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Name of Product /
HaumeHoBaHue npoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBaHHOE HARMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3oHa ¢ypoara MoHOrHpara cripeit Ha3aibHbIH J03UpOBaHHbli 50 MKT

Active Ingredients /
JeiicTByomme Bewecrsa

calculated for Mometasone Furoate 50.00 mcg

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

1 no3a cnpes conepxuT: AcHCTBYIOLIEE BellecTBO: MoMeTasoHa PDypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 Mkr

Strength / Xo3uposka 50 meg/ 50 mxr Date of Mfg. / laTa npon3BoAcTBa 09/2022
Dosage form / Metered-dose nasal spray /
g Cupeit Ha3aNbHbIH Date of Exp. / Tonen no 08/2024
Jlekapcreennas ¢popma o
JI0O3UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lara Bbinycka 16.10.2022
Batch No. / Cepust No 12220609 Qty. Released / Koaunvectso 65,280 BOT/
BbINYLIEHO ¢akoHOB
Batch size / Pasmep cepun 69,444 BOT / dnaxoHos Mig.License No. / MNB/10/832
JlnueH3Hs Ha NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000418397 Mfg. License Date / 30/04/2020
PernctpaunoHHblii HOMep aHanu3a JlnueH3us Ha NPOU3BOACTBO (XaTa)
: GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 103 GMP ceprudmiar (1aa) 18/06/2020
Market / Prinor Russia / Poccus GMP Compliance certificate No./ | Gy1p 0)556/20/IN
GMP ceptudukaT (Homep)
Reference Specification No. /
Cneundukauvs rorosoro SPC-CC-063691 Reference STP No. / CIIKX Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /NNIOKA3ATEJIHU LIMITS / TPEBOBAHHA OBSERVATIONS / PE3YJIBTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | noutn Genoro uBeTa OT HENMPO3payHOH
Or Genoro no mourn Genoro uBeTa OT | KOHCHCTEHLMM TycTas CyCHeH3HsL.
MOy pO3payHoi o HEMpO3payHoi

KOHCHUCTCHIIUH I'yCTasA CyCNEH3Us.

2. Identification / MoanuuHOCTL

a) Mometasone Fuorate /
MowmeTa3oHna 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

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

&
N

€1 ’{,\“*’ /
JK P e\)
~_narm s

//,’P'\';* D preparation. / Bpemsa  yaepxuBaHua | chromatogram of standard preparation.

S ,C\\'v’ ’5'/) . OCHOBHOTO TMHKa Ha Xxpomarorpamme | / Bpems yaepxuBaHHi OCHOBHOTO

/’ \ ; RN UCTILITYEMOro pacTBOpa IOJDKHO | MHKa Ha XpOMAaTOorpaMMe UCIMBITYEMOTO

- o COOTBETCTBOBATh BpEMEHU YyIEepXKHBAaHHUS | pacTBOpa COOTBETCTBYET  BPEMEHM

¥ . OCHOBHOIO MHKa Ha XpomaTrorpaMMe | yAepKHBaHUsA OCHOBHOrO TIHMKa Ha

9 o CTaHIApPTHOIO PacTBOpPa XpoMmaTorpamme CTaHIapTHOro
’; ) W\ r— .m/',! pacTeopa

Prepared By / IfoaroTosun

Checkeq By / Ilposepus

Approyed By / Ono6pua

Signature / Iloanuce

Vw2 s

Date / lava Vo) Ve ¥ e e 1Y ie|peo—
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JloJiKHOCTD
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Name of Product /
HaumeHoBaHHEe NPOaYKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTazoHa ypoara MOHOTHApaTa cipeil HasalbHbIN J03UPOBaHHEIH SO MKT

Active Ingredients /
| JelicrByiomme BewecTsa

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

1 fi03a crIpes COMEPXHT: AelicTByiouee BelecTBo: Momerazona @ypoara MOHOTHAPAT

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

Strength / Ho3uposka 50 meg / 50 mxr Date of Mfg. / lata npon3soicTBa 09/2022
Metered-dose nasal spray /
Dosage form / o .
JlexapcTaennas bopma Cnpeit Ha3aMBHbIH Date of Exp. / Toaen ao 08/2024
JO3UPOBAHHBIH

Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bbinycka 16.10.2022

Batch No. / Cepust Ne 12220609 Qty. Released / Konnuectso 65,280 BOT/
BbINYLIEHO (1akoHOB

Batch size / Pazmep cepun 69,444 BOT / ¢nakoHos Mfg. License No. / MNB/10/832
JIMLEH3Hs1 HA MPOU3BOACTBO (HOMEP)

Inspection Lot NoL/ 040000418397 Mfg. License Date / 30/04/2020

PerucrpaunoHHbIi HOMEp aHATH3A Jluuensus Ha NPOM3BOACTBO (1aTa)

: GMP Compliance certificate Date /
P
ackage size / YnakoBka 60 Doses / 60 no3 GMP ceprudmiar (1ata) 18/06/2020

Market / Potsiok Russia / Poccus GMP Compliance certificate No./ | Gy1p_g1556/20/IN
GMP ceptuduxat (Homep)

Reference Specification No. /

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

npoaykra Ne

Ne | TESTS /IIOKA3ATEJIH

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIBTATBI

b) Benzalkonium chloride
/ BeH3anakoHus XJOpHI

The chromatogram of the sample solution
should contain peaks corresponding to the

The chromatogram of the sample
solution contain peaks corresponding

/’/r",‘A;‘S 1\1\'\-' retent.ion times of peaks of benzalkonium | to the retention t@mes of peaks of
/% %! RN chloride homologues Ci2 and Cis in the | benzalkonium chloride homologues Ci2
/ > chromatogram of the standard solution. / Ha | and Cis4 in the chromatogram of the
#'O‘ . XpoMaTorpaMmeé HCOBITYeMOro pacteopa | standard solution. / Ha xpomarorpamme
* | momkHbl  OGHApyXHMBAaThCA  MHKM, O | HCHBITYEMOTO pacTtBopa
5{_ 0] . | BpeMeHaM ynepxkuBaHHS COOTBETCTBYIOIIME | OOHApYXMBAIOTCA MUKH, N0 BPEMEHAM
Vv - (,; NMKaM ToMoJoroB OEH3aJKOHUS XJIOpMAA | YyACPKHBAHUA COOTBETCTBYIOILME
N “’ . : /| C12 u Ci4 HA XpOMATOrpaMMe CTAHAAPTHOTO | MMKAM  TOMOJNOroB  OEH3aNKOHMs
ik pi’)am’\ 099\) pacTBopa. xjopuza Ci2 1 Ci4 Ha XpoMaTorpaMme
I R CTaHJapTHOI'O pacTBopa.
3 pH From4.3t04.9/014,3 n04,9 4.68 /4,68

4. | Density / [LnoTHOCTB

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

1.020 g/cm® / 1,020 r/cm®

5. | Viscosity / BsiskocTh

From 30 to 130 ¢Ps /Ot 30 mo 130 cI13

39.2 cPs/ 39,2 cll3

6. | Osmolality /
OcMONANBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcm/kr

313 mOsm/Kg
313 MOcm/kr

7. | Leakage check/
TlpoBepka ¢grakoHa Ha
FrepMETHYHOCTD

Absence of any traces of leaks / OtcyTcTBUE
CNIE0B [IPOTEYKH

No traces of leaks / Cneabl npoTeyKH
OTCYTCTBYIOT

8. | Net content / Macca
coflep>KUMOro ¢uiaKkoHa

Not less than 9.0 g/ He menee 9,0 r

93g/93r

Prepared By / HoaroToBua

Checked By / Ilposepua

Appyoved By / Onobpua

Signature / Hoanuce
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JloaxHOCTD

Date / JlaTa ,
i e 1o
Name / @QUO Yogesh Kumar Mehta Atul Kumar Ajlay Kumar Garg
Designation /

esignation Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA

Page30f9/Ctp.3u39

Name of Product / MOMAT RINO
HauMeHoBaHHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTenToBanHoe HaumeHoBanHe | MomeTasoHa ypoaTa MoHOruapara cpeli HasanbHblH 103UpOBaHHBIH 50 MKF
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy0mMMe BemecTsa 1 n03a cripes colepXUT: AeHCTByIOwEee BellecTso: Momerasona @ypoara MOHOTHAPAT
51,72 mxr B niepecyere Ha MomerasoHa gypoar 50,00 mMkr
Strength / Nosuposka 50 mcg / 50 Mxr Date of Mfg. / lata Npou3BOACTBA 09/2022
Metered-dose nasal spray /
Dosage form / o o
JlexapcTsennan hopma Cripeii HasanbHbIA Date of Exp. / 'onen 1o 08/2024
JO3UPOBAHHBINA
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JaTa BbInycKa 16.10.2022
Batch No. / Cepun Ne 12220609 Qty. Released / Kosinuectso 65,280 BOT/
BbINYLEHO » ¢iaxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHos Mfg.License No. / MNB/10/832
JluueH3us HA NPOH3BORCTBO (HomMep)
Inspectlon Lot NO-“/ 040000418397 Mfg' License Date / 30/04/2020
PerucTpauHoHHbI HOMED aHa/IM3a JIMuen3ua HA MPOH3BOACTBO (1aTa)
Package size / Y nakoska 60 Doses / 60 103 GMP Compliance certificate Date / | 4,06/
GMP ceprudmkar (aaTa)
Market / Pisok Russia / Poccus GMP Compliance certificate No./ | Gr1p.g1556/20/IN
GMP cepruduixat (Homep)
Reference Specification No. /
Crneundukauus rotoBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEGOBAHUS OBSERVATIONS / PE3YJIBTATHI
9. | Number of deliveries per | Not less than 60 doses / He menee 60 103 91 doses / 91 no3
container / KonuvectBo
o3
10. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Muaumym: 96.0%
Macca a03bl of the theoretical dose mass / Maximum / Makcumym: 110.5%
HUuausurayaiabHan Macea 103bl: 0T 85 % Average / Cpennee: 105.9%
1o 115 % ot TeopeTHyecKoii Macchl A03bI;
Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennss macca no3bi: oT 90 % no 110 %
OT TEOPETHYECKON MacChl 103l
11. | Particle size / Particles < 10um in size: Not less than 90% | 99.8% /99,8%
Pasmep yacTHi Yacrun pazmepom < 10 MKM - He MEHee
e 90 %;
A '\5‘% >
SN THN Particles < 30pm in size: 100% 100.0% / 100,0%
iy S \ Yacruu pasmepom < 30 mxm — 100 %
* * Particles > 30pum in size: Should be absent | Absent/ OTCyTCTBYIOT
5} T Yacruu pazmepom > 30 MKM - JO/DKHBI
: ?L A ”, 0 |V by /| orcyrcTBOBaTH
e 'i\“’%\
TP armaced
Prepared By /jlloaroTosun Checked By / Ilposepua Apprgved By / Oxobpua
Signature / [loanuck %{)
Date / lata W”r’ ”o\ VeV 17“”’”‘—‘ |7/[0}WW
7 7
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
JomkHocTb

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHve npoayKuvu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTentoBannoe HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MomeTasona ¢ypoara MOHOTMAPATA cpei Ha3allbHbIA J103UPOBAHHEIH 50 MKT

Active Ingredients /
JlelicTByI0L1IHe BeleCTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cripes conepkuT: JeicTByrolee BellecTBo: MomerazoHa Pypoara MOHOTUAPAT

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

Strength / Jo3uposka 50 mcg / 50 Mkr Date of Mfg. / lara npon3BoacTsa 09/2022

Dosage form / Metered-dose nasal spray / )

JlexapeTsenHas hopma Crpeii Ha3IbHEIA Date of Exp. / F'ogen no 08/2024

JO3MPOBAHHBIN

Product code / Koa npoayxra SRUO030007E040401EJ Date of release / /lata Bhinycka 16.10.2022

Batch No. / Cepust Ne 12220609 Qty. Released / Koanuectso 65,280 BOT/
BLINYLIEHO (h1akoHOB

Batch size / Pazmep cepun 69,444 BOT / paakoHoB Mfg.License No. / MNB/10/832
JIuueH3us Ha NPOM3BOACTBO (HoMep)

Inspection Lot No.“/ 040000418397 Mfg. License Date / 30/04/2020

Perucrpaunonsbiit Homep aHaau3a JlHueH3Usi HA NPOU3BOIACTBO (JaTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 no3 GMP cepruduxar (1a7a) 18/06/2020

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

Reference Specification No. /

Cneundukauus roroBoro SPC-CC-063691 Reference STP No. / CITN Ne STP-CC-040947

npoaykTa Ne

Ne | TESTS /TIOKA3ATEJIA |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATDI

12. | Related Substances / [TocropoHnne npumecu

Impurity SDM /
IMpumecn DM

Impurity DMC /
[Mpumecu DMC

Impurity D /
IMpumecu D

Any individual unspecified
impurity / EnunugHoi
HENCHTHUUHAPOBAHHO M
NpHMECH

Total impurity /
Cymma rpumecei

Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.15 % / He 6onee 0,15 %

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

Not more than 0.20 % / He 6oaee 0,20 %

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

Not detected/ He o6HapyxkeHo
Not detected/ He o6HapyxeHO

0.03%/0,03%

0.01%/0,01%

( sJ/
5
0.10%/0,10%
1

T

o |
\ )k

13. | Spray content uniformity
(Uniformity of delivery
dose) / OnnopoanocTh
BbICBOGOXKAaEMOTi 103bI

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

Beg / Hauano: \

Minimum / MuHuMyM \2(6'73/
Maximum / MakcumMyM:
Mean / Cpeanee: 100.0%

ro12agm 20

X

Prepared By / Ilparoroeusn

Checked By / TIposepua

Appyoved By / Onobpna

Signature / [Toanuch

i
t//%]/o'%'l/l/

Su—
Date / lata 11 (v l K | ?//[o)'wm/
7
Name / ®HO Yogesh Kumar Mehta Atul Kumar Afay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JlomxHoCTb
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOT'O TPOJYKTA
Page Sof 9/Ctp.5n3 9

Name of Product/ MOMAT RINO
HaumeHoBanHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTenToBaHHOe HaWMeHoBaHHe | MoMeTasona dyypoara MOHOrMapara crpeil Hasa/lbHbIH J03UpOBaHHbLIH 50 MK
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBytotine BeltecTBA 1 no3a cripes conePX)UT; AeHcTBYIOWEE BewecTBo: MoMerasona Pypoara MOHOrHApaT
51,72 MKr B nepecyere Ha Momerasona gypoar 50,00 mxr
Strength / No3uposka 50 meg / 50 Mkr Date of Mfg. / [laTa npou3BoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapcTsennas dopma Cnpeit Ha3abHLIA Date of Exp. / Coaen ao 08/2024
JIO3HPOBAHHBIH
Product code / Kox npoaykra SRUO030007E040401EJ Date of release / laTa Bbinycka 16.10.2022
Batch No./ Cepus Ne 12220609 Qty. Released / KouuecTBo 65,280 BOT/
BbIMYLIEHO (rakoHoB
Batch size / Pasmep cepun 69,444 BOT / dniaxonos Mfg. License No. / MNB/10/832
JIMueH3us Ha NPoOU3BOICTBO (HOMep)
Inspection Lot No.u/ 040000418397 Mfg. License Date / 30/04/2020
PerucTpaunonHblii HoMep aHa/u3a JIHuen3usi Ha NPOM3BOACTBO (1aTa)
Package size / Y nakoska 60 Doses / 60 103 GMP Compliance certificate Date / | 14,0602
GMP ceprudukaT (1ata)
Market / Phinok Russia / Poccus GMP Compliance certificate No./ | Grp.g)556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
npoaykra Ne
Ne | TESTS /NTOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIBTATDI

more than +25 % from the average value, | END / Koneu:

and not any dose can deviate more than | Minimum / Munnmym: 96.5%
+ 35% from the average value. Maximum / Makcumym: 101.9%
He Gonee 2-x u3 20 103 (10 HavanbHeix 103 | Mean / Cpeanee: 100.0%

1 10 koHeuHbIX 103 U3 10 ¢IakoHOB) MOTYT
VIMETb OTKJIOHEHHE OT CPEZHEr0 3HAUCHHUS
Oonee ueM = 25%, W HU ooHa 1032 HE
JOKHA MMETb OTKJIOHEHHE OT CPEHEro

|

|

|

Cneunduxaumns rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
3Ha4eHus Oonee ueM Ha + 35 %.

T Eciu ot 3 o 6 103 WUMEIOT OTKJIOHCHHS
/\\ 5 Ass 'J/;3 Gosice ueM = 25 %, HO MeHee ueM = 35 %, TO
PR >N HCTILITHIBAIOT cneaytoue 20 GpnakoHOB.
16 SN He Gonee 6 u3 60 103 MOryT HMETb
# * OTK/IOHEHHE OT CpelHero 3HaueHus Oosee
| Uio] <A qeM + 25 %, ¥ HM onHAa 70332 He AO/KHA
?w:) m)]o\’m/- ~ UMETb OTKJIOHEHHE OT CPEHEro 3HaueHus
\\/,} 32 6onee yem £ 35 %.
AN/) “\\u'/

Prepared By /JloarotoBna Checked By / Iposepun Approved By / OnoGpua
Signature / Iloanucob
Date / F - R R !

e e GaXInYT% I 12 )10p>
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /

TomkHoCTS Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
HanmeHoBaHUe NPOAYKHHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomerasoHa dhypoaTa MOHOTHAPATa CIpeii HasAIBHBIH J03MpoBaHHbIH 50 MKr

Active Ingredients /
JleiicTByomiMe BeliecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipest conepyut; aekicTsylomee BewecTso: Momerasona @ypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha Momerasona dypoat 50,00 Mkr

Strength / Xo3uposka 50 meg / 50 mkr Date of Mfg. / lata npoussoactsa 09/2022
Dosage form / Metered-dose nasal spray /
e g Cripefi HazanbHbIH Date of Exp. / Coaen xo 08/2024
eKapcTBeHHas dopma o
JAO3UPOBAHHLIHM
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JlaTa Bbinycka 16.10.2022
Batch No. / Cepun Ne 12220609 Qty. Released / Koanuecrso 65,280 BOT /
BbINYILEHO ¢naxonos
Batch size / Pasmep cepuu 69,444 BOT / pnaxonos Mfg.License No. / MNB/10/832
JIMIeH3Msi HA NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000418397 Mfg. License Date / 30/04/2020
PerucTpaunoHHbIii HOMep aHaJM3a JIuileH3nst Ha NPOU3BOACTBO (1aTa)
; GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudmkar (3ata) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprndukat (Homep)
Reference Specification No. /
Cneuudukauus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykTa Ne
Ne | TESTS /TTOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIbTATDI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum/Muuumym 96.7%

/ OaHOpOAHOCTDH
AO3HPOBAHHUSA
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measurements can deviate from the average
value more than + 25% and none can deviate
by more than + 35%.

1f 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 3Hauenus w3 10 onpeaeneHuit
MOXET OTKJIOHATCH OT CPEIHEro 3HA4YeHUA
6onee, ueM Ha + 25 %, U HU ogHoro, Oonee
yem Ha % 35 %.

Enu nBa wiM  Tpu 3HAYEHWUA HUMEIOT
OTKJIOHEHHS OGoniee yeM + 25 %, HO MEHbLIE,
yeM * 35 %, TO HCHBITHIBAIOT CHACAYIOLINE
20 ¢pnakoHOB.

He ©Oonee 1Tpex 3HaueHu#i u3 30
onpeieneHnii  MOryr OTKJIOHATBCH  OT
cpenHero 3sHaYeHHA OoJiee, yeM Ha = 25 %, U
HU 0AHOrO, 6osiee ueM Ha + 35 %.

Maximum / Makcumym: 101.9%
Mean / Cpentee: 100.0%

Prepared By / Thoarorosua

Checked By / IIposepua

Approved By / Ono6pua

Signature / [loanucy

A
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V201 011

— ; oy
Date / Aata )Wl 13fj0 |0
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajagf Kumar Garg
Designation /
esignation Officer-QA Officer-QA Asst. Manager - QA

JonKHoCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O INIPOAYKTA

Page 7 of 9/ C1p. 713 9

Name of Product /
HaumeHoBaHHe NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HANMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTaszoHa dypoaTa MOHOrMApATa CNipeli Ha3albHbIi 103HPOBAHHBIH 50 MKr

Active Ingredients /
JleiicTByIomK1e 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 cripess conepiurt; AeiicTylomee BeulecTBo: MoMerazoHa dypoata MOHOrMApar
51,72 mkr B nepecuere Ha MomerasoHa ¢ypoar 50,00 Mkr

Strength / JosupoBka 50 meg / 50 mxr Date of Mfg. / lata npoH3BOACTBa 09/2022
Dosage form / Metered-dose nasal spray /
g Crpeit Ha3aJbHBIH Date of Exp. / Toaen ao 08/2024
JlexapcTBennas ¢gopma o
JO3WPOBAHHBIN
Product code / Koa mpoaykra SRUO030007E040401EJ Date of release / llaTa Bbinycka 16.10.2022
Batch No. / Cepun Ne 12220609 Qty. Released / Koanuecrpo 65,280 BOT/
BBLIMYIIEHO ¢1aKOHOB
Batch size / Pazmep cepun 69,444 BOT / ¢naxoHoB Mfg, License No. / MNB/10/832
JIMueH3ust HA NPOU3BOACTBO (Homep)
Inspection Lot No.“/ 040000418397 Mfg. License Date / 30/04/2020
PeructpaumoHtblii HoMep aHaH3a JluueH3usi Ha NPOM3BOACTBO (AaTa)
: GMP Compliance certificate Date / 2
Package size / YnakoBka 60 Doses / 60 no3 GMP cepruduiar (1a1a) 18/06/2020
Market / Primok Russia / Poccus GMP Compliance certificate No./ | Gr1p_g1556/20/IN
GMP cepruduxaTt (Homep)
Reference Specification No. /
Cneuudukanus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIM |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATHI

15 | Microbiological Purity / Mukpo6unoJsiornueckasi 4ucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6mee uncno
a5po6HbIX OakTepuil n
JOPOMOKEBBIX U MJIECHEBBIX
rpubos (CyMMapHo)

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

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

Test for Absence of
Specified Microorganism /
Tect Ha cnennduyeckue
MHKPOOPraHH3Mbl:
Pseudomonas aeruginosa

Staphylococcus aureus

Absence per 1g (ml) of the product /
OTtcytcTBue B 1 1 (M) npenapaTa

JER

Bile-Tolerant Absence per 1g (ml) of the product / Absent / OTcyTCTBYET
Enterobacteria / OrcytctBre B 1 r (M) npemnapara
XKenmueycroifiupbie Absence per 1g (ml) of the product /
JHTEpPOGAKTEPUH OtcyTeTsre B 1 T (M) npenaparta Absent / O1cyTcTBYET
Prepared By / Hoarotosun Checked By / Ilposepu Approved By / OnoGpua

Signature / Iloanucy

ria

Date / lata v '7}7 ' Jo )241/7/ - ,:) Jrel 2~ 1}/10/)/0'7'\'

7
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kémar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JoJiKHOCTD

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOI'O INIPOAYKTA

Page 8 of 9/ Ctp. 8139

Name of Product /
HaunmeHoBaHMe NPOoAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTa3oHa (ypoaTa MOHOTMAPATA CTIpeH HasasibHbIA 103HPOBaHHEIH 50 MKT

Active Ingredients /
JeiicTByromue Bewecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cupest copepxut: aeficTayiowee BelecTso: MoMerazona @ypoara MOHOrApar
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 Mxr Date of Mfg. / lata npon3soacTBa 09/2022

Dosage form / Metered-dose nasal spray /

JexapeTsennas opma Cripeii HasanbHbHA Date of Exp. / Foaen xo 08/2024

JO3UPOBaHHEIH

Product code / Kox npoaykra SRU030007E040401EJ Date of release / /lata Bhinycka 16.10.2022

Batch No. / Cepus Ne 12220609 Qty. Released / KoandectBo 65,280 BOT/
BLINMYLWEHO ¢dnakoHOB

Batch size / Pasmep cepumn 69,444 BOT / dnaxoHos Mfg.License No. / MNB/10/832
JlMuen3us Ha npou3BoacTso (Homep)

Inspection Lot No. / 040000418397 Mfg' License Date / 30/04/2020

PerucrpauuoHHbIN HOMep aHAAU3A JIMuen3usi Ha NpoU3BOACTBO (aaTa)

Package size / YnaxoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (aata)

Market / Prinok Russia / Poccns GMP Compliance certificate No./ | ;rp g1 556/20/IN
GMP ceprudukaTt (Homep)

Reference Specification No. /

Creundukaunsi roToBOro SPC-CC-063691 Reference STP No. / CTIA Ne STP-CC-040947

npoaykra Ne

Ne | TESTS/IMOKA3ATEJIH | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3YJIBTATDI
16. | Assay / KoarnyecTBeHHOe onpeaeieHne
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 104.2% / 104,2%
Mowmerazona ¢ypoata Ot 85 % 10 115 % ot 3asBNeHHOTO
COAEPKaHUs
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 96.2% /96,2%
bBensankonus xaopuna Ot 80 % no 120 % ot 3asBIeHHOTO
COAEpXKaHUS
17. | Package Size / YnaxoBxa | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made from high-density polyethylene | from high-density polyethylene
P »&-; i~ equipped with a metering device and a cap | equipped with a metering de.vice anq a
Ay "S'J/;;’«,\ made from high-density polyethylene. One | cap made from  high-density
St 2 bottle together with the package insert per a | polyethylene. One bottle together with
i % | cardboard box. / ITo 60 wunu 120 mo3 | the package insert per a cardboard box.
E i * cycneHsud Bo ¢akome u3 moaMdTHIeHa | / 60 mo3 cycneH3uH BO (UIAKOHE M3
L6 “ ' | BBICOKOH [UIOTHOCTH ¢  JO3UPYHOIUMM | MOJHAITUIEHA BBLICOKOH MJIOTHOCTH ¢
\T 1) ),\fu/ ;”/ YCTpOHCTBOM 7] KpBILIEYKOH M3 | HO3UPYIOLLIUM YCTPOWCTBOM %}
_’f;: . :;.g;/ noauaTUAEHa BhicOKON mioTHocTH. [lo 1 | kpbilleukoif U3 NOMMATHIIEHA BBICOKOH
Vg - g &) (akoHy BMecT€ ¢ MHCTpyKUMEH TO | NIOTHOCTH. PO 1 ¢urakoHy BMECTE C
- arma> MEIVLHHCKOMY MpPUMEHEHHI0 B Tauke | MHCTPYKLMEN N0  MEIUUMHCKOMY
— KapTOHHOJA. TIPUMEHEHHUIO B NA4YKe KAPTOHHOM.
18. | Labeling / MapkupoBka According to ND / B coorBercrauu ¢ HJ
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
Xpanenue B saliyuieHHOM OT CBETa MecTe npu Temrepatype ot 15 1o 25 °C. He 3amopaxuBarhb.

Prepared By / [Iparorosua Checked By / ITposepua Apprgved By / Ono0pua
Signature / IToanuce /’j —
Date / Jarta yy/'/’}”""bol/')/ T lojun )}/lol.)vq/\,
Name/ ®N0O Yogesh Kumar Mehta Atul Kumar Aja!' Kumar Garg
Designation /
JI0/IKHOCTD Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOI'O INTPOAYKTA

Page 90of 9/Crp.9u3 9

Name of Product /
HaumeHoBaHHe npoayKuuyn

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHTOBAHHOE HAMMEHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MomeraszoHa ypoara MoHOTHApaTa cripeii Ha3abHbIA 103MpOBaHHEIH 50 MKF

Active Ingredients /
JeiicrByoune 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 cnpes cofepxut: Aeicrayloilee Belectso: Momerasona @ypoara MOHOIMAPAT

51,72 mkr B nepecyere Ha Momerasona ¢ypoat 50,00 Mxr

Strength / Jo3uposka 50 mcg / 50 Mkr Date of Mfg. / lata npon3Boactsa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapeTsennas dopma Crpeit Ha3AbHEIA Date of Exp. / 'ogen a0 08/2024
JIO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / JlaTa BbInycka 16.10.2022
Batch No. / Cepus Ne 12220609 Qty. Released / Konuuectso 65,280 BOT/
BbINYLUEHO ¢rakoHOB
Batch size / Pazmep cepun 69,444 BOT / gnakoHos Mig. License No. / MNB/10/832
JlMuen3usi Ha NPOH3IBOACTBO (HOMep)
Inspection Lot No. / 040000418397 Mfg. License Date / 30/04/2020
PerucrpaunoHHbIfi HOMep aHau3a JIuneH3us Ha NPoH3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Pack:
ackage size / YnakoBka 60 Doses / 60 no3 GMP ceprudmkar (1aa) 18/06/2020
Market / Puitox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)

Reference Specification No. /
Cneundukauus roroBoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CIIH Ne

STP-CC-040947

Ne | TESTS /NNOKA3ATEJIU

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJbTATBI

20 | Shelf-life / Cpok rognoctn

2 years /2 roga

Any deviation/Incident/QOOS: OOT/1101/2022/0048
Otxknonenusi/Unumaentel/Q0OC: OOT/1101/2022/0048

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.”

3ak/oueHne 0 COOTBETCTBHM: HACTOALIMM MOATBEPXKAAI0, YTO MPEACTaBleHHas Bblle HHGOPMALMA ABAACTCS
AOCTOBEPHOH W TouHOW. JlaHHas cepus Obina mpousBeneHa (BKIOYAs YNAKOBKY/MapKMPOBKY M KOHTPOJNb KadyecTBa) Ha
yKa3aHHOW BbIll€ MNPOW3BOACTBEHHOW TIUIOIIAZKE B TMOJHOM COOTBETCTBMM ¢ TpeboBanuamu Hapnexaluei
[Tpoussoacteennoi ITpaktukn (GMP) nokaibHBIX PerysisSTOpHbIX OpraHoB W TpeGOBaHMAMH HOPMAaTHBHON JOKYMEHTaLMK
JIN-003870-221221 ans pbiHka Poccun. [TpoTokobl MPOM3BOACTEA, YIIAKOBKY U MOKA3aTENH KadecTBa JaHHOM cepuu Obiiy

NPOaHANM3NPOBAHEL H CAENAHO 3aKMOYEHME, YTO OHH COOTBETCTBYIOT TpebGoBanuaM Hamnexatueit Il_p_omBOACTBeHHoi«’I
A

Npaktuxku (GMP). /\/ ,’f\&s;/\
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Prepared By / Ijarorosun Checked By / IpoBepna Approved By / Ono6pua

Signature / [loanuces W
Date / Jlata { /"/)]10{7,97,7, 1711el 22— ,?,/10))0‘7’\/
Name/ ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
JlonmHocTn
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