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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A TOTOBOI'O NIPOAYKTA
Page10f9/Crp.1u39

MOMAT RINO

MOMAT PHHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona gypoara MoHory/para cripeil HasaJlbHbli uozupoaamn,m 50 mMxr

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

1 nosa cnipest conepxut: AeficrBytouiee BemecTso: Momerasona @ypoarta MOHOrHAPAT

51,72 mxr B nepecyere Ha MoMerasona ¢ypoar 50,00 Mkr

Name of Product /
HaumeHoBaHue nPoayKuUnn
Generic name /
HenaTeHTOBaHHOC HAUMEHOBAHHE

Active Ingredients /
JlelicTByo1lHe BemecTBa

Strength / Jozuposxa 50 meg / 50 mxr Date of Mfg. / laTa npou3BoAcTBa 11/2021

Dosage form / Metered-dose nasal spray /

JlexapeTaennas dopma Cripeit Ha3anbHbIH Date of Exp. / Foaen a0 10/2023

JO3MPOBAHHBIH

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JIara Boinycka 13.12.2021

Batch No. / Cepun Ne 12210697 Qty. Released / Koanyectso 64,320 BOT/
BbINYIIEHO ¢nakoHoB

Batch size / Pa3mep cepun 69,444 BOT / hnaxonos Mifg. License No. / MNB/10/832

‘ JInuen3ns Ha Npou3BoaACTBO (HOMeED)
Inspection Lot No.“ / 040000362726 Mfg. License Date / 30/04/2020
PerncTpaunonHblii HomMep aHaiuza JIuneH3ust Ha NpoOU3BOACTBO (AaTa)
: GMP Compliance certificate Date /

Package size / Ynakoska 60 Doses / 60 103 GMP ceprudmkar (1ata) 18/06/2020

Market / Pinor Russia / Poccus GMP Compliance certificate No./ | 5\1p g1556/20/N
GMP cepruduxar (Homep)

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063691 Reference STP No./ CHIU Ne STP-CC-040947

npoaykra Ne

Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHUSA | OBSERVATIONS / PE3YJbTAThI

1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-

semitransparent to non-transparent | transparent consistency. /

consistency. / | moutn 6esoro LBETa OT HETMPO3PavHOM
Ot Gemoro m0 noutw Genoro useTa OT | KOHCHCTEHLIMH IyCTast CyCTIEH3HS.
TIONy IIpO3payHoii o Herpo3pavyHoi

KOHCHCTEHLIUH IyCTas CyCNeH3HUs.

2. Identification / IloaanaHOCTL

a) Mometasone Fuorate /
MomeTa3zoHa ¢pypoart

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  ynmepxusaHus | chromatogram of standard preparation.
OCHOBHOTO IIMKa Ha XpoMatorpamme | / Bpems yIepXUBaHHA OCHOBHOIO
UCIBITYEMOTO pacTeopa JIOJDKHO | THKa HA XpOMATOrpaMMe MCABITYEMOTO
COOTBETCTBOBaTb BPEMEHH YICP)KUBAHMA | pacTBOpa COOTBETCTBYET  BpEMEHH
OCHOBHOTO MNHKA HA XpoMarorpamme | yaep)KMBaHUS OCHOBHOTO IHK4a Ha
CTaHAapTHOrO pacTBopa XpoMarorpamme /'I“aHILapTHOFO
pacTBopa Oy G
Ishel™

Prepared By / Noarotosua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOT'O ITPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 meg

Mowmetaszona (hypoara MOHOrMApaTa cripeii HasalbHbIH 103UpOBaHHLIH SO MKT

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

1 n03a cnipes coaepxurt: AcHcTBYyIOLIee BellecTBO: MoMeTasorna Pypoara MOHOrHApPAT

51,72 mkr B nepecuere Ha Momerasona ¢ypoat 50,00 Mkr

Page20f9/Crp.2n39

Name of Product /
HaumenoBaHHe npogyKuun
Generic name /

HenaTeHToBaHHOE HAUMEHOBAHHE

Active Ingredients /
JeficTBy0mne BemecTsa

Strength / o3uposka 50 mcg / 50 mMkr Date of Mfg. / lara npoussoacTea 11/2021
Metered-dose nasal spray /
D fi / N o
ﬂ:fcz;g;):r(;::uan bopma Crpeit Ha3aNbHbIH Date of Exp. / Togen xo 10/2023
J03UPOBaHHbII

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / Jlata Boinycka 13.12.2021

Batch No. / Cepust No 12210697 Qty. Released / Koauuectso 64,320 BOT/
BbIMYUIEHO (nakoHOB

Batch size / Pasmep cepun 69,444 BOT / axoron Mg, License No. / MNB/10/832
JInueH3us Ha NPOU3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PerucrpaunoHnslii HoMep aHaau3a 040000362726 JInuen3sust Ha npon3soacTBO (AaTa) 30/04/2020

: GMP Compliance certificate Date /

Package size / YnaxoBka 60 Doses / 60 no3 GMP cepruduxar (1aa) 18/06/2020

Market / Poiok Russia / Poccus GMP Compliance certificate No./ | Gy 1p_g7556/20/N
GMP ceprudmkaTt (Homep)

Reference Specification No. /

Creungukanuus roToBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947

npoaykra Ne

Ne | TESTS / HOKA3SATEJIU LIMITS / TPEBOBAHHUS OBSERVATIONS / PE3YJIBTATBHI

b) Benzalkonium chloride
/ BeH3a/IKOHHA XJI0pHa

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

The - chromatogram ~ of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C;»
and Ci4 in the chromatogram of the

XpOMaTorpaMMe UCIBITYeMoro pacrteopa | standard solution. / Ha xpoMaTtorpamme
JOJUKHBEI  ODHAapyXHBaThCA  NHMKH, MO | MCMBLITYeMOro pacTBopa
BpEMEHaM YIEPKHBAHMS COOTBETCTBYIOLIHE | OOHapYXUBAIOTCS MHKH, 10 BPEMEHAM
NHKaM TOMOJIOTOB OE€H3AIKOHHA XJIOpHAA | yAePKHBaHUS COOTBETCTBYIOLLHE
Ci2 u C14 Ha XpoMaTOrpaMMe CTAHAAPTHOTO | MHKaAM  TOMOJIOTOB OeH3alkoHuA |
pacTBopa. xnopuna Ci2 u Ci4 Ha xpomarorgam’@g i
CTaHJapTHOIrO pacTBopa. Vi _’\-7,’&*‘
3. [ pH From 4.3t04.9/0t14,3 104,9 4.717/4,717 [N
4. | Density / IlsioTHOCTB From 0.950 to 1.050 g/cm?®/ 1.008 g/cm?®/ 1,008 r/cm? ~
Ot 0,950 o 1,050 r/cm? { ) /é/
5. | Viscosity / Baskocts From 30 to 130 cPs / Ot 30 go 130 c[13 52.7 cPs /52,7 cIl3 Eav?
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg \‘f"_h ”
OcMOTSILHOCTD Ot 250 no 350 mOcm/kr 291 mOcwm/kr NG

7. | Leakage check/

Absence of any traces of leaks / OTcyTcTBUE

No traces of leaks / Cneanl npoteurm—- | 1 2

ITpoBepka ¢nakona Ha CNIeI0B MPOTEYKH OTCYTCTBYIOT
TepMEeTHYHOCTD
8. | Net content/ Macca Not less than 9.0 g / He menee 9,0 r 92g/92r

COAEPRUMOro iakoHa

Prepared By / [loarorosua Checked By / IlpoBepua Approveq By / Ono6pun
Signature / Moanuce ’
Date / lata ~ wir :
i1 Ll sjoper
Name/ ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
TonmHocts Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®UKAT AHAJIN3A T'OTOBOI'O IIPOAYKTA
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Name of Product /
HanMeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenareHTOBAHHOE HAUMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmera3oHa ¢ypoata MOHOrHApara Clipeil HasabHbIHM 103UpoBaHHbIHi 50 MKT

Active Ingredients /
JeficTBy1o1ne 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 cipes conepxut: AedcTBylollee BeluecTso: MomeraszoHa Pypoara MOHOTHIPAT

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

Strength / No3uposka 50 meg/ 50 mxr Date of Mfg. / [lata npoussoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
a g Cnipeit Ha3aIbHEIH Date of Exp. / Toaen 10 10/2023
ekapcTBeHnan dopma .
JI03UPOBAHHLIN
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / Jlata Bbinycka 13.12.2021
Batch No. / Cepust No 12210697 Qty. Released / Koauvecrso 64,-320 BOT/
BbINYileHO ¢J1aKkoHOB
Batch size / Pasmep cepun 69,444 BOT / pnaxonos Mfg.License No. / MNB/10/832
JIueH3ust Ha Npou3BOACTBO (HOMeD)
Inspection Lot No.u/ 040000362726 Mfg. License Date / 30/04/2020
Perucrpaunonsblii Homep anaiuza JInueH3us Ha NPOU3BOACTBO (aaTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / | | ¢/00 15

GMP ceprudmuxar (aara)

Market / Puinox

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprupukaT (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creunduxauus rotosoro
npoayKTa Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

Ne | TESTS/INIOKA3ATEJIU

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIbTATbBI

9. | Number of deliveries per
container / Konnuecrso
103

Not less than 60 doses / He menee 60 103

84 doses / 84 o3

10. | Pump delivery/
Macca no3bi

Individual dose mass: from 85% to 115%

of the theoretical dose mass /

HNuauBuayansHas macea ao3ei: ot 85 %
10 115 % oT TeopeTHueckoit Macchl 1036I;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsin Macca a03bl: 0T 90 % 10 110 %
OT TEOPETHYECKO# Macchl J0351

Minimum / MuHumym: 95.6%
Maximum / Makcumym: 109.0%
Average / Cpennee: 105.6%

11. | Particle size /
Pa3mep uacrui

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

90 %;

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

Particles > 30pm in size: Should be absent
YacTun pasmepom > 30 MKM - TOIDKHBI

OTCYTCTBOBATh

99.88%/99,88%

100.0% / 100,0%

Absent / OTCyTCTBYIOT

Prepared By / lloaroroBua Checked By / Iposepun Approved, By / OxoGpua
Signature / Moanucy A/
Date / ata /{)}b} n ]i[,m v §\\ R7-24
Name / ©®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
JomHocTh Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOTI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHHe npoayKkuuu MOMAT PHHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTtenTtoBannoe HaumenoBanue | MomerasoHa ¢pypoara MOHOrHIApaTa cripei Ha3asibHbl 103MpOBaHHBIN 50 MKr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue BemecTBa 1 no3a cnpes conepkuT: AelCTBYOLIEE BelecTBO: MomeTrasoHa @ypoara MoHOrHApaT
51,72 mkr B nepecyere Ha MomerasoHa dypoar 50,00 Mxr
Strength / Nosuposka 50 mcg / 50 Mxr Date of Mfg. / lata npox3soacTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTaennas Gopma Cnpeit HasabHbA Date of Exp. / Foaen xo0 10/2023
JIO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bbinycka 13.12.2021
Batch No. / Cepust Ne 12210697 Qty. Released / Konnuectso 64,320 BOT /
BLINYIIEHO ¢rakoHoB
Batch size / Pasmep cepuu 69,444 BOT / dpnakoHos Mfg.License No. / MNB/10/832
JIMueH3Hs Ha NPOH3BOACTBO (HoMep)
Inspection Lot No. / Mifg. License Date /
PerucTpauuonHblii HoMep aHaIM3a 040000362726 JIHUEH3HS HA NPOH3BOACTBO (1aTa) 30/04/2020
: GMP Compliance certificate Date /
Package size / Ynaxoska 60 Doses / 60 no03 GMP ceprudukar (1a1a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No./ | 5y1p ) 556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Creundurkauus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /ITIOKA3ZATEJIHA I LIMITS / TPEBOBAHHWS l OBSERVATIONS / PE3YJIBTATBI
12, | Related Substances / [locTopornue npumecu
Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % Below LOQ/ Huxe LOQ
INpumecu DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He oGHapyxeHO
Mpumecu DMC
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.03% /0,03%
[Mpumecu D

Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.06% / 0,06%
impurity / EnuanaHoM .
HEHACHTUPUIHUPOBAHHO I ‘

npuUMecH X $he )”\ ~
Total impurity / Not more than 0.60 % / He Goaee 0,60 % 0.21%/0,21% Rh armac e\f";' 2
Cymma npumeceii S~

13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauaso:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Munamym: 92.3%
dose) / OaHopoaHoOCTL more than = 25% from the average value and | Maximum / Makcumym: 102.4%
BbLICBOOOKAaeMOH 103b] not any dose can deviate more than = 35% | Mean / Cpennee: 99.7%

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

Prepared By / Iloarorosua Checked By / Ilposepua Approved By / Ono6pua
Signature / Hoanuck d—-—— o\
Date / lata i) vshah \x\\v‘\b'v\
T
Name / @O Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
TomkHoeTs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOT'O NPOAYKTA
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Name of Product /
HaumeHoBalue npogyKunmn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHTOBaHHOE HAHMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ¢gypoata MOHOrupaTa crpeii HasalibHbIH J03MpoBaHHbIH 50 MKP

Active Ingredients /
JeficTBylomme BeltecTsa

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

calculated for Mometasone Furoate 50.00 mcg

| 103a cripes coaepKUT: AeHCTBYIOLIEE BEWECTBO: Momerazona Oypoara MOHOrHApar

51,72 mkr B nepecuere Ha Momerasona ¢rypoar 50,00 Mkr

Strength / losuposka 50 mcg / 50 mkr Date of Mfg. / laTa npou3BoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
Tex: g Crnpeit Ha3abHbIR Date of Exp. / Toaen ao 10/2023
exapcTBeHHas Gopma -
JO3HPOBAHHBIH
Product code / Koa npeayxra SRUO030007E040401EJ Date of release / JIata Bbinycka 13.12.2021
Batch No. / Cepun Ne 12210697 Qty. Released / Kosnuectso 64,320 BOT/
BbINYIEHO (1akoHOB
. Mfg.License No. /
Batch size / Pasmep cepun 69,444 BOT / paaxoHos JIIEH3US HA MPOM3BOACTBO (HOMED) MNB/10/832
lnspectlon Lot NO.“/ 040000362726 Mfg' License Date / 30/04/2020
Perucrpaumonnbiii HoMep aHanu3a Jluuen3us Ha npousBoACTBO (AaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60-103 GMP ceprudurar (1a1a) 18/06/2020
Market / Poinok Russia / Poccrs GMP Compliance certificate No./ | r1p_g1556/20/1N
GMP ceprudukat (Homep)

Reference Specification No. /
Cneundukauus rorosoro

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

npoaykra Ne

Ne

TESTS / TIOKA3ATEJIN

LIMITS / TPEGOBAHUSA

OBSERVATIONS / PE3YJIbTATDI

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 20 103 (10 HauaIbHLIX 103
1 10 KoHeuHsIX 103 U3 10 (IIaKOHOB) MOTYT
UMETh OTKJIOHEHHE OT CPEIHEr0 3HAYeHHs
Oonee yem + 25%, W HM ogHa 1032 HE
NOJDKHA MMETb OTKJIOHEHHE OT CpeOHEro
3HaueHus bonee yeM Ha + 35 %.

Ecmn ot 3 no 6 m03 UMEIOT OTKIOHEHMs
6onee ueM + 25 %, Ho MeHee ueM =+ 35 %, TO
MCTIBITBIBRIOT caeaytoune 20 GnakoHoB.

He OGonee 6 w3 60 no3 MoOryr HMeETh
OTKJIOHEHHE OT CpelHero 3HaueHus Oolnee
yeM = 25%, ¥ HMA ONHA [03a He AOJKHA
UMETb OTKJIOHEHHE OT CpPEeNHEro 3Ha4YeHHs
Gonee ueM + 35 %.

END / Konen:

Minimum / Munumym: 98.1%
Maximum / MakcumyMm: 104.2%
Mean / Cpennee: 100.3%

5
-y
S

Prepared By / Tloarotosua Checked By / ITposepus Approved By / Onobpua
Signature / Iloanuce (9—//
Date / Mlara i)™ RPY W
Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Des1gnatlpn / Officer-QA Officer-QA Asst. Manager - QA
JloskHoCTL

FCM/QA054/08.00
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CEPTU®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaumenoBanne npogykumum

MOMAT RINO
MOMAT PHUHO

Page 6 of 9 / C1p.

Generic name /
HenaTtenroBannoe HanMeHoBaHWe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona §ypoaTa MOHOTHApPATA CIpEH Ha3abHbIN 103MPOBAaHHBIH 50 MKT

Active Ingredients /
HeficTByiomue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes conepkut: AeHCTBYOLIEE BelecTRO: MoMeTasona Mypoara MOHOI‘PUIpaT
51,72 mxr B nepecuere Ha Momerasona dypoart 50,00 mMkr

Strength / Nosuposka 50 mcg / 50 Mkr Date of Mfg. / laTa npounssoacrtsa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapeTaennas dopma Cnpei HasabHEIA Date of Exp. / [oaen a0 10/2023
JO3UPOBAHHbIH
Product code / Kox npoayxra SRU030007E040401EJ Date of release / lata Boinycka 13.12.2021
Batch No. / Cepun Ne 12210697 Qty. Released / Konnuectso 64,320 BOT/
BbINYWIEHO ¢urakoHoB
; Mfg.License No. /
Batch size / Pasmep cepuu 69,444 BOT / paakoHoB JInueH3Hs HA NPOHIBOACTRD (HOMeE) MNB/10/832
:)nspectlon Lot No. / 040000362726 Mfg. License Date / 30/04/2020
erHCTPAUHOHH LI HOMep aHAAM3A Jluuensusi Ha NPoU3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Package size / Ynakopka 60 Doses / 60 no3 GMP ceprudurar (1a7a) 18/06/2020
Market / Poitiok Russia / Poccus GMP Compliance certificate No./ | ;b 01556/20/1N
GMP ceprudmnkar (Homep)
Reference Specification No. /
Cneuundukauus rotosoro SPC-CC-063691 Reference STP No./ CTITA Ne STP-CC-040947
npoaykra Ne
Ne | TESTS/MOKA3ATEJIU LIMITS / TPEFOBAHMUSA OBSERVATIONS / PE3YJBTATDI
14 | Uniformity of dosage units | Not more ‘than 1 value from 10 | Minimum / Munnmym 92.3%

/ OOHOPOOHOCTD
A03UPOBAHMSI

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 1 3nauenus uz 10 onpeaeneHuii
MOXET OTKIOHATCA OT CPEAHEro 3HauYeHMs

Maximum / Makcumym: 102.4%
Mean / Cpeanee: 99.7%

Gonee, ueM Ha + 25 %, U HU oQHOTO, Gonee : ko\
4yeM Ha = 35 %, o
Enu 1mBa wid TpH 3HAYEHHA MMEIOT N
OTKJIOHEHHs Gonee yeM + 25 %, HO MeHbLue, J/ &
4eM + 35 %, TO MCOBITHIBAIOT ClEAYIOLIUE 1S ) ) "
20 ¢naxoHOB. £ 2/
He Gonee 1tpex 3Hawennii wu3 30 Thaes 1?”“V
ONPENENICHUH  MOTYT  OTKJIOHATLCA  OT
CpelHero 3HaueHus Oonee, ueM Ha = 25 %, u
HH 0aHOrOo, 6omee yem Ha = 35 %.
Prepared By / IToarotosun Checked By / Iposepun Approyed By / OnoGpua
Signature / Tloanucs d/
Date / lata YN I{IH—M \5\\\/‘\,0')/\
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
JomKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A I'OTOBOT'O ITPOAYKTA
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Name of Product /
HaumeHoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasona ¢ypoata MoHOTHApaTa crpell Ha3albHBIH JO3UPOBaHHBINA 50 MK

Active Ingredients /
JeHcTByloilue BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cipes colepxut: AcHcTyrolee BewecTo: MoMerasoHa ®@ypoara MOHOPHApAT

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

Strength / Ho3upoBka 50 meg / 50 Mxr Date of Mfg. / llata npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
1 g Cnipeii HasanbHbIH Date of Exp. / F'onen no 10/2023

exapcTBeHHas opma .

JI031POBAHHbI
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lata Boinycka 13.12.2021
Batch No. / Cepusn Ne 12210697 Qty. Released / Koanuecrso 64,320 BOT/
BbINYEHO dakoHoB
. Mfg.License No. /

Batch size / Pasmep cepun 69,444 BOT / ¢paakounos JIHIEH3HS HA NPOM3BOACTBO (HoMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucrpaunonHblii HOMep aHaiHM3a 040000362726 JInueH3us Ha npou3BOACTBO (AaTa) ?0/04/2020
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date /| | ¢,c1» 5

GMP ceprudmkar (aara)

Market / PbiHok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudukaTt (Homep)

GMP-01556/20/IN

Reference Specification No. /
Crneundukauns rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

Ne | TESTS /TIOKA3ATEJIM |

LIMITS / TPEGOBAHHUSA

| OBSERVATIONS / PE3YJIbTATBI

15 | Microbiological Purity / MuxpoGHosiornueckas 4ucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O61mee uncno
adpobHbIx GakTepuit u
JPONOKEBBIX M [UIECHEBBIX
rpu6oB (CyMMapHo)

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

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

Test for Absence of
Specified Microorganism /
TecT na cneundguyeckne
MHKPOOPTraHH3MbI:
Pseudomonas aeruginosa

Staphylococcus aureus

Absence per 1g (ml) of the product /
OtcyrcTteue B | r (M) npenapara

Absent / OTcyTCcTBYET

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

Enterobacteria / OtcyTtetsue B | r (Mi1) npenapara

XKemueycToituussle Absence per 1g (ml) of the product /

9HTEPOOAKTEPHH Orcytctsue B 1 r (M) npenapara Absent / Otcyrersyer

Prepared By / IToarorosua Checked By / ITposepus Approved By / OnoGpua
Signature / Moanuce d/
Date / lata 19112 ) 1$Tia ]f‘l) e}
L]
Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
- - . -QA

Tosmuocrs Officer-QA Officer-QA Asst. Manager - Q
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Name of Product /
HanmeHoBaHHe npoaykiMu

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBaHHOE HAHMEHOBaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momerasona dypoara MOHOrMApaTa Crpei Ha3allbHbIA J03HPOBaHHBIH 50 MKr

Active Ingredients /
JelicTByine BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cnpest coaepxut: HeficTBylowee BewecTBo: Momerasona ®ypoara MoHorMApaT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / Josuposka 50 mcg / 50 mkr Date of Mfg. / IaTa npoussoacTsa 11/2021

Dosage form / Metered-dose nasal spray /

TlexapcTsentas dopma Cripeti HasabHE Date of Exp. / Fopen ro 10/2023

J03WPOBAHHBIA

Product code / Koa npoaykra SRUQ30007E040401EJ Date of release / lata Bbinycka 13.12.2021

Batch No. / Cepust Ne 12210697 Qty. Released / KoauuecTBo 64,320 BOT/
BbINYUIEHO (1akoHOB

Batch size / Pasmep cepun 69,444 BOT / nakonos Mig.License No. / MNB/10/832
JIMueH3Hs Ha MPOU3BOACTBO (HoMep) .

Inspection Lot No. / Mfg. License Date /

PerucTpalHoHHbI HOMeEp aHaAH3a 040000362726 JInueH3ua Ha NPoH3BOACTBO (AaTa) 30/04/2020

. GMP Compliance certificate Date /

Package size / Ynakoska 60 Doses / 60 o3 GMP ceprudmrar (1a1a) 18/06/2020

Market / Prisiok Russia / Poccus GMP Compliance certificate No./ | 5\p ) 556/20/1N
GMP ceprudmkaTt (Homep)

Reference Specification No. /

Crneundmkanus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947

npoaykta Ne .

Ne | TESTS /TIOKA3ATEJIN ] LIMITS / TPEBOBAHUSA ] OBSERVATIONS / PE3YJIBTAThI

16. | Assay / KonuuecrBeHHOE onpenesieHHe .

a) Mometasone Furoate /
MowerasoHa ¢ypoata

From 85 % to 115 % of the labeled content /
Ot 85 % 0o 115 % or 3dsIBIEeHHOTO
COOEpKaHus

102.9% 7/ 102,9%

b) Benzalkonium chloride /
Bensanxonus xnopuna

From 80 % to 120 % of the labeled content /
Ot 80 % 1o 120 % OT 3a1BJIEHHOTO
COAepkKaHus

[
90.6% /90,6% \’. R 2

N

~Jiarmact e’
\*_/‘

17. | Package Size / YnakoBka | 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
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. / Tlo 60 wmam 120 po3 | the package insert per a cardboard box.
CycneHsuu BO (uiakoHe U3 nNoauaTHneHa | / 60 mo3 cycnmen3um BO (nakoHe u3
BLICOKOH  MJIOTHOCTH C  AO3WPYIOLUMM | MOJIMITHICHA BbLICOKOH IUIOTHOCTH C
YCTpo#cTBOM U KPBILUEYKOH U3 | 1O3UPYIOLIHNM YCTPOHCTBOM H
TIONU3THNEHA BBICOKOH IIOTHOCTH. [lo 1 | kpbilieykod M3 MONMITHIAEHA BLICOKOI
(nakony BmecTe ¢ uHCTpykumed no | miotHoctd. ITo 1 dnakoHy Bmecte ¢
MEIULUWHCKOMY [NPHMEHEHHIO B TauKe | MHCTPYKUMEH 10  MEAULUMHCKOMY
KapTOHHOM. MPHMEHEHHIO B MAYKEe KAPTOHHO.

18. | Labeling / Mapkuposka According to ND / B coorserctun ¢ HJJ

19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /

XpaHenne B 3alyiueHHOM OT cBeTa MecTe NpH Temmneparype ot 15 1o 25 °C. He 3aMOpaxuBars.

Prepared By / IToaroTosua -

Checked By / IIposepun

Approved By / Onobpua

Signature / IToanuce

-

==
Date / laTa )$I)0)n \{hg,h‘ ASIWM oM
Name/ ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
D 3 . ‘
esignation / Officer-QA Officer-QA Asst. Manager - QA

JlosKHOCTL

FCM/QA054/08.00



Glenmark phérmaceuticals Ltd
6 Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India
Glenmank Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHD®UKAT AHAJIM3A I'OTOBOI'O NPOAYKTA
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Name of Product / MOMAT RINO
HaurmenoBanue npogykuuu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHTOBaHHOE HAHMEHOBAHHE Momerasona (hypoara MOHOTHApATa Clpel HasalbHbIl JO3UPOBaHHBIH 50 MKr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylolne BewecTsa 1 1033 cnipes coAepKUT: AckcTRYIOIEe BelecTBO: MoMetaszoHa Pypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mxr
Strength / Jo3upoBka 50 mcg / 50 Mkr Date of Mfg. / laTa nponssoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTaennas hopma Cripeit HasabHBIH Date of Exp. / ToaeH 10 10/2023
JO3UPOBaHHBIH
Product code / Kon npoaykra SRUO030007E040401EJ Date of release / [laTa Bbinycka 13.12.2021
Batch No./ Cepun Ne 12210697 Qty. Released / KoauuecTBo 64,320 BOT/
BbINYLIEHO (nakoHOB
Batch size / Pasmep cepuu 69,444 BOT / daaxonos Mig.License No. / MNB/10/832
JInueH3Mst Ha NPoU3BOACTBO (HOMep)
{)nspectlon Lot No.“/ 040000362726 “Mfg. License Date / 30/64/2020
erHCTPALHOHHBIN HOMEp aHaIu3a JIneH3us Ha MPOH3BOACTBO (aaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 103 GMP cepruduar (1ara) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudpukar (Homep)
Reference Specification No. /
Cneuupukauus rorosoro SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947
npoaykra Ne )
Ne | TESTS /TOKA3ATEJHN LIMITS / TPEBOBAHHUA l OBSERVATIONS / PE3YJIBTATHI
20 | Shelf-life / Cpok roasocru | 2 years /2 roaa

Any deviation/Incident/OOS: Not applicable

Otkaonenna/MuunaeHTo/O0C: He TPUMEHHUMO

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. JIT-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.”

3aKmioueHHe O COOTBETCTBMHM: HAaCTOAIUMM MOATBEPXKIAI0, UTO TMPEACTABNEHHAS BHIE WH(POPMALMA SBISAETCS
AOCTOBEPHOH M TOYHOMN. JlaHHas cepust Gblna NMpou3BeleHa (BKIIIOYAs YNakoBKY/MapkMPOBKY H KOHTpPOJb KauecTBa) Ha
YKa3aHHOH  BbIllE TMPOM3BOACTBEHHON IIOLIaAKe B TONHOM COOTBETCTBHM C TpeGoBaHuamu Hamnexalueit
[TpoussoncreenHo INpaktukn (GMP) N0KaNbHBIX PErySTOPHBIX OPraHOB M TPeGOBRHHAMH HOPMATHBHOMN 1OKYMEHTALHH
JIT1-003870-280916, Uzm. Ne 1 ot 15.04.2019, Usm. Ne 2 ot 05.02.2020 mist peiHka Poccuu. IIpoTokossl npou3BoACTBRa,
YNaKOBKH M TIOKa3aTe/ld KauecTa NaHHOH cepud ObUIM NPOAHANW3MPOBAHBI W CHENAHO 3AKIOYEHHE, UTO OHH

COOTBETCTBYIOT TpeboBaHuam Hannexameit [Tpoussoacreennoi Ipakruku (GMP). s Ty A 3}\
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Prepared By / HlogroTosun Checked By / Ilposepun Approved By / Onobpua
Signature / Moanucs (j-f—— (é ,
Date/ Mara 15002 ]2 1shohy Wi
Name/ ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
TomkHoeTs Officer-QA Officer-QA Asst. Manager - QA
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