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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A T'OTOBOI'O TPOAYKTA
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Name of Product /

MOMAT RINO
MOMAT PUHO

Haumenosanue npoaykuuu
Generic name / :
HenareHtoBanHoe HauMeHoBaHUe

Mometasone Metered-dose Nasal Spray 50 m(,g/dosu
MowmeTasona cnpeil HazaabHbli Ao3uposanusii 50 Mxr/ao3a

Active Ingredients /
HeiicTByromne BelecTsa

1.dose of the spray contains: Active ingredient: Mometasone
calculated for Mometasone Furoate 50.00.meg

1'103a copes coAepxuT: AclicTBYIOEe BellecTBo: MoMeTasona dypoara MOHOTHAPAT

51,72 Mkr B nepecuere Ha Momerazona dypoar 50,00 mxr

Furoate Monohydrate 51.72 meg as

Strength / lo3uposka 50 meg/dose /-50 Mxr/no3a Date of Mfg. / lara 06/2024
NpPOH3BOACTBA
Dosage form / M'etered-dvose nasal spray / Crpeit Date of Exp. / Fonen 10 05/2026
JlexapceTBeHHas ¢popma HA3a/bHBIA N03UPOBAHHBH
Product code / Koa npoaykra SRU0O30007E040401EJ) Date of release / lara Buinycka 22.06.2024
Batch No. / Cepus Ne 12240623 Qty. Released / 64,160 BOT/
KojinuecTBo BhINY1IEHO (daakoHos
Batch size / Pasmep cepun 69,444 BOT / aaxonos Mfg.License No. / JInuensna na MNB/10/832
NPOH3IBOACTBO (HoMep)
Inspection Lot NOL/ 040000530943 Mfg. License Date / JImien3ust Ha 30/04/2020
PeructpauuoHHblii HoMep aHAJIN3A NpPoU3BOACTBO (AaTa)
. GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (aara)
: GMP Compliance certificate No./ | GMP-
D>
Market / Poivox Russia/ Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. /
Crnenudurxauus roToBoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoayxkra Ne
API name / Haumenosanue A@C Mometasone Furoate Monohydrate/ API Batch No / ADC cepus Ne MFEM-23423(1M-
Mowmerazona §ypoara MOHOTHApaT 01)-001
Manufactured by / IIponssoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jinmuren, Unaus :
Ne 1 TESTS / TIOKA3ATEJU "LIMITS / TPEBOBAHUWA OBSERVATIONS /
: ' PE3YJIBTATHI
1. | Description / Onucanne White to off ~white thick suspension - of | Off-white thick - suspension of
- | semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot Genoro - .po nourd Oenoro usera ot | [louru oenoro nBeTa
NOJYIPO3PAYHON N0 Henpo3pauyHoil KOHCUCTEHUMH | HENpo3padHoi KOHCHCTEHLMY

rycras CyCl’leH?;I/Iﬂ

rycrast CyCreHsusl.

2. | Identification / UnenTndpuranus

a) Mometasone Furoate /
Momerasona gypoat

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 yaepxuBauusi OCHOBHOTO [HKA
Ha ~ XpOMATOrpaMMme  VCHBITYEMOro - PacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHU YASPKUBaHUA

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
standard - preparation /- Bpewms
yIAepXKMBAHUS OCHOBHOIO TIMKa

OCHOBHOTO NIUKA HA XPOMATOTPaMMe CTaHIapTHOTO | Ha XpOMaTorpaMme
pacTeopa (cm. pasnen UCIIBITYEMOIO pacTBopa
onpeJeNIeHHEY ). COOTBETCTBYET BPEMEHH |
YAEPXKUBAHWA . OCHOBHOIO TIMKa
Ha XpoMarorpamme
CTaHJAPTHOIO pacTBopa.
Prepared By / Hoarorosun Approvgd ﬁy [ Opobpua
Signature / Hoanuce /N & *xiqf,fw»«“’f
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Date/ Mura le (\verYy 24)pblnony
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A T'OTOBOI'O IIPOAYKTA
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Name of Product /
Ha‘HMeHOBaHMC l'lpOllyKl.ll‘lH

MOMAT RINO
MOMAT PUHO

Genericname /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTasoHa crpeli nasanepiil 1031poBadHbli 50 MKI/1038

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50,00 meg :

1 1034 Cripes couepxuT; AeHcTsyiouiee BemiecTso: Mometasona ¢ypoara MOHOIMApAT

51,72 Mxr B nnepecyere. Ha Momerazoda gypoar 50,00 mxr

Active Ingredients /
JleficTBYIOLIIE BElIeCTBA

Strength / Ilompomca‘ 50 meg/dose /50 mMKr/no3a Date of Mfg. / Jlata 06/2024
NPOU3BOACTBA
JI;osage form / M'etered-duose 'nasal spray { Crpeit Date of Exp. / Fonen 0 05/2026
exapcrseHHast popma HA3adbHBIA 103UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401E] Date of release / lata Bbinycka 22.06.2024
Batch No. / Cepus Ne 12240623 Qty. Released / 64,160 BOT/
KoauuecTBo BbINYINEHO (1akoHOB
Batch size / Pa3mep cepuu 69.444 BOT / {maxonon Mfg.License No. / Jluuetsust na MNB/10/832
NPOU3BOACTEO (HOMep)
- — -
Inspection Lot 1\0.0/ 040000530943 Mfg. License Date / Jlunensust na 30/04/2020
PeructpauyoHHbIH HOMep aHAJIM3a NPOU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
GMP ceprudurar (aaTa)
. GMP Compliance certificate No./ | GMP-
Market / Prinox Russia / Poccns GMP ceprapukaT (somep) 01556/20/IN
Reference Specification No. /
Cneuudurxauns rorosoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoayKTa Ne '
API name / Hanmenopanue ADC Mome't‘asone Furoate Monohydrate/ API Batch No / ADC cepusi Ne MFM-23423(JM-
Mownmerazona dypoara MOHOTHApAT 01)-001
Manufactured by / Hpouspoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlnvuten, Unaus
Ne | TESTS/TNOKA3ATEJIU LIMITS / TPEBOBAHWUS OBSERVATIONS /
: ‘ PE3YJbLTATHI

b) Benzalkonium chloride
/ BeH3aIKOHHUS XJI0PUI

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci2

The chromatogram ~of the
sample solution contain peaks
corresponding to the retention

and Cj4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCMBLITYEMOrO PacTBOPa JOJDKHBI OGHAPYKUBATHCH
NIMKY, no BpeMeHaM YAEPKUBAHUS
COOTBETCTBYIOLIME NMHKAM TOMOJIOrOB OEH3ANKOHMA
xnopuna Cpz u  Cis Ha  XpomaTorpamme
CTaHHApTHOTO pacTBOpa (cM azzel
«KonuuecTBeHHOE ONpeIeNeHUEN):,

| XJIopyia

‘pacTBopa.

times of peaks of benzalkonium
chloride homologues Cir2 and
Cs in the chromatogram of the
standard - ‘solution. / Ha
XpOMATOrpaMMe UCHBITYEMOro
pacTBopa oBHapyXMBaOTCA
TIMKH, 10 BpeMEHaM
yIepKUBAHUS
COOTBETCTBYIOLLNE
rOMOJIOTOB

nuKam
OeH3aIKOHHUS
Cno u Cu =Ha
pomarorpaMMme CTaHAapTHOTO

w

pH

‘| From4.30t04.90/ 014,30 no*

4.7714,17

4, | Density / IlnoTHoCcTb

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

1.001 g/em?®/ 1,001 r /em?

5. | Viscosity / BaskocThb

"From 30 to 130 cPs/ Ot 30 no 130 cH3

43.8 cPs /43,8 cll3

Prepared By / Hoarorosui

Checked By / Hposepu

Approved By / OnoGpna

Signature / Iloanuce
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Name of Product /
HaumeHoBanne npoaykuun

MOMAT RINO
MOMAT PMHO

Generic name /
HenarenroBanHoe HAaHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cnpeil Hasayibupli go3uposanuniii 50 Mxr/no3a

Active Ingredients /
JeficTBylomme BeiecTBa,

1 dose of the spray contains: Active.ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1'103a cnipes copepxut: AelCTBYIONIEE BenlecTBO: MomeTazona (ypoaTa MOHOTHAPAT
51,72 mkr B nepecdere Ha Momerazona dypoar 50,00 Mxr

Date of Mfg. / lata

Strength / Josuposka 50 meg/dose /-50 Mxr/no3a 06/2024
NPOU3BOACTBA
Dosage form / Mc':lered—duose 'nasal spray f Cnpeit Date of Exp. / Costett 110 05/2026
JlekapcTBennas popma HasaLHBIA 103UPOBAHHBIR )
Product code / Koa npoaykra SRU030007E040401E] Date of release / lara soinycka 22.06.2024
Batch No. / Cepus Ne 12240623 Qty. Released / 64,160 BOT /
KonnvecTso BoinyLieHo ¢hakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonor Mfg.License No. / JIuuensus na MNB/10/832
. TPOH3BOACTBO (HoMep)
Inspection Lot NOL/ 040000530943 Mfg. License Date / JInuensna na 30/04/2020
PerucTpaumoHHbIil HOMEp aHAJH3A POH3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
] GMP cepruduxar (nara)
. GMP Compliance certificate No. /| GMP-
D
Market / Peivox Russia / Poccus GMP cepTuduxar (Homep) 01556/20/IN

Reference Specification No. /
Crenndukanus roToBoro
npoaykra Ne

SPC-CC-063691

Reference STP-No./ CIIH Ne

STP-CC-040947

APl name / HaumenoBanue ADC

Mometasone Furoate Monohydrate/
Mowmeta3zona ypoara MOHOTUIpaT

API Batch No / A®C cepus Ne

MEM-23423(IM-
01)-001

Manufactured by / Ilponssoaurensn

Aarti Pharmalabs Limited, India/ Aaptu ®apmanade Jlumuren, Hius

Ne | ' TESTS/HHOKA3ATEJIN LIMITS / TPEBOBAHMUSA "OBSERVATIONS /
' PE3VJILTATbDI
6. | Osmolality / From 250 to 350 mOsnm/Kg 293 mOsm/Kg
OcMOJISIILHOCTD Ot 250 no 350 MOcm/xr 293 MOcM/xr

Net content / Macca
cogep:kumoro aaxona

Not less than 9 g / He menee 9 1

92g/921

8. | Number of deliveries per
container / Konu4yecTBo
103

TPOKauKy)

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuMTas MEpBUUIHYIO

79 doses / 79 no3

Pump delivery /
Macca g0o3b1

theoretical dose mass /

oT TCOpeTI/I‘ICCKOﬁ MacCChbl JO3bI,

Teopemqecxoﬁ MacChl 10351

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

HunusunyanbsHas Macca no3bl: o1 85 % mo 115 %
y

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennsis macca 1036l 0T 90 % 1o 110 % or

Minimum / Musumym: 100.3%
Maximum / Maxcumym:106.1%
Average' / Cpennee: 103.4%

Prepared-By / Hoarotosua

Checked By / Ilposepun

Approvéd | By / Onobpua

Signature / Hognuce

[T

N

W i) - i # .
Date//lara Yl 96 La LYy A b Au Iy e
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CERTIFICATE OF ANALYSIS FOR F INISHED PRODUCT
CEPTUOHUKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaumenopaHue npoayKumu

MOMAT RINO
MOMAT PHUHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmeraszona cnpeli HazaabHbIM 103MpoBaHHbIH 50 MKI/103a

HenareHToBaHHOe HAUMEHOBAHUE

Active Ingredients /
Helicreyiomine pelecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1034 cripes COASPXKUT: eHCTBYIOLIEE BelecTBO: MoMeTasona ypoaTa MOHOIHAPAT

51,72 Mxr 8 nepecyere Ha Momerasoua Qypoat 50,00 Mxr

Strength /- lozuposka 50 meg/dose /50 mMkr/noza Date of Mfg. / /lata 06/2024

NIPOM3BOACTBA ,
Dosage form / Méten'ed-df)se nasal spray / Crpeit Date of Exp. / Fogen 10 05/2026
JlexapcrBennas popma Ha3AILHBIA 103UPOBAHH B
Product code / Koa npoaykra SRU030007E040401E] Date of release / lata Bpinycka 22.06.2024
Batch No. / Cepust Ne 12240623 Qty. Released / 64,160 BOT /

KoanyecTBo BbINyuieHo drakonos

3 I

Batch size / Pasmep cepuu 69,444 BOT / ¢naxoHoB Mig.License No. / Jluuensus na MNB/10/832

TPOU3BOACTBO (HOMep)
Inspection Lot NOL/ ’ 040000530943 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpaunoHuplii HoMep aHAIH3A NIPON3BOACTBO (1aTa)

' GMP Compliance certificate Date
Package size / Ynakosxa 60 Doses / 60 no3 / 18/06/2020
: GMP ceprudukar (nara)
: ) GMP Compliance certificate No. /. | GMP-
Market / Poinok Russia / Poccust GMP ceprudmkar (Homep) 01556/20/IN
Reference Specification No. /
Creunduranus roroBoro SPC-CC-063691 Reference STP No. / CIIM Ne STP-CC-040947
npoayKTa Ne
Mometasone Furoate Monohydrate/ | . MFM-23423(JM-

API name / Haumenosanne ADC MoMeTa30Ha (hypoaTa MOHOMIPAT API Batch No / ADC cepusi Ne 01)-001

Manufactured by / IlponsBoauress

Aarti Pharmalabs Limited, India/ Aapru ®apmasnabe Jlumuren, Unnus

Ne | TESTS/IOKA3ATEJIU LIMITS / TPEGOBAHUA OBSERVATIONS /
PE3YJIBTATbI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% 7/ 100,0%
Pasmep wacTun Yactun pasmepom < 10 Mxm — He menee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OTCyTCTBYIOT
YacTHibl pa3MepoM > 30 MKM — JIOTKHBI
OTCYTCTBOBaTh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mMun. Complies./
CeanMeHTALlHOHHAS CooTBeTCTRYET
YCTOHYHUBOCTDL '

Prepared By / Hoarorosun

Checked By / HIposepun

Signature / Hoamuce
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Name of Product / MOMAT RINO
HaumenoBaune npoayKumu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarenTosanHoe HaumeHosaHue . | Momertasona cnpeit HazaibHbIH 203upoBaHHbIi 50 MKkr/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByromme Bewecrsa 1'n03a crpes copepsxuT: AEHCTRYIONEE BEWECTBO: MoMeTasoHa Gypoara MOHOTHApaT
51,72 Mmxr B nepecuere na Mouemsox{a dypoar 50,00.Mxr
Strength / Jloauposka 50 mcg/dose /-50 mxr/no3za Date of Mig. / lata 06/2024
TIPOH3BOACTBA
Dosage form / Mf:tered-dvose nasal spray { Cripeit Date of Exp. / Coten 10 052026
Jlexapcreennan dgopma HasaLHBIA 103UPOBAHHBIH v
Product code / Koa npoayxra SRU030007E040401E] Date of release / lara Boinycka 22.06.2024
Batch No. / Cepust Ne 12240623 Qty. Released / 64,160 BOT/
KoJindecTBO BBINYLIEHO (rakoHOB
Batch size / Pasmep cepun 69,444 BOT / pnakoHos Mifg.License No. / JInuensus na MNB/10/832
- NPOH3BOACTBO (HOMep)
Inspection Lot No.ul 040000530943 Mifg. License Date / JIuueHnsus Ha 30/04/2020
Peructpaunonsiii Homep aHaau3a NPOU3BOACTBO (AaTA)
GMP Compliance certificate Date
Package size / Ynakogka 60 Doses / 60 o3 / 18/06/2020
GMP ceprudnxar (nara)
. GMP Compliance certificate No. / | GMP-
Market / Prinox Russia / Poccua GMP ceprudmkar (Homep) 01556/20/IN
Reference Specification No. /
Cneundukaums rorosoro SPC-CC-063691 Reference STP No. / CIIX Ne STP-CC-040947
npoayxkra Ne :
API'name / Haumenosanne A®C Momet‘asone Furoate Monohydrate/ API Batch No / A®DC cepusi Ne MEM-23423(JM-
MowmeTazoHa QypoaTa MOHOrHIpar 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru Qapmanabe Jumuren, Unaus
No | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA ’ OBSERVATIONS /
PE3YJbLTATHI
12. | Impurities / Ilpumecu
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % Not Detected/ He oOnapyxeHo
ITpumecu § DM
Impurity DMC / . Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He oOHapyxeHO
ITpumecu DMC
. 0 9 0.01%/ 0,01¢
Impurity D / Not more than 0.20 % / He 6onee 0,20 % o %
Tlpumecu D
Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.04%/ 0,04%
impurity / Exunnunoit
HEMACHTU(DUIMPOBAHHOM
puMecH
Total impurities / Not more than 0.60 % / He 6osee 0,60 % 0.13%/0,13%
CyMMBI ipumMeceit

Prepaped By / Hoarorosun Checked By / Ilposepua Approveg} By / OnoGpna

Signature / IToanuce o S
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Glenmark pharmaceuticals Ltd

Distt-Solan-Himachal-‘Pradesh-173205; India

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
- CEPTU®UKAT AHAJIM3A TOTOBOI'O INPOJAYKTA
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Name of Product /
HaumenoBaHHe APOAYKUUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHtoBanHoe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasoHa cripedi HasanbHLIHE A03upoBaHHsiil S0 MKI/n03a

Active Ingredients /
JeicTByroiuue BewecTsa

1 dose of the spray.contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 noza CIIpEesA COUACPIKUT: J.ICVICTB}’I()LHCC BelecTBO: MoMerasoHa (])ypoa’ra MOHOTUApar

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

Strength / Jo3upobka 50 mcg/dose 750 mxr/no3a Date of Mig. / /lata 06/2024
MpoU3BOACTBA
Dosage form / M,etered-di)se flasal spray { Cnpeit Date of Exp. / Tonen 10 05/2026
Jexapcrsennas popma HA3aJbHBLIN JO3MPOBAHHbIH
Product code / Koa npoaykTta SRUO030007E040401E] Date of release / lata Boinycka 22.06.2024
Batch No. / Cepust No 12240623 Qty: Released 64,160 BOT /
0JIHYECTBO BbINYILEHO | maxonos
Batch size / Pasmep cepin 69.444 BOT / diaxoHoB Mfg.License No. / Jluuensusi va | ynyp10/83)
NpOH3BOACTBO (HOMEP)
Inspection Lot NOL/ 040000530943 Mfg. License Date / JIunensus Ha 30/04/2020
PerucTpauyonHbiii HoMep aHaau3a NPOH3BOACTBO (AaTa)
, GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / SRR 18/06/2020
GMP cepruduxar (1aTa)
: . N GMP Compliance certificate No. / | GMP-
Market / Prinox Russia / Poccus GMP cepriduiar (Homep) 01556/20/IN
Reference Specification No. / :
Crieunduxanust roToBoro SPC-CC-063691 Reference STP No. / CIIU Ne STP-CC-040947
npoayxTa Ne .
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ API Batch No / ADC cepua Ne MEM-23423(1M-
MowmeTasoHa (pypoara MOHOTHIApaT 01)-001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/: Aaptu @apmana6c¢ Jiumurten, Unpus '
Ne 1 TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / Havauno:

and Uniformity of
Delivered Dose / Cpeanss
J0CTABAAEMAS 1032 U
OHOPOJHOCThH (
JOCTAB/SIEMOH 103b1

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 6onee 2 13 20 103 (10 HauayibHelX 103 ¥ 10 KOHEUHBIX 103)
MOTYT ‘UMETh OTKJIOHECHHE OT CPEJIHEro 3HaueHus Gosiee 4em
+20%, ¥ HHM. OJHA A033 HE AOMKHE MMETh OTKJAOHEHHE OT
cpeaero 3Hauenns Oonee uem £ 25 %. CpenHee 3HaueHue He
JIOIKHO NPEBBIIATS = 15 % OT 3a4BJIEHHOTO.

Ecay oT 3 10 6 1103 UMEIOT OTKJoHeHUs Oonee yeM * 20 Y%, HO
MeHee YeM ® 25 %, TO UCTIBITLIBAIOT cilenyiome 20 GprakoHoB,
He 6onee 6 13 60 103 MOryT UMETE OTKJIOHEHHME OT CPEOHErOo
3HaueHus Gonee uem + 20 %, W HU OJIHA N03a HE AOHKHA UMETh
OTKJIOHEHHE OT CPeAHero 3HaYeHus fonee uem = 25 %. Cpeanee
3HAYEHHE KAXKJIOTO ONpeEISH s He AOIDKHO Npesbiath + 15 %
OT 3asBJIEHHOTO.

Minimum / MunuMyMm: 99%
Maximum /. Maxcumym:107%
Mean / Cpennee:100%

END/ Koneu:

Minimum / Munumym: 97%
Maximum / Makcumym:102%
Mean / Cpennee: 100%

Prepared By / Iloarotosua

Checked By / llposepua

Approved By, / OpoGpna

Signature / Tloanuen
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Date / lara 2Mlaf L)y sy xh'i ? of. (ff"mff'}%
Name / @110 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr, Manager - QA
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i Gleli mark 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@bomz2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O IIPOAYKTA

Page 7 of 8 / Crp. Tu3z 8

Name of Product /
HanMeHnoBaHHe NPOAYKUMH

MOMATRINO
MOMAT PHHO

Generic name /
HenarenToBaHHOe HAMMEHOBAHNKE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MonmeTrazona ciped Ha3abLHLIH 1031upoBanHbI 50 MKr/103a

Active Ingredients /
JelicTBYHOLUHE BelLeCTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1. 1032 Cnipes coiepyuT: ACHCTBYIOlEE BeliecTBO: MomeTasoHa (ypoarta MOHOIHApAT
51,72 mxr 8 niepecuere Ha Momerazona ¢ypoat 50,00 Mxr ‘

Date of Mfg. / laTa

Strength / Jlosuposka 50 meg/dose /50 Mxr/nosa 06/2024
TIPOM3BOACTBA

Dosage form / Metel'ed—df)se nasal spray f Copeit Date of Exp. / Tonet 110 05/2026

JlexaperpenHas gopma HA3ANLHBIN 103MPOBAHHBIA

Product code / Koa npoaykra SRU030007E040401E] Date of release / Jlata BhInycka 22.06.2024

Batch No. / Cepusi Ne 12240623 Qty. Released / 64,160 BOT /.
KoanuecTso BbINYyLIEHO (paxoHos

Batch size / Pasvep cepun 69.444 BOT / rakonos Mfg License No. / Jluuensus ua | gy /832
NPoH3BOACTBO (HOMep)

Inspection Lot NOL/ 040000530943 Mfg. License Date / JIuuensus na 30/04/2020

PervcTpauyoHHbI HOMep aHaau3a POM3BOACTBO (AaTa)
GMP Compliance certificate Date

Package size / YnakoBka 60 Doses / 60 103 / : 18/06/2020
GMP ceprudmkar (n1ara)

Market / Poitox Russia / Poccus GMP Compliance certificate No. / | GMP-

: GMP ceprudmrar (Homep)

01556/20/IN

Reference Specification No. /
Cneuunduxaums roToBoro
NpoAyKTa Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

APl'name / Haumenosanue ADC

Mometasone Furoate Monohydrate/
Momerazona pypoara MOHOTHAPAT

API Batch No / ADC cepun Ne

MFM-23423(IM-
01)-001

Manufactured by / Ilpoussoaurenn

Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Muans

Ne |- TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMA OBSERVATIONS /
PE3VYJIbTATHI
14 | Microbiological Purity / MuxpoGuonorgyeckas 4ucToTa
Total acrobic microbial Not more than 10% cfu per Im! of the product / He Less than 10 cfu/ml/
count /- O061wee yucio Gonee 102 KOE B 1 M nipenapaTa Menee 10 KOE/mn
a3pOGHbIX
MHKPOOPTaHU3MOB ;
Total yeast and moulds Not more than 10' cfu per 1 ml of the product /He | Less than 10 cfu/ml/
count / O61iee uucio Gonee 10! KOE 8 1 mn npenapata Meuee 10 KOE/mn
JPOXOKEBLIX U TIECHEBBIX ’ :
rpudoB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcTBue B 1 Absent / OtcyTcTBYET
MJI TIperiapaTa
Staphylococcus aureus Absence per 1. ml of the product / OtcyTcTBue B 1 Absent / OTcyTCTBYET
MJI TiperiapaTa
15. | Assay / KoanuecTBeHHOE oNIpeeieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.7% / 99,7%
Momera3ona ¢ypoat 85,0 % 1o 115,0 % oT 3as1BJICHHOTO COAEPXKAHUS :
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 90.0% / 90,0%
BeHzankoHus Xopun 80,0 % 10 120,0 % OT 3as4BIEHHOTO COAECPIKAHUS

Pre

pared By / Iloarorosna

Checked By / Ilposepua

Approved By

Signature / Tloanues
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Name / ®UO Yogesh Kumar - Mehta Atul Kumar’ Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager.- QA
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Glenmark pharmaceuticals Ltd -
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt: " Solan Himachal‘Pradesh-173205; India

Phone: +91~]795 249300 Fax: +91-1795 249310 email: glenmark(@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDHUKAT AHAJIN3A TOTOBOI'O IPOJAYKTA

Page 8 of 8 /Crp. 8138

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTreHTOBAHHOE HAUMEHOBAHHE

" MoMeTasona cripeit Hasamsiplit 103upoBanubii 50 Mxr/no3a

Mometasone Metered-dose Nasal Spray 50 meg/dose

Active Ingredients /
JeficTByromue Beliecrsa

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

1 7103a Crpes COJIEPIKHUT: JekcTBylolee BeniecTBo: Momerasona ¢ypoara MOHOTHApar

51,72 mxr B nepecuere Ha Momerasona ¢ypoar: 50,00 Mxr

Strength / losuposka 50 mcg/dose / SO Mxr/n03a Date of Mfg. / llata 06/2024
NpPOHU3BOACTBA
Dosage form / Mefered-duose 'nasal spray { Copeit Date of Exp. / Fomien 10 05/2026
JlekapcTBenHas dopma Ha3adbHBIA JO3UPOBAHHBIA
Product code / Koa npoaykra SRU030007E040401E] Date of release / Jlata Bbinycka 22.06.2024
Batch No. / Cepus Ne 12240623 Qty. Released / 64,160 BOT/
; KonnuecTBo BbINYLUIEHO (pnaxoHOB
Batch size / Pazmep cepnn 69,444 BOT / dnaxkoHon Mfg.Llcense No. / Jiuuensust na MNB/10/832
: NPOU3BOACTBO (HOMED)
Inspection Lot NOL/ 1 040000530943 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpalMoHHbI HOMep aHAIU3A NPOU3BOACTBO (AaTa)
) GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 03 / . 18/06/2020
: GMP ceprudukat (aarta)
. GMP Compliance certificate No./ | GMP-

Market / Poinok Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroporo SPC-CC-063691 Reference STP No./ CITM Ne STP-CC-040947
npoaykrta Ne
API'name/ Haumenopanue A®C Mometasone Furoate Monohydrate/ API1 Batch No / A®C cepusn Ne MFM-23423(IM-

MomerazoHa (pypoara MOHOrHApaT 01)-001
Manufactured by / llpoussoauress | Aarti Pharmalabs Limited, India/ Aapru ®apmanatde Jlnmuren, Muaus
Ne | TESTS/TIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /

PE3VYJILTATEI

16. | Package Size / YnakoBKa

60 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 60 103 cycrmeHsuu BO (UIaKOHE U3 TIONMITHMICHA BBICOKOH MIOTHOCTH C

NO3UPYIOIUMM YCTPOHCTBOM U KOJINAYKOM M3 TIOJIMITHIIEHA BbK

HOCTH. Ilo 1
(J1aKOHY BMECTE C MHCTPYXUMEH MO MELMHCKOMY NMPUMCHCHY

Any deviation/Incident/OOS: Non-applicable
Orxsionennsi/necooTsercreust/O0C: He IPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and ac
been manufactured including packaging and quality control at the abovementioned site in fu

requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(0 U)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.” ' '
3akmiouenie 0 COOTBETCTBHH: HACTOSAIMM  TOATBEPIKAIO, 9TO IpeCTaBieHHas Bolule HHpOpManus ABIACTCS
JOCTOBEpHOM 1 TouHoH. JlahHas cepus Gbuia mpousseleHa (BKIOUAd yNaKOBKY/MapKMpPOBKY ¥ KOHTPOJb KauecTBa) Ha
YKa3aHHOM  Bbllle  NPOM3BOACTBEHHOH — IUIOLAJKE B - NOJHOM ~ COOTBETCTBUU  C TpebopanyaMu  Haanexameit
Tpoussoacteentod Ipakruku (GMP) JIOKanbHBIX PEryIATOpHbIX OpraHos 1 TpeGOBaHHUAMH HOPMATHBHOM HOKYMCHTALUHU
JI-Ne(001710)-(PI-RU)-230123 mis peinka Poccun 1 yTBEpKACHHOM cnenudukaipeii Ne SPC-CC-063691. I1poTOKOINEI
TPOM3BO/ICTRA, YIIAKOBKY ¥ TI0KA3ATENM Ka4eCTBa AaHHOH Cepuit Obiny NpOaHAIU3UPOBAHEI U CACJAHO SAKMOUCHHC, YTO OHH
cooTBeTCTBYIOT TpeGosanusm Hamnexamel [TpoussoacraerHol IpakTuky (GMP).

Prepared By / HoaroToBu Checked By / Ilposepua Approved By,/ OpoGpun
Signature / Tloanucn &:(//’{/ d—ﬁ . ;’ﬁy &aj«;fw_
Date / JlaTa SUlo ) 214 PR Pileh }% A
Name / PHO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA
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