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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOI'O NIPOAYKTA

Name of Product /
HaunmenoBaHue NpoAYKUHH

MOMAT RINO
MOMAT PHUHO

Page 1of8/Crp. 1 u3 8

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mecg/dose

MowmeTa3ona cripeil HasaibHbIA 103MpoBaHHbIHA 50 MKI/103a

Active Ingredients /
JeiicTBYIOLINE BeUIECTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3za CIpe€s COACPKUT! [lCI/ICTBy}OHlee BCLIECTBO! MOMETIBOHB (bypoa"ra MOHOrvuapart

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

Strength / losuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / Jlara npoussoactea | 07/2023
Dosage form / Metered-dvose nasal spray f Crpeit Date of Exp. / Tonen 10 06/2025
JlexapcTgeHHast popma Ha3aJIbHBIH 1O3UPOBaHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa BoInycka 17.07.2023
Batch No. / Cepusi Ne 12230653 Qty. Released / 32,800 BOT/
KoauuecTBo BbiNyUIeHO ¢akoHOB
Batch size / Pasmep cepun 34,722 BOT / dnaxoHoB Mfg.License No. / Jluuensus na MNB/10/832
Npou3BOACTBO (HoMep)
Inspection Lot NOL/ 040000471348 Mfg. License Date / JIuuensun Ha 30/04/2020
PerucTpauMoHHbIil HOMEp AHAAM3A NpoM3BOACTBO (naTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (aara)
. GMP Compliance certificate No. / GMP-
Market / PoiHOK Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CITN Ne
040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanune APC uroa onohydra API Batch No / A®C cepust Ne 23405(JM-01)-
Mowmertasona ¢pypoara MOHOTHAPAT 002
Manufactured by / lpoussoautens | Aarti Industries Limited, India / Aaptu Huaacrpus Jlumuren, Huaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
1. | Description / Onucanune White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or 6enoro g0 moutd Getsoro meera oT | Ilouru 6esoro uBeTa
NOJTyIpO3pa4HOil 10 HENPO3PaYHON KOHCHCTEHLMK) | HEMPO3PauHO#  KOHCHCTEHUMH

rycras CyCricH3us.

rycras CyClneH3Hs.

2. | Identification / UgenTHdukanus

a) Mometasone Furoate /
MowmeTasona pypoat

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 (refer
to Assay). / Bpems yzepxuBaHus OCHOBHOTO MuKa

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

Ha  XpOMATOIpaMMeE  HCIbITYEMOIOo  pacTBOpa standard preparation / Bpems
JOJDKHO COOTBETCTBOBATh BPEMEHU YACPKUBaHHA | YAEPKHBAHUA OCHOBHOIO MHUKa
OCHOBHOT'O MHKa HA XPOMATOrpaMMe CTaHAAPTHOTO | Ha XpomaTorpaMmme
pacTtBopa (cm. pazaen «KOJIMUeCTBEHHOE | HUCIILITYEMOTO pacTtBopa
OTIpe/IeNeHHUEY ). COOTBETCTBYET BpEeMEHU
YAEp)KHBaHUA OCHOBHOIO [HKa
. Ha XpoMarorpaMmme
. CTaHJAPTHOIO pacTBopa.
~rarmeeS
PrepargenBy / TloaroToBua Checked By / [1posepua Approyed By / Ono6pua
Signature / lloanucs ¢‘/
g VAR 1/5—’ p 72
Date / lata IX ’o’) | Lol 3 W\ 13 ‘\,é\owpp 5
Name / ®110 Yogesh Kumar Mehta Atul Kumar Ajay l&un‘ar Garg
Designation /
oy — Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®HUKAT AHAJIU3A IOTOBOI'O ITIPOAYKTA
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Name of Product /
HaumeHoBaHHe NPOAYKUMM

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoMeTasoHa cripeit Haza/lbHbINH 103UpoBaHHBIH 50 MxI/103a

Active Ingredients /
JleficTByloLMe BelllecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cripest COAEPIUT: AelicTByrolee BelecTBo: MoMeTasona ¢ypoara MOHOTHAPAT

51,72 mxr B nepecyere Ha Momerasona ¢ypoat 50,00 Mxr

Strength / lozuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / laTa npouM3BoACTBA 07/2023
Dosage form / Metered-duose nasal spray { Crnpeit Date of Exp. / Conen a0 06/2025
JlekapcTBeHHas popma HA3JIbHBIN J03UPOBAHHLIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bpinycka 17.07.2023
Batch No. / Cepust Ne 12230653 Qty. Released / 32,800 BOT/
KoJH4ecTBO BBINYLIEHO ¢rakoHOB
Batch size / Paswep cepun 34,722 BOT / grakonos Mifg.License No. / JInuetsus na MNB/10/832
NpOU3BOACTBO (HOMep)
Inspection Lot NO'../ 040000471348 Mfg. License Date / JIuuensust Ha 30/04/2020
PerncTpauuoHHbIi HOMEp AHAIM32 NpoM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 z103 GMP Compliance certificate Date/ | 1 g/,¢/0
GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CIIH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C uroate Mononydratcl \ 4 py gatch No / A®@C cepusi Ne 23405(JM-01)-
MomerasoHa ¢pypoara MOHOFMAPAT 002
Manufactured by / Iipoussoautens | Aarti Industries Limited, India / Aaptu Unpactpus Jlumuren, Mnnua
Ne | TESTS/IIOKA3ATEJIHA LIMITS / TPEGOBAHHSA OBSERVATIONS /
PE3VYJIbTATDI

b) Benzalkonium chloride
/ BeH3aJIKOHHSt XJIOpHA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ciz
and Cy in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCTIBITYEMOTO PacTBOpa AODKHBI OOHAPYKUBATBHCA
TIMKH, 1o BpeMeHaM yaepKUBaHHs
COOTBETCTBYIOIINE MHKAM FOMOJIOroB GEH3aNKOHUA

xmopuga Ci2 u Cig Ha  XpoMaTOrpamme | pacTBopa 00HapYKUBAKOTCA

CTaHJapTHOIO pactBopa (em. paszzen | Muky, no BpEMeHaM

«KOJIMUECTBEHHOE OTPEICNEHUEY ). yaepXKHUBaHHS
COOTBETCTBYIOLINE nvKam
rOMOJIOTOB OeH3aNIKOHMA
xmopuaa Ciz u Cis Ha
XpomaTtorpaMMe CTaHAapTHOIO
pacTBopa.

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Ci4 in the chromatogram of the
standard  solution. / Ha
XpOMATOrpaMMe  UCTILITYEMOro

3. pH A A

From 4.30 to 4.90 / Ot 4,30 no 4,90

4.73 /4,73

4. | Density / [1noTHoCTE

From 0.950 to 1.050 g/cm?/
Ot 0,950 10 1,050 r/cm®

1.017 g/cm*/ 1,017 r/em?

5. | Viscosity / BaskocTh

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

51.1 cPs/ 51,1 cIl3

Prepared By / Honrorosua

Checked By / IIposepua

Approvdd By / Ono0pua

Signature / Hoanucy

s

I

Date / laTa (_/)/51107 ? Lal«_j \4(3\.‘_\\,1‘.‘ ré\o\/}/ pr7
Name / ®HO v Ko
Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Desi -
esignation / Officer-QA Officer-QA Asst. Manager - QA

JloJiKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

|
| CEPTHOUKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA
‘ Page 3 of 8/ C1p.3m3 8

Name of Product/ MOMAT RINO
HaumeHoBaHUe NPOAYKLKH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTeHToBaHHOE HAMMEHOBaHHe MowmerasoHa crpeil Ha3albHBI J03MpOBaHHBIN 50 MKI/ 1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByoIMe BelecTBa 1 103a cripest COEPIKUT: AeiicTBYIONIEe BellecTBO: MoMeTa3oHa pypoaTta MOHOTHAPAT
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / laTta npousBoacTea 07/2023
Dosage form / Metered-dvose nasal spray i Cnpe#t Date of Exp. / Conen 10 06/2025
JlekapcTBennas popma Ha3aJibHBIA 103UPOBaHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata sbinycka 17.07.2023
Batch No. / Cepusi Ne 12230653 Qty. Released / 32,800 BOT/
Koan4ecTBO BbINyLIEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT / daxomos Mig.License No. / Jluuensus wa MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.v/ 040000471348 Mfg. License Date / Jinuensust na 30/04/2020
PerucTpaunoHHblii HOMep aHAJH3a Npou3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnaxoBka 120 Doses / 120 xo3 GMP ceprupurar (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccns GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroBoro SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C uroate VIORORYAIatel | s p1 Batch No / ADC cepust Ne 23405(JM-01)-
MowmerazoHa dypoara MoHOTHApAT 002
Manufactured by / Ilpoussogurean | Aarti Industries Limited, India / Aaptu Huaactpus Jlumuren, Huaus
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS/
PE3YJIBTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMoNANbHOCTD Ot 250 no 350 MOcm/kr 291 mOcm/kr
7. Net content / Macca Not less than 18 g / He MeHee 18 1 18.1g/18,1r

cojepKUMoOro paaxKoHa

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 170 doses /170 no3

container / KosiugecTBo / He menee 120 no3 (ue cuuras NEpBUYHYIO
03 MPOKAIKY)

9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Muaumym: 92.6%
Macca no3bl theoretical dose mass / Maximum / Makcumym:107.9%

WuauBuayanbHas Macca 103bl: oT 85 % no 115 % Average / Cpenuee: 104.6%
oT TeOpeTl/I‘{eCKOﬁ MaccChl O03bI,

e

Average mass of the dose: from 90% to 110% of S R TN

ST

the theoretical mass of the dose /
Cpensss macca 1o3bi: ot 90 % mo 110 % ot
TEOPETHIECKOM MACChl A03bl

Preparﬂy / TonroTtoBua Checked By / IIposepua Approved By / OnoGpua
Signature / Iloanucb /% d——
(oot )
Date/ flara | §197 1 1013 g\ VBT
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kurhar Garg
Designation /
Tommnocts Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
Page 4 of 8/ C1p. 413 8
Name of Product / MOMAT RINO
HauMeHOBaHME IPOAYKUMHU MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTa3oHa cripeii Ha3alibHbIH 103UPOBAHHBIA 50 Mkr/103a

Active Ingredients /
JleiicTBYIOLIHE BeleCTBA

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

1 n03a crpes conepxkuT: JieiicTByouee BeniecTso: Momerazona ¢ypoata MOHOTHAPAT

51,72 mkr B nepecuere Ha Momerasoua ¢pypoar 50,00 Mkr

Strength / lo3npobka 50 meg/dose / 50 Mkr/103a Date of Mfg. / lara npou3BOACTBA 07/2023
?Iosage form / Metered-df)se nasal spray { Cnpe#t Date of Exp. / Fonex 0 06/2025
exapcTBeHHas popma Ha3anbHbIA 103HPOBaHHbIR
Product code / Koa npoayxra SRU030007E040401DK Date of release / /lata BbllycKa 17.07.2023
Batch No. / Cepusi Ne 12230653 Qty. Released / 32,800 BOT/
KoaMuecTBO BhINYHIEHO (akoHOB
Batch size / Pasmep cepun 34,722 BOT / gnaxoHos Mg License No. / JIuueHsHs na MNB/10/832
NpPou3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000471348 Mfg. License Date / JIunien3us Ha 30/04/2020
PervcTpauHoHHbIA HOMEp aHAAN3A NPOM3BOACTBO (1aTAa)
Package size / YnaxoBKa 120 Doses / 120 103 GMP Compliance certificate Date/ | ;¢/56/2070
GMP cepTudukar (aara)
. GMP Compliance certificate No. / GMP-
Market / Pbinok Russia / Poccus GMP ceprudHiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneun¢uKanus roroporo SPC-CC-063688 Reference STP No. / CTIIH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C onohydra API Batch No / A®C cepus Ne 23405(JM-01)-
MowmeTasona Gpypoara MOHOrHApaT 002
Manufactured by / llpoussoaurenn | Aarti Industries Limited, India / Aaptu Munacrpus Jlumures, Wnpaug
Ne | TESTS/IMNOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3VYJILTATDI

10. | Particle size /
Pasmep yacTuil

Particles < 10pum in size: Not less than 90%
Yactun pasmepom < 10 mxm — e menee 90 %;

Particles < 30pm in size: 100%

Yactun pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTHIBI pazMepom > 30 MKM — J0JDKHBI

OTCYTCTBOBATb

100.0% / 100,0%
100.0% / 100,0%

Absent / OTCYTCTBYIOT

11. | Sedimentation Stability /
CeauMeHTaHHOHHAS
YCTOHYHBOCTH

Not less than 5 min / He MeHee 5 MUH.

Complies /
COOTBETCTBYET

\ k_',‘l’% &J
g N
N harmec?

Checked By / Ilposepun

Apprpved By / Onobpua

Prepaged By / TloaroTosun

Signature / Iloanuce

— r

Date / laTa g \ 4101\l 3 vy A 173 \%\63\'9)”->
T
Name / @O Yogesh Kumar Mehta Atul Kumar Ajay Kumlar Garg
Desi -
esignation / Officer-QA Officer-QA Asst. Manager - QA

JloI3KHOCTE
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
8 Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: .. . ..
glenmark X »

A new way for s new wotld

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOI'O ITIPOAYKTA
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Name of Product / MOMAT RINO
HaumMeHoBaHHE NPOAYKUMU MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTeHToBaHHOE HauMeHoBaHMe | MoMeTa30Ha clipeil HasaNbHbli J03MpOBaHHEIH 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleificTBYOIIHE BeleCTBA 1 1032 CIIpest COAGPIKHT: ACHCTRYIOMEe BemecTBo: MoMeTasona gypoara MOROTHADAT

51,72 Mxr B niepecuere Ha Momerasona gypoar 50,00 mkr
Strength / losupeska 50 meg/dose / 50 mxr/no3a Date of Mfg. / laTa npon3BoacTBa 07/2023
Bosage form / Metered—df)se pasal spray { Crpeii Date of Exp. / Conen 10 06/2025

ekapcTBeHHas opma HA3IbHbIA JO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata BbilycKa 17.07.2023
Batch No. / Cepnst Ne 12230653 Qty. Released / 32,800 BOT/
’ KosiM4ecTBO BhbIMYILEHO ¢naxoHoB
Batch size / Pasmep cepu 34,722 BOT / {hraxomos Mfg.License No. / Jluuensus wa MNB/10/832
NpoU3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000471348 Mfg. License Date / JInueH3us na 30/04/2020
PervcrpaliMOHHbII HOMEP aHAJIM3A NPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
. GMP Compliance certificate No. / GMP-

Market / Puinox Russia / Poceus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukanus roToporo SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue ADC uroate ydrate/ | s pI Batch No / ADC cepusn Ne 23405(JM-01)-

MowmerazoHa ¢ypoara MOHOTHIPAT 002

Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aaptu Unnactpus Jlumuren, Hunng

Ne | TESTS/ITOKA3ATEJIM LIMITS / TPEBOBAHHWA OBSERVATIONS /
PE3YJIbTATDI
12. | Impurities / IIpumecu
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % 0.003%/ 0.003%
[Mpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6oxee 0,15 % Not Detected/ He obuapyxero
Ipumecu DMC
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.01%/0,01%
[Tpumecu D
Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.04%/ 0,04%

impurity / ExuHuuHo#
HEUJEHTHQUIUPOBAHHOM
npuMecH -

Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.15%/ 0,1’5%5 T C’ng; o
CyMMBI IpUMeCei fost e

Prepaped By / [loarorosua Checked By / HIposepua Approved By / OnoGpun
Signature / IToanucy /% (‘-ﬁ————*
r
- v -
Date / lata | §107) 1,13 71 )1y \g\é)f\gm)f';
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kllma’r Garg
Designation /
JomxHOCTH Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIU3A TOTOBOI'O INIPOAYKTA

Page 6 of § / CTp. 6 u3 8

Name of Product /
HanmenoBanue npoaykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HeﬂaTeHTOBaﬂﬂoe HAUMEHOBAHHUC

Mometasone Metered-dose Nasal Spray 50 mecg/dose

Mowmera3oHa cripeit HasasbHBLHA 103HpOBaHHbIH 50 MKr/103a

Active Ingredients /
JeiicTBylomue BeiecTaa

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

calculated for Mometasone Furoate 50.00 mcg

1 po3a cipest coaepxuT: AelCTBYIOLIEE BEUECTBO: MoMeTa3oHa (ypoara MOHOTMApaT
51,72 mkr B nepecyete Ha Momerazona ¢ypoar 50,00 mxr

Strength / lo3npoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / laTa npoussoacrsa 07/2023
Dosage form / Metered-d?se nasal spray { Cupeit Date of Exp. / Fonen 10 06/2025
JlexapcTBeHHas ¢popma Ha3aJibHbI JO3UPOBAHHBIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 17.07.2023
Batch No. / Cepus Ne 12230653 Qty. Released / 32,800 BOT/
KosinuecTso BbinyuieHo ¢$hnakoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢pnakonos Mfg.License No. / Jluuensus Ha MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot No.v/ 040000471348 Mfg. License Date / JInuensusa na 30/04/2020
PerucTpauoHHbIil HOMEp aHAIM3a NPOU3BOACTBO (AaTa)
Package size / ¥ naoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;4/¢9)
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepruduxat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roToporo SPC-CC-063688 Reference STP No. / CITN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenobanue A®OC sone b uroate Monohydratel | 4 py pageh No / ADC cepus Ne 23405(JM-01)-
Mowmerasona ¢yypoara MoHOrHApAT 002
Manufactured by / IlpousBoaurtens | Aarti Industries Limited, India / Aaptu Mupacrpus Jlumuren, Mnaus
Ne | TESTS /ITOKA3ATEJIA LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeansis
JocTaBJisieMast 103a 1
OJHOPOIHOCThb
A0CTABJISIEMOI N03bI

Not more than 2 of 20 doses (10 initial doses and 10 final doses
from 10 vials) can deviate more than + 20% from the average
value and not any dose can deviate more than + 25% from the
average value. The mean should not exceed + 15 % of label
claim

If 3 to 6 doses deviate more than + 20% but not more than +
25%, test another 20 vials.

Not more than 6 of 60 doses can deviate more than £ 20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed + 15 % of fabel claim.

He 6onee 2 w3 20 103 (10 HayanbHbIX 103 U 10 KOHEUHbBIX J103)
MOTYT MMETh OTKIIOHEHHE OT CPEAHEro 3HaueHus Oosee uyem
+20%, ¥ HY olHA [03a HE JO/DKHA UMETh OTKIOHEHUE OT
cpelHero 3HadeHus Gosiee ueMm £ 25 %. CpepHee 3HAUEHHE He
JIOJDKHO MpPEBBIMATh = 15 % 0T 3aABIECHHOTO.

Ecnu o1 3 10 6 103 UMEIOT OTKJIOHEHUA Oosice ueM + 20 %, Ho
MeHee 4eM £ 25 %, TO UCITHTBIBAIOT cneaytouye 20 (prakoHOB.
He Gonee 6 n3 60 103 MOryT UMETh OTKJIOHGHHE OT CPEJHETO
3HaueHus Oonee yem + 20 %, 1 HU OJHA 1033 HE J0JDKHA HMETh
OTKJIOHEHHE OT cpe/iHero 3HayeHus Honee yem + 25 %. Cpennee
3Ha4YEHUE KDKIOTO ONpeAeieHHs He TODKHO npesbimats = 15 %
OT 3asABJEHHOTO.

Beg / Hauano:

Minimum / MusnmyMm: 96.9%
Maximum / MakcumyM:101.6%
Mean / Cpennee:100.0%

END / Konen:

Minimum / MuHuMyMm: 95.5%
Maximum / Makcumym:101.0%
Mean / Cpennee: 100.0%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAyKUHH MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTteHTOBaHHOE HAUMEHOBAHUE MowmeTa3soHa crpei Ha3albHbIHA 103MpoBaHHbIH 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylo1mMe BewlecTBA 1 HO3a CcTipes COAEPUT: AeHCTRYIOLIEE BelecTBO: MoMeTasoHa dlypoaTa MOHOTHAPAT
51,72 mxkr B nepecuete Ha Momerazona dypoar 50,00 Mxr
Strength / No3npoBka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npou3BoacTBa 07/2023
Dosage form / Metered-duose nasal spray i Crpeit Date of Exp. / Tonen 10 06/2025
JlekapcTBeHHas ¢opma Ha3aJlbHbIA 103MPOBAHHbIH
Product code / Kox npoaykra SRU030007E040401DK Date of release / Jlata Boinycka 17.07.2023
Batch No. / Cepust Ne 12230653 Qty. Released / 32,800 BOT/
Kosin4ecTBO BbINYILIEHO ¢$hakoHOB
Batch size / Pasmep cepun 34,722 BOT/ daxotos Mifg. License No. / Jluuensust na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.v/ 040000471348 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaunorHblii HOMep aHaJIu3a NPOU3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date / | ;g/,¢070
GMP ceprudukat (nara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccuns GMP ceprudurar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuugpukanms roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C © buroate MONOWYCIaier | s py Bateh No / ADC cepus Ne 23405(JM-01)-
Mowmerasona gyypoara MOHOTHIpPAT 002
Manufactured by / [Ipoussoautens | Aarti Industries Limited, India / Aaptu Mumactpus Jiumuren, Hunus
Ne | TESTS / ITIOKA3ATEJIN LIMITS / TPEBOBAHMA OBSERVATIONS /
PE3YJIbTATDI
14 | Microbiological Purity / MukpoOHosorayeckast 4HCcToTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml /
count / Obmee 4ucio Gonee 107 KOE B 1 mu1 npenapata Menee 10 KOE/mn
a3pOOHbIX o
MHKpPOOPraHHU3MOB L B
PG AR TN
Total yeast and moulds Not more than 10" cfu per 1 ml of the product / He Less than 10 cfy/ml/ S s
count / O6uiee yucnio Gosee 10! KOE B 1 M1 npenapata Menee 10 K,QE/MJI
JPOKAKEBBIX H IUIECHEBBIX L
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyTcTBUE B |
MJI HIpernapara
Staphylococcus aureus Absence per 1 ml of the product / OtcyTcTBYE B 1
MJI penapara
15. | Assay / Konn4decTBeHHOE onpeaesicHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.7%/102,7%
Mowmeta3ona ¢ypoar 85,0 % 1o 115,0 % ot 3as1BI€HHOIO COAEPKAHUA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 98.1% /98,1%
BeH3a/IKOHUS XJIOPHL 80,0 % n0 120,0 % oT 3aABIEHHOIO COACPKAHUS
Prepared By / Tloarorosun Checked By / Hposepua Approved By / Onobpua
Signature / loanucs %/ é___.
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Name of Product / MOMAT RINO
HaumeHoBaHuHe NPOAYKUUHN MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTenToBaHHOe HanmMeHoBaHUe | MoMerasona cpeii HasanbHbIH 103upOBaHHbIH 50 MKI/1033
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monchydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByOLIME BelllecTBA 1 71032 cOpes COAEPHKUT: NeHicTByIOWEe BewecTBo: MomeTazona ¢ypoara MOHOTHApPAT
51,72 Mk B nepecuere Ha Momerasona gypoat 50,00 Mkr
Strength / Jlosuposka 50 mcg/dose / 50 mMkr/a03a Date of Mfg. / Jlata npousBoacTBa 07/2023
Dosage form / Metered-df)se nasal spray { Cripeit Date of Exp. / Conen a0 06/2025
JlekapcTBeHHas ¢opma Ha3aJIbHBIA 103MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata BbInycka 17.07.2023
Batch No. / Cepus Ne 12230653 Qty. Released / 32,800 BOT/
KoJiH4ecTBO BbINYILIEHO (I1akoHOB
Batch size / Pazmep cepuu 34,722 BOT / dnaxoHoB Mfg.License No. / Jluuetsis na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000471348 Mfg. License Date / JIunensus Ha 30/04/2020
PerucTpauMoHHBbIit HOMep aHAIM3A NPOU3BOACTBO (AaTA)
Package size / Y nakoska 120 Doses / 120 103 GMP Compliance certificate Date /| 1 g,)/7029
GMP ceprudukar (aaTa)
: GMP Compliance certificate No. / GMP-
Market / Pbixok Russia / Poccus GMP cepTvll)q)uKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C API Batch No / A®C cepust Ne 23405(JM-01)-
MometazoHa ¢ypoara MOHOTUIpar 002
Manufactured by / [Ipouspoaurenn | Aarti Industries Limited, India / Aaptu Unnactpus Jlumuren, Huus
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEGOBAHUA OBSERVATIONS /
PE3VJIBTATDI
16. | Package Size / YnakoBka 120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
Mo 120 p03 cycrnensud BO (NAKOHE W3 TOJUITHIEHA Bmcm«m" THOCTH C
JO3UPYIOIMM YCTPOIHCTBOM U KOJIIauKOM M3 IMOJIM3TUIICHA B ongﬁ mroTﬁbc o 1
(rakoHy BMecTe ¢ MHCTPYKLHEHN 10 MEAULIMHCKOMY NMPUMEHEH PO B TAUKE Karjiq oil.
z ‘_i

Any deviation/Incident/OOS: Non-applicable P
OtkaoneHns/HecooTBeTcTBHA/QOOC: HE NPHMEHUMO

been manufactured 1ncludmg packaging and quality control at the abovementioned site in full co
requirements of the local Regulatory Authority and with the normative document no. JITI- NO(OOTTI )-(PI'-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3aKioueHHe © COOTBETCTBHH: HACTOANIMM TIOJATBEPX/Alo, 4YTO NpEJCTaBleHHas Bblle HHGpOpMaLus SBIAETCA
JOCTOBEpHOI ¥ TouHOit. JlaHHas cepus ObLTa NpowsBencHa (BKIKOYas yNAKOBKY/MAapKHPOBKY M KOHTPOJb KauecTsa) Ha
YKa3aHHOW BBIUE MPOM3BOJCTBEHHOH IUIOWIAAKE B MOMHOM COOTBETCTBMM C  TPEOOBAHUAMH Hannexaei
[IpoussoncTeenHoi ITpaktuku (GMP) NOKaIbHBIX PEryJNSATOPHBIX OPTaHOB U TPeOOBAHUAMU HOPMATHBHOH NOKYMEHTAIUH
JIM-Ne(001710)-(PT-RU) ot 23.01.2023 s pwiHka Poccun ¥ yTBEpikAeHHOH crnenubpuxaunei No SPC-CC-063688.
I[IpOTOKONBl NPOM3BOACTBA, YNAKOBKH M IOKA3aTeH KauecTBa NAaHHOW Cepud ObLIM MPOAHAIN3MPOBAHHI M CICIAHO
3aKJTIOUEHHE, YTO OHH COOTBETCTBYIOT TpeGopanuam Hannexameit [Tpoussoacreenroii [Tpaktuxu (GMP).
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