6pua
Signature / [loanuck

T Ed
Date / lava 07199 /22 OSIU%W 03\0\ N2Ad
Name / ®PHO Atul Kumar Akshit Bhardwaj Ajay Kuhar Garg
Designation / -~ _
JloJKHOCTH Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHoBaHHE NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTenToBaAHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTaszona ypoara MOHOrHpaTa cnpeii HazaibHbIH 103MpoBaHHbIH 50 MKD

Active Ingredients /
JeiicTBy1oLHe BeutecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 1103a cripes COACPKUT: AeHcTBYOLIEE BelecTBO: Momerasona @ypoara MoHorKapar

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

Strength / Jo3uposka 50 meg / 50 mkr Date of Mfg, / lata npousBoacrTsa 08/2022
Dosage form / Metered-dose nasal spray /
ke g Cnpeit Ha3anbHbIA Date of Exp. / ['oaen no 07/2024
exapcTBeHHas opma i o
JLO3UPOBAHHbLH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 27.08.2022
Batch No. / Cepust Ne 12220500 Qty. Released / Konnuectso 31,200 BOT/
BbIMYIEHO jnakoror
Batch size / Pazmep cepun 34,722 BOT/ pnakonos Mfg.License No. / MNB/10/832
JlMueHsus HA NPOH3BOACTBO (HoMep)
Inspection Lot No.“/ 040000409595 Mfg. License Date / 30/04/2020
PerucrpauvoHHbIi HOMep aHATH3A JIMueH3ust Ha NPOU3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukat (aara)

Market / Poinok

Russia / Poccust

GMP Compliance certificate No. /
GMP ceptudukaTt (Homep)

GMP-01556/20/IN

Reference Specification No. /
CneundukaLusa rorosoro
npoaykTa Ne

SPC-CC-063688

Reference STP No. / CITHU Ne

STP-CC-040944

Ne | TESTS /TNOKA3ATEJIN

LIMITS / TPEBOBAHHUS

OBSERVATIONS / PE3YJIBTATHI

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

He Gonee 2-x u3 20 no3 (10 HauanbHbIX 103
v 10 koHeuHsIx 103 U3 10 pnakoHOB) MOTYT
UMETb OTKJIOHEHUE OT CPEIHero 3Hau€HHs
bonee vem * 25 %, W HM OAHA J03a HE
NO/KHA MMETb OTKJIOHEHHE OT CpPEAHEro
3HauYeHus 6osee yem Ha = 35 %.

Ecnu or 3 10 6 103 WUMEIOT OTKIIOHEHHA
Oosee ueM = 25 %, HO MeHee ueM £ 35 %, To
UCTIBITBIBAIOT crieaytotiue 20 gpnakoHOB.

He 6onee 6 u3 60 103 MOryT HMETh
OTKJIOHEHUE OT CpeAHEero 3HaueHus OGonee
yeM + 25 %, 4 HU OJHA 10332 HE NOJ/DKHA
UMETb OTKJIOHEHUE OT CPEIHEro 3HaueHUs
6onee uem = 35 %,

END / Konen:

Minimum / MuauMym: 98.5%
Maximum / Makcumym: 101.3%
Mean / Cpennee: 100.0%

Prepared By / Iloarorosuna Chegked By / ITposepua Approved By / OxoGpua
Signature / Tloanucn o — A
[ =
Date / JlaTa 0709 |12 — 0‘5‘@ YW' 932\90\\\/”"
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kuma¥ Garg
Designation /
TonmHoeTs Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDOHUKAT AHAJIN3A TOTOBOT'O ITPOAYKTA
Page 6 of 9/ Ctp. 6 M3 9

Name of Product / MOMAT RINO
HawnmenoBaHHe NpoayKuvu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenatenToBAHHOE HANMEHOBAHNE Momerasona (ypoara MOHOrHApaTa cpei HasailbHbIA 103UpoBaHHbIR 5O MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monchydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mecg
JleficTBy101Me BemecTBa 1 J103a cripes COACPUT: AeiicTBytollee BelecTBo: Momerasona Mypoara MOHOrHAPaT
51,72 Mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr
Strength / losuposka 50 mcg / 50 Mkr Date of Mfg. / laTa npou3soacTsa 08/2022
Dosage form / Metered-dose nasal spray / .
g Cripeit HazanbHbIH Date of Exp. / T'oaen a0 07/2024
JlexapcTBennas gopma ) N
JIO3UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / /laTa Bbinycka 27.08.2022
Batch No. / Cepus Ne 12220500 Qty. Released / Koanuecrso 31,200 BOT/
BbINYIIEHO (akoHoB
Batch size / Pazmep cepuu 34,722 BOT/ ¢nakounos Mg License No. / MNB/10/832
. JIMueH3na Ha Npou3BOACTBO (HoMep)
Inspection Lot No.v/ 040000409595 Mfg. License Date / 30/04/2020
PerucrpaunoHHbiii HOMEpP aHAAU3A JIMUEH3Hs HA POU3BOACTBO (1aTA)
. GMP Compliance certificate Date /
Package size / YnaxkoBka 120 Doses / 120 o3 GMP ceprndurar (1ata) 18/06/2020
Market / Pinox Russia / Poccns GMP Compliance certificate No- /| Gyip_0)556/20/IN
GMP ceprndukat (Homep)
Reference Specification No. /
Cneundukauusi rotoBoro SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIbTATbI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum/Muuaum 98.9%
/ OaHopoaHOCTL measurements can deviate from the average | Maximum / Makcumym: 101.4%
A03HpPOBaHUS 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 6Gonee 1 3nauenus w3 10 onpenenexuii
MOXET OTKJIOHSTCS OT CPEAHEro 3HaYeHHs
Oonee, ueM Ha + 25 %, 1 Hu oaHoro, 6onee
yeM Ha + 35 %.

Enu  pBa wunm  Tpu  3HaueHUS HMMEIOT
OTKJIOHEHUA Gonee yeM + 25 %, HO MeHbLLE,
yeM £ 35 %, TO MCMBITHIBAIOT ClEAYIOLLINE
20 ¢naxoHoB.

He ©Gonee Ttpex 3Hauenuit w3 30
OfpeleSicHnit  MOryT  OTKJIOHATbCS  OT
' cpelHero 3HaueHus oonee, ueM Ha = 25 %, u
Hu 0 HOr0, Oojee yeM Ha + 35 %.

Prepared By / lloarotosna Chegeked By / IpoBepua Approved By / OpoGpua
Signature / IMoanucs (e A
(A=
Date / laTa qg/o?//ZL— oS\Uﬂf\/\rf\/ Pdoo' bt
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumlr arg
Designation /
JloKHOCTS ) Officer-QA Sr. Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
’ Page 7 of 9/ Crp. Tu3 9

MOMAT RINO
MOMAT PHUHO

Name of Product /
HaumeHoBaHHWe NPoAyYKUHH

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAKHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ypoara MOHOTH/ApaTa cripeil HazaabHbIH 103MPOBAHHLIA 50 MKD

Active Ingredients /
JeiicTByomme BewecTsa

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 coxepxkut: aelicrylolee BelecTBo: Momerasona Pypoara MoHOrHApaT
51,72 mkr B nepecuere Ha Mometasona ¢ypoar 50,00 mxr

Strength / Jo3upoBka 50 meg / 50 mkr Date of Mfg. / lara npoussoacrTsa 08/2022
Dosage form. / Metered-dose nasal spray /
I g Crnipeit Ha3aIbHbI}A Date of Exp. / 'onen ao 07/2024
exapcrBeHHas dopma ) -
JIO3MPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /laTa Boinycka 27.08.2022
Batch No. / Cepus Ne 12220500 Qty. Released / Kosinuectso 31,200 BOT/
BLINYLIEHO ¢nakoHoB
Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos Mfg. License No. / MNB/10/832
JluueH3us Ha NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000409595 Mfg. License Date / 30/04/2020
PerncrpausonHblit HOMep aHaau3a JlnueH3usi HA NPOU3BOACTBO (AaTA)
. ) GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurat (1ata) 18/06/2020
Market / Poinok Russia / Poccs GMP Compliance certificate No. /| Gy1p_g1556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Cneundukauus roToBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS / NIOKA3ATEJIN | LIMITS / TPEBOBAHHWS | OBSERVATIONS / PE3YJIBTATHI
15 | Microbiological Purity / Mukpo6uosoruieckas 4ucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6wee uncno
a3pobHbIX OaxTepuit 1
APOAOKEBBIX U TJIECHEBBIX
rpuboB (cymMMapHo)

Test for Absence of
Specified Microorganism /
TecT Ha cneunduyeckune

| MUKPOOpPraHH3Mbl:

Pseudomonas aeruginosa
Staphylococcus aureus
Bile-Tolerant

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

npenapara

Absence per 1g (ml) of the product /
OtcyTtcTtBHe B | 1 (MJ1) npenapara

Absence per 1g (ml) of the product /

Enterobacteria / Orcytersue B 1 1 (M) npenapara
XKenueycroifunsbie Absence per 1g (ml) of the product /
3HTEpobakTeprn OrcyteTBHe B | 1 (M) npenapata

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

‘n/ Sy

Ty

% (R VR

)
ot ,
sy )
N ’b\J '

ey

I‘ ,Q s
Absent / OTcyTé*E;@?rm aced s
-

- -

Absent / OTcyTcTBYET

Absent / OtcyTcTBYET

Prepared By / IloaroroBua Checked By / Ilposepua Approved By / Ono6pua
Signature / Iloanucs A _
o -
Date / lata 37t — n \\9 ‘il’W’“A” 9{ oﬂ‘ W
Name / ®HUO Atul Kumar Akshit Bhardwaj Ajay Kuthar Garg
Designation /
TloAmHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA
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Name of Product /
HaumeHoBanue npoaykumuu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momerazona Qypoara MOHOTH/PATA CPEH Haza/lbHbIA N03MPOBAHHBIHA 30 MKT

Active Ingredients /
JeiicTByolune BellecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cnipest CoaepUT: AeHicTBYyOtIee BelecTBo: Momerasona QPypoarta MOHOTHUIpaT
51,72 mkr B nepecyere Ha Momeraszona (ypoar 50,00 mkr

Strength / Jo3uposka 50 meg / 50 Mkr Date of Mfg. / lata npou3soacTsa 08/2022
Dosage form / Metered-dose nasal spray /
TlekapcraeHnas " Cripeit Ha3anbHbIi Date of Exp. / T'onen 1o 07/2024
per as gopma ) N
JIO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Beinycka 27.08.2022
Batch No. / Cepus Ne 12220500 Qty. Released / Koanuecrso 31,200 BOT/
BLINYLIEHO (nakoHOB
Batch size / Pasmep cepuu 34,722 BOT/ ¢nakonos Mig. License No. / MNB/10/832
Jlunen3us Ha npou3BoacTBO (HOMep)
Inspection Lot No. / 040000409595 Mfg. License Date / 30/04/2020
PerncrpaunoHHblii HoMep aHaau3a JlvieH3usa Ha NPoH3BoACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmukar (aata)
Market / Poisok Russia / Poccus GMP Compliance certificate No. /| Gy1p_01556/20/IN
. GMP ceprudukaT (Homep)
Reference Specification No. /
Creungukaums roToBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
‘AN i S o i
N | TESTS/MOKA3ATEJIM | LIMITS / TPEBOBAHMSI | OBSERVATIONS / PE3YJIbTAT M
16. | Assay / KoanvecTBenHoe onpeneneHue e
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 101.2%/101,2% *
Mowmetasona ¢ypoara Ot 85 % no 115 % or 3assieHHoTO @ J/
COJIePKAHUs 2l S vadh,
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 93.3% /93,3% "(?w@vﬂf o
s

benzankonus xnopuaa

Ot 80 % no 120 % ot 3asBJIEHHOrO
CONepKaHus

e
&pharm a«ce“)\c

17. | Package Size / Ynakosxa

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 wumu 120 po3
CYCMEH3MW BO (1akoHe M3 [OJMITHIIEHA
BbICOKOW  MJIOTHOCTH € J03HUPYHOLIMM
yCTpolicTBOM 7 KpbILIEUKOi u3
nojmaTUIEHa BbicOkoH mroTHocTH. Ilo 1

¢makoHy BMmecte ¢ uHCTpykudel mno | nnotHoctH. lo 1 QuakoHy BMmecTe ¢
MEIMUMHCKOMY TNPUMEHEHWI0 B TMauke | MHCTPYKUHMEH 1O  MEIWUHMHCKOMY
KapTOHHOHN. NPHUMEHECHHUIO B NAYKE KAPTOHHOH.

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.
/ 120 no3 cycneH3ud BO GiakoHe W3
TONIMATHIIEH BBICOKOH IIOTHOCTH C
LO3KPYIOLUHM yCTPOHCTBOM "
KPbIIIEYKOH M3 MOJIMSTUIIEHA BLICOKOH

18. | Labeling / MapkupoBka

According to ND / B cootsetrcTeuu ¢ HJ]

19. | Storage conditions /
Xpanenne

Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
B 3awmuwednoM ot cBeta Mecte npu Temneparype ot 15 o 25 °C. He 3amopaxuBatb.

20 | Shelf-life / Cpok rogHoctu

2 years / 2 roga

Prepared By / IloarotoBua Checked By / [1poBepua Approved By / Oao6pua
Signature / Iloanuck GP/
>~ A -
Date / lata cg/’?'[ip a2 ‘ v9 ],y\rsf‘/ PN
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumat Garg
Designation /
JloAKHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
Page 9 of 9/Ctp. 939

Name of Product / MOMAT RINO
HanMeHnoBaHHe NPOAYKUMHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHTOBaHHOE HAUMEHOBAHKE Mowmerasona (ypoara MOHOIH/paTa Ciiped Hasa/ibHbIA 103MpOBaHHBIN 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
JeiicTByiomIvE BelecTBa 1 n03a cripes coAepXUT: AeiCTRYIOIEe BelecTBO: MomeTaszona ®ypoara MoHOrHApaT
51,72 mkr B nepecuere Ha MomerasoHa ¢ypoar 50,00 Mkr

Strength / lo3uposka 50 meg / 50 Mkr Date of Mfg. / /laTa npou3BoACTBa 08/2022

Dosage form / Metered-dose nasal spray /

0 g Cripei Ha3auIbHbiH Date of Exp. / FoaeH xo 07/2024

exapcTBeHHasi popma .
JIO3UPOBAHHbIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / /IaTa Buinycka 27.08.2022

Batch No. / Cepus Ne 12220500 Qty. Released / Kouuecrso 31,200 BOT/
BLINY LIEHO : (hnakoHOB

Batch size / Pazmep cepun 34,722 BOT/ gaakonos Mfg.License No. / MNB/10/832
JIBLEH3UA HA NPOU3BOACTBO (HOMep)

Inspection Lot No.v/ 040000409595 Mfg. License Date / 30/04/2020

PeructpauMoHHbIii HoMep aHaau3a Jlnuen3ust Ha NPOU3BOACTEO (AaTa)

Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| 5,065
GMP ceptudukat (aara)

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

Reference Specification No. /

Cneuudukanus rorooro SPC-CC-063688 Reference STP No. / CIIN Ne STP-CC-040944

npoaykta Ne

Any deviation/Incident/OOS: not applicable
OtkaoHeHust/ UHungeHTL/QOOC: He MPUMEHNMO

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. JII1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3akI04eHHe O COOTBETCTBHH: HACTOALIMM [OATBEPXKIaK0, UTO MPEACTAaBIEHHAs Bbllle HHQOpPMaUUs ABIAETCH
JOCTOBEPHOI M TOuHOM. JlaHHas cepus Oblia NMpousBeicHa (BKJIOYAs YNAKOBKY/MapKHPOBKY H KOHTPONL KauecTBa) Ha
yKasaHHOH Bbllle NPOM3BOACTBEHHOW [UIOLIAJKe B [ONHOM COOTBETCTBUM ¢ TpeboBaHmMamu Hannexauled
[Tpoussoacteennoili [Ipaktuky (GMP) noOKaNbHBIX PETYASTOPHBIX OPraHOB U TpeOOBaHUAMH HOPMATUBHON HOKYMEHTalMM
JIT1-003870-221221 ans puitika Poccuu, [IpoTokons! Npou3BoACTBa, YIAKOBKA U [OKa3aTeNId KauecTBa AaHHO# cepuu Obiin
MPOAHAJH3NPOBAHB M CHENaHO 3aK/MOYEHUE, YTO OHU COOTBETCTBYIOT TpeboBaHusM Hannexaweid IlpoussBoncTBeHHON
[Mpaktuxu (GMP).

Prepared By / IToarotosun Checked By / I1posepua Approved, By / Ono6pua
Signature / [loanuck :
Date / ata “o3/09) 2 ot leg "o s]eqpwr-
Name/ ®UHO Atul Kumar Akshit Bhardwaj Ajay Kumar'Garg
Designation /
ToannocTs Officer-QA Sr. Officer-QA Asst. Manager - QA
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