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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A I'OTOBOI'O IPOAYKTA
Page10f9/Crp. 1u3 9

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

HenaTeHTOBaHHOE HAUMEHOBaHUE Mowmerasona ¢ypoata MOHOrMapaTa cnpeil HazaJlbHeLi A03UpOBaHHbIH SO 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
JHeiicTBylomue ewecrsa | nosa cripest conepxurt: AeficTeyroliee BelectBo: Momerazona @ypoara MoHOrHapar
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / Jo3uposka 50 mcg / 50 mkr Date of Mfg. / lata npou3BoacTBa 11/2021
Metered-dose nasal spray /
Dosage form / o o
JlexapcTaennan hopma Cnpeit HazabHbBIH] Date of Exp. / Toaen ao 10/2023
: JO3WPOBAHHBIN
Batch No. / Cepus Ne 12210704 Qty. Released / Koauuectso 32,100 BOT/
BbINYyIIEHO ¢1akOHOB
Batch size / Paamep cepun 34,722 BOT/ ¢paakonos Mfg. License No. / MNB/10/832
JIvuen3us Ha npou3BoAcTBO (HOMeEp)
Inspection Lot No. / Mfg. License Date /
PerncTpaunonHblii HOoMep aHain3a 040000362900 JIMueH3usi Ha MPOU3BOACTBO (1aTa) 30/04/2020
. GMP Compliance certificate Date /
Pack
ackage size / Ynakoska 120 Doses / 120 no3 GMP ceprudmiar (1a7a) 18/06/2020
Market / Priok Russia / Poccus GMP Compliance certificate No. /| Gvip 1556/20/IN
GMP ceptudukat (Homep)
Reference Specification No. /
Cneundukauun rorosoro . SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIbTATbBI
1. | Description / Onucanue White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| Moutu Georo 1BeTa OT HEMPO3pa4YHOM

Ot Genoro a0 mourH Genoro UBeTa OT | KOHCHCTEHLMH IyCTas CYCHEH3HS.
OJTy IPO3pavHO i o HeMnpo3payHoH '
KOHCHUCTEHIMH TYCTast CyCTEeH3Hs.
2. | Identification / Hogauunocts
a) Mometasone Fuorate / | The retention time of the main peak in the | The retention time of the main peak in
MomeTtasona gypoar chromatogram of sample preparation should | the  chromatogram  of  sample
corresponds to the retention time of the main | preparation  corresponds to  the
peak in the chromatogram of standard | retention time of the main peak in the
preparation. / Bpema ygmepxuBaHua | chromatogram of standard preparation.
OCHOBHOTO NHMKa Ha Xpomarorpamme | / Bpems ynepkuBaHMA OCHOBHOTO
MCTIBITYEMOT0 pacTtBopa HOJDKHO | NMHMKa Ha XpOMaTorpaMMe UCIBITYeMOro
COOTBETCTBOBATh BPEMEHU YAEPKHBAHHs | pacTBOpa  COOTBETCTBYET  BPEMEHH
OCHOBHOTO NHMKa Ha XpoOMaTtorpamMMe | ynepXWBaHHs OCHOBHONO MHKa Ha
CTaHJapTHOTO pacTBopa XpoMaTorpamme CTaHJapTHOrO
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Name of Product /
HaumeHoBanmne npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBaHHoe HAKMEHOBaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 meg
Mowmerasona gypoata MoHOrHApara cipei Ha3albHbIM A03UPOBAHHEIH 50 MKT

Active Ingredients /
JeiicTByomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 1032 cripes conepKuT: AeHCTBYIOLIEE BEleCTRBO: MomeTasoHa PypoaTa MOHOrHApAT

51,72 mxr B niepecuere Ha MoMerasona dypoar 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 mxr Date of Mfg. / lara npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
JIeKangTBeHHaﬂ bopma Cripeit Ha3aNBHbBIA Date of Exp. / Foaen ao 10/2023 |
JO3UPOBAHHBIH |
Product code / Ko npoayxra SRU030007E040401DK Date of release / lata Bbinycka 13.12.2021 }
Batch No. / Cepust Ne 12210704 Qty. Released / Konuuecrso 32,100 BOT/ 3
BbIMYUIEHO ¢urakoHOB |
Batch size / Paamep cepun 34,722 BOT/ ¢nakonos Mifg. License No. / MNB/10/832
JIHueH3usi Ha npou3BoOACTBO (HOMep) )
Inspection Lot No. / Mfg. License Date / ?
Peructpaunonuslii Homep anaausa 040000362900 JInuensus Ha nponssoacrso (aara) 3010472020 ‘
Package size / Ynakoska 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020 |
GMP ceptudnkar (aara)
Market / Prrriok Russia / Poccits GMP Compliance certificate No./ | 5\p )556/20/1N
GMP cepTHdukar (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TIOKA3ATEJIM - LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJILTATDI

b) Benzalkonium chloride
/ BeH3aKoHUS XJIOpHI

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cj; and Cis in the
chromatogram of the standard solution. / Ha
XpOMaTrorpaMMe MCIBITYEMOFO PacTBOpa
JOOJKHBI  OOHApyXMBaTbC  MUKH, IO
BPEMEHAM YIEPKUBAHUS COOTBETCTBYIOILNE
NIHKaM TOMOJIOTOB OEH3AJIKOHHA XJIOpHAA
Ci2 u Cy4 Ha XpomaTOrpamMme CTaHAAPTHOIO
pacTBopa.

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
standard solution. / Ha xpomarorpamme
UCILITYEMOFO pacTsopa
06HapyKMBaAIOTCA ITHKH, 10 BPeMEHAM
yIepXKUBaHUA COOTBETCTBYIOLINE
NHUKaM  FOMOJIOTOB  GeH3aIKOHHsA
xnopuaa Ci2 u Ci4 Ha XpoMaTorpamMme
CTaHIAPTHOFO PacTBOpA.

3. | pH

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

4.711/4,711

4. | Density / [LnoTHOCTB

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

0.99 g/cm?®/ 0,99 r/ecm?

S. | Viscosity / Baskoctb

From 30 to 130 ¢Ps / Ot 30 no 130 cIl3

60.0 cPs/ 60,0 cIl3

6. | Osmolality /
OCcMOIATLHOCTD

From 250 to 350 mOsm/K g
Ot 250 o 350 MOcMm/kr

295 mOsm/Kg
295 MOcM/kr

7. | Leakage check /
Iposepka ¢uiakona Ha
TePMETHYHOCTh

Absence of any traces of leaks / OtcyTcTBME

' CIIE0B NPOTEUKU

No traces of leaks / Cnembi npoT_élTKn\
OTCYTCTBYIOT , v Vo

¢,

1 8. | Net content / Macca Not less than 18.0 g / He menee 18,0 r 182g/182r
colepRHMOro diakona ' A/
=R
\.\Z,i v
AN wL . ' o -
Prepared By / Hoarorosua Checkeg-By / [Iposepua Approved|ByLOjioGpua”
Signature / Hoanuce , - P
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Name of Product /
HaunmeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHTOBRHHOE HAaUMEHOBaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MoMmerazoHa dypoara MOHOrHApaTa cpel Ha3albHbIN J03UPOBaHHBIH 50 MKT

Active Ingredients /
HeficTBylomure BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CHpesa COACPKUT: llCﬁCTB}’lOU.[CC BEILECTBO: MoMeTazoHa <DypoaTa MOHOTHApAaT

51,72 mkr B nepecuere Ha Momerazona dypoar 50,00 Mkr

Strength / losupoBka

50 meg/ 50 mxr Date of Mfg. / laTta npon3soacTsa 11/2021
Dosage form / Metered-dose nasal spray /
I g Cnpeit HasanbHEIH Date of Exp. / Toaen ao 10/2023
eKapcTBeHHas popma .
JI03MPOBAHHBIH
Product code / Koa nponykra SRU030007E040401DK Date of release / Jara Bbinycka 13.12.2021
Batch No. / Cepust No 12210704 Qty. Released / Koanuecrso 32,100 BOT/
BbINYIEHO (baakoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxounos Mfg. License No. / MNB/10/832
JIuueH3us Ha npou3BoacTBO (HOMep)
InSpeCthn Lot NO.“/ 040000362900 Mfg' License Date / 30/04/2020
PerncTpaunoHHblii HoMep anaausa JInuen3ust Ha npoussoacTeo (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara) -
Market / Prtor Russia / Poccus GMP Compliance certificate No./ | 15 ) 55620/1N
GMP cepruduxat (Homep)

Reference Specification No. /
Cneundukauus rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

Ne | TESTS /TIOKA3ATEJIU

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJbLTATHI

9. | Number of deliveries per
container / Konuuecrso
103

Not less than 120 doses / He Menee 120 103

172 doses / 172 no3

10. | Pump delivery /
Macca posbi

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

Hnansuayanbuast macca 103bi: ot 85 %
1o 115 % ot TeopeTuueckoit Macchl J03bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennss macca 303b1: 01 90 % 10 110 %
OT TEOPETHUECKOH MaCCHI 03bI

Minimum / MunumymM: 91.7%
Maximum / Makcumym: 108.1 %
Average / Cpennee: 103.4%

11. | Particle size /
Pasmep uactuu

Particles < 10pm in size: Not less than 90%
YacTuu pasmepom < 10 MKM - He MeHee
90 %; :
Particles < 30pm in size: 100%

Yacruu pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTtun pasmepom > 30 MKM - TOIDKHBI
OTCYTCTBOBAaThH

99.73%/ 99,73%

100.0% / 100,0%

Absent / OtcyTeTByIOT -

! Y

Prepared By / IToarorosua Checked Byy/ Ilposepui Approved By / OgoGpua
Signature / Mognuce e
Date / Nata 1s)12) 24 $hah ‘S\\»\’WM
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
JokHocTs Officer - QA Officer - QA Asst. Manager -QA
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Name of Product /
HaumeHoBanHne npoaykumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona dypoara MoHOrMapaTa cnipeif HazalbHbIH 103MpOBaHHbIH 5O Mkr

Active Ingredients /
JeiicTByIoLIMe BelecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CHpes COOEPKUT. ueﬁcmy}omee BelllecTBO: MoMeTazoHa d)ypoaTa MOHOTHApAT

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

Strength / No3uposka 50 meg/ 50 Mxr Date of Mfg. / Jlata npou3BoACTBa 11/2021
Dosage form / Metered-dose nasal spray /
g Cnipeit HazalbHbIH Date of Exp. / 'oaen a0 10/2023
JlekapceTBeHHasn (opma .y
JIO3HPOBAHHBI}
Product code / Koa npoayxra SRU030007E040401 DK Date of release / /lata Bhinycka 13.12.2021
Batch No. / Cepun Ne 12210704 Qty. Released / Koanuecrso 32,100 BOT/
BbINYILEHO durakoHOB
Batch size / Pazmep cepun 34,722 BOT/ ¢pnaxonos Mig. License No. / MNB/10/832
JInueH3Husi HA NPON3BOACTBO (HOMep)
Inspectlon Lot No. / 040000362900 Mfg' License Date / 30/04/2020
PerucrpaunoHHbIH HOMep aHaIM3a JIHueH3Ms HA POU3BOACTBO (aaTa)
: GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprndmicar (aata) 18/06/2020
Market / Peiriok Russia / Poccus GMP Compliance certificate No./ | G\p_g1556/20/1N
GMP ceprudukaTt (Homep)

Reference Specification No. /
Creundrkauusi rorosoro
npoaykta Ne

SPC-CC-063688

Reference STP No. / CITHU Ne

STP-CC-040944

Ne | TESTS/HIOKA3ATEJIH |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTAThI

12. | Related Substances / Hlocroponnue npumecu

Any individual unspecified
impurity / EqunuqHoOM
HEHACHTUPHUIMPOBAHHOM
npHMecH

Total impurity /
CymmMma npumeceit

Not more than 0.20 % / He Gosee 0,20 %

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

Impurity DM / Not more than 0.15 % / He Gonee 0,15 % Below LOQ/ Himxe LOQ
Ipumecu 8DM

[mpurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6HapyxeHo
Mpumecu DMC

Impurity D/ Not more than 0.20 % / He Gosee 0,20 % 0.03 %/ 0,03%

Ipumecu D

0.05 %/ 0,05%

0.19%/0,19%

13. | Spray content uniformity
(Uniformity of delivery
dose) / OaHopoanocTh
BbLICBOOOXKIaeMOIT 103b]

Not more than 2 of 20 doses (10 initial doses
and 10 final doses from 10 vials) can deviate

more than + 25% from the average value and

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

If 3 to 6 doses deviate more than + 25% but
not more than + 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 % from the average value,

Beg / Hauado:

Minimum / Munumym:101.0%
Maximum / Makcumym:104.5%
Mean / Cpeanee:102.9%

Prepared By / oarotosua Checked By / Iposepua Approved By / Ono6pua
Signature / Moanucs L
Date / lata 1)) ) 132 &S\\»\'WM ‘
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / :
Jo.KHOCTS Officer — QA 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 HAMMEHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerazoHa gypoara MOHOrHapara crpeil HasaJbHbIM 1031poBaHHbi 50 MKr

Active Ingredients /
JeificTBylomue Beinecrsa )

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 coxepxut: AeicTBylowee Beltectso: MoMerazona ®@ypoara MOHOTHAPAT

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

Strength / No3uposka 50 meg / 50 mxr Date of Mfg. / [lata npon3BoaAcTBa 11/2021
Dosage form / Metered-dose nasal spray /
a g Cripeif Ha3anbHEIN Date of Exp. / 'oaen no 10/2023
eKapcTBeRHan popma
JIO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / laTa Boinycka 13.12.2021
Batch No. / Cepus N 12210704 Qty. Released / Konnuectso 32,100 BOT/
BbINYMEHO (r1akoHOB
Batch size / Pasmep cepuu 34,722 BOT/ pnaxoxos M. License No. / MNB/10/832
’ JInueH3us Ha npou3BoACTBO (HOMep)
Inspection Lot No.v / 040000362900 Mfg. License Date / 30/04/2020
PerucrpaunoHhblii HOMep aHaan3a JIMueH3ust HA NIPOU3BOACTBO (AaTA)
: GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 xo3 GMP ceprudukaT (1a7a) 18/06/2020
Market / Prinok Russia / Poccns GMP Compliance certificate No./ | 5\ p 1 556/20/IN
GMP ceptuduxaTt (Homep)

Reference Specification No. /
Cneuudukauns rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No./ CITH Ne

STP-CC-040944

Ne | TESTS /NNOKA3ZATEJIM

LIMITS / TPEBOBAHHU A

OBSERVATIONS / PE3YJIBTATbI

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

He 6onee 2-x uz 20 103 (10 HauanbHBIX 03
1 10 koHeuHbIx 103 U3 10 ¢hnakoHOB) MOTYT
UMETh OTKJIOHEHHE OT CPEAHEro 3HaueHMs
bonee yem = 25%, U HM O4HA AO3a He
OOMKHA HMMETb OTKJIOHEHHE OT CPEIHEro
3HayeHUd Oosee yeM Ha £ 35 %.

Ecmu ot 3 go 6 103 WUMEIOT OTKIOHEHHs
6onee yem £ 25 %, HO MeHee ueM = 35 %, TO
UCTIBITBIBAIOT Ctefiyrouye 20 (iakoHOB.

He Gonee 6 w3 60 mo3 MOIyT HMeThb
OTKIOHEHHE OT CpeAHEero 3HaueHus Gonee
yeM = 25 %, v HM ofHa [03a HE AOKHA
HMETh OTKJIOHEHWE OT CPEXHEr0 3HAYECHMS

END / Koneu:

Minimum / Muaumym: 93.0%
Maximum / Makcumym: 105.5%
Mean / Cpennee: 102.0%

Oonee ueM £ 35 %.

Prepared By / Iloarorosua Checked By / IIposepua Approved)By / OnoGpua
Signature / [Toanuch L B i
Date/ Aara I£))2 ) 1l dm [
Name / ®HO Atul Kumar Rohit Sing‘h Ajay Kumar Garg
Designation /
JloKHOCTS Officer — QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
HanmeHoBaHHe npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAWMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona ¢pypoara MOHOTHApaTa cripeil HasalbHbIH JO3MpOBaHHbIH 50 MKr

Active Ingredients /
JeiicrBylommne Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cripest conepkuT: AeficTBytouiee BenecTBo: MoMerasona ®ypoara MOHOIUIAPAT

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

Strength / Mo3uposka 50 meg/ 50 mxr Date of Mfg. / lata npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
g Cripeii HasanbHbIH Date of Exp. / Foaen ao 10/2023
JlekapcTeeHuas dopma
JO3UPOBaHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / JaTa Bbinycka 13.12.2021
Batch No. / Cepus Ne 12210704 Qty. Released / Koanuectso 32,100 BOT/
BbINMYyIIEHO (hnakoHoB
: Mfg.License No. /
Batch size / Pasmep cepuu 34,722 BOT/ dnaxonos JIniieH3HR HA NOMIBOACTBO (HOMEp) MNB/10/832
Inspection Lot No.“/ 040000362900 Mfg. License Date / 30/04/2020
PerucrpauHoHHblil HOMEp aHaIu3a JIMueH3Hus HAa NPOU3BOACTBO (aaTa)
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudukar (1a7a) 18/06/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneuudukauus rorosoro SPC-CC-063688 Reference STP No. / CTIM Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATBI

14 | Uniformity of dosage units
/ OaHoposHOCTL
A03MpOBAHHS

Not more than 1 wvalue from 10
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 w3 10 onpenenenuit
MOXET OTKJIOHATCA OT CPEJHEro 3HayeHMs
6onee, yem Ha * 25 %, u HM OoJHOTO, Gosee
yem Ha £ 35 %.

Enn [Ba Wi Tpd 3HaueHMs WMEIOT
OTKJIOHEHUS GoJiee ueM + 25 Y%, HO MeHbILE,
yeM + 35 %, TO HCHBITHIBAIOT ClieAYIOLIME
20 ¢nakoHOB.

He Oonee Tpex 3Hauenmii wu3 30
OMpPENCNIEHHHT  MOTYT  OTKJIOHATBCHA  OT
CpelaHero 3HaueHus Oonee, yem Ha + 25 %, H
HU oHOTO, Goniee yeM Ha + 35 %,

Minimum / Musaum 101.0%
Maximum / Makcumym: 104.5%
Mean / Cpennee:102.9%

Prepared By / Iloarorosua Checked By / IIposepua Approved\By / OpoGpua
| Signature / Moanucs . N
Date / Jlata s )e) 1Tt '\S\'\v‘:wvl
Name / PHO "~ Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
JokHOCTb Officer — QA Officer - QA Asst. Manager -QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIN3A 'OTOBOI'O ITPOAYKTA

Page 70f9/Cryp. 7u3 9

Name of Product /
HaumeHoBaHHe npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTa3sona gypoara MOHOTHApATa Cripeil Ha3aTbHEIN A03MPOBAHHEIN 50 MKT

Active Ingredients /
JeiicTByI0IIHE BeecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cnipes coaepxut: AeHcTByIOLIEE BeWecTBO: MoMerasoHa ®ypoara MOHOrHAPAT

51,72 mxkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / lara npousBoacTsa 11/2021

Dosage form / Metered-dose nasal spray / ,

JexapcTaennan gopma Crpeit HasabHBIH Date of Exp. / Toaen go 10/2023

JO3UPOBaHHBIN

Product code / Koa npoayxra SRU030007E040401DK Date of release / [lata Bbinycka 13.12.2021

Batch No. / Cepun Ne 12210704 Qty. Released / Koanuectso 32,100 BOT/
BbINYUIEHO ¢akoHoB

. Mfg.License No. /

Batch size / Pazmep cepun 34,722 BOT/ ¢naxonos JIHieH3Hs KA NPOHIBOACTBO (HoMeEp) MNB/10/832

Inspection Lot No. / 040000362900 Mig. License Date / 30/04/2020

Perncrpaunounsiii HOMep aHaan3a JInuensus Ha npoussoacTso (aarta) :

: GMP Compliance certificate Date /

Package size / YnaxoBka 120 Doses / 120 no3 GMP ceprudmiar (1a1a) 18/06/2020

Market / Prinok Russia / Poccns GMP Compliance certificate No./ | ;b ;556/20/1N
GMP cepruduxar (HoMep)

Reference Specification No. /
Cneundukanun rotosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

M | TESTS/TNIOKA3ATEJHU |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATbI

15 | Microbiological Purity / MukpoGuosiornueckas 4ucTora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uiee uncno
a’po0OHBIX OakTepHit u
IPOXCKEBBIX U IUIECHEBBIX
rpu6oB (CyMMapHO)

Test for Absence of
Specified Microorganism /
TecT Ha cneunduyeckue
MHKPOOPTaHH3MBI:

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

npenapara

Less than 10 c¢fu/ml/
Menee 10 KOE/Mn

N Phamace
/

Narmaceiy

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyTcrayer ~— =

Staphylococcus aureus Orcyretue B 1 r (M) npenapara

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

Enterobacteria / OrcytcTue B 1 1 (Mn) npenapata

XKemueycroifuussie Absence per 1g (ml) of the product / Absent / OTcyTcTBYeT

SHTEPOOAKTEPHH OrtcyrcTBue B | r (M) npenapara

Prepared By / IToaroroBua Checked By) Iposepui Approved{By / Omno6pu

Signature / loanuce =
Date / Jlata 1s)/c )14 1she b \$ \\'\,\’W\’]
Name/ ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
llo.m%mocrb Officer - QA Officer — QA - Asst. Manager -QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PHHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona ¢gypoara MoHoruapara cnpe# HasalbHbIA 103UPOBaHHBIN 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 no3a cnipest conepxuT: JelicIByIoLee BewecTBo: MoMeTasona dypoata MOHOTHAPAT

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

Page 8 of 9/ C1p. 8139

Name of Product /
HaumeHoBaHHe npoayKuuH
Generic name /

HenaTeHToBanHnoe HAaUMEHOBaHUe

Active Ingredients /
JeficTBylomue BemecTsa

Strength / No3uposka 50 meg/ 50 mkr Date of Mfg. / JaTa npon3BoacTsa 11/2021
Dosage form / Meterfd-dose nasal spray /
JlexapcTaennas hopma Cnpeit HA3QIBHEIH Date of Exp. / Foaen ao 10/2023
JI03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 13.12.2021
Batch No. / Cepun Ne 12210704 Qty. Released / Koanyectso 32,100 BOT/
BbINMYILEHO ¢aakoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Mg, License No. / MNB/10/832
JInuen3ust Ha Nnpou3BOACTBO (HoMep)
Inspection Lot No. / Mfg. License Date /
Perucrpaunonnbiit nomep anaausa 040000362900 Jlmglemml Ha NPOM3BOACTBO (AaTa) 30/04/2020
Package size / Ynakoska 120 Doses / 120 no3 gmg cce(;::lf(;:::;ic&:_:_f;)cate Date/ 18/06/2020
Market / PLinok Russia / Poccus GMP Compliance certificate No. /| v 1p_01556/20/1N
GMP cepruduxaTt (Homep)
Reference Specification No. /
Crneundukauus rotosoro SPC-CC-063688 Reference STP No. / CTTU Ne STP-CC-040944
npoaykra Ne
' EARNE =
Ne | TESTS /IOKA3ATEJH | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3YJABLTATHI |-,
16. | Assay / KonnuecTBeHHOE onpencsieHHe R
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 100.8% / 100,8%
Mowmerasona ¢ypoara Ot 85 % no 115 % or 3asBI€HHOTO
COZIEpXKAaHUs
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 95.2% / 95,2%
bensankonus xnopuna Ot 80 % mo 120 % ot 3asBaeHHOTO
COAEPKaHus
17. | Package Size / Ynakoka | 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle
' made from high-density polyethylene | made 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. / Ilo 60 wunx 120 no3 | the package insert per a cardboard box.
CYCHEH3WH BO (iakoHe M3 mnomudTwieHa | / 120 o3 cycreHsum Bo (uakoHe H3
BBICOKOH  INIOTHOCTH C  JO3HUPYIOLLMM | MOJIM3TUICHA BBICOKOH ILIOTHOCTH C
yCTpoHicTBOM " KpbIILIeuKOH 13 | NO3UPYIOLIUM YCTPOHUCTBOM H
MOJNHMITHIEHA BBICOKOHW MAOTHOCTH. Ilo 1 | KpbIlI€UKOH U3 MOJMITHIEHA BBICOKOH
¢nakony Bmecte ¢ umHCTpykumeil no | muotHoctn. ITo 1 ¢uakoHy BMecTe ¢
MEIMLMHCKOMY [NPMUMEHEHHMIO B rauke | MHCTPYKUMEH N0  MEOMUHMHCKOMY
KapTOHHOM. NMPHUMEHEHMIO B NTa4Ke KapTOHHOM.
18. | Labeling / MapkupoBka According to ND / B cootserctuu ¢ HJI
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHeHne B sammiienHoM ot cBeta Mecte npu Temneparype ot 15 1o 25 °C. He 3amMopaxusath.
20 | Shelf-life / Cpok rogsocrn | 2 years / 2 rona

Prepared By / Ioarorosua Checked By / lIposepua Approved By / Ono6pna
Signature / [Toanucek < -
Date / Mata I£]1 ) 1$he 114 1% Ll
Name / PHO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
,Z[om%mocn, Officer — QA Officer - QA Asst, Manager -QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIM3A I'OTOBOI'O INTIPOAYKTA
Page 90f9/CTp.9u3 9

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

HenarenToBaHHOE HAMMEHOBaHUE MowmeTtasoHa ypoara MOHOTHApaTa cnpel HasanbHbIM K03UpOBaHHBIN 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
HeiicTByromue BeuecTBa | 1 no3a cnpes conepxxut: AeicTBYIOUIee BellecTBO: MoMmeTazoHa DypoaTra MOHOTHApAT
51,72 mxkr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / Jo3uposka 50 mcg / 50 Mkr ‘Date of Mfg. / lata npon3Boacrsa 11/2021

Dosage form / ‘ Metered-dose nasal spray /

JlexapcTaennas Gopma Cripeii HasanbHbIit Date of Exp. / Topnen xo 10/2023

JA03UPOBaHHbIH

Product code / Koa npoaykra SRU030007E040401DK | Date of release / Jata Bhinycka 13.12.2021

Batch No. / Cepun No 12210704 Qty. Released / Koanuecrso 32,100 BOT/
BbINYILEHO ¢aakoHos

Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Mig.License No. / MNB/10/832
JluueH3ns Ha NPOH3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PerucTpaunoHubIil HOMep aHATHIA 040000362900 JInueH3nst HAa NPoU3BOACTBO (AaTa) 30/0472020

. GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 xo3 GMP ceprudukar (1a1a) 18/06/2020

Market / Phinok Russia / Poccus GMP Compliance certificate No./ | Gy1p_0)556/20/1N
GMP ceprudukaTt (Homep)

Reference Specification No. /

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

npoaykra Ne

Any deviation/Incident/Q0S: IN/1101/2021/0326

Otknonennss/Ununnents/QO0C: IN/1101/2021/0326

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIT1-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3akmovyeHHe O COOTBETCTBHH: HAaCTOAIUMM MOATBEPXKIAIO, UYTO NPEACTARNEHHAs BbIlE HH(OPMALMs ABIACTCS
HOCTOBEPHON M TOYHOW. JlaHHas cepus Gbina mpousBefeHa (BKIOYAs YNAaKOBKY/MapKHPOBKY M KOHTPOJb KauecTBa) Ha
yKa3aHHOH BbIIIE MNPOM3BOACTBEHHOH IUIOINAAKe B MONHOM COOTBETCTBMM ¢ TpeGoBaHuamm Hamnexameit
IIpoussoacreennoi IpakTrku (GMP) JOKaNbHBIX PETYNSTOPHBIX OPTaHOB U TPeGOBAHMAMH HOPMATHBHOM JOKYMEHTALIAH
JII1-003870-280916, M3m. Ne 1 ot 15.04.2019, Mam. Ne 2 ot 05.02.2020 mnis peiika Poccun. TIpoTokonsl MpoU3BOACTBA,
YIAKOBKH W TIOKA3aTe/IM KayecTBa JaHHOM cepud ObUIM NpOaHAIW3UPOBaHbl H CHENAHO 3aKIIOYEHWE, YTO OHH
COOTBETCTBYIOT TpeGoBanmuam Hamnexatueil [Tponssoncteennoii [paktuku (GMP).

Prepared Ry / Moarorosun Checked By / IIposepun | Approveq By / Ono6pua
Signature / Moanuce = D
Date/ Mara Is1/2) 1$he 4 et
Name / ®PHO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / \
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