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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A TOTOBOI'O MPOAYKTA
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Name of Product /
HaumeHoBaHHe NPoAYKIUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHTOBaHHOE HAUMEHOBAKHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTazoHa cripeit HazanbHBIH Jo3upoBaHHbIi 50 MKI/1032

Active Ingredients /
JeficTBy0LHe BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes conepxur: AeicTBYIOIIEE BelecTBO: MoMeraszoHa gypoara MoHOTHIpar

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

Strength / Jdo3upoBka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / laTa npousBoacTBa 07/2023

Dosage form / Metered-dvose nasal spray i Cripeit Date of Exp. / Fones 110 06/2025

Jlekapcreennas gopma Ha3aJbHBIA 103UPOBAHHBIN

Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlata Boinycka 17.07.2023

Batch No. / Cepust No 12230652 Qty. Released / 32,960 BOT/
KoanuecTBo BhINYILEHO (hakoHOB

Batch size / Pazmep cepun 34,722 BOT / ¢pnakonos Mg, License No. / JIuueusust ua MNB/10/832
MpoH3BOACTBO (HoMep)

Inspection Lot No.“/ 040000471152 Mfg. License Date / JInuensust na 30/04/2020

PerucTpauuoHHbIii HOMep aHAJIM3A Mpou3BOACTBO (1aTa)

Package size / Vnaxoska 120 Doses / 120 103 GMP Compliance certificate Date / | ;0,09

GMP ceprudukar (nara)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. / GMP-

GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauns roroporo SPC-CC-063688 Reference STP No./ CIIR Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C M uroate Vionolydralel 1\ py gatch No / A®C cepusi Ne 23405(JM-01)-
OMeTa30Ha ypoara MOHOTHAPAT 002

Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aapru Muaactpus Jinmuren, Muauns
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEGOBAHUA OBSERVATIONS /

PE3YJIBTATDI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or Oenoro po mnouyrd Oenoro uBera OT
NOJIYTIPO3pavuHON 0 HENpo3payHOd KOHCUCTEHIIUU
rycTas CyCneH3us.

Off-white thick suspension of
non-transparent consistency. /
IToutu 6enoro uBerta
Henmpo3payHOH  KOHCUCTEHLUH
rycTas CyCHeH3us.

2. | Identification / UnenTndnxauus

a) Mometasone Furoate /
Mometasona pypoart

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). / BpeMsi yaepxHBaHUS OCHOBHOTO MHKa

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 XpomarorpamMe MCHObITYeMOro pacteopa | standard preparation / Bpems
JOJDKHO COOTBETCTBOBATb BPEMEHU YIEPXKHBaHMA | YAECPKHUBAHUSA OCHOBHOIO IMKa
OCHOBHOTO IMKHKa Ha XpOMaTorpaMMe CTaHAApTHOTO | Ha XpoMmaTorpamme
pactBopa  (cMm. pasgen «KonuecTBeHHOE | HCTIBITYEMOIO pacTBopa
OTpeAesICHUEY ). COOTBETCTBYET BpEMEHHU
YACPKUBAHUSA OCHOBHOTO MMHKa
Ha XpoMmarorpamme

CTaHJAPTHOTO pacTBOpa.
Prepared By / Iloarotosun Checked By / Ilposepun Approyed By / Onodpun

Signature / Hoanucy

d_/—'

Date/ Tava BT 3 FIERNE! $popeY>

U
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JI0IKHOCTE
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A I'OTOBOI'O HPOJAYKTA

Page 2 0of 8 /C1p.2 13 8

Name of Product /
HaumMeHoBaHHE NPOAYKLIMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBaHHoe HAHMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3ona cnpeii HazaibHbIH 1031poBanHblil 50 MKI/1032

Active Ingredients /
JeiicTByrolne Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cripes conepxut: AekCcTBYIONIEE BemecTBO: MomeTasoHa ¢yypoara MOHOTHApPAT

51,72 mkr B nepecuere Ha Mometasona ¢ypoar 50,00 mxr

Strength / Jlo3npobka 50 mcg/dose / 50 mkr/noza Date of Mfg. / lata npon3soacTsa 07/2023
Dosage form / Metered-duose nasal spray { Cnpeit Date of Exp. / Tozen 10 06/2025
JlekapcTBeHHast popma Ha3aJIbHbIN J103UPOBAaHHBIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 17.07.2023
Batch No. / Cepust Ne 12230652 Qty. Released / 32,960 BOT/
Kos14ecTBO BBINYILEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢nakoHos Mg License No. / Jluuensus na MNB/10/832
NMpPOH3BOACTBO (HoMep)
Inspection Lot NO'../ 040000471152 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauMoHHblil HOMep aHaIHu3a NPOU3BOACTBO (1aTa)
: GMP Compliance certificate Date /
2
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudhicar (1ata) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxausa rorosoro SPC-CC-063688 Reference STP No. / CITN Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ne Furoatc MONOYCralel | s py Batch No / ADC cepusi Ne 23405(JM-01)-
MowmertasoHa ¢ypoara MOHOTHAPAT 002
Manufactured by / IIpoussoantens | Aarti Industries Limited, India / Aaptu Uanactpus Jlumuren, Unaus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI

b) Benzalkonium chloride
/ BeH3aJIKOHUS XJ10PUA

o
U
3]

N . H e}f:}-,

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Cjs in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCTIBITYEMOTO PAacTBOpa HOJKHBEI 0OHApyXHBAThCH
IHUKH, o BpeMEeHaM YACPXKHUBAHNA
COOTBETCTBYIONIE THKAM T'OMOJIOFOB GEH3AIKOHHA

xyopuga Ci2 uw  Ciy Ha  XpomaTorpamme
CTaHAAPTHOTO pacteopa (cM. paszen
«KonmdecTBeHHOE OnpesieNieHUE).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C» and
Cy4 in the chromatogram of the
standard  solution. / Ha
XpOMArorpamMmMe HMCIBITYEMOTO
pacTeopa 06HapyXKHBalOTCs
TIUKH, o BpeMeHaM
yIAep>KUBAHHA

COOTBETCTBYIOLHE MKaM
rOMOJIOrOB OCH3aJIKOHHA
xmopuga Cpp u Cu  Ha

i ’bhar(\'\if/ XpoMaTorpaMMe CTaHAapTHOro
: - pacTBopa.
3. | pH From 4.30 t0 4.90/ O1 4,30 5o 4,90 4.69 /4,69

4. | Density / [LnoTHOCTL

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

1.017 g/cm?®/ 1,017 r/cm?

5. | Viscosity / Baskocrb

From 30 to 130 ¢Ps/ Ot 30 no 130 cll3

46.8 cPs /46,8 cll3

Prepareq By / Iloarorosua

Checked By / flpoBepua

Apprqved By / OnoGpua

Signature / Hoanucs

Ve 5%

-

Date / Jata L/[X’o’) ’ ?/0‘1,} v =13 V3 \O 310'775
]

Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation / Officer-QA Officer-QA Asst. Manager - QA

JonxHOCTL
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOT'O NIPOAYKTA
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Name of Product /
HaumeHoBaHWe NPOAYKUHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarentoBanHoe HauMeHoOBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTazoHa cripeii HasasibHBIH 103KpoBaHHbIi 50 MKI/003a

Active Ingredients /
JeficTBylomue peimecrasa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1o3a crpest conepxuT: AckCTBYIONIEE BenecTBo: MoMerasoHa ¢ypoara MoHornapar
51,72 Mxr B nepecyere Ha MomerasoHa dypoar 50,00 Mxr

Strength / losuposka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lata npoussoactBa | 07/2023
Jl;osage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Fogen 20 06/2025
eKkapcTBeHHas gpopma Ha3aJbHBIH 03UPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 17.07.2023
Batch No. / Cepus Ne 12230652 Qty. Released / 32,960 BOT /
KosauuecTBo BbINyllleHO (1akoHOB
Batch size / Pasmep cepu 34,722 BOT / prakonon Mg, License No. / Jluuensust na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471152 Mfg. License Date / JIunensus na 30/04/2020
PerucrpauuoHHslii Homep aHaJiM3a NpoU3BOACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;¢/06/970
GMP cepruduxat (1ata)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepruduxat (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roToporo SPC-CC-063688 Reference STP No. / CIIA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C uroate Mononydrate API Batch No / ADC cepun Ne 23405(JM-01)-
MowmertasoHa ¢rypoara MOHOTHApaT 002

Manufactured by / [lpoussoaurtens

Aarti Industries Limited, India / Aaptu Unpacrpus Jlnmuren, Muaus

Ne | TESTS/TIOKA3ATEJIU

LIMITS / TPEBOBAHHUA

OBSERVATIONS /
PE3YJIBTATBI

6. | Osmolality /
OcMOISNIBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 1o 350 MOcMm/kT

291 MOcM/Kr

291 mOsm/Kg

7. | Net content / Macca
cOAEpPKUMOro prakoHa

Not less than 18 g/ He menee 18 r

182g/182r

8. | Number of deliveries per
container / KoanuectBo
103

MPOKayKy)

Not less than 120 doses (discard the first pumping)
/ He menee 120 103 (He cuuTas NepBUUYHYIO

168 doses / 168 no3

9. | Pump delivery /
Macea 1031

~—

J

theoretical dose mass /

oT Teopemqecxoﬁ MacCChl 103bI,

TCOpeTquCKOﬁ MAacCCHhI 103bl

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

WnnuBnayansHas Macca no3si: ot 85 % mo 115 %

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss macca 1o3sl: o1 90 % 10 110 % ot

Minimum / MuHuMyMm: 95.2%
Maximum / Makcumym: 108.3%
Average / Cpennee: 105.1%

:7,. q,)o,‘ )P‘/’B ?Ci:' {
\’Qf"}armace

Prepared By / Hoarorosua Checked By / TIposepun Approyed By / OnoGpuan
Signature / [Toanucs i
Date / laTa C//g/ e
o 1§lo1013 gk 1 P>
Name / @O Yogesh Kumar Mehta Atul Kumar Ajay l‘(u ar Garg
Designation /
NomKHocTs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®HUKAT AHAJIN3A I'OTOBOI'O NIPOJAYKTA
Page 4 of 8/ C1p. 4138

Name of Product /
HaumeHnoBaHHe NPOAYKUMH
Generic name /
HenaTeHToOBaHHOE HAUMEHOBAHHE

MOMAT RINO

MOMAT PHHO

Mometasone Metered-dose Nasal Spray 50 meg/dose

Momerazona cnpeil HasaibHbI A03upoBanHbIi 50 MKI/103a

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

1 1033 cripest COAEPKMUT: AcHCTBYIO1IICE BelecTBO: MoMeTa30Ha (ypoaTa MOHOTHAPAT

51,72 MKr B nepecyete Ha MomerazoHa Qypoar 50,00 mxr

Active Ingredients /
JeiicTByioLde BelllecTBa

Strength / losnposka 50 mcg/dose / 50 Mkr/ao3a Date of Mfg. / lata npoussoacta | 07/2023

Dosage form / Metered-df)sc nasal spray Z Cnpeit Date of Exp. / Coen 10 06/2025

JlekapcTBeHnHas opma Ha3aJILHBII 103UPOBAHHBIA

Product code / Koa npoaykra SRUQ30007E040401DK Date of release / lata Bbinycka 17.07.2023

Batch No. / Cepusi Ne 12230652 Qty. Released / 32,960 BOT/

Ko/1H4eCTBO BbINYHIEHO ¢akoHOB
Batch size / Pasmep cepuu 34,722 BOT / aakoHoB Mig.License No. / Jluuensust na MNB/10/832
NpPou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000471152 Mfg. License Date / JInueHsua na 30/04/2020
PerucTpauMoHHblii HOMEp aHaIM3a NpoM3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudHicar (1aTa) 18/06/2020
: GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccus GMP ceprudukar (somep) 01556/20/IN

Reference Specification No. / STP-CC-

Crneundukanus rorosoro SPC-CC-063688 Reference STP No. / CITN Ne 040944

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune AOGC ¢ ruroate MOonohyaratel 1, py Batch No / A®C cepus Ne 23405(JM-01)-
Mowmerazona ¢ypoara MOHOruapar 002

Manufactured by / [Ipoussoantean | Aarti Industries Limited, India / Aaptu Unaactpus Jlumuten, Unaus

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATHI

10. | Particle size /
Pasmep wacTun

Particles < 10pum in size: Not less than 90%
YacTun pasmepom < 10 mxm — He Meree 90 %;

100.0% / 100,0%

Particles <30um in size: 100%
Yactun pasmepom < 30 mxm — 100 %

100.0% / 100,0%

Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTuuns! pasMepom > 30 MKM — JOJIKHBI

OTCYTCTBOBATh

11. | Sedimentation Stability / | Not less than 5,min./ He meree 5 MuH. Complies /
CealMeHTaIMOHHAS St T COOTBETCTBYET
YCTOH4HBOCTD S el

N 1‘
5‘\' fu"m*nafi/')

Prepared By / loaroroBun Checked By / Ilposepua Approyed By / Oxobpua
Signature / [foanuce dﬂ
Date / Jata C/]flo'? | ),olj [ - ¥ V5
Name / ©1O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
Jonxuocts Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page Sof 8 /Ctp.5mu3 8

Name of Product / MOMAT RINO
HaunmeHosanne npoaykunn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTteHToBaHHOEe HaumMeHoBaHHe | MomerasoHa cnpeii HasaabUbIH JO3UPOBAHHLIN 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
JeiicTByonime BeuecTsa 1 no3a cripes conepxut: AekicTryIONEE BellecTBO: MoMeTasoHa ¢iypoaTa MOHOTHApAT
51,72 mxr B nepecuere Ha Momerazona ¢ypoar 50,00 Mxr
Strength / JozupoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npon3soacTBa 07/2023
Jl;osage form / Metered-df)se nasal spray i Crpeit Date of Exp. / Fonen 20 06/2025
eKapcTBeHHas dopma HA3JIbHBIN 103UPOBAHHbIN
Product code / Koa npoaykra SRUQ30007E040401DK Date of release / lara Boinycka 17.07.2023
Batch No. / Cepus Ne 12230652 Qty. Released / 32,960 BOT/
Koan4ecTBO BbINMYIIEHO ¢ akoHoB
Batch size / Pasmep cepun 34,722 BOT / dnakoros Mfg.License No. / Jluuensun na MNB/10/832
MPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471152 Mfg. License Date / JInuensust na 30/04/2020
PerucTpaunoHHbIil HOMep aHaJIn3a NPOH3BOACTBO (JaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ |, ¢/c/099
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccust GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunpukaums roToporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoayxra Ne
Momet Furoate Monohydrate/ MFM-
API name / Haumenosauue ADGC ometasone buroate Monohydralel |, py gatoh No / A®C cepust Ne 23405(JM-01)-
Mowmeta3zona gypoara MoHOTHApaT 002
Manufactured by / Ilpoussoautenn | Aarti Industries Limited, India / Aaptu Hupacrpus Jlumuren, Hunus
Ne | TESTS /INIOKA3ATEJINA LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIBTATDI
12. | Impurities / IIpumecu
Impurity § DM / Not more than 0.15 % / He Gosee 0,15 % 0.003%/ 0.003%
Hpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obHapykero
IMpumecu DMC
) ) 0.02%/ 0,02%
Impurity D / Not more than 0.20 % / He 6onee 0,20 %
Mpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.04%/ 0,04%
impurity / EnunniHoi
HeUACHTHHUIMPOBAHHOM
pUMecH
Total impurities / Not more than 0.60 % / He 60nee 0,60 % 0.16%/0,16%
CyMMeI ipumecei oy T
Prep/afqd By / IloaroroBua Checked By / Ilposepua Approvdd By / Ono6pun
Signature / I
ignature / Iloanuck /i%/ d/" ‘
Date / lata V}g' 311 Lot A\ 3 -‘\Z\O(}bﬁ'))}
I
Name / ®11O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
TommHocTs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A T'OTOBOI'O NIPOAYKTA

Page 6 of 8/ Ctp. 6 u3 8

Name of Product /
HaumenoBanHe NPOAYKIHMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarteHToBAHHOE HAUMEHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmerTasoHa crpefi HazanbHblit 103upoBaHHbIi 50 MKT/103a

Active Ingredients /
JeiicTByoMe BeLecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 CHIpes COAEPXKMUT: AeHCTBYIOLICE BEIECTBO: MoMeTasoHa (ypoara MOHOTUApAT

51,72 mkr B nepecuere Ha MomeraszoHa ¢ypoar 50,00 Mkr

Strength / lo3uposka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / laTa npon3BoacTea 07/2023
Dosage form / Metered-dyose nasal spray { Cripeit Date of Exp. / Conen 10 06/2025
JlekapcTBeHHas popma Ha3JIbHbIA 1031 POBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata BbInycka 17.07.2023
Batch No. / Cepusi Ne 12230652 Qty. Released / 32,960 BOT/
KoJin4ecTBO BbIIYILECHO ¢1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ dnaxonos Mig.License No. / Jlnuensus na MNB/10/832
Npou3BoACTBO (Homep)
Inspection Lot No.v/ 040000471152 Mfg. License Date / JIunensus Ha 30/04/2020
PerucTpauHoHHbIii HOMep aHAJH3A MPOU3BOACTBO (1aTa)
Package size / Y nakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptndukar (aara)
. GMP Compliance certificate No. / GMP-
Market / Puinok Russia / Poccust GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanus roroporo SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C oate VIONoNydraler | s py Batch No / A®C cepust Ne 23405(JM-01)-
Mowmerasona ¢pypoara MOHOTHIpAT 002
Manufactured by / IIpoussoauTens | Aarti Industries Limited, India / Aaptu Mngacrpus Jlumures, Mnmud
Ne | TESTS/IIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpennss
A0CTaBJIsieMast 103a H
OJHOPOJHOCTH
A0CTaBJISIEMOIi 103b1

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 label claim.

He Gonee 2 13 20 003 (10 HayaneHbIX 203 U 10 KOHEWHBIX 103)
MOTYT MMETb OTKJOHCHHE OT CPEAHEro 3HaueHus Oosiee 4eM
+20%, ¥ HM OAHA J03a HE JO/DKHA HMMETh OTKJIOHEHWE OT
cpenHero 3Hauenus Gonee uem £ 25 %. Cpeanece 3HaueHWe HE
JIOJKHO MpEBbILIATh + 15 % 0T 3a1BAEHHOTO.

Ecnu ot 3 10 6 103 UMEIOT OTKJIOHEHH: Gonee dyem + 20 %, Ho
MeHee 9eM = 25 %, TO MCHBITHBAIOT cneayromue 20 GnakoHos.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHEHHE OT CPEIHETO
3HaueHus Gosee uem + 20 %, ¥ HU O/1HA A03a HE RO/DKHA UMETD
OTKJIOHEHHE OT CPeAHEro 3Hadenus Gonee ueM = 25 %. Cpennee
3HAYEHHE KKIOTO ONMPEACICHHs! He JODKHO Mpesblmare + 15 %
OT 3a5BJICHHOTO.

Beg / Hauasno:

Minimum / Munumym: 98.3%
Maximum / Makcumym:102.0%
Mean / Cpennee:100.0%

END / Koneu:

Minimum / Munumym: 98.0%
Maximum / Makcumym:103.8%
Mean / Cpenuee: 100.0%

Prepared By / [loarotoBua Checked By / lIposepun Approyed By / Ono6pua
Signature / IToanucs % d/’7 q
Date / lata L/[g /J] ) 2ol ) l«z‘}u"\’\ 3 \8\97 wg
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay l’(urdar Garg
Designati
esignation / Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOI'O IPOAYKTA

Page 7of 8 /Crp. 7u3 8

Name of Product/ MOMAT RINO
HaumeHoBaHHe NPOAYKUUM MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBAHHOE HAHMEHOBAHWE MowmeTasona cripeii HazanbHbIi 103upoBaHHbli 50 Mkr/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
JeiicTBylolMe BeLuecTBa 1 103a cripest COACPXKUT: JASHCTBYIOLIEEe BEECTBO: MomeTa3oHa dypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MomeraszoHa gypoar 50,00 Mkr
Strength / lo3npoBka 50 mcg/dose / 50 Mkr/nosa Date of Mfg. / lata npou3BoacTea 07/2023
Dosage form / Metered-duose nasal spray {Cnpeu Date of Exp. / Fonen 10 06/2025
JlekapcTBeHHasn ¢opma Ha3aJIbHBbIN 103HPOBaHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata BbInycka 17.07.2023
Batch No. / Cepun N 12230652 Qty. Released / 32,960 BOT/
KoanuecTBO BLINMYIEHO ¢ 1aKOHOB
Batch size / Pazmep cepun 34,722 BOT / ¢naxkoHos Mg, License No. / Jluucksus ua MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000471152 Mfg. License Date / JIuuensusi Ha 30/04/2020
PeructpaumMoHHblii HOMep aHaJaHM3a NPoH3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP cepTuicaT (1a14) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccnst GMP ceprudmkat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukanus rotosoro SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C uroate VIONOMYarater |, py gateh No / A®C cepust Ne 23405(JM-01)-
MowmeTtazoHa ¢hypoara MOHOTHAPAT 002
Manufactured by / Ilpoussoaurtens | Aarti Industries Limited, India / Aaptu Munactpus Jlumuren, Huaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATDBI
14 | Microbiological Purity / MukpoGuoioruueckast Y4HcTOTa
Total aerobic microbial Not more than 107 cfu per Iml of the product / He Less than 10 cfu/ml/
count / O6uiee unco Gonee 107 KOE B 1 mu1 mpeniapata Mewnee 10 KOE/mn
a’poOHBIX
MUKPOOPraHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/m}/"\f&;g A5 ' \""
count / O6uiee yucio Sonee 10! KOE B 1 mn npenapara Menee 10 KOE/MEf_lf\.;f ’
IPOAKEBBIX H IUIECHEBBIX [
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTBure B 1
MJI IIpenapaTa D
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcTBure B 1 Absent / OTcyTCTB pharm’—ﬁ Ce&\
MJI nIpenapara '
15. | Assay / KoinuecTBeHHOE Onpee/icHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 103.0% / 103,0%
Mowmerazona ¢ypoar 85,0 % nmo 115,0 % oT 3asABIEHHOIO COAEPKaHHs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 96.4% /96,4%
beHzankoHus xJ1opua 80,0 % no 120,0 % or 3agBJeHHOTO COAEPKAHUS
Prepaned By / Hoarotosua Checked By / Ilposepua Approﬁ@d By / Onoopun
Signature / Iloanuc
g anuck (/ ‘j/ d”ﬂ e
Date / lata Lylo1) Lol D 1=\ \ﬂ\?(ﬂaﬂw>
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay lkum’ar Garg
Designation /
JoKHOCTS Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIM3A T'OTOBOI'O NPOAYKTA
Page 8 of 8/ Crp.8u3 8

Name of Product / MOMAT RINO
HaunmeHoBaHYe IPOAYKLUH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHOE HAUMEHOBAHUE MoMeTa3oHa crpeii Ha3albHbIA J03HPOBaHHBIH 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
JleiicTBYO1Me BellecTBA 1 m03a cripes COAEPIXKHT: JeiiCTBYyolIEe BEMECTBO: MoMeTasoHa (pypoaTa MOHOTUAPAT
51,72 Mkr B nepecyete Ha Momerasona ¢ypoar 50,00 mxr
Strength / losnposKa 50 meg/dose / 50 Mxr/n03a Date of Mfg. / JlaTa npoH3BoacTBa 07/2023
Jl;osage form / Metered-dyose nasal spray i Cnpeit Date of Exp. / Tonet 20 06/2025
ekapcrBennasi gopma Ha3a/IbHBIA J03UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa BbInycKa 17.07.2023
Batch No. / Cepus Ne 12230652 Qty. Released / 32,960 BOT/
KoJinyecTBO BbINYIIEHO ¢akoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢naxonos Mfg.License No. / Jiuueusia na MNB/10/832
npou3BOACTBO (HoMep)
Inspection Lot No.“/ 040000471152 Mifg. License Date / JIuuen3ust Ha 30/04/2020
PerucrpauvoHHbIi HOMEp aHAU3A NPOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepTudukar (aaTa)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cep'n[:q)mca'r (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanus rorosoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenopauune AOC M API Batch No / A®C cepus Ne 23405(JM-01)-
oMeTazoHa GpypoaTa MOHOTUApAT 002
Manufactured by / [Iponssomurens | Aarti Industries Limited, India / Aaptu HUunacrpus Jlumutes, Wnnus
Ne | TESTS/TTIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATDHI
16. | Package Size / Ynaxoska | 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. /
[Io 120 103 cycreHsuu BO (UIAKOHE W3 MONMITWICHA BBICOKOM IUIOTHOCTH C
JO3UPYIOLINM YCTPOHCTBOM M KOJIITAYKOM H3 MOJIM3TUIICHA BhIC F-HQOTHOCTH. Io 1
(nakoHy BMecTe ¢ HHCTPYKLMEN O MEAULIMHCKOMY npny‘éf\}ié;ﬁmo ﬂ‘aﬂ:; apTOHHOM
i 2
Any deviation/Incident/OOS: Non-applicable %
Otxiaonerus/HecooTBercTBUs/OOC: HE NPUMEHHMO o : *,
ol gy B

i
Declaration of certification: “I hereby certify that the above information is authentic and éqé}yate. This batch gf product has
been manufactured including packaging and quality control at the abovementioned site in"\fﬁﬂgomplianc ith the GMP
requirements of the local Regulatory Authority and with the normative document no.. [Ne (00T -(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.”

3aK/I0ueHHEe 0 COOTBETCTBHH: HAaCTOAUIMM TOATBEPXKIAI0, YTO [MPEACTABNEHHAs Bbille MHGOPMAIMA ABNAETCS
JOCTOBEpHOH M TouHO#. JlaHHas cepust Gblla NPOH3BENEHa (BKIIOYAs YIAKOBKY/MapKHPOBKY M KOHTpONb KadecTsBa) Ha
YKa3aHHOH BBl TNPOU3BOJCTBEHHOW TNOMAAKE B IOJHOM  COOTBETCTBHM € TpeboBanMaMU  Hannexarein
TpoussoncteenHoit IIpakTuky (GMP) foKanbHbIX peryJsTOPHBIX OPraHOB U TpeGoBaHMAMH HOPMATHBHON NOKYMEHTALUH
JII-Ne(001710)-(PT-RU) ot 23.01.2023 mns pbiika PoccuM W yTBEpXKACHHOM cneuudurauueii Ne SPC-CC-063688.
T1poTOKOTbI NMPOM3BOACTBA, YINAKOBKM KM IOKa3aTed KauecTBa JAHHOW CepuM ObUIM NpOAHATM3UPOBAHBI M CIENIAHO
3aKJIIOYEHHE, YTO OHHM COOTBETCTBYIOT Tpebosanuam Hamnexatueit IponspoacTeernoi ITpaktuxu (GMP).
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