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Name of Product / -
HaumenoBanue npogysun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTenToBannoe HavMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomerasoHna ¢ypoaTa MOHOTHAPATA CIPel HA3AILHEIA A03HPOBAHHEIH SO MKT

Active Ingredients /
JelicTByIomue BewmecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cipest conepxut: AeiicTByIOmEe BellecTBO; MoMmeTasona ®Pypoara MoHOrMApaT
51,72 Mxr B nepecuere Ha Momertasona dypoar 50,00 Mkr

Strength / Josuposka 50 mcg/ 50 mMxr Date of Mfg. / laTa npoussoacraa 11/2021
Metered-dose nasal spray /
D form /
Jlgizgpi;;::naa dopwa Cnpeii HasanbHBI Date of Exp. / Togen 10 10/2023
JIO3HPOBAHHBIH

Product code / Kox npoayxra SRU030007E040401DK Date of release / JlaTa Boinycka 18.12.2021

Batch No. / Cepun Ne. 12210711 Qty. Released / Konnuectso 32,100 BOT/
BbINYIIEHO ¢u1akoHOB

. Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ ¢nakoHos Jlunensus us npoMsBHACTRO (Kowep) MNB/10/832

Inspection Lot No. / Mfg. License Date /

PerucTpaLioHHBIA HOMep aHaiu3a 040000363651 JInuen3usi Ha npou3BoACTBO (1aTa) 30/0472020

Package size / ynakonka 120 Doses /-120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aata)

Market / Puitok Russia / Poccus GMP Compliance certificate No./ | G\ ip. 1 556/20/1N
GMP cepruduxar (Homep)

Reference Specification No. /

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

npoayxra Ne

Ne | TESTS/HOKA3ATEJU LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATbHI

1. | Description / Onucanue

White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or OGemoro mo mouru Gemoro LBeTa OT
MOy IPO3pasHoi J0 HETpO3pavHoit

KOHCHCTEHUMUU IryCTast CyCIEeH3Hs.

Off white thick suspension of non-
transparent consistency. /
IMoutu Geaoro UBETa OT HEMPO3PAYHOM
KOHCHCTEHIMM TYCTas CYCHEH3Hs.

2. | Identification / ITogaAMHHOCTD

a) Mometasone Fuorate /
MowmeTa3sona ¢ypoar

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 ynepxusaHus | chromatogram of standard preparation.
OCHOBHOT0 mnMKa Ha XpomarorpaMme | / Bpems yaepxuBaHUA OCHOBHOIO
HCITBITYEMOTO pactBopa JOJDKHO | [TMKA HA XpOMATOrpamMMe HCILITYEMOro
COOTBETCTBOBATL BPEMEHW YNACPKMBAHUA | PaCTBOpa  COOTBETCTBYET  BPEMEHH
c) CHOBHOTO nNHMKa HAa XpOMAaTOrpaMMe | YOEP»KUBaHMS OCHOBHOIO IIMKA Ha
e CfaHIAPTHOTO pacTBopa XpomarorpamMme CTaHIAPTHOTO
; parBopa
Prepared By / HoaroroBna Checked By / Ilposepu.i Appro?qd By / Ono6pua
| Signature / Iloanmcen ' j ol
Date / Nata Tzz L{ Ak 35.\\), 05
Name / DHIO Atul Kumar Akshit Bhardwaj Ajay Kunlar Garg
D:j:i:?)tcl:: / Officer - QA Officer - QA Asst. Manager -QA
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Name of Product /
HaumenoBaHue npoayKuum

MOMAT RINO
MOMAT PUHO

Generic name /

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona ¢ypoara MmoHOrHmpaTa cripeil HasaTbHBIH JIO3MpOBaHHkIH 50 MKr

HenarentoBanuoe HaUMEHOBaHUE

Active Ingredients /
HelicTyiomue Bewecrsa

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 conepixut: necTRyIOMEE BewecTBO; MoMeTasona Dypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha MomeTasona dypoar 50,00 Mkr

Strength / Mo3uposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacraa 11/2021

Dosage form / Metered-dose nasal spray /

Jlexapcrsennas Gopva Crpeit HasanbHbil Date of Exp. / T'ogen ao 10/2023

JO03UPOBAHHEIH .
Product code / Kox npoayxra SRU030007E040401DK Date of release / Jata Boinycka 18.12.2021
" Qty. Released / Kostnuecrso 32,100 BOT/
Batch No. / Cepun Ne 12210711 BHNYIIEHo dnaxoros
. ' Mfg.License No. /

Batch size / Pazmep cepum 34,722 BOT/ ¢naxonos JIHien3ust na NPOH3BOACTBO (Homep) MNB/10/832

Inspection Lot No. / Mfg. License Date /

Perucrpannonnniii Homep anaaunsa 040000363651 JInuen3usi HA NPoM3BOACTBO (1aTa) 30/0472020

Y GMP Compliance certificate Date /

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

Market / Puinos Russia / Poccus GMP Compliance certifieate No./ |\ 1 075560/1N
GMP ceprudmkar (nomep) .

Reference Specification No, /

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

npoaykra Ne

Ne | TESTS/THIOKA3SATEJIN

LIMITS / TPEBOBAHN S

OBSERVATIONS / PE3YJBTATbI

b) Benzalkonium chloride
/ BeH3AIKOHUSA XSI0PHUA

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 MCIBLITYEMOTO pacTBOpa

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C,
and Cis in the chromatogram of the
standard solution. / Ha xpomarorpamme

ROMKHBI  OOHapyXHMBAaThCA  MNHKH, TO | HCIBITYEMOrO pacTsopa
BPEMEHaM yNCPKHUBAHUS COOTBETCTBYIOLUIME | OGHAPYXXMBAIOTCS IMKH, N0 BpPEMEHaM
TUKaM TOMOJIOrOB GEH3ATKOHHA XJIOpHER | yAEpKUBAHMA COOTBETCTBYIOLIHE
Ci2 1 Cyi4 Ha XpOMaTOrpaMMe CTaHAAPTHOTO | MMKaM  TOMOJIOTOB GeH3ankonus
pacTsopa. xnopuna Ci2 u Ci4 Ha XpoMaTorpamme
CTAHAAPTHOTO PacTBOpa.

3. |pH _ From4.3t04.9/014,3 04,9 4.581/4,581

4. | Density / IlnorHocTs From 0.950 to 1.050 g/cm3/ 0.99 g/em?®/ 0,99 r/cm?
Ot 0,950 o 1,050 r/cm®

5. | Viscosity / Bsskocrn From 30 to 130 ¢Ps / Ot 30 ao 130 cIl3 53.8 ¢Ps /53,8 cll3

6. | Osmolality / From 250 to 350 mOsm/K g 293 mOsm/Kg

OcmonsnbHOCTD Or 250 10 350 MOcm/kr 293 MOcm/kr

7. | Leakage check /
IIpoBepka ¢uiakona na
rePMETHYHOCTD

Absence of any traces of leaks / OTcyTcTBHE
CJIE/IOB NMPOTEYKH

No traces of leaks / Cnexpl iporeuxn
OTCYTCTBYIOT

8. | Net content / Macca
coAepRUMOro dyiakona

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

183¢g/183r

Prepared By / loarorosua Checked By / [Iposepus Approvéd By / OnoGpun
Signature / ognues > 5o
Date / J{laTa 22 )Ju ) I e 2—,,\\’\/‘\,0’»\
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
sz:i':&tc':: / Officer — QA Officer - QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBanune npoayxunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHToBaHHoe HauMeHOBaAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmera3ona iypoara Monoruapara cnpeli HasalbHbIA A03MPoBaHHbIH 50 MK

Active Ingredients /
HelicTBylomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa CIpest COACPXKUT: ﬂel‘flcrny}omee BewecTBo: MoMerazoHna <DypoaTa MOHOTryApar

51,72 mkr B niepecdere Ha MoMeTazona ¢ypoar 50,00 mxr

Strength / Hosuposika 50 meg / 50 mxr Date of Mfg. / Jara npounssoacraa 11/2021
Metered-dose nasal spray / '

Dosage form / o

JlexapcTaennan dopma Crpeii HazaneHbIii Date of Exp. / Toxen ao 10/2023
J03UPOBAHHBIMH

Product code / Koa npoayicra SRU030007E040401 DK Date of release / Jata Buinycka 18.12.2021

Y Qty. Released / Koanuectso 32,100 BOT/
Batch No. / Cepust Ne 12210711 BRINyIeHO (nakoHoB
. ' Mfg.License No. / "

Batch size / Pazmep cepun 34,722 BOT/ ¢nakonos JIMuen3ust HA NPOW3BONCTBO (HoMeEp) MNB/10/832

Inspection Lot No, / Mfg. License Date /

Peructpaunonusiii Hovep anaima 040000363651 Jluuensun Ha nponssoacTso (nara) 30/04/2020

: GMP Compliance certificate Date /
Package size / Ynaxoska 120 Doses / 120 no3 GMP ceprugpmicar (1a7a) 18/06/2020
Market / Ponoke Russia / Poccus GMP Compliance certificate No./ | /i 01cocn0 o
GMP ceprudukar (Homep)

Reference Specification No. /

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

npoaykra Ne

Ne | TESTS /NIOKA3ATEJIU

LIMITS / TPEBGOBAHUSA

OBSERVATIONS / PE3YJBTATBI

9. | Number of deliveries per

Not less than 120 doses / He menee 120 n03

173 doses / 173 o3

container / Koainuecrro
103

10. | Pump delivery / Individual dose mass: from 85%to 115% | Minimum / Munmvym: 91.2%
Macca go3n1 of the theoretical dose mass / Maximum / Makcumym: 107.9%

Unausuayanbhas macea 1o3br: ot 85 %
10 115 % oT TeopeTHyeckoit Macchl JO03BI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsa macea 203b1: 0T 90 % 10 110 %
OT TEOPETHUECKOH MaCChl JO3BI

Average / Cpeanee: 105.1%

11. | Particle size /
Pasmep uacrun

Particles < 10um in size: Not less than 90%
Yacrun pasmepom < 10 MM - He MeHee
90 %,;

Particles < 30um in size: 100%

Yactun pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent

YacTuu pazsmepom > 30 MKM - 10JKHBI
OTCYTCTBOBAThL

98.98% / 98,98%

100.0% / 100,0%

S
Absent / OrcyrcrBylor

e

£

=

s
S,
WA %

Prepared By / Moarorosna Cheeked By / Iposepua Approjed By / Onodpua
Signature / ognucs / il
Date / ara ) o)A o A 23\ et
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
ngl'i':;t;:: ! Officer — QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
Haumenosanue npogyxkumnu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBAHHOE HAMMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona ¢ypoara MoHOrHapaTa cripelt Ha3aTLHEI 103MPOBAHHEIH 50 MK

Active Ingredients /
HAeiicTyoine BemtecTna

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 copepuT: AeACTBYIOLIEE BellecTso: MoMeTasona ®ypoata MOHOTHIpPAT

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

Strength / o3npoBka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
Jlelcagp cTBexnan dopma Cupeil HasanbHbIH Date of Exp. / Togen a0 10/2023
JO3HPOBaHHbIN
Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Buinycka 18.12.2021
Qty. Released / Kosnyecrso 32,100 BOT/
Batch No. / Cepus N 12210711 BbiMTyIIIeHO (naxoton
. Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos JIHUeNH3HS 1B POHIBOACTBO (HONER) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PervucTpaunoHHbIN HOMEpP aHAIM3A 040000363651 JInueH3ust Ha NPou3BOACTBO (AaTa) 30/04/2020
: GMP Compliance certificate Date /
Package size / Ynakosxa 120 Doses / 120 go3 GMP cepruduxar (1ata) 18/06/2020
Market / Poinox Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Crnenuduxauus rorosoro SPC-CC-063688 Reference STP No. / CITA Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /IIOKA3ATEJIH | LIMITS / TPEBOBAHI/ISI | OBSERVATIONS / PE3YJIbTATBI
12. | Related Substances / Hocroponnne npumecn ,
Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He oGHapyxeHo
IMpumecu 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He o6HapyxeHo
Hpnmecu DMC
Impurity D / Not more than 0.20 % / He 6oxee 0,20 % 0.02 %/ 0,02% NG e
pumecu D T
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.05%/0,05% * ‘
impurity / Eqummnoit ) ‘
HEHJICHTU(MIMPOBAHHOM o
2 T
MpUMeECU 3 eI ™A R
Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.23%/0,23% /‘,{. S . -,
2
Cymma mpumeceit ha m ace y
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauaso:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / MuunMym:92.3%
dose) / OnnopognocTn more than + 25% from the average value and | Maximum / Maxcumym: 104.6%
BLICBOGOXKIaEMOM J03b1 not any dose can deviate more than + 35% | Mean / Cpennee;101.8%
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,
Prepared By / IToarorosua Chegked By / Ilposepua Appr¥ved By / Ono6pua
Signature / Hoanuen -
Date / lata T AW 2NN
Name / ®N0O Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Ezj:i:?;:: ! Officer — QA Officer — QA Asst, Manager -QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBanue npoayxuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeuToBanunoe HanMeHOBaAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona dypoara Monorupara crpeii HasaaLHEL JIO3UPOBaHHEIHA 50 Mkr

Active Ingredients /
HeiicrBylomue Bemecrpa

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 conepxut: AeiicTBylomee BelECTBO: MoMeTa30oHa ®ypoara MOHOTUMApAT
51,72 mxr B iepecuete Ha Momeraszona dypoat 50,00 mxr

Strength / Josuposxa 50 mcg / 50 mxr Date of Mfg. / laTa npon3soacrpa 11/2021

Dosage form / Metered-dose nasal spray /

Jlexaperennan hopma Cripeit HasaneHbIiH Date of Exp. / 'ogen no 10/2023

H03UPOBAHHBIH

Product code / Koa npoayxra SRU030007E040401DK Date of release / {aTa Buinycka 18.12,2021

Batch No. / Cepust Ne 12210711 Qty. Released / Kotnuecrso 32,100 BOT/
BLINYIIEHO traxoHoB

: ’ Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ ¢naxouos JIuIensus Ha npowsBonCTBO (HoMep) MNB/10/832

Inspection Lot No. / Mfg, License Date /

Perucrpaunonnsiii Homep ananusa 040000363651 JluueH3us Ha Npou3BOACTBO (1aTa) 30/0412020

; GMP Compliance certificate Date /

Package size / Ynaxoska 120 Doses / 120 no3 GMP cepruduicar (1a13) 18/06/2020

Market / Puinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduiar (nomep)

Reference Specification No, /

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

npoaykra Ne

| Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEGOBAHUSA OBSERVATIONS / PE3YJBTATbBI

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

He 6onee 2-x u3 20 no3 (10 HauayieHBIX [03
u 10 xoHewHBIX K03 13 10 ¢1akoHOB) MOTyT
VIMETh OTKJIOHEHHE OT CPEJHEro 3HaYeHHA

END / Konen:
Minimum / Muunmym: 102.1%
Maximum / Makcumym: 105.2%
Mean / Cpeanee: 103.1%

Oonee ueM + 25%, u HM omHA 1032 He
AODKHA KMETh OTKJIOHEHHE OT CPEdHEro
3HaYeHus Oonee yeM Ha + 35 %.

Ecmu or 3 10 6 503 MMEIOT OTKIOHEHMs
Gonee ueM + 25 %, HO MeHee yeM + 35 %, TO
HCTIBITHIBAIOT Cliexyromnue 20 ¢rakoHOB.

He Gomee 6 m3 60 no3 moryr nmets
OTKIIOHCHHE OT CPENHET0 3HAYeHUs Oolee
qeM = 25 %, U HM OfHA 10033 HE NOJDKHA
HMEThL OTKJIOHEHHE OT CPEAHEro 3HAYCHUA
Goiee uem + 35 %.

Prepared By / Hoarorosna Chegked By / [Iposepua Apprdved By / Ono6pun
Signature / Hognucn ( F— P
Date / {ata 2] AT D DA
Name / OO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Dsf:il;%tcl:: ! Officer — QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A T'OTOBOI'O INIPOAYKTA \
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Name of Product / MOMAT RINO
HaumenoBanne npoaykunn MOMAT PHMHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Henatentosannoe Hanvenosanue | Momerasona dypoara MOHOrHApaTa cripeli HA3aILHEIH J03UPOBAHHEIN 50 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
JeiicTBylomue Bewecrsa 1 no3a cnpes conepxut: AeficTBylowee BellecTBo: MoMmeTasona dypoara MOHOrHApAT
51,72 mxr B nepecyere Ha MomMerasona dypoar 50,00 Mkr
Strength / Jo3uposka 50 mcg / 50 mxr Date of Mfg. / lata npoussoacrsa 11/2021
Metered-dose nasal spray / ’
3:1?&:::':;“ bopma Cripelt Ha3aMBHbIH i Date of Exp. / Tonen a0 10/2023
JO03HUPOBAHHEIMN
Product code / Kox npoayxra SRUO030007E040401 DK Date of release / JaTa Bbinycka 18.12.2021
Batch No. / Cepns Ne 12210711 Qty. Released / Konuectso 32,100 BOT/
BbINYIEHO ¢aaxoHOB
Batch size / Pa3mep cepun 34,722 BOT/ ¢naxonos Jl\{lslgl;[::;:s:aN:l;(/)nanoncTBo (Howep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
Perpucrpauuonnbm HOMep aHau3a 040000363651 JIHIgleHSHﬂ HA MPOU3BOACTBO (3aTa) 30/0472020
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (naTa)
Market / Puinox -Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Creunduxanmus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /NIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATIONS / PE3YJILTATHI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum / Mumam 92.3%
/ OnHopoauocTs measurements can deviate from the average | Maximum / Maxcumym: 104.6%
J03UPOBAHUS value more than + 25% and none can deviate { Mean / Cpennee:101.8%
by more than + 35%, ,
If2 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 ompenenennit
MOXCT OTKIIOHATCA OT CpPENHEro 3Ha4EHUA
Gonee, ueM Ha + 25 %, U HU oxHOrO, Gonee
yeM Ha £ 35 %,
Enu npa wiM Tpw 3maveHMs uMeloT
OTKJIOHEHHS Gonee YeM =+ 25 %, Ho MEHbIIe,
4eM +35 %, To WMCHBITBIBAIOT CIEXYIOMME
20 ¢naxoHoB.
He Gomee 1Tpex s3Hauenmit wuz 30 o)
ONPEAENICHUA  MOTYT OTKIOHATBHCH  OT Lo _
cpenHero 3HaueHus Gonee, yeM Ha + 25 %, u \% e LAY -
HH oxHoro, fonice yeM Ha + 35 %. A ?‘% "
Prepared By / Ioarotosun Checked By / Ilposepua Approved By / Oa06pun
Signature / Moanucs P C% <P
Date / J{ara 2l 2 adwp = M1
Name / ®H0O Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
omin 0CTE Officer - QA Officer — QA Asst. Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 2493 10 email; glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®HUKAT AHAJIVI3A TOTOBOI'O ITPOJYKTA
Page 70f9/C1p.71n3 9

Name of Product /
HaumeHoBaHue npoayxuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBannoe HauMenosBanue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dyypoara MoHoruapaTa cnpelt HasaIbHbIH JI03upoBaHHbIH 50 MKr

Active Ingredients /
HeiicTByromue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mceg .
1 no3a cipes conepxur: AeiicTByIOmEE BewecTso; Momerazona ®ypoata MOHOTMApaT
51,72 Mxr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Nosuposka 50 mceg / 50 mkr Date of Mfg. / ara nponssoacrsa 11/2021

Dosage form / Metered-dose nasal spray /

Jlexapcraennas opma Crpeii HasanBHEIH Date of Exp. / Fogen o 10/2023

JO03HMPOBaHHEIM

Product code / Kog npoayxra SRU030007E040401DK Date of release / lara Beinycka 18.12.2021
Qty. Released / KonnuectBo 32,100 BOT/

Batch No. / Cepusi Ne 12210711 BbiTymEHo Fyh—

. Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos JIHLieH3 ! HA NPOUIBOXCTBO (Homep) MNB/10/832

Inspection Lot No. / Mifg. License Date /

Perucrpaunonnsiii Homep ananuza 040000363651 JIuuensus Ha Npou3BoACTBO (1aTa) 30/04/2020

. GMP Compliance certificate Date /

Package size / YnaxoBka 120 Doses / 120 no3 GMP cepruuicat (1ata) 18/06/2020

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

Reference Specification No. /
Crenudmxauust rorosoro
npoayxkra Ne

SPC-CC-063688

Reference STP No. / CTIU Ne

STP-CC-040944

Ne | TESTS /TIOKA3ATEJIH |

LIMITS / TPEFOBAHUA

| OBSERVATIONS / PE3YJILTATHI

1S | Microbiological Purity / MukpoGuosornueckas ynerora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6mee ancio
aspobHbIX GaxTepuii u
IPONOKEBBIX U IUIECHEBBIX
rpubos (cymMMapHo)

Test for Absence of
Specified Microorganism /
Tecr na cneunduyeckue
MHKDPOOPraHN3MbI;
Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 107 cfu per 1g (ml) of the
product / He Gonee 10 KOE B 1 r (M)

npenapara

Absence per 1g (ml) of the product /
OtcytetBue B 1 r (Mit) npenapata

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

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

Enterobacteria / Orcyretere B 1 r (Mn) npenapara

XKemeycroiumpsie Absence per 1g (ml) of the product / Absent / OtcyTetayer

| aHTepoGaKTepun OrtcyTtcTue B 1 r (M) npenapara
Prepared By / MoaroTosua Cheeked By / Ilposepu Approved By / Opno6pua

Signature / Hoanuce ( £ T .
Date / Jlata 29)2 ) PYVREY ae WM\')’\MM
Name / ®HO Atul Kumar Akshit Bhardwaj ‘Ajay Kumar Garg
E:j:i'::)t;:: / Officer — QA Officer — QA Asst. Manager -QA
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
" Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page 8 of 9 /Crp.8u3 9

Name of Product /
HaumeHopanue npogyKHun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHTOBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona (pypoara MoHOrMApaTa cnpel HazaibHEL J03MpoBaHHLIH 50 MKT

Active Ingredients /
JelicTeyroune BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 crpes coAepxkuT: AelicTBytouiee BemectBo: MometazoHa ®ypoata MOHOIHADAT
51,72 mxr B nepecuere Ha Momeraszona ¢dypoar 50,00 Mxr

Strength / Hosuposka 50 mcg / 50 mxr Date of Mfg. / lara npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
Jexaperaennas hpopma Cnpeit Ha3aIBHbIH Date of Exp. / T'onen a0 10/2023
J03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Boinycka 18.12.2021
Batch No. / Cepus Ne 12210711 Qty. Released / Koauuecrso 32,100 BOT/
BBINMYMIEHO (u1akoHOB
. ‘ Mfg.License No. /
Batch size / Pa3vep cepun 34,722 BOT/ ¢nakonos JIHTeH3Hs HA NPOM3BOACTBO (HoMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucTpaunoHHbIil HOMep aHAIN3A 040000363651 JIuuen3us Ha NPoU3BoACTBO (AaTa) 30/04/2020
: GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduar (1a7a) 18/06/2020
Market / Prinok Russia / Pocons GMP Compliance certificate No./ | Gyp 0155672018
) GMP ceptudukar (Homep)
Reference Specification No. /
Crieunduxauns rotosoro SPC-CC-063688 Reference STP No. / CITH No: STP-CC-040944
npoaykra Ne .

Ne | TESTS/IOKA3ATEJIA |

"LIMITS / TPEBOBAHUSL

| OBSERVATIONS / PE3YJIBTATBI

16. | Assay / KonmnuecrseHHoe onpeneienune

a) Mometasone Furoate /
Momerazona ¢ypoara

From 85 % to 115 % of the labeled content /
Ot 85 % 10 115 % oT 3asBIICHHOTO
COJep KaHus

101.9%/101,9%

b) Benzalkonium chloride /
Bensankonus xiopuaa

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % OT 3asBIEHHOrO
COICPIKaHHA

94.9% /94,9%

17. | Package Size / YnaxkoBka

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. / Mo 60 wmm 120 nos
CYCNEH3MHM BO (uIakOHe W3 TOMMATUIIEHR
BHICOKOH  IUIOTHOCTH ¢  JO3MPYIOILAM
YCTpOICTBOM U KPBIIIECYKOH u3
TIOJIMATWICHA BBICOKONM mmotHocTH. Ilo 1
¢nakoHy BMECTE C HHCTpYKUMEH IO
MEIMIMHCKOMY TIPHMEHEHMIO B  I[1a4Ke
KapTOHHOI.

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.
/ 120 no3 cycmeH3uu Bo (akoHe U3
HOJIMITHIICHA BBICOKOHM IUIOTHOCTH €
JO3UPYIOIKM yCcTpoHCTBOM U
KPBLIIEYKOH U3 MOJMITWICHA BRICOKOH
miotHocTH. ITo 1 ¢uaxkoHy Bmecte ¢
MHCTpYKLMEH 10  MEJUUMHCKOMY
NPUMEHEHHIO B NaYKe KAPTOHHOM.

18. | Labeling / MapxnpoBka According to ND / B coorsetctuu ¢ HJJ
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /-
Xpanenne B 3amuimenHoM oT cBeTa MecTe mpu TeMneparype ot 15 o 25 °C. He 3amopaxuBars.

2 years / 2 roma

20 | Shelf-life / Cpok roanocrn

Prepared By / Iloarorosua Checked\By / Ilposepu Approved By / Onodpna
Signature / Mognucs " a '
Date / laTa 22))e )2 M\W ‘?)’\ \')/\’VJ'V\
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / ‘ :
JoJKEOCTS Officer ~ QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
6 Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIM3A T'OTOBOI'O ITPOAYKTA
Page 9 of 9/ C1p. 9139

Name of Product / MOMAT RINO
HaumeHoBaHME NPOAYKUHUH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTtentoBanHoe HanmenoBanue | Momerasona dlypoata MOHOrHApaTa Crpeil Ha3anbHbIH A03MPOBAHHBY 5O 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
JleficTByIoWmNe BewecTsa 1 no3a cripest conepsxut: AeicTByIOIEe BewecTBo: MomeTasona Pypoara MOHOTMAPAT
51,72 mxkr B nepecuere Ha Momerasona dypoat 50,00 mMxr
Strength / Josuposka 50 mcg / 50 Mxr Date of Mfg. / ara npoussoacrsa 11/2021
Metered-dose nasal spray /
Dosage form-/
JlexapcTentis hopma Crpeii HasanbHbIH Date of Exp. / Toaen a0 10/2023
J03UPOBAHHBEIMN
Product code / Kox npoayxra SRU030007E040401DK Date of release / Jlata Brinycka 18.12.2021
Batch No. / Cepus Ne 12210711 Qty. Released / Konnyectso 32,100 BOT/
BbINYIMEHOo (utaxoHoB
. Mfg.License No. /
Batch size / Pazmep cepuu 34,722 BOT/ ¢nakonos Jlnen3us na NPOMIBOACTEO (HoMep) MNB/10/832
Inspection Lot No. / Mfg, License Date / N
PerucTpauHonnbiii Homep aHaau3a 040000363651 JInueH3usi Ha NPoU3BOACTBO (xaTa) 30/04/2020
Package size / Ynaxosia 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmxar (1a1a)
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmrar (nomep) -
" Reference Specification No. /
Creunduxauns rotosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
MPOAYKTa Ne ’ .

Any deviation/Incident/OOS: Not applicable

Orxionenns/Munnaents/O0C: He NpUMMEHIMO

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.”

3akoyeHne 0 COOTBETCTBMHM: HACTOSINMM MNONTBEPXKIAI0, HTO NPEACTABICHHAA BBHIE uH(pOpMaLMA ABJIAETCA
AOCTOBEpHO! M TO4HOW. [lanHas cepusi Gbuia npousBeseHa (BKMOYas YTIAKOBKY/MapKHMPOBKY ¥ KOHTpOJIb Ka4ecTBa) Ha
YKA3aHHOH BBINE NPOU3BOACTBEHHON ILIOMIAZAKE B TNOJHOM COOTBETCTBMH ¢ TpeGoBaHuamu Hatexameit
Ipoussoncreentoii IpaxTuku (GMP) JIOKaTbHBIX PErYJIATOPHEIX OPraHoB H TpeGOBaHHAMH HOPMAaTHBHON AOKyMEHTALUK
.HI'I-003870-280916, H3m. Ne 1 ot 15.04.2019, HU3am. Ne 2 ot 05.02.2020 mns pbiHka Poccun. IpoTokonbl Mpou3BOACTRa,
YNakOBKM W TOKa3aTeNU KadecTBa AaHHOM CepuM ObLIM NPOAHAIM3MPOBAHBI M CHENAHO 3AKIOYEHWE, 9TO OHH
COOTBETCTBYIOT TpeboBanmsM Hamwrexameit IIponssoacTeennoit Ipakruxu (GMP).

Prepared By / lloarorosua Checked~By / IIpoBepua Approvidd By / OnoGpun
Signature / Iloanucs — T i
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