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Name of Product /
HaumeHoBaHHe npoaAYKUWH

MOMAT RINO
MOMAT PHHO

Generic name/
HenaTeHToBaHHOE HAWMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3soHa ¢ypoata MOHOrHapara cripel HazaibHbIH 103WpoBaHHbIA 50 MKr

Active Ingredients /
JeficTBylouine BellecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cripest coAep uT: AeHCTBYIOMIEE BellecTBO: MoMmeTazoHa ®ypoaTa MOHOTMApAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / losuposka 50 mcg / 50 Mxr Date of Mfg. / Jlara npou3BoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
Jlexapcrsennan hopma Cnpeit HasanbHbill Date of Exp. / Fogen ao 08/2024
JI03UPOBAHHBIH
Product code / Kox npoayxra SRUO030007E040401EJ Date of release / laTa Bbinycka 30.09.2022
Batch No. / Cepust Ne 12220582 Qty. Released / Koanuectso 64,640 BOT/
BbINYEHO (akoHOB
Batch size / Pazmep cepun 69,444 BOT / danaxonos Mfg.License No. / MNB/10/832
JInueH3usi HA NPOM3BOACTBO (HOMeEp)
Inspection Lot No. / Mfg. License Date /
PerucTpaunoHHbIA HOMep aHANH3A 040000415507 JInueH3Hs HA NPoH3IBOACTBO (AaTa) 30/04/2020
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepTHduKkaT (naTa)
Market / Poinok Russia / Poccis GMP Compliance certificate No./ | Gy/p_01556/20/N
GMP cepruduxat (Homep)
Reference Specification No. /
Crneundmkauus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /NNOKA3ATEJIU LIMITS / TPEBOBAHUA 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. / | moutn Genoro uBeTa OT HENPO3pa4yHO
Ot Genoro mo mnourn 6enoro uBera OT | KOHCHCTEHLHM TyCTas CyCHEH3Hs.
NoJy Mpo3payvHo it 1o HENpo3pa4yHoi

KOHCUCTCHLIMU rycTas CYCIICH3H1A.

Identification / [TopanHHOCTL

a) Mometasone Fuorate /
MomeTtasona ¢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. / Bpema  ymepXuBaHHA
OCHOBHOIG MNHMKa Ha XpoMmarorpamme
MCIBITYEMOTO pacTBopa JOJKHO

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 yIepXWBaHHS OCHOBHOTO
MUKa Ha XpOMaTorpaMMe HCTIBITYEMOTrO

COOTBETCTBOBATH BPEMEHH YAEPXKHUBAHHUA | pacTBOPAa  COOTBETCTBYET  BPEMEHHM
OCHOBHOTO IIMK& Ha  XpoMaTorpaMMe | yACpXHBAaHUA OCHOBHOIO IIMKa Ha
CTaHOApPTHOr'O pacTBopa XpoMmaTtorpamme CTaHAApTHOrO
pacTBopa
i
Prepared By / lloaroTosua Chgeked By / ITposepua \Approved By / OnoGpua

Signature / Moanuce

A
Date / laTa VU“;MA_ ‘S\\OW’ LV
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Destanati
esignation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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Name of Product /
HaumeHoBaHue npoaykunu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona §ypoara MoHoruapara cnpeif HazanbHbIH 103upoBaHHEIH 50 MKkr

Active Ingredients /
JeficTByomne sBemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
| no3a cnipes coaepxuT: AelcTByoluee BewecTso: Momerasona @ypoarta MOHOrHApAT
51,72 mkr B nepecyere Ha Momerasona drypoar 50,00 Mkr

Strength / lo3upoBka 50 meg / 50 Mxr Date of Mfg. / laTta npoussoacrsa 09/2022

Dosage form / Metered-dose nasal spray /

Jlexapersennas bopma Cripei Hasaﬂbi{blﬁ Date of Exp. / F'oaen a0 08/2024

JI03MPOBAHHbIH

Product code / Kox npoaykra SRUQ30007E040401E]J Date of release / Jlata Bhinycka 30.09.2022

Batch No. / Cepusi Ne 12220582 Qty. Released / Kostuuectso 64,640 BOT/
BbINYiEHO durakoHoB

Batch size / Pasmep cepun 69,444 BOT / daxonos Mfg.License No. / MNB/10/832
JIMueH3us Ha NPou3BOACTBO (HOMeD)

Inspection Lot NOL/ 040000415507 Mfg. License Date / 30/04/2020

PervcTpaLMoHHbI! HOMEp aHANH3A JInueH3us Ha NpoH3BOACTBO (AaTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 no3 GMP cepruuxar (1a1a) 18/06/2020

Market / Poisiok Russia / Poccus GMP Compliance certificate No./ | G\1p 01556/20/1N
GMP ceprudunkar (Homep)

Reference Specification No. /

Cneundnkauus rorooro SPC-CC-063691 Reference STP No./ CI1U Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /IIOKA3ATEJIU

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIBTATHBI

b) Benzalkonium chloride
/ beH3aJIKOHHSA XJI0pua

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci2 and Cis in the
chromatogram of the standard solution. / Ha
XpOMATOrpaMMe HCMbITYeMOTO pacTBOpa
HOOJDKHBI  OOHApyXWBaThCS  MNHKH, MO
BPEMEHAM YAEPKUBAHUS COOTBETCTBYIOLIHE
nuKkam romMonoros OEH3aJKOHUS XJOpHaa
Ci2 u Ci4 Ha XpoMaTorpaMme CTaHaapTHOTO
pactBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cis4 in the chromatogram of the
standard solution. / Ha xpomaTorpamme |
UCTILITYEMOTO pacTBOpa
00Hapy»XHBalOTCA NUKH, 10 BPEMEHaM
yOepXKUBAHUS COOTBETCTBYIOLLHE
MHKaMm TrOMOJIOrOB  GEH3aIKOHUS
xaopuaa Ci2 1 Ciq4 Ha XpoMaTorpamme
CTaHJapTHOrO pacTBopa.

3. | pH

From4.3t04.9/014,3 04,9

4.66 /4,66

4. | Density / I1noTHOCTD

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

1.030 g/em?/ 1,030 r/em?

5. | Viscosity / Bsaskocern

From 30 to 130 ¢Ps/ Ot 30 no 130 cI13

48.7 cPs /48,7 cIl3

6. | Osmolality /
OCMONSIILHOCTD

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

292 mOsm/Kg
292 MOcM/kr

7. | Leakage check/
ITpoBepka diakona na
repPMETUYHOCTB

Absence of any traces of leaks / OTcyTcTBHE
CIIE/IOB MPOTEYKH

No traces of leaks / Cnenbl npoteuku
OTCYTCTBYIOT

8. Net content / Macca
COEPKHMOro (JIaKoHA

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

92g/92r

1
Prepared By / [Toarotosun Checked By / Iposepun \Approved By / Onobpua

Signature / Tloanucn * (A'—\/ _‘)/_
Date / JlaTa \¢ Jo )2 \g\\ow"’“ | (\\G\Vu\/
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /

esignation Officer-QA Sr. Officer-QA Sr. Manager - QA
Hoszxnocets

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®HUKAT AHAJIN3A 'OTOBOI'O ITIPOAYKTA
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Name of Product / MOMAT RINO
HaumeHnoBanue npoaykuun MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenatentosaHHoe HaumeHoBanne | Momerasona gypoara MoHOrHapaTa cnpeii Ha3albHbIA J03MPOBAHHBIM SO 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
HeiicTBytomue BemecTsa I nosa cripesi conepxuT: neiicTBylolee BelecTso: Momerasona ®ypoara MOHOTHApPAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / laTa npon3soacTBa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennas dopma Crpeit HasAnBHBIA Date of Exp. / Togen xo 08/2024

JIO3UPOBAHHBIH

Product code / Koa npoaykra SRUO030007E040401E] Date of release / JlaTa Bbinycka 30.09.2022

Batch No. / Cepus Ne 12220582 Qty. Released / Koanuecrso 64,640 BOT /
BbINYEHO (naxoHoB

Batch size / Pasmep cepun 69,444 BOT / naxotos Mfg.License No. / MNB/10/832
JInueH3usn Ha npou3BOACTBO (HoMep)

:’nspectlon Lot NO'./ 040000415507 Mfg. License Date / 30/04/2020

erucCTPalHOHHbI HOMEP aHAAU3A JInueH3ua Ha NPoH3BOACTBO (aaTa)

Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)

Market / Poinox Russia / Poccis GMP Compliance certificate No./ | Gvp 155620/1N
GMP ceprudpuxar (Homep)

Reference Specification No. /

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

npoaykta Ne

Ne | TESTS/TNIOKA3ATEJIHN LIMITS / TPEBOBAHHS1 OBSERVATIONS / PE3YJIbTATHI
9. | Number of deliveries per | Not less than 60 doses / He menee 60 103 92 doses / 92 no3
container / Konnuectno
A03
10. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Munumym: 91.9%
Macea no3bi of the theoretical dose mass / Maximum / Makcumym: 110.1%
HuansuayansHast macca ao3nl: ot 85 % Average / Cpennee: 107.1%

1o 115 % ot Teoperuueckoit Macchl A03bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansia macca 103b1: o1 90 % 10 110 %
OT TEOPETHUUECKOH MACCHI A03bI

11. | Particle size / Particles < 10pm in size: Not less than 90% | 100.0% / 100,0%
Pa3mep wacruu YacTru pasmepom < 10 MKkM - He MeHee
IR 90 %;

Particles < 30um in size: 100% 100.0%/ 100,0%
Yactuu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent | Absent / OTcyTcTBYIOT
Yactuu pasmepom > 30 MKM - HOKHDI

OTCYTCTBOBATh
1
Prepared By / [Toarorosua Checked By / [Iposepua )}pproved By / Ono6pua

Signature / Moanucs é/

8 dﬂ N /'.. T N “L; LA
Date / laTa IS’U/’LL \S\\OW \3\\ \
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
Tonmnocts Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Name of Product /
Haumenosanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBaAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona diypoara Monoruapara cripeit HasailbHbli J103MpOBaHHBIA 50 MKT

Active Ingredients /
HeiicTByiomne BewmecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
| no3a cripesi corepxuT: AeicTByOLIEE BellecTBO: MomeraszoHa (Dypoara MOHOrMApar
51,72 mxr B nepecuere Ha Momerazona ¢ypoar 50,00 Mkr

Strength / losuposka 50 meg / 50 Mkr Date of Mfg. / laTa npou3BoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
g Cripeit HasanBHbIH Date of Exp. / Toaen a0 08/2024
JlexapcreenHas gopma -
JIO3WPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Boinycka 30.09.2022
Batch No. / Cepus Ne 12220582 Qty. Released / Koanuectso 64,640 BOT/
BbINYILIEHO takoHOB
. Mfg.License No. / 10/832
Batch size / Pasmep cepun 69,444 BOT / diakoHos JIHieH3MR HA NPOIBOACTBO (HoMep) MNB/10/83
Inspection Lot No:/ 040000415507 Mfg. License Date / 30/04/2020
PerncrpaunoHHbIii HOMep aHAIM3a JInueH3usi HA NPOM3BOACTBO (1aTa)
: GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudukaT (1aa) 18/06/2020
Market / Phinok Russia / Poccis GMP Compliance certificate No. /| \1p 01556/20/1N
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauns roroBoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoaykTa Ne

Ne | TESTS/IIOKA3ATEJIH |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATHI

12. | Related Substances / Ilocroponnue npumecu

Impurity 8DM /
INpumecu 8DM

Impurity DMC /
[Tpumecu DMC

Impurity D /
ITpumecu D

Any individual unspecified
impurity / Exunuynoi
HEUAEHTU(GULIUPOBAHHO
npuMecu

Total impurity /
CymmMa npuMeceii

Not more than 0.15 % / He Gonee 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 Gonee 0,20 %

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

0.03%/0,03%

0.01%/0,01%

0.08% /0,08%

Not detected/ He oGrapyxeHO

Not detected/ He o6uapyxeHo

13. | Spray content uniformity
(Uniformity of delivery
dose) / OanopegnocTn
BbICBOGOKIaEMO 103b1
y \

/9/1—1'1_/f'

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 / MuaumyMm: 96.3%
Maximum / Makcumym: 101.6%
Mean / Cpennee: 100.0%

<4

Prepared By / Iloarorosun

1
\Approved By / Onobpua

Checked By / Tposepua
Al —

Signature / lonnuce

I

CA"\/ ér

JoJkHocTh

Date / lata s v (s o VYM/ LA\ ve\ 2V
Name/®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHOE HAUMEHOBaHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MoHOrHApaTa Cpeit HA3abHBIH 103UPOBAHHLIH 50 MKT

Active Ingredients /
JeiicTBylommne 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 cnipes conepxuT: AelicTBYyOIEE BellecTBo: Momerasona ®ypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona dypoat 50,00 Mxr

Strength / No3uposka 50 mcg / 50 Mkr Date of Mfg. / lata npoussoactaa 09/2022
Dosage form / Metered-dose nasal spray /
0 g Cripeit Ha3abHBII Date of Exp. / Cogen a0 08/2024
exapcTBeHHas Gopma .
JIO3WPOBaHHbIN
Product code / Kox npoaykra SRUO030007E040401EJ Date of release / laTa Bbinycka 30.09.2022
Batch No. / Cepust Ne 12220582 Qty. Released / Koaunuecrso 64,640 BOT/
BLINYILEHO (1aKkoHOB
. Mfg.License No. / /10/832
Batch size / Pasmep cepun 69,444 BOT / ¢pnakoHoB JIHUeH3HS: HA MPOM3BOACTBO (HOMED) MNB/10/83
lnspectlon Lot No. / 04000041 5507 Mfg' License Date / 30/04/2020
PerucrpaunonHbiii Homep ananmsa JlHueH3us Ha npon3BoaACTBO (aaTa)
: GMP Compliance certificate Date /
Package size / Ynakobka 60 Doses / 60 103 GMP cepruduicar (1a7a) 18/06/2020
Market / Prinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmkar (Homep)

Reference Specification No. /
Cneundukauus rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CIIU Ne

STP-CC-040947

Ne | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIbTATDI

more than =25 % from the average value,
and not any dose can deviate more than
+ 35% from the average value.

He Gonee 2-x u3 20 103 (10 HauanbHeIX 103
1 10 KoHeunbIxX 103 U3 10 ¢nakoHOB) MOTYT
HMETb OTKJIOHEHWE OT CpPEeAHEro 3HayeHus
Oonee 4weM + 25%, ¥ HU OOHA H03a HE
AOKHA WMEThb OTKIOHEHME OT CpPEOHEro
3HaueHus Gonee yem Ha £ 35 %.

Ecan or 3 n0 6 n03 MMEIOT OTKIOHEHUs
Gostee ueM + 25 %, HO MeHee 4eM £ 35 %, To
HCMBITBIBAIOT Ciieayouue 20 GakoHOB.

He Oonee 6 w3 60 no3 moryr umets
OTKJIOHEHHE OT CpeaHero 3Hauenus Gonee
yeM % 25%, U HM OfHA 1033 He NOJDKHA
MMETb OTKJIOHEHHE OT CPEIHEr0 3HAYCHHUS
Gonee ueM + 35 %,

END / Koneu:

Minimum / Munumym: 96.7%
Maximum / Makcumym: 103.5%
Mean / Cpennee: 100.0%

Prepared By / Moarorosua

Chegked By / Mposepun

Signature / IMoanuce

—J

\Approved By / OnoGpua
>

-

T\ o=

Date / JlaTa S ol sg\\"k"’""/
Name / ®DHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designati

esignation / Officer-QA Sr. Officer-QA Sr. Manager - QA

Jonxuocrn

FCM/QA054/08.00
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Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTasona ¢pypoara MOHOrH/ApaTa cnpel HazaIbHbIA 103MPOBaHHBIH 50 MKT

Active Ingredients /
JeiicTBylommue BewmecTsa

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

| no3a cnipes comepxuT: AeHcTBYIOWEE BeluecTBo: MomeTazona dypoara MoHOrHapaT

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

Strength / Josuposka 50 meg / 50 Mkr Date of Mfg. / lata npousBoacTBa 09/2022
D P / Metered-dose nasal spray /

osage form Cripeit HasabHbIi Date of Exp. / Toaen no 08/2024
JlexapcrBeHnas gopma P —
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JarTa sbinycka 30.09.2022

4,640 BOT/

Batch No. / Cepusi Ne 12220582 S:z;y‘f:l‘:‘;“’ / Koanuecteo gmawaOB
Batch size / Pasmep cepuu 69,444 BOT / ¢ naxonos J]\;llfﬁ.e]:::::s:aN:[.)(l)msoucTBo (Homep) MNB/10/832
Inspection Lot No. / 040000415507 Mfg. License Date / 30/04/2020

PerucrpaunoHHbiiit Homep ananuza

JIMueH3Usi Ha NPoU3BOACTBO (aaTa)

Package size / Y nakoBka

GMP Compliance certificate Date / 18/06/2020

60 Doses / 60 a0 GMP cepruduxar (aara)

Market / Poinok

Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN

GMP cepruduxar (Homep)
Reference Specification No. /
Cneuudukauus rotosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TTIOKA3ATEJIM LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIbTATHI

14 | Uniformity of dosage units
/ OaHOPOAHOCTH

AO03HPOBAHUA

Not more than 1 wvalue from 10 | Minimum/Munumym 96.3%
measurements can deviate from the average | Maximum / Makcumym: 101.6%
value more than + 25% and none can deviate | Mean / Cpeanee: 100.0%

by more than + 35%.

If 2 to 3 values deviate more than + 25% but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.

He Gonee 1 3Wauenns u3 10 onpeneneunii
MOXET OTKIOHATCA OT CPEIHEro 3HaYeHMs
Gonee, yeM Ha + 25 %, u HU ofHOrO, Gonee
yeM Ha + 35 %.

Env nmBa wmm  Tpu 3HaueHHss HMelOT
OTKJIOHEHHUs Gonee ueM + 25 %, HO MeHbLIe,
deM £ 35 %, TO HMCHBITHIBAIOT ClEAYIOILIHE
20 ¢nakoHOB.

He Gomee Tpex s3uHauenmii w3 30
OTpPENC/ICeHH  MOTYT  OTK/IOHATECA  OT
CpenHero sHaueHus Gosee, ueM Ha + 25 %, u
HM ofHOrO, Goslee yem Ha £ 35 %.

|

Prepared By / HoaroroBua " Chegked By / Nposepun \Approved By / Ono6pua

Signature / Tloanucs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A T'OTOBOI'O IPOAYKTA

Page 7of9/Crp. 7u3 9

Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerazoHa ypoara MoHOTHApaTa Cripeii Ha3anbHbIH 103UpoBaHHbIA 50 MKT

Active Ingredients /
HeiicTByomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIpes COACPKHUT! lleﬁCTBlelllCC BelecTBo: MomerasoHa (DypoaTa MoHoOruapar

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

Strength / Noznposka 50 meg / 50 mMkr Date of Mfg. / lara npon3BoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
g Cripeii Ha3anbHBINA Date of Exp. / T'oaen a0 08/2024
JlexkapcTBennas gopma
JI03UPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 30.09.2022
Batch No. / Cepust Ne 12220582 Qty. Released / Koanuectso 64,640 BOT/
BbINYUIEHO ($nakoHOB
: Mfg.License No. / 10/832
Batch size / Pasmep cepun 69,444 BOT / ¢pnaxonos JINLeH3HR Ha NPOMIBOACTBO (HOME) MNB/10/83
Inspection Lot NOL/ 040000415507 Mfg. License Date / 30/04/2020
Perucrpaunonublii HoMep ananusa JIHueH3Ms1 HA MPOH3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudukar (1aTa) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No./ | Gy1p_01556/20/N
GMP ceprudmkat (Homep)

Reference Specification No. /
Cneuudukaumst roToBoro
npoaykta Ne

SPC-CC-063691

Reference STP No. / CIIH Ne

STP-CC-040947

Ne | TESTS/IMOKA3ATEJIM |

LIMITS / TPEGOBAHUSA

| OBSERVATIONS / PE3YJIBTAThHI

15 | Microbiological Purity / Mukpo6uosioruueckasi uucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / Obwee uncno
ad>pobHbIX OaxTepuit u
IPOXKKEBBIX U MIECHEBEIX
rpu6oB (CyMmapHO)

Not more than 10% ¢fu per 1g (ml) of the
product / He 6onee 102 KOE B 1 r (M)

npenapara

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

Test for Absence of
Specified Microorganism /
TecT Ha cnennduyeckne
MHKPOOPraHU3MBbI:
Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant

Enterobacteria /

Kemeyersifiuiie

3HT%0§éiéTépHH
/o

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

Absence per 1g (ml) of the product /
OtcytcTeue B | r (Mu1) mpenapara

Absence per 1g (ml) of the product /
OrcyTtcTBHe B 1 T (M) nipenapara

Absent / OTcyTcTBYeT

Absent / OtcyTcTBYET

Absent / O1cyTCcTBYET

vy
\7,

i3 Y
* )
i Aelan— .
A ] ,‘i/

Chegked By / Iposepua

NG e ;> Prepared By / lloarotosua
A

Signature / Moafivres-

1
\Approved By / OnoGpun
7
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Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A I'OTOBOT'O IMTPOAYKTA

Page 8 0of 9/ Crp. 8139

Name of Product /
HaumeHoBaHne npoAYKUNH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHTOBaHHOE HAUMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomerasoHa dypoara MOHOrMApaTa ciipel Ha3albHbIH J03HpoBaHHbIA 50 Mkr

Active Ingredients /
JeiicTBYy1011HE BeluecTBA

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

I no3a cripes coaepxuT: AeHcTayolee BeuecTBo: Momerazona @ypoara MoHoruapar

51,72 Mkr B nepecuere Ha MomerazoHa dypoar 50,00 Mkr

Strength / losuposka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacTsa 09/2022
Metered-dose nasal spray /
gzi*;gpeci‘;': l—l/aSI popma Crpeli nasanbhbili e Date of Exp. / T'oaen no 08/2024
JA03WPOBAHHLIN
Product code / Koa npoayxra SRU030007E040401EJ Date of release / laTa Bbinycka 30.09.2022
Batch No. / Cepus Ne 12220582 Qty. Released / Koanuectso 64,640 BOT /
BbINYIEHO (1akoHOB
Batch size / Pa3mep cepuu 69,444 BOT / ¢pnakonos Mg, License No. / MNB/10/832
JInueH3ua Ha Npou3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PeructpaunonHslii Homep aHaausa 040000415507 Jluﬁemuﬂ Ha NPOoH3BOACTBO (AaTa) 30/04/2020
Package size / Y nakoBka 60 Doses / 60 103 g3$ cce‘;)';‘lfc'l;:‘l"‘c:sc&;‘ﬂ;a“ Date/ | 15/06/2020
Market / Privox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTtudukar (Homep)
Reference Specification No. /
Crneundukauusi rotoBoro SPC-CC-063691 Reference STP No. / CI1H Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TIOKA3ATEJM | LIMITS / TPEGOBAHUSI | OBSERVATIONS / PE3YJIbTATBI
16. | Assay / KoindecTBeHHOe onpeaesieHHe
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 102.4% / 102,4%
Mowmerazona ¢ypoara Ot 85 % 1o 115 % ot 3asABneHHOrO
COZIepXKaHHs
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content / | 88.5% /88,5%
BensankoHus xaopuna Ot 80 % 1o 120 % ot 3as1BIE€HHOTO
COAEpKaHHUA
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. / Ilo 60 unu 120 g03 | the package insert per a cardboard box.
cycreHsun Bo ¢uiakoHe M3 nonudtuieda | / 60 mo3 cycmeHsuM Bo (IakoHe H3
BBICOKOW  IJIOTHOCTH €  JO3HPYIOILMM | MOJM3THIIEHA BBICOKOH IUIOTHOCTH C
YCTpOHCTBOM )7t KPbILIECYKOH W3 | JO3UPYIOILUM YCTPOWCTBOM u
NOJMITWIEHa BbICOKON MNOTHOCTH. [lo | | KpblLI€YKOM W3 MOJHITHICHA BBLICOKOM
tnakoHy BMmecTe ¢ uHCTpykuued no | minotHoctu. Ilo 1 ¢uakoHy BMecTe ¢
MEIULMHCKOMY TPUMEHEHHI0O B [Mayke | HHCTPYKLMEH N0  MEIMUMHCKOMY
KapTOHHOH. NPUMEHEHHIO B MaYKe KApTOHHOM.
18. | Labeling / Mapxuposka According to ND / B cootsercteun ¢ HJ{
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHnenne B 3ammMileHHOM OT cBeTa mecTe npu Temneparype ot 15 no 25 °C. He 3amopaxuBarh.

Prepared By / [loarorosua

{
Chgeked By / Ilposepui \Approved By / OnoGpun

Signature / IToanucep
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Date / laTa Il \S\‘OW T\ 1o~
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIU3A rOTOBOI'O NIPOAYKTA
Page 9of 9/ Crp.9u3 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NpOAYKUKH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHTOBaHHOE HAMMEHOBAHME MomeTazona ypoara MoHOrMApaTa cNpeii HasalbHBIN J03UPOBAHHEIH 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
JeiicTBylomue BewecTsa 1 nosa cnpes coaepxut: neicTByIOWEE BellecTBO: MoMeTasona ®dypoara MOHOTHIAPAT
51,72 mxr B nepecuere Ha MomerasoHa dypoar 50,00 mxr
Strength / No3suposka 50 meg / 50 mxr Date of Mfg. / lata npon3soacTsa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapcTsennas dopma Cripeit HasabHbIlA Date of Exp. / F'onen o 08/2024
JIO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /laTa Boinycka 30.09.2022
Batch No. / Cepusn Ne 12220582 Qty. Released / Koanvecrso 64,640 BOT/
BbINYEHO ¢nakoHOB
Batch size / Pasmep cepun 69,444 BOT / dpnakoHos Mig.License No. / MNB/10/832
Jlnuen3na Ha npousBoacTBO (HOMep)
lnspectlon Lot NO:‘/ 0400004 1 5507 Mfg' License Date / 30/04/2020
PeructpaumonHbIit HOMep anaansa JInueH3us Ha Npou3BOACTBO (aaTa)
; GMP Compliance certificate Date /
k
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudmrar (1a7a) 18/06/2020
Market / Praox Russia / Poccns GMP Compliance certificate No./ | 5\p_g)556/20/1N
GMP cepruduxar (Homep)
Reference Specification No. /
Cneundukanus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHUSA I OBSERVATIONS / PE3YJIbTATHBI
20 | Shelf-life / Cpok rognocru | 2 years /2 roga

Any deviation/Incident/O0S: OOT/1101/2022/0046
OrxnoHenusa/Muunaentoi/O0C: OOT/1101/2022/0046

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. JITI-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aksiio4uenne 0 COOTBETCTBHM: HACTOSWMM MOATBEPKAAD, YTO NpPENCTABICHHAA Bbille MH(pOPMAUHS ABNAETCH
ROCTOBEPHOH M TOUHOM. JlaHHas cepus Gblna npousBedeHa (BKNIOYas yNakoBKY/MapkMPOBKY M KOHTPOJIb KauecTBa) Ha
YKa3aHHOH  BBIIE MPOM3BOACTBEHHOH TIOWAAKE B MONHOM COOTBETCTBMM ¢ TpeGoBaHMAMM  Hamnexawieid
Tlpoussoacteentoit [paktiku (GMP) n0KanbHbIX PEryNATOPHBIX OpraHOB M TPeGOBaHHMAME HOPMATUBHON JOKyMEHTaUUH
JII1-003870-221221 s peirka Poccun. [TpoTokossl TIpOU3BOJCTBA, YNIAKOBKH M [I0KA3aTe/H KauyecTBa AJaHHOH cepuu ObLIM
TpoaHaNn3upOBalbl M CHENAHO 3aKJIOUCHHE, YTO OHM COOTBETCTBYIOT TpeboBanmsam Hamnexaweit INMpoussoacTaedHol
[paxtuku (GMP)..
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