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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaunmeHoBaHue npoaykuuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHTOBaHHOE HANMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momera3oHa dypoara MOHOrHapara crpeii HasaJlbHbIN J03UpoBaHHbIH 50 MKr

Active Ingredients /
Jeiicrsyromne BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cripes conepxut: AeiicrByromee BewecTso: Momerasona ®@ypoara MOHOrHAPAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr

Strength / Ho3uposka 50 meg / 50 Mxr Date of Mfg. / laTa npou3BoacTBa 11/2021
Metered-dose nasal spray /
D fi / o
ﬂgizgpeﬂ(:::"aﬂ bopma Crpeif Ha3anbHBIA Date of Exp. / 'oaen ao 10/2023
JAO3HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Boinycka 13.12.2021
Batch No. / Cepust No 12210710 Qty. Released / Konnuectso 32,240 BOT/
BbIMYIIEHO ¢nakoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxounos Mig.License No. / MNB/10/832
JluueH3nsi Ha NPOoN3BOACTBO (HoMep)
Inspection Lot No. / Mfg. License Date /
Peructpaunounbiii Homep ananu3a 040000363278 JIHUEH3HS! HA IPOM3BOACTBO (1aT4) 30/04/2020
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptHdukar (nara)
Market / Prinore Russia / Poccrs GMP Compliance certificate No./ | G\p g1556/20/1N
GMP ceprudukaT (Homep)
Reference Specification No. /
Crneundunkauns rorosoro SPC-CC-063688 Reference STP No. / CTIU Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEGOBAHUA OBSERVATIONS / PE3YJIBTATHI
1. | Description / Onucanune White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /

consistency. /
Or Genoro A0 nourd Gejgoro usera OT
NMOJIyNPO3pavyHOi o HENpOo3pavyHoi
KOHCHUCTEHLIUU TYCTasi CyCIIeH3Hsl.

IToutu Genoro UBETa OT HEMPO3payHOIt
KOHCHCTCHUMH IyCTas CyCICH3Hs.

2, Identification / loaauHHOCTL

a) Mometasone Fuorate /
Mowmerasona ¢ypoat

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

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

preparation. / Bpems ynepxusanus | chromatogram of standard preparation.
OCHOBHOIO MNMKa Ha XpomarorpamMme |/ BpeMs ylepkUBaHHA OCHOBHOIO
HUCHBITYEMOTO pacTBopa JOJDKHO | MHKA HA XpOMAaTOrpaMMe HCMbITYEMOro
COOTBETCTBOBATH BPEMEHM YyAEpKUBAHMA | PaCTBOpa  COOTBETCTBYET  BPEMCHH
OCHOBHOIO NMKa Ha XpOMarorpaMme | yAEp)KMBAHHA OCHOBHOIO TIHKa Ha
CTaHAApPTHOTO pacTBOpa XpoMarorpamMmme _ CTaHAapTHOTO
paTtBopa T T
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOI'O MIPOAYKTA

Page20f9/Crp. 2139

Name of Product /
HanmenoBaHue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanuoe HauMeHoBanue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasoHa (ypoaTa MOHOTHapara crpei Ha3albHblH J03HpoBaHHbIH 50 MKr

Active Ingredients /
JelicTBytomue BelecTsa

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 coaepkHuT: AeiCTBYIONIEE BewecTBo: MomMerasona dypoara MoHOrHIpaT
51,72 mkr B nepecuere Ha Momerazona dypoat 50,00 Mxr

Strength / Jo3uposka 50 mcg / 50 Mkr Date of Mfg. / lata npoun3ssoacTsa 11/2021

Dosage form / Metered-dose nasal spray /

JlexapcTsentan bopma Cripe#t HasanbHbIi Date of Exp. / Toaen ao 10/2023

J03UPOBaHHBIN

Product code / Koa npoaykra SRU030007E040401DK Date of release / [[aTa Bbinycka 13.12.2021

Batch No. / Cepust Ne 12210710 Qty. Released / Koanuecrso 32,240 BOT/
BLINYWEHO (hy1akoHOB

Batch size / Pasmep cepun 34,722 BOT/ ¢pnaxonos Mifg. License No. / MNB/10/832
JInueH3us Ha Npou3BoACTBO (HOMeEP)

Inspection Lot No. / Mfg. License Date /

PerncrpauuoHHbIii HOMEP AHAAN3A 040000363278 JInuen3ust Ha NpoU3BOACTBO (3aTAa) 30/04/2020

: GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 nos GMP ceprudmiar (aaTa) 18/06/2020

Market / Priox Russia / Poccns GMP Compliance certificate No./ | q\p 61556/20/IN
GMP ceprudukat (Homep)

Reference Specification No. /

Cneundukauns rorooro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /TOKA3ATEJIN

LIMITS / TPEBOBAHW S

OBSERVATIONS / PE3YJIbTATHI

b) Benzalkonium chloride
/ BeH3aJIKOHMSI XJ1I0pH]I

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci, and Cis in the
chromatogram of the standard solution. / Ha
XpOMATOrpaMMe  HUCILITYeMOTO  pacTBopa
JOJOKHBI  OOHApY)KMBAThCS  NMHKH, [0
BPEMEHAM YNEP)KHBAHHA COOTBETCTBYIOLIHE
NHKaM TOMOJIOrOB OEH3aNKOHUs XJIOpHIa
C12 1 Ci4 Ha XpOMaTorpamMme CTaHAAPTHOTO
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Ci4 in the chromatogram of the
standard solution. / Ha xpomaTtorpamme
UCTILITYEMOTO pacTBOpa
00HapyHBaFOTCA MUKH, MO0 BpeMEHaM
yIOePXKUBAHUS COOTBETCTBYIOILHE
NHKaM  TOMOJIOTOB  OeH3aIKOHMS
xaopuga Ci2 u Cis Ha XpoMaTorpamMme
CTaHZApTHOrO pacTBopa.

w

pH

From4.3t04.9/014,3 1049

4.711/4,711

4. | Density / lnoTHOCTH

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

0.98 g/cm®/ 0,98 r/cm®

5. | Viscosity / Bazkocrs

From 30 to 130 ¢Ps/ Ot 30 no 130 c[13

56.7 ¢Ps /56,7 clls

6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOJISITILHOCTD Ot 250 1o 350 MOcm/xr 292 mOcMm/xr

7. | Leakage check / Absence of any traces of leaks / Orcyrcrsue | No traces of leaks / C cﬁmﬂpb‘rét{ng
Ilposepka dnakona Ha CEeI0B MPOTEUKU OTCYTCTBYIOT /\;\“ <
TepMETHYHOCTD —

8. Net content / Macca
cofepxRUMOro iakona

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

182g/182r (

LI

Prepared By / loarorosu Checked-By / Iposepua Approved}\By TOR06pu
Signature / Hoanucn - '
N . 7 -
Date / laTa )5)12 )2 L‘{‘I'I/N \5“"'@”
Name / ®HO Atul Kumar Rohit Singh Ajay Kuniar Carg
Designation /
JomkHOCTS Officer - QA Officer - QA Asst. Manager -QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOI'O NIPOAYKTA
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Name of Product /
HaumeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTenroBanHoe HAUMEHOBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3zona (ypoara MOHOrMApaTa crpei HasaiabHbIH J03HpOBaHHBIH 50 MKr

Active Ingredients /
JeiicTeyoumue BeltecTsa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnipess conepxut: AeficTByrouiee BemecTro: Momerasona ®ypoara MOHOrHAPAT
51,72 Mxr B nepecuere Ha Momerasona dypoar 50,00 mMxr

Strength / Nosuposka 50 meg/ 50 Mkr Date of Mfg. / llata nponsBoacTBa 11/2021
D e form / Metered-dose nasal spray /
osage for Cnipeit HasaJIbHELH Date of Exp. / Tonen ao 10/2023
JlexkapcTBeHHas popma o
JI03MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /Iata Boinycka 13.12.2021
Batch No. / Cepun Ne 12210710 Qty. Released / Koauuectso 32,240 BOT/
BLINYLEHO ¢nakoHOB
. Mfg.License No. /
Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos JIHUeH3US: HA POM3BOACTBO (HOMeEp) MNB/10/832
Inspection Lot No. / 040000363278 Mfg. License Date / 30/04/2020
PerncTpansoHHbIH HOMEp aHAAH3A JIuneH3us Ha Npou3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Package size / Ynaxoska 120 Doses / 120 nos GMP cepTudukar (127a) 18/06/2020
Market / Prinok Russia / Poccns GMP Compliance certificate No./ | q\p g)556/20/N
GMP ceprudmkaTt (Homep)
Reference Specification No. /
Crneundukauus rorosoro SPC-CC-063688 Reference STP No. / CTITU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJHU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIBTATbI

9. | Number of deliveries per
container / Koauuecrso
7103

Not less than 120 doses / He menee 120 no3

177 doses / 177 no3

10. | Pump delivery /
) Macca no3sl

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

HUnausuayanbHas Macca n03bl: ot 85 %
no 115 % ot TeopeTuyeckoii Macchl 103bl;

Average mass of the dose; from 90% to
110% of the theoretical mass of the dose /
Cpennsa macca 103612 o1 90 % 10 110 %
OT TEOPETHYECKOH MaCCHI A03b!

Minimum / Munumym: 91.9%
Maximum / Makcumym: 108.3%
Average / Cpennee: 103.7%

11. | Particle size /
Pasmep wacTun

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 MKM - He MeHee
90 %,

Particles < 30pm in size: 100%

YacTuu pasmepom < 30 mxm — 100 %

98.69% / 98,69%

100.0% / 100,0%

. . . N h ™~
Particles > 30pm in size: Should be absent | Absent / OtcyterBytor ...y 7+ VNN
YacTuu pasmepom > 30 MKM - JOKHEI /’ SN
OTCYTCTBOBATh [ -

/ o 44
\& ﬁ/ I E/
\ 1o ™M
\b“?,/‘ S 7 (o\:
N\
\th?.fm QC“’:’/‘-"\\/
\\- ;_./" -

Prepared By / Noarorosua Checked By / IIpoBepua Approved By / Oao6pua
Signature / Ioanuce , B= o Al
Date / Jlata K,/L’?’\ \S/‘y)/M \S\\"/ ™
Name / ®HO Atul Kumar Rohit Singh Ajay Kumhar Garg
Designation / -
JlonKHOCTD Officer — QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®HUKAT AHAJIN3A TOTOBOI'O INTIPOAYKTA

Page40f9/Crp. 4139

Name of Product / )
HanmeHoBaHWe NPOAYKIIMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBAHHOE HAKMEHOBAHHUE

Mometasone Furcate Monohydrate Nasal Spray 50 mcg

MowmeTasona ypoara MOHOrHApaTa cnpeil HazalbHbIi 103MpoBaHHbIi 50 MKr

Active Ingredients /
JeiicTBylomwe BemwecTa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripes conepxkur: aciicTyloee BeiecTBo: MoMeraszona ®ypoara MOHOrUApAT

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

Strength / No3nposka 50 meg / 50 Mxr Date of Mfg. / Jara npon3BoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
I £ Cnipeit HasanbHbIA Date of Exp. / Togen ao 10/2023
ekapcrBeHHasn Gopma
JIO3MPOBAHHBII
Product code / Koa npoayxra SRU030007E040401DK Date of release / Jlata sbinycka 13.12.2021
Batch No. / Cepusi Ne 12210710 Qty. Released / Kosnyecrso 32,240 BOT/
BbINYIIEHO (akoHOB
. Mfg.License No. / 10/832
Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos JILeH3Hs Ha NPOUIBOACTBO (HOME) MNB/10
Inspection Lot No. / 040000363278 Mfg. License Date / 30/04/2020
PerucTpaunonHbiii HOMep ananu3a JIHueH3us Ha NPOU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 ao3 GMP ceprudmkar (1a1a) 18/06/2020
Market / Pritiok Russia / Poccs GMP Compliance certificate No./ | Gyvp_o1556/20/N
GMP cepruduxar (Homep)

Reference Specification No. /
Cneundukaums rorosoro
npoaykTa Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

Ne | TESTS /IOKA3ATEJH |

LIMITS / TPEFOBAHUSA

| OBSERVATIONS / PE3YJIbTAThI

12. | Related Substances / IlocToponHue npumecH

Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6Hapyxeno
Mpumecu §DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6Hapyxeno
ITpumecu DMC
Impurity D/ Not more than 0.20 % / He 6osee 0,20 % 0.04 %/ 0,04%
IMpumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.06% / 0,06%
impurity / Enusudnoii
HENUACHTUGULMPOBAHHOM
IpUMeECH
| Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.21%/0,21%
CymmMa npumeceit
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses Beg / Hauago:

(Uniformity of delivery
dose) / OqHopoaHocTs
BLICBOOOXKAaEMOIT 103bI

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,

Minimum / MuanMym:98.3%
Maximum / Makcumym:104.3%
Mean / CpenHee:101.2%

e
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Prepared By / TloaroTosua Checked By / IIposepua ."’Approve By / 01106;1&57/
Signature / oanuck 4 P %
Date / lata )s) k) iy ~~ y\iﬂw\
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
JonaHOETD Officer — QA Officer — QA Asst, Manager -QA

FCM/QA054/08.00



G

Gglenmark

A new way for a new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHU®UKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page Sof9/Crp.5u3z 9

Name of Product /
HaumeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HaHMeHOBaHuE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmetasona ¢ypoaTa MoHOrHApaTa cripeil Ha3albHbIH J03UpOBaHHbIH 50 MKr

Active Ingredients /
JeiicTByiowMe 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 cnipest conepxurt: nefictByioniee BewecTso: Momerasona @ypoara MOHOHAPAT
51,72 mxr B nepecuere Ha Momerazona gypoar 50,00 Mxr

Strength / Jo3uposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTsa 11/2021

Dosage form / Metered-dose nasal spray /

I g Cripeii Ha3abHEIN Date of Exp. / I'oaen a0 10/2023

eKapcTBeHHan Gpopma
JO03UPOBAHHEIN

Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 13.12.2021

Batch No. / Cepust Ne 12210710 Qty. Released / Kotnuecrso 32,240 BOT/
BbIMYlIEHO ¢ akoHOB

Batch size / Pazmep cepun 34,722 BOT/ ¢nakonor Mfg,License No. / MNB/10/832
JIMIEeH3HA Ha NPOU3BOACTBO (HoMep)

Inspection Lot No. / Mfg. License Date /

PerncrpaunoHHbIii HOMep aHaH3a 040000363278 JIHMeH3Hsl Ha NPOH3BOACTBO (AaTa) 30/04/2020

: GMP Compliance certificate Date /

?ackage size / YnakoBka 120 Doses / 120 no3 GMP ceprudmkar (1a7a) 18/06/2020

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

Reference Specification No. /

Cneundukauuns rorosoro SPC-CC-063688 Reference STP No./ CITU Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /TMMOKA3ATEJH OBSERVATIONS / PE3YJIBTATHI

LIMITS / TPEBOBAHHSA
and not any dose can deviate more than
+ 35% from the average value. END / Konen:
He 6onee 2-x u3 20 no3 (10 HayanbHbIX 103 | Minimum / Munaumym: 94.8%
4 10 koHeuHbIX 103 U3 10 dutakoHoB) MoryT | Maximum / Makcumym: 105.1%
UMETh OTKJIOHEHHE OT CpefHero 3HaueHus | Mean / Cpeanee: 101.5%
bonee weM = 25%, U HM OmHA HO3a HE
JOJDKHA HMMETh OTKJIOHEHHE OT CpEIHETO
3HaueHus Oosee ueM Ha = 35 %,
Ecan oT 3 no 6 103 MMEKOT OTKIOHEHHS
Gonee uem £ 25 %, HO MeHee 4eM £ 35 %, ToO
UCTIBITBIBAIOT Cliexyronye 20 ¢prakoHOB.
He Gomee 6 u3s 60 mo3 MOryT HMETh
OTKNOHEHHE OT CpeHHEero 3HaueHus Oosee
ueM £ 25 %, U HH olHa [03a He AOJKHa
MMETH OTKJIOHEHHE OT CPEIHEr0 3HaueHHs
Oonee uem £ 35 %.

Prepared By / TToarorosua Checked By, / IIposepua ApproxiBy / Ogobpun
Signature / lloanucb
p—
Date / Jlata i) ) n \S]\M Y \'W"w
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / _
JI0AHOCTE Officer — QA Officer - QA Asst. Manager -QA

FCM/QA054/08.00




G
glenmark

A new way for a new world

Glenmark pharmaceuticals Ltd
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
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Name of Product /
HaumenoBaHue npoaykuumn

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAHMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasona ¢ypoata MOHOTHApaTa crpeif HasalbHbIH 103HpoBaHHbIH 50 MKkT

Active Ingredients /
JeficTsyiomne 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 cripes coaepXKUT: AcHcTByIOWEee BewllecTBO: MoMeTasoHa PypoaTa MOHOTHIpAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mMkr

Strength / Nosnposka 50 mcg / 50 Mkr Date of Mfg. / lata npon3sBoacraa 11/2021

Dosage form / Metered-dose nasal spray /

JlekapcTsennas hopma Cnpeii HA3AbHbA Date of Exp. / Toaen no 10/2023

JI03MPOBAHHBII

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

Batch No. / Cepun Ne 12210710 Qty. Released / Koauuecrso 32,240 BOT/
BbINYLIEHO . drakonon

Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Mfg.License No. / MNB/10/832
JIMueH3us Ha NPOU3BOACTBO (HoMep)

Inspection Lot No. / 040000363278 Mfg. License Date / 30/04/2020

Perncrpaunonuslit HoMep aHanu3a JIuueH3us HA NPOU3BOACTBO (AaTa)

: GMP Compliance certificate Date /

Package size / YHaKOBlfa 120 Doses / 120 no3 GMP ceprudukaT (1a7a) 18/06/2020

Market / Poiox Russia / Poccus GMP Compliance certificate No./ | 5\1p o1556/20/IN
GMP ceprudmkat (Homep)

Reference Specification No. /

Cneuud)ukauusl roTOBOro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /HOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATIONS / PE3YJIbTATDI

14 | Uniformity of dosage units
/ OaHopoaHOCTD
A03UPOBAHMS

Not more than 1 value 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 3mauenns w3 10 onpenesnenwit
MOXET OTKJIOHATCA OT CpPeIHero 3HaueHus
Gosee, ueM Ha + 25 %, ¥ HU OJHOTO, Gojiee
yeM Ha + 35 %.

Ean nBa wny  Tpu 3HAa4eHMs HMEIOT
OTKJIOHeHHUs Oonee yem + 25 %, HO MEHBILE,
yem = 35 %, TO HCHBITHIBAIOT ClEAYIOLIHE
20 ¢naxoHoB,

He OGonee 1Tpex 3nauenuit w3 30
OTIPECNICHUA  MOTYT  OTKJOHATbCS  OT
cpeaHero 3HaueHus Oosnee, ueM Ha + 25 %, u
HU 0HOTO, GoJtee ueM Ha + 35 %.

Minimum / Munum 98.3%
Maximum / Makcumym: 104.3%
Mean / Cpennee:101.2%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIN3A IT'OTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PHHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg -

Mowmerasona ¢ypoara MoHornapara crpeil Ha3aJlbHBIM 103upoBakHbli 50 MKr

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 comepxut: aelicTBylolee BellecTBO: MoMeTazoHa PypoaTta MOHOTHApAT

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr
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Name of Product /
HanmMeHOBaHHE TPOAYKUMH
Generic name /

HenaTeHToBaHHOE HAMMEHOBAHHE

Active Ingredients /
JefcTBylomue BemecTsa

Strength / Ho3uposka 50 mcg / 50 Mkr Date of Mfg. / lata npoussoacrsa 11/2021

Dosage form / Metered-dose nasal spray /

Jlexapcrsentas dbopma Cnpeit HasanbHbIi Date of Exp. / T'onen no 10/2023

JI03WPOBAHHGIi

Product code / Kox nponykra SRU030007E040401DK Date of release / JIata Boinycka 13.12.2021

Batch No. / Cepus Ne 12210710 Qty. Released / Koanuectso 32,240 BOT/
BbINYUIECHO (naxoHOB

. Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ dnaxonos JIIeH3Ms HA NPOU3BOACTBO (HoMeEp) MNB/10/832

Inspection Lot No.“ / 040000363278 Mfg. License Date / 30/04/2020

PeructpaunonHwiii HOMep aHau3a JIHueH3us Ha NPOU3BOACTBO (aaTa)

; GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudurar (1a7a) ‘ 18/06/2020

Market / Poitok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceptudukar (Homep)

Reference Specification No. /

Cneundukanus rorosoro SPC-CC-063688 Reference STP No. / CIU Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /TIOKA3ATEJIH | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3YJIbTATHI

15 | Microbiological Purity / MukpoGuosioruueckas uyncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / OGiwuee uncio
a’pobHbIX GakTepHil u
JPONOKEBBIX U IUIECHEBBIX
rpu6oB (CyMMapHO)

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

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

Test for Absence of
Specified Microorganism /
TecT Ha cnennduyeckne
MHKPOOPTraHU3MBbI:

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

Staphylococcus aureus OrcytcTme B 1 1 (Mn) npenapara

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

Enterobacteria / OrcytcTeue B 1 r (M) ripenaparta

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

JHTepObaKkTepUU OrtcytcTsue B 1 r (Mi1) npenapara <
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A 'OTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona gypoata MoHOrnapara cripeil HasaJIbHbIN JO3HPOBaHHEIH 50 MKT

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

1 nosa cipest conep:xut: AeficTByiowee BewecTso: Momerazona ®ypoara MOHOIUPAT

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr
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Name of Product /
HaumenoBaHMe NPOAYKUHH
Generic name /
HenarenroBaHHOEe HaUMEeHOBaHKHe

Active Ingredients /
JHeiicTByoiHe BemecTsa

Strength / Jo3zuposxa 50 meg / 50 mkr Date of Mfg. / laTa npounssoacTBa 11/2021
Dosage form / Meterued-dose nas?l spray /
JlekapcTsennas Gopma Cripeit Ha3aNbHBIH Date of Exp. / I'ogen 10 10/2023
JO03HPOBaHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinmycka 13.12.2021
Batch No. / Cepns Ne 12210710 Qty. Released / KonuecTBo 32,240 BOT/
BbINYLIEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ daxonos Mfg.License No. / MNB/10/832
JInueH3usi Ha Npou3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
Perucrpaunonnetii Homep anaausa 040000363278 Jluﬁemun Ha NpoU3BOACTBO (aaTa) 30/04/2020
Package size / Ynakoska 120 Doses / 120 a03 gxg &‘;’:ﬁ;ﬁ?&ic&gﬂ;ate Date/ 18/06/2020
Market / Pritot Russia / Poccns GMP Compliance certificate No./ | 5\/p 1556/20/1N
GMP cepruduxar (Homep)
Reference Specification No. /
Creundukauus rorosore SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TIOKA3ATEJIH | LIMITS / TPEBOBAHU 1 | OBSERVATIONS / PE3YJI5TATb- | A
16. | Assay / KonnuecTBeHHOe onpeaesieHne PSR AET :"\
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 101.5%/ 101,5% o N
MowmertasoHa ¢ypoara Ot 85 % 50 115 % ot 3asBA€HHOTO ; e
COAEpHKaHUs [ | _—~ *
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content / | 94.2% /94,2% Lo 'd N
benzankonus xnopuaa Ot 80 % 10 120 % oT 3adBl€HHOTO & 14 ’ ke ) NNy,
CONEpKaHUs TN A\//
17. | Package Size / Ynakoska | 60 or 120 doses of suspension per bottle | 120 doses of suspensiWﬁ/ ’
made from high-density polyethylene | made from high-density polye fie
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 wmu 120 mo3 | the package insert per a cardboard box.
cycneHsud BO ¢rakoHe M3 nonudThaeHa | / 120 003 cycneHsuu Bo (rakoHe U3
BBICOKOH  INIOTHOCTH €  NO3HPYIOLIUM | MOJMITHIEHA BBICOKOH ILIOTHOCTH ¢
YCTPOHCTBOM u KpBILIEYKO M3 | JO3MPYIOUUM YCTPOHCTBOM u
NOMYITHICHA BRICOKOH IMIOTHOCTH. [lo 1 | KpblLEYKON U3 MOJUITHIEHA BhICOKOM
(nakony BmecTe ¢ uHCTpykuMed no | miotHoctu. [Mo 1 ¢uakoHy BmecTe ¢
MEAWLUHCKOMY [PHMEHEHHIO B Mayke | HHCTPYKUMEH 10  MEANLUHCKOMY
KapTOHHOH. MPUMEHEHHIO B 1a4KE KAPTOHHOH,
18. | Labeling / Mapkuposka According to ND / B cootserctsun ¢ H]J
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHenue B 3awinineHHOM 0T cBeTa MecTe npH Temneparype ot 15 1o 25 °C. He 3amopaHBars.
20 | Shelf-life / Cpok roawoctn | 2 years /2 roga
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
Page 90of9/Crp.9u3 9

Name of Product / ’ MOMAT RINO
HaumeHoBaHWe npoayKumu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHTOBAHHOE HAMMEHOBAHHE MowmeTasoHa dypoara MoHOrMApara cnpeil HasaibHbIH 103MpOBaHHBIN 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
JeiicTBylolme BeulecTBa 1 nosa cripes conepxur: AefcTBylouiee BellecTBO: MomerasoHa dypoara MoOHOrHIApaT
51,72 mkr B nepecyere Ha Momeraszona ¢ypoar 50,00 mkr
Strength / Jo3nposka 50 meg / 50 Mkr Date of Mfg. / lara nponssoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
JexapcTaennas dopma Cnpeit Hasaﬂbimi«‘l Date of Exp. / T'oaen no 10/2023
JIO3UPOBaHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 13.12.2021
Batch No. / Cepust Ne 12210710 Qty. Released / Koaunuecrso 32,240 BOT/
BbINYIMEHO (akoHOB
Batch size / Pasamep cepun 34,722 BOT/ gaaxonos Mg, License No. / MNB/10/832
JIuueH3Hsi HA NPOU3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PerucTpaunoHHBlii HOMep aHa/IM3a 040000363278 JIMueH3Hst Ha NPOU3BOACTBO (AaTa) 30/0472020
: GMP Compliance certificate Date /
P
ackage size / Ynaxkoska 120 Doses / 120 nos GMP ceprudmkar (1a1a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmkar (nomep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Any deviation/Incident/Q0S: IN/I101/2021/0326

Otknonenns/Muunaentoi/O0OC: 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. JIIT-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.”

3aK/Il0MeHHe O COOTBETCTBHH: HACTOALIMM [IOATBEPXIAl0, YTO MNpEACTABJICHHAs Bbile WH(pOPMAUMA SBIAETCS
AOCTOBEPHOH M TOUHOH. JlaHHas cepus Oblna MpousBeAeHa (BKIIOYAA YNAaKOBKY/MApKUPOBKY M KOHTpOJb KauecTBa) Ha
YKa3aHHOH BbIllle - MPOM3BOACTBEHHON IUIOWIAZKE B TNOJHOM COOTBETCTBMM ¢ TpeGomaHuamu  Hamnexartueit
IIpousBoacTBeHHOH [TpakTukn (GMP) OKaNbHBIX PEryaTOPHBIX OPraHOB H TpeGOBaHUAMM HOPMATHBHOM JOKYMEHTAILHH
JII1-003870-280916, W3m. Ne 1 ot 15.04.2019, U3m. Ne 2 ot 05.02.2020 an1s peiHka Poccuu. [IpoTOKONBI MPOM3BOACTBA,
YMakOBKM W TOKA3aTeNd KauecTBA HAaHHOHW CEpUHM ObLIM TPOAHATU3HUPOBAHBl M CHACNAHO 3aK/IOUSHHE, YTO OHH
cooTBeTCTBYIOT TpeGoBanusam Hannexaiueii [IponssoacteenHoi [Tpakruku (GMP).
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