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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA
Page10f9/Crp.1u39

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

HenarenroBannoe naumenosanue | Momerasona dypoara MoHOTHIpaTa cipeli Ha3aILHEBIM 103MPOBaHHEIH 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
JelicTayomue BewecTsa 1 no3a cnpes conepxuT: aeiicTylowee BelecTso: Momerazona Pypoara MOHOrHAPAT
51,72 mkr B nepecyere Ha Momerasona dypoat 50,00 Mkr
Strength / Nosuposka 50 mcg / 50 mxr Date of Mfg. / lara npou3soacrsa 11/2022
Dosage form / Metered-dose nasal spray /
JlexapcTsennas dopma Cnpeii HasanbHblA Date of Exp. / F'ogen ao 10/2024
JIO3HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Buinycka 08.12.2022
Batch No. / Cepun Ne 12220745 Qty. Released / Koanvectso 33,320 BOT/
BLIYLIEHO ¢nakoHoB
Batch size / Pasmep cepuu 34,722 BOT/ ¢nakouos Mg, License No. / MNB/10/832
JInueH3ust Ha NPoU3BOACTBO (HOMeEp)
:)nspectlon Lot No.“/ 040000427980 Mfg. License Date / 30/04/2020
€rHCTPALIHOHHbII HOMEDP AHATH3A JIHUeH3Hs HAa IPOM3BOACTBO (aaTa)
: GMP Compliance certificate Date /
Package size / Ynakonka 120 Doses / 120 no3 GMP ceprudurar (1a7a) 18/06/2020
Market / Prasox Russia / Pocous GMP Compliance certificate No./ | Gy1p_01556/20/1N
GMP ceprudukaT (nomep)
Reference Specification No. /
Cneundmrxauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIBTATbDI
1. | Description / Onucanne White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| Tloutu Genoro UBeTa OT HEMPO3pPAYHOIM
Or Genoro no mourH 6esoro UBETa OT | KOHCHCTEHIIMM TYCTas CYCIICH3HS.
N0J1y TPO3pauHoi o HenpospavHoi

KOHCHUCTEHLMNH IyCcTas CyCreH3Hs.

2. Identification / ITogiMHHOCTD

a) Mometasone Fuorate/ | The retention time of the main peak in the | The retention time of the main peak in

MowmeTasona ¢pypoar 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. / Bpems  ynepxuBauus | chromatogram of standard preparation.
OCHOBHOTO  THKa HAa  XpoMatorpamme |/ BpeMs yIepXuBaHHA OCHOBHOTO
UCTILITYEMOTO pacTBopa JOJDKHO | IHKa Ha XpOMaTorpaMMe HCIBITYEMOro
COOTBETCTBOBATL BPEMEHH YIEP/KMBAHHA | PaCTBOPa  COOTBETCTBYET  BPEMEHHU
OCHOBHOMO MWKA HAa XpoMaTrorpaMme | yaep>KHBaHHS OCHOBHOIO [HKA HA

CTaHOApTHOrO pacTBopa XpoMaTtorpamMme CTaHAapTHOI O
paTtBopa
* \G_
*
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Prepared By / Iloarorosua Checked By / Ilposepua Apprived By / Ono6pua
Signature / Hoanuce A - = all
Date / laTa 09/ 12/‘2 (ﬁ\‘w o "Lh”%
Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
JToamnocts Officer-QA Sr. Officer-QA Asst. Manager - QA
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Name of Product /
HaumeHoBaHHE NPOAYKUHHK

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MoMerazoHa QypoaTa MOHOTHAPATA Cpel Ha3aIbHbIH JO3MPOBaHHEIH 50 MKT

Active Ingredients /
JeiicTBylomwMe BemecTBAa

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: Acicraytoliee BeLecTeo: MoMerasoHa ®ypoata MoHOrMApaT

51,72 mkr B nepecyere Ha Momerazona ¢ypoar 50,00 mxr

Strength / Josupoeka 50 mecg / 50 Mkr Date of Mfg. / lata nponssoacTBa 11/2022

Dosage form / Metered-dose nasal spray /

JexapeTsennan hopma Crpeii Ha3a.ﬂb5!mﬁ Date of Exp. / Fogen ao 10/2024

JIO3UPOBAHHEIH

Product code / Koa npogykra SRU030007E040401DK Date of release / laTa Bbinycka 08.12.2022

Batch No. / Cepus Ne 12220745 Qty. Released / Koan4ectso 33,320 BOT/
BbLINYEHO (r1akoHOB

Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos Mfg.License No. / MNB/10/832
JInnen3us Ha NPoU3BOACTBO (Homep)

lnspection Lot No. / 040000427980 Mfg’ License Date / 30/04/2020

PerucrpanuoHHblii HOMEp aHANH3A JIMueH3Hs Ha NpoN3BOACTBO (AaTa)

: GMP Compliance certificate Date /

Package size / Ynaxoska 120 Doses / 120 no3 GMP ceprudmkar (17a) 18/06/2020

Market / Puitiok Russia / Poccus GMP Compliance certificate No./ | Gyvrp_g)556/201N
GMP ceprudukat (Homep)

Reference Specification No. /

Cneuuduranus roroBoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /NNOKA3ATEJHU

LIMITS / TPEGOBAHUS

OBSERVATIONS / PE3YJIbTATbHI

b) Benzalkonium chloride
/ BeHsankoHu XJ1I0pHa

AR

N s

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci»

S chloride homologues Ci; and Ci4 in the
&/ chromatogram of the standard solution. / Ha | and Ci4 in the chromatogram of the
;| * XpomarorpaMme HUCHbITyeMOro pacrsopa | standard solution. / Ha xpomarorpamme
| © - AOJKHBI  OOHApyKHMBAaThC MUKW, IO | UCTBITYEMOTO pacTBopa
A »0\\\‘/ BpPEMEHAM YIEpXKHBAHHS COOTBETCTBYIONIHE | 0OHApPYXHBAIOTCA NMHAKH, N0 BpeMEHaM
O, TIHKaM TOMOJIOTOB OEeH3aJIKOHUA XJIOpUJa | yJAepXKHBaHHA COOTBETCTBYIOLINE
,,\,, Ci2 n Cy4 Ha XpoMaTorpaMMe CTAaHAAPTHOTO | MUKaM  rOMOJIOrOB  OeH3ajlKOHUs
Areant) pacTBopa. xyopuja Ci; u Ci4 Ha XpoOMaTOrpaMme

CTaHOAPTHOTO PacTBOpa.
3 pH From4.3t04.9/0t14,3 n04,9 4,73 /4,73

4. | Density / IInoTHocTh

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

1.01 g/em®/ 1,01 r/cm?®

5. | Viscosity / Bsiskocrn

From 30 to 130 ¢Ps/ Ot 30 mo 130 cIlI3

54.8 cPs /54,8 cIl3

6. | Osmolality /
OCcMONANLHOCTL

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

292 mOsm/Kg
292 mOcM/kr

7. | Leakage check/
IlIpoBepka ¢prakoHa nHa
FePMETHYHOCTD

Absence of any traces of leaks / OTcyTcTBHE
CIIeI0B MPOTEYKU

No traces of leaks / Cnenbl npoTeuku
OTCYTCTBYIOT

8. | Net content / Macca
coaep:kumoro grakoHa

Not less than 18.0 g/ He menee 18,0 r

182g/182r

Prepared By / IToaroToBua hecked By / llposepna Approved By / OnoGpun
Signature / oanuck , /= ' -
| Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
| Designation /
1 JloaKHoCTS Officer-QA Sr. Officer-QA Asst. Manager - QA
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Name of Product /
HaumeHoBaHHe NpoayKUUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenToBaHHOE HAHMEHOBANHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3oHa ¢ypoara MoHOrHApaTa crpei Ha3anbHbIH JO3UPOBAHHBIH 50 Mkr

Active Ingredients /
JeitcTByromue BeuiecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a crnpest comepxUT: AeiicTBylolee BemecTBo: MoMeTasoHa Pypoara MOHOrMAPAT
51,72 mkr B nepecuere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Josnposxa 50 meg / 50 Mkr Date of Mfg. / lara npou3BoACTBa 11/2022
Dosage form / Metered-dose nasal spray /
1 g Cripeii HasabHbIHA Date of Exp. / F'ogen no 10/2024
eKapcTBeHHas popma o
JI03MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa Bbinycka 08.12.2022
o Qty. Released / KoanuecTBo 33,320 BOT/
Batch No. / Cepusi Ne 12220745 BLINYINeHO . {nakoHos
. Mfg.License No. / B/10/832
Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos JIHIEH3MS KA NPOU3BOACTBO (HoMep) MN .
lnspectlon Lot NO-“/ 040000427980 Mfg' License Date / 30/04/2020
PerucrpaunonHblii HoMep aHaN K34 JInuen3na Ha Npou3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmuxaT (1a71a) 18/06/2020
Market / Poiok Russia / Poccus GMP Compliance certificate No./ | qy1p_g1556/201N
GMP ceprudukar (Homep)

Reference Specification No. /
Cneundukauus rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CIIH Ne

STP-CC-040944

Ne | TESTS /ITOKA3ATEJIN

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIBTATHI

9. | Number of deliveries per
container / KosinuectBo
03

Not less than 120 doses / He Menee 120 no3

147 doses / 147 no3

10. | Pump delivery /
Macca nosni

Individual dose mass: from 85% to 115%

of the theoretical dose mass /

WnpuBuayanbHast macca 103bi: ot 85 %
1o 115 % ot TeopeTrHueckoit Macchl 4036,

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /

Average / CpenHee:

Minimum / MunumymM: 97.1%
Maximum / Makcumym: 108.2%

104.2%

Cpeanss macca ao03bi: ot 90 % 10 110 % e
OT TEOPETHYECKON MACChI 103bI [

11. | Particle size /
Pa3mep yacTuil

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

90 %;

Particles < 30um in size: 100%
Yacrun pasmepom < 30 mim - 100 %

Particles > 30pm in size: Should be absent | Absent/ OTcyTcTBYIOT

YacTun pasmepom > 30 MKM - OKHBI

OTCYTCTBOBATb

Prepared By / [Toarorosua Checked By / Ilposepua Approved By / OaoGpua

Signature / Hoanucs
Date / laTa 67,}7/7 17 Oq\\‘w °°L D/IVW
Name/ ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
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Name of Product / MOMAT RINO
HaumeHoBaHue npoayKunu MOMAT PHHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTreHToBaHHOE HAMMEHOBaHKHE Mowmerasona ¢ypoara MOHOTHApaTA Clpei Ha3aJIbHBIA A03UpOBaHHbIA 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
JeiicrByouue BemecTsa 1 no3a crpes conepxkut: aeicrpytoluee BelecTBo: MomerasoHa Pypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MomerazoHa ¢ypoar 50,00 mxr
Strength / Mo3uposka 50 meg / 50 Mkr Date of Mfg. / Jlara npou3BoACTBa 11/2022
Dosage form / Metered-dose nasal spray / '
g Crpeil HasanbHBI#H Date of Exp. / Togen no 10/2024
JlekapcTeeHHas dopma N
JI03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlata Bbinycka 08.12.2022
Batch No. / Cepus Ne 12220745 Qty. Released / KoqnuectBo 33,320 BOT/
BLINYIUEHO ¢1akoHOB
. Mfg.License No. /
Batch size / Pasmep cepum 34,722 BOT/ dnakonos JTMUEH3HA HA MPOH3BOACTBO (HOMEp) MNB/10/832
Inspection Lot No. / 040000427980 Mfg. License Date / 30/04/2020
PerucTpauvoHHbIi HOMep aHAIH3A JIuueH3usi Ha NPOU3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Package size / Ynakosxa 120 Doses / 120 n03 GMP cepruduxar (1ata) 18/06/2020
Market / Prinok Russia / Poceus GMP Compliance certificate No./ | Gyip_g1556/20/1N
GMP cepruduxar (Homep)
Reference Specification No. /
Cneundmxauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykTa Ne
Ne | TESTS/TMTOKA3ATEJIN ! LIMITS / TPEBOBAHHSA | OBSERVATIONS / PE3YJIBTATBI
12. | Related Substances / ITocroponnune npumecH
Impurity 8DM / Not more than 0.15 % / He 6oxee 0,15 % Not detected/ He o6Hapyxeno
[Ipumecu 8DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6HapyxeHo
Tpumecu DMC ' T
_ Sy ASs, T
Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.02%/0,02% /} S ¢
Ipumecu D // 54
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.04% / 0,04% ) »
impurity / ExuHU4YHOM 2
HEeHAEHTUULMPOBAHHOM !\ \»/] Vi~
fpuMecH L0 o
Total impurity / Not more than 0.60 % / He 6osnee 0,60 % 0.10%/0,10% e Ui gV
. rarmac?
CyMmma npumeceii "
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses |{ Beg / Hauano:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Muanmym: 98.9%
dose) / OnHopoaHoCTh more than + 25% from the average value and | Maximum / Makcumym:102.0%
BBICBO0OXKIAEMOI 103bI not any dose can deviate more than + 35% | Mean / Cpennee:100.0%
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
i more than =25 % from the average value,
1
| Prepared By / IloaroroBua Checked By / IpoBepua Apprjved By / OnoGpna
| Signature / lloanuck : =
‘ — -
3 Date / lata o) /1 o\ 14 )2
i Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kdmar Garg
Designation /
JlosHoCTS . Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
HanmeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTteHToBaHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerazona ¢ypoara MOHOTHApaTa cnipeil HasaIbHbIH 103UpOBaHHbIA 50 MKT

Active Ingredients /
JeiicTBylolKe BemecTBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
.| calculated for Mometasone Furoate 50.00 mcg
I mo3a cripest comepxHT: AckcTBYIOLIEE BellecTBO: MomerasoHa Pypoara MOHOIHApPAT

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

Strength / Jo3uposka 50 mcg / 50 Mxr Date of Mfg. / lata npoH3BoaCTBa 11/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsentas Gopma Cripeit Ha3abHbIH Date of Exp. / 'onen ao 10/2024

JI03UPOBAHHBII

Product code / Koa npoayxkra SRU030007E040401 DK Date of release / lara Bbinycka 08.12.2022

Batch No. / Cepus No 12220745 Qty. Released / Koanuectso 33,320 BOT/
BBINYIEHO ¢rakoHoB

Batch size / Pasmep cepumn 34,722 BOT/ pnaxouos Mfg.License No. / MNB/10/832
JluueH3ua Ha npou3BoacTBo (Homep)

Inspection Lot NOL / 040000427980 Mfg. License Date / 30/04/2020

PerucTpaunoHHbIil HOMEp aHATH3A JInueH3Hsl HA NPOU3BOACTBO (AaTA)

. GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduicar (127a) 18/06/2020

Market / Ptk Russia / Poccns GMP Compliance certificate No./ | Gyvp_g1556/20/1N
GMP ceprudukat (Homep)

Reference Specification No. /
Creundukaumsi roToBoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

Ne | TESTS /TIOKA3ATEJIU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJBTATBI

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

He 6onee 2-x u3 20 103 (10 HavanbHBIX 103
1 10 xoHeuHsIX 103 U3 10 pakoHOB) MOryT
MMETh OTKJIOHEHHME OT CPSAHEero 3HaueHHUs
6onee uyeM + 25%, U HH omHA 1033 HE
JNOJDKHA HMMETh OTKJIOHEHHE OT CpeIHEero
3HadeHus Gonee ueM Ha = 35 %.

Ecnu ot 3 no 6 103 UMEIOT OTKIOHEHHS
6onee ueM =+ 25 %, HO MeHee yeM 35 %, To
HCIILITLIBAIOT ClieAyoLue 20 prakoHOB.

He Oonee 6 uz 60 103 MOryT HMeTh G
OTKJIOHEHHE OT CpelHero 3HaueHus Gonee /
yeM + 25 %, U HU OfHA 7A03a He JOKHA X
HMETb OTKJIOHCHHE OT CPEIHETO 3HAUYEHMsA

Oonee ueM * 35 %.

END / Konen:

Minimum / Munumym: 98.9%
Maximum / Makcumym: 102.1%
Mean / Cpeanee: 100.0%

il
\'\ iy “-\\(‘E'/'
Prepared By / loarorosua Checked By / IlpoBepua Appioved By / Onobpun

Signature / Iloanucs ( A=
Date / lata o9/ rve— o‘\\\ o 1) e
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Name of Product /
HaumeHoBaHHE NPOAYKLIHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona Gypoara MOHOT'HApPaTa crpeii HasanbHbIH J03HPOBaHHBIHA 50 MKT

Active Ingredients /
JleficTBylomMe 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 cnpes coaepxurt; aeiicTaytomee BewecTBo: Momerasona @ypoaTa MOHOrHAPAT
51,72 mkr B nepecuere Ha MoMerasona dypoat 50,00 Mkr

Strength / Xo3uposka 50 meg / 50 mkr Date of Mfg. / Jlata npousBogcTBa 11/2022
Dosage form / Meterued-dose nasal spray /
JexapeTsenas opma Crpeit HasabHBIH Date of Exp. / Fonen a0 10/2024
p P
JA03HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa Bbinycka 08.12.2022
Qty. Released / KoanyecTso 33,320 BOT/
Batch No. / Cepun Ne 12220745 B:zlyuleﬂo (br1aKoHOB
Batch size / Pazmep cepuu 34,722 BOT/ ¢nakonos Jl\;llflgl.e]::::s:aNr?;.)(/)msoncho (Homep) MNB/ 10/832
Inspection Lot No. / Mfg. License Date /
Perl:achauuonuuﬁ HOMep aHaIu3a 040000427930 Jlmglensun HA NPOY3BOACTBO (naTa) 30/04/2020
Package size / Ynakoska 120 Doses / 120 no3 g];,[/[; cCe(;)TII: ;zr:(:rc&l:;i;;ate Date / 18/06/2020
Market / Peinok Russia / Poccus GMP Compliance certificate No./ | \1p o} 556/20/IN
GMP ceptudukar (nomep)
Reference Specification No. /
Cneundukauus rorogoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHNA OBSERVATIONS / PE3YJIbTATHI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum /Munnum 98.9%
/ OnHOpOAHOCTH measurements can deviate from the average | Maximum / Makcumym: 102.0%
J03HPOBAHUA 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 / S T
more than + 35%. , 7 N,
He 6onee 1 3HaueHus u3 10 onpeneneHuit / C ‘; \
MOXET OTKJIOHATCS OT CPSAHEr0 3Ha4eHHA | * : "
6onee, ueM Ha + 25 %, u HW oxHOro, 6ojee ‘ 2 \AM - }
yeM Ha * 35 %. 3 th =i
Eny #aBa wuiM Tpu 3HayeHUA HMEIOT " 0 O
OTKJIOHEHNs1 Bonee ueM + 25 %, HO MEHbLIE, \ " \-\C;Q>
4eM + 35%, TO MCTIBITBIBAIOT CJEAYIOLIME S hanmeny
20 ¢nakoHOB. T
He Gonee Tpex 3Hadenuit u3 30
OMpeleNieHnii  MOryT  COTKJOHATbCA  OT
cpeaHero 3HaueHus Oonee, yeM Ha + 25 %, u
HY oaHoro, Gonee yem Ha = 35 %.
Prepared By / Hoarorosun Cheeled By / IIposepua Apprpved By / OxoGpua
Signature / Ioanuce € ‘iF
Date / lata 29 )re oq\‘W 04 IV}V’M/
Name / ®HO Atul Kumar Akshit Bhardwaj Ajdy Khmar Garg
Eg;‘i‘;?c':: / Officer-QA Sr. Officer-QA Asst. Manager - QA
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Name of Product /
HaumeHoBaHWe NPOAYKLNHN

MOMAT RINO
MOMAT PUHO

Generic name /

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona gypoara MOHOrvIpara clipeil Ha3abHbIM 103UpoBaHHBIH 50 MXT

HenaTeHToBaHHOE HAUMEHOBAaHHE

Active Ingredients /
JeficrBylomne Bemecrsa

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

1 no3a cnpest coaepuT: AcHCTBYIONIEE BelecTBo: MoMmerasona Pypoara MOHOTHApPAT

51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 MKr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / JaTa npou3BoACTBa 11/2022
Dosage form / Metered-dose nasal spray /

g Crnipeit Ha3a/IbHbIH Date of Exp. / T'oaen no 10/2024
Jlekapcreennas ¢popma o

JI03UPOBAHHbIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 08.12.2022
Batch No. / Cepus Ne 12220745 . ;ﬁl‘:‘:""’ / Koauuecrso 331 320 BOT/
Batch size / Pasmep cepun 34,722 BOT/ dnaxouos Mig.License No. / MNB/10/832
JIuueH3us Ha Npou3BOACTBO (HOMep)

Inspection Lot No. / 040000427980 Mfg. License Date / 30/04/2020

PervcTpaunoHHbiii HOMEp aHaIU3a

JIuuen3us Ha npon3BoAcTBO (1aTa)

GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduat (1a1a) 18/06/2020
Market / Prisok Russia / Poccus GMP Compliance certificate No./ | v p.g1556/20/1N
GMP ceprudukaTt (HomMep)
Reference Specification No. /
Cneundmxanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
N | TESTS/IOKA3ATEJIH | LIMITS / TPEBOBAHHUSA | OBSERVATIONS / PE3YJILTATDI
15 | Microbiological Purity / Mukpo6uonoruyeckast 4ucTora
Total aerobic microbial
count and total combined Not more than 102 cfu per 1g (ml) of the Less than 10 cfu/ml/
yeast and moulds count product / He Gostee 102 KOE B 1 1 (MJ1) Menee 10 KOE/Mn
(combined) / Obwmee uncno | npenapara T
a3pobHBIX GakTepuii U SN
JPOXOKEBBIX U ILIECHEBBIX / C*D \)’?’f
v &
rpu6oB (CyMMapHO) / * @
Test for Absence of / 0] B
Specified Microorganism / 2 M w—~ D
Tecr na cneunduyeckue ' g ° J’
MHKPOOPTraHH3MBbI: 7 3 o
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OrcyT Bye,.?j,-,; etV
Staphylococcus aureus OtcytctBue B | r (M) npenaparta T
Bile-Tolerant Absence per 1g (ml) of the product / Absent / OtcyTcTBYET
Enterobacteria / Ortcyrersue B 1 r (M) npenapara
XKemueycroiiuussie Absence per 1g (ml) of the product / Absent / OTCyTCTBYET
3HTepobaKkTepum OtcyTtcTBue B 1 I (MJ1) penapaTta
Prepared By / [oaroroBua Checked By / IpoBepua Approvéd By / Ono6pun
Signature / Moanucs ( >
C—
Date / JaTa 67/)1//7/1 \9")\ IW oq “1/}'1,3’\/\’
Name / DHO Atul Kumar Akshit Bhardwaj Ajay Kunfar Garg
Designation / _
JloKHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA
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Name of Product /
HaumeHoBauune npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaAHHOE HAHMEHOBaHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmeta3ona ¢ypoaTa MOHOrHapara cripeii HasaibHblH J03HpoBaHHbIH 50 Mkr

Active Ingredients /
JeiicTBytouie BelecTea

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 coaepuT: AeHCTBYIOLIEE BellecTBO: MoMerasoHa Pypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Jo3upoBka 50 meg/ 50 mxr Date of Mfg. / laTa npou3BoAcTBa 11/2022
Dosage form / Metered-dose nasal spray /
7 g Cripeit HasabHBbIH Date of Exp. / Toaeu no 10/2024
exapcTBenHas dopma
J031POBAHHEIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara BbInycka 08.12.2022
o Qty. Released / Konnuectso 33,320 BOT/
Batch No. / Cepust Ne 12220745 BNy IeHo (rakooB
. Mfg.License No. /

Batch size / Pasmep cepuu 34,722 BOT/ ¢pnaxonos JTMteH3HS HA POHIBOACTBO (HOMEp) MNB/10/832
Inspection Lot No.“/ 040000427980 Mfg. License Date / 30/04/2020
PerucrpaunoHHblii HOMEP AHATH3A JInueH3Usi HA NPOH3BOACTBO (1aTa)

; GMP Compliance certificate Date /
Package size / Ynaxkoska 120 Doses / 120 no3 GMP ceprudmkar (1a1a) 18/06/2020
Market / Potok Russia / Poccus GMP Compliance certificate No./ | Gy p_0)556/20/N

GMP ceprudukar (Homep)

Reference Specification No. /
Cneundukauus roTosoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS/MOKA3ATEIU |

LIMITS / TPEBOBAHUA

16. | Assay / KonnuecTBeHHOE OnpenesieHne

| OBSERVATIONS / PE3YABTATbI

AVEEAE

a) Mometasone Furoate /
Mowmera3oHa ¢pypoara

From 85 % to 115 % of the labeled content /
Ot 85 % 1o 115 % ot 3asABIEHHOTO
COJiep)KaHus

103.8%/103,8% //”'_"

c

b) Benzalkonium chloride /
beH3ankoHus xjopuaa

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % oT 3asBJIEHHOTO
COEpKaHHA

; :" /g/ A na—
== YA
. Gt

92.2% /92,2%

17. | Package Size / YnakoBka

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / Io 60 umu 120 no3
CYCIeH3uu BO (JIakoHE W3 MOJUITHIEHA
BBICOKOM  TIOTHOCTH €  JO3HPYIOLIMM
YCTPOHCTBOM n KpbIeuKoH u3
NOJMITHIIEHA BBICOKOH MoTHOCTH. [lo 1

¢nakoHy BMecTe ¢ HHCTpykuMed 1o | ruotHocTH. Ilo 1 ¢unakoHy BMecte ¢
MEAMLMHCKOMY MNPUMEHEHWIO B MAuke | HHCTPYKUMEH MO0  MEAMUMHCKOMY
KapTOHHOH. NPUMEHEHHIO B Na4Ke KapTOHHOM.

N
120 doses of suspenstor /pet betle
made from high-density polyethyténe
equipped with a metering device and a
cap made from  high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 120 no3 cycneH3uu Bo (uiakoHe H3
MOJM3THIEHA BBICOKOH ILUIOTHOCTH C
JO3VPYIOLIUM yCTpOUCTBOM 7}
KpBILIEYKOH W3 MOJMITUICHA BbICOKOH

18. | Labeling / MapkupoBka

According to ND / B coorserctuu ¢ HIT

19. | Storage conditions /
Xpanenue

Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
B 3auimMiieHHOM 0T cBeTa MecTe NpH Temneparype ot 15 a0 25 °C. He 3amMopaxusarte.

20 | Shelf-life / Cpox roanocrn

2 years /2 rona

Prepared By / Iloarorosua Chrecked By / lIposepna Approyed By / OnoGpna
Signature / Noanuce —— [ A
Date / lata “@/}L} 17— o‘{\\ W 04” n/}»w'n/
Name / ®UO Atul Kumar Akshit Bhardwaj Ajaf' Kamar Garg
Designation / -
JlosmHocTs Officer-QA Sr. Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product / MOMAT RINO
HanmenoBanue npoaykuuu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenatenToBaHHOE HAMMEHOBAHHE Mowmeta3oHa ¢iypoara MOHOTHApaTa Clpel Ha3aIbHbIH J03UPOBaHHBIH S0 MK

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HJeiicTeylomne BewmecTsa 1 no3a cripes coaepxkur: aeficryroiee BelecTso: MoMerasoHa ®ypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MoMerasona ¢ypoar 50,00 Mkr

Strength / Jo3uposka 50 mcg / 50 Mkr Date of Mfg. / laTa npousBoacTBa 11/2022

Dosage form / Metered-dose nasal spray /

JlexapeTnennas popma Cripeii Ha3aBHBIH Date of Exp. / T'ogen a0 10/2024

J03KPOBaHHbBIA

Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 08.12.2022

Batch No. / Cepus Ne 12220745 Qty. Released / Koanuecrso 33,320 BOT/
BbINYINEHO ¢1akoHOB

Batch size / Pasmep cepun 34,722 BOT/ ¢aakonos Mfg.License No. / MNB/10/832
JInueH3Us HA MPOH3BOACTBO (HOMep)

Inspection Lot No.“/ 040000427980 Mfg. License Date / 30/04/2020

PerucrpaunoHHbIil HOMEp aHATH3A JIHueH3us Ha NPOU3BOACTBO (AaTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 nos GMP cepruduxat (1aa) 18/06/2020

Market / Prinok Russia / Poccus GMP Compliance certificate No./ | 5 1p_01556/20/N
GMP cepTudukar (Homep)

Reference Specification No. /

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

npoaykra Ne

Any deviation/Incident/QOS: Not applicable
Otknosennss/Muuuaentbl/O0C: He NpUMEHAMO

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. JI1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3aK/ll0ueHHe O COOTBETCTBHH: HACTOALIWM NOATBEPXKJAA0, HYTO TPEACTAaBjEHHasA Bbille HHGOpMALMA ABIAETCA
HOCTOBEPHOH ¥ TO4HOM. JlaHHaa cepus Oblna npousBeneHa (BKJIOYAs YNAaKOBKY/MapKHUPOBKY M KOHTPONE KadecTBa) Ha
yKa3aHHOH BbILIE IPOM3BOACTBEHHOH IUIOWIAAKE B TONHOM COOTBETCTBUM ¢ TpeGoBaHuamu Hamnexatueit
IIpoussoacreennoi [paktuku (GMP) nokaibHBIX Pery/sSTOPHBIX OPraHOB M TpeGOBaHHUSIMH HOPMATHBHON JOKYMEHTALHH
JIN-003870-221221 pnsa peinka Poccun. ITpoToKO/b NPOM3BOACTBA, yNAKOBKM U MOKa3aTENM KA4€CTBA NAHHOM cepuu ObLIH
NpOaHANN3UPOBAHbl ¥ -CAENAHO 3AKIOYEHHE, YTO OHU COOTBETCTBYIOT TpeGoBanusaM Hamnexawmei [pousBoacTBeHHOM
[Mpaktuxu (GMP).

e
Prepared By / [loarorosua Cirecked By / IlpoBepua Approved By / OnoGpua
Signature / Ioanuck (
Date / Jlata 09 ) )1 0‘{‘\W o l”m//%'“—
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kunfar Garg
Designation /
Joamuocts Officer-QA Sr. Officer-QA Asst, Manager - QA
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