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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

Page 1 of § /Crp. 138 -

Name of Product /
HaumeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarentoBannoe sauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTaszoHa cripell HasaabHLIH A03MpoBaHHEIH 50 MKI/no3a

Active Ingredients /
,Zl,eﬁcnsywmue BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipest conepxut: eficTByiolee BeluecTso: MoMeTasona (I)ypoara MOHOTHpAT™

51,72 mxr B nepecuete Ha MoMerasona gypoar 50,00 mxr

Strength / Mo3n poBKa 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacrea | 05/2024

Dosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Fonen 10 04/2026

Jlexapcreennast popma Ha3aBHEIT JIO3HPOBAHHBIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Brinycka 13.06.2024

Batch No. / Cepusi No 12240587 ' Qty. Released / 32,540 BOT/

KosingecTBo BbInyUIeHO QJIaKOHOB
Batch size / Paswiep cepuu 34,722 BOT / dnaxonos Mig.License No, / Jutiensus Ha MNB/10/832
TNPOU3BOACTBO (HOMep) o

Inspection Lot No.v/ 040000529223 Mfg. License Date / JInueHsus na 30/04/2020

PerucTpauuoHHblil HoMep anaausa IPOM3BOACTBO (AaTa)

Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/,

: GMP ceprudurar (aara)
. GMP Compliance certificate No. / GMP-

Market / Peinox Russia / Poceus GMP cepruduxar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Creunduxauus roroBoro SPC-CC-063688 Reference STP No. / CITM Ne 040944

npoayxra Ne

: Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C API Batch No / A®C cepust Ne . 23423(IM-01)-
MowmerazoHa ¢ypoara MOHOTHAPAT 001

Manufactured by / Ilpoussoautens, | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unnus

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATBI

1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Ot - Genoro z0 mourm Gejoro - mBeTa OT
NOJIYNIPO3PAYHOH 0 HEIPO3PauHON KOHCHCTEHIUM
TycTas CyCHeH3 .

non-transparent consistency. /
Ioutu GeJsioro LBeTa:
HENpO3PayHoi  KOHCUCTEHIMY
TycTas CyCHeH3us.

2. | Identification / Unenruduxanus

a) Mometasone Furoate /
MomeTasona ¢gypoar

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 ynepxusanus OCHOBHOTO MHKa
Ha - XpOMAarorpamMme. - MCIILITYEMOIO -~ pacTBopa
JIOJDKHO - COOTBETCTBOBATH  BPEMEHHM - YAEPKHBAHUS
OCHOBHOTO NHMKa HA XPOMATOrpaMMe CTaHAapPTHOIO
pactBopa - (cm. - pasgen - «KonugecTeHHOE
onpeleNeHue»). gk

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
YAEPXHUBAHUS OCHOBHOTO TIHKa
Ha XpoMarorpamme
HCHBITYeMOro pactsopa
COOTBETCTBYET BpEMEHH
YAEPXKMBaHUS 'OCHOBHOIO TIHKA
Ha Xpomarorpamme
CTAHJIAPTHOT'O PACTBOpA.

‘,
Prepared By / Houromnu.u Checked By / IIposepun Appro\ved By / Onobpua
1 Signature / Hognuce B L N P
Date/ Rama R | ok e A s ¢y 212
1
Name / ®11O Atal Kumar Akshit Bhardwaj Sandeep Samwal
Designation [ Officer-QA Sr. Officer-QA Sr. Manager-- QA

Hoaxnocrs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O IIPOJIYKTA
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Name of Product / MOMAT RINO
HaumenoBanune npoaykuuu MOMAT PHHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmerasoHa cripeii HasanbHBIH J03upoBaHHbIH 50 Mxr/n03a

HenarenToBanHoe HAUMEHOBaHe

Active Ingredients /
JeiicTBymol11i€ BewecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cripest COREPXUT; ACHCTBYIOMIEE BelecTs0: MoMeTa3oHa (bypoara MOHOIUpar
51,72 mxr B nepecyere Ha Momeraszoda ¢ypoat 50,00 Mxr

Strength / o3uposka 50.-mcg/dose / 50 mxr/nosa Date of Mfg. / lara npoussoactaa 05/2024
Dosage form / Metered’-df’)se nasal spray i Crpeit Date of Exp. / Toaet 110 04/2026
JlexapcTeennas dopma HAa33/1bHBIA JO3UPOBaHHbIH .
Product code / Kox npoayxra SRU030007E040401 DK Date of release / lara suimycxa 13.06.2024
Batch No. / Cepus Ne 12240587 Qty. Released / 32,540 BOT/
Koauyecrso Buinyueno dhaaxonos
Batch size / Pasmep cepu 34,722 BOT / dnaxonos Mfg.License No. / Jluutensusn ta MNB/10/832
NpOu3BOACTBO (HoMep) '
Inspection Lot NOL/ 040000529223 Mfg. License Date / JInuen3us na 30/04/2020
PerucrpanyoHHbI HOMep aHAIM3A NpOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | |/ 1»05g
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Ppitox Russia / Poccus GMP cepruducar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoayxra Ne
; Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ) API Batch No / A®C cepun Ne 23423(JM-01)-
Mowmerazona hypoara MOHOHAPAT 001
Manufactured by / llpoussoautens. | Aarti Pharmalabs Limited, India/ Aapru ®@apmana6e Jlumuren, Mnnus
Ne | TESTS/HNOKA3ATEJINA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBHI

b) Benzalkonium chloride
/ BeH3aJIKOHHS XJIOPHJ

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride-homologues C;»
and Cyy in the chromatogram 'of ‘the standard
solution (refer to Assay). / Ha xpomarorpamme
HCTIBITYEMOT0 - PACTBOPA HOJDKHBI OOHAPYKUBATHCA
MUKH, 1o BpeMeHaM YIACPKHUBAHNUS

COOTBETCTBYIOLIHE NMKAM TOMOJIOTOB OEH3aIKOHUS
XpOMaTorpaMme
" pasgen

xpopupa - Cp; . Cis Ha
CTaHAAPTHOTO pacTBopa
«KonudecTeeHHOE OTpe e e

(cm.

Te 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
XpOMaTorpamMMe - UCHBITYEMOrO
pacTBopa oGHapyKUBaKOTCS
TIHKH, 1o BpEeMEHaM
VIAEPKUBAHUA
COOTBETCTBYIOLIME
TOMOJIOrOB OCH3aIKOHUS
xaopupga - Cpz - u Ciy Ha
XpOMaTorpaMMe CTaHIapTHOrO
pacTBopa.

InyuKam

w

pH

From 4.30 t0 4.90/ 01 4,30

4.64 /4,64

4. | Density / ILnoTHocTh

From 0.950 to 1.050 g/cm? /
071 0,950 510 1,050 r/em®

1.011 g/em®/ 1,011 r/em®

5. | Viscosity / Bsskocets

From 30 to 130 ¢cPs/ Ot 30 o 130 ¢

43.9 c¢Ps /43,9 cIl3

Prepared By / Ifoarorosus Checked By / Iposepun Approved\By / Opo6pun
Signature / Ilo, B N
ignature / Hoamucxn ¢ j ( LT e

Dake/ flana A T 1A 0 ¢y 2924
i)

Name / @110 Atul Kumar Akshit Bhardwaj Sandeep Samwal

Designation / :

HommHocTs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd

Vlllage Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India’

CEPTUO®HUKAT AHAJIU3A TOTOBOT'O ITPOAYKTA

Phone: +91- 1795 249300 Fax: +91-1795 249310 .email: glenmalk@bom2 vsnl.net.in

Page3 of 8/ Crp.3u3 8

Name of Product /
HaumenoBanne npogykuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenToBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cripeif HasajbHbIH 103UpoBanHBIA 50 MKI/103a

Active Ingredients /
JeHcTpyomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as - |
calculated for Mometasone Furoate 50.00 mcg
1 nosacnpes copepxut: AeicTayromee Beurecto: Momerasona ¢ypoara MOHOX HApAT
51,72 mkr:B niepecyere Ha Momeraszona dypoar 50,00 mxr

Strength / JosupoBka 50 meg/dose / 50 mkr/nosza Date of Mfg. / laTa nponssoactsa 05/2024
Dosage form / Metered-dose nasal spray / Cnpeit
JlekapcTeenHas dopma HA3aJ1bHBIH JO3UPOBAHHEIN Date of Exp. / T'onen ao 042026
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lata Boinycka 13.06.2024
Batch No. / Cepus Ne 12240587 Qty. Released / 32,40 BOT/
KoanuectBo BoinyuieHo (naxoHOB
Batch size / Paswep cepun | 34,722 BOT / dnaxomon MigLicense No. / Jluuensus a MNB/10/832
' Npon3BoCcTBO (HOMep)
Inspection Lot No.u/ 040000529223 Mfg. License Date / JInnensns sa 30/04/2020
PerucrpaumoHHbIil HOMep aHaAM3A APOH3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprnduxar (nara)
- . GMP Compliance certificate No. / GMP-
Market / Prinox Russia/ chcnﬂ GMP ceprudgukar (Homep) 01556/20/IN
Reference Specification No. / , . STP-CC-
CrienMpuKanus roTosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
MFM-

API name / Haumenosanne ADC

Mometasone Furoate Monohydrate/

MowmeTazoHa (pypoata MOHOTHIPAT .

API Batch No / A®C cepusa Ne

23423(IM-01)-
001

Manufactured by / Ilpoussoautensn

Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jlumuren, Uaaus

Ne | TESTS/IIOKA3ATEJH LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMONSILHOCTE Ot 250 no 350 MOcm/xr 291 mOcm/xr

7. | Net content / Macca
COAEPKUMOro (PaKoHa

Not less than 18 g / He menee 18 r

18.4 g/ 18,4r

8. | Number of deliveries per
container / Kosnuectno
o3

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

APOKAUKY)

151 doses / 151 no3

9. | Pump delivery /
Macca 30361

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

theoretical dose mass /

WupneuayansHas Macca 1o3sl: oT 85 % jo 115 %
OT TEOPETUYECKON MACChl O3B,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss macca 103bl: 0190 % m0 110.% or

TEOPETHUECKON Macchl H03bl

Minimum / Munumym: 98.5%
Maximum / Makcumym: 106.7%
Average / Cpennee:-103.0%

Prepared By / Hoarorosua

Signature / Hoanucey

Checked. By / Hposepvm

Date / lara - \ob [ \’3«\0 (9‘”“7‘/*“’\ K:H i
Name / @UO Atul Kumar Akshit Bhardwaj Sandeep Samwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

Homxnocts

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A I'OTOBOT'O ITPOAYKTA
] Page4of 8§/ Crp. 413 8

Name of Product / MOMAT RINO
HaumeHoBaHMe NPOAYKUHH MOMATPHHO
Generic name / Mometasone Metered-dose Nasal Spray:50.mcg/dose

HenarenroBaHHoe HanmMeHoBaHUe Momera3oHa cipel HasalbHblil 103MpoBanHbLA SO MKr/503a

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

Active Ingredients / calculated for- Mometasone Furoate 50.00 mcg
HeicrByoiune Bemecraa 1 1032 cripes COASPXKUT: NeHCTBYIONIEE BelilecTBO: MoMeTazoHa PypoaTa MOHOTHAPAT
. 51,72 mxr B nepecyere Ha MoMerasona dypoar 50,00 mxr :
Strength /}Iosupomca 50 mcg/dose /.50 mxr/nosa Date of Mfg. / lara npoussoacrsa | 05/2024
Jl;osage form/ Metered—dvose nasal spray { Crnpe#t Date of Exp. / Foiet 110 04/2026
exapcTBeHHas dpopma Ha3allbHbIH JO3UPOBAHHBIH
Product-code/ Koa npoaykra SRU030007E040401 DK Date of release / Jlata Boinycka 13.06.2024
Batch No. / Cepun Mo | 12240587 Qty. Released / 32,240 BOT/
KoJjinuecTBo BhINYLIEHO (Jj1aKoHOB
Batch size / Pa3Mep cepuu 34,722 BOT / dnaxonos Mz License No. / Jlutiensust Ha MNB/10/832
: NPOH3BOACTBO (HOMep)
Inspection Lot 'No.“ / 040000529223 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpanuoHHbIi HOMED AHAJIN3A NPOH3BOACTBO (1aTa)
Package size / Yrakosica 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/,620¢
GMP cepTuduxar (nara)
k : GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduscar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crenndurayusa roToBoro SPC-CC-063688 Reference STP No./ CIT Ne 040944
npoayxra Ne ’
Mometasone Furoate Monohydrate/ MFM-
API'name /Haumenosaune A®C API Batch No / A®C cepus Ne 23423(IM-01)-
Mowerasona Qypoara MOHOTHAPAT 001
Manufactured by / Ilpon3ssoaurens | Aarti Pharmalabs Limited, India/: Aapru ®apmana6c Juvuren, Vnaus
Ne | - TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VJBTATHI
10. |- Particle size / , Particles < 10pum in size: Not less than 90% 99.9% /99,9%
Pasmep yacTHI YacTuy pazmepom < 10 Mxm — He Menee 90 %;
Particles < 30pm in size: 100% 100.0% /.100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OtcyTcTBYIOT
YacTuuel pazmepoM > 30 MKM — JOJKHEBI
OTCYTCTBOBATH
11.-| Sedimentation Stability./ - | Not less than'5 min / He Menee 5 MuH. Complies /
CeanmeHTaNOHHAS CoOTBeTCTBYET
YCTOHYHBOCTH
Prepared By /MoaroToBua Checked-By / IIposepua Approv\*‘d By / Ono6pua
Signature / Hoanucs (MW;) e , QM s o
Date/ Nara ; 1w d e \-'}\0 (;\nf(ﬂv\ { :H e i 'L,_,ﬁmi,\
Name / ®UO ~ Atul Kumar Akshit Bhardwaj Sandeep Samwal
Designation / ,
TlosKHoCTS Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QAD54/08 00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A TOTOBOI'O ITPOJAYKTA

Page Sof 8 /Crp.5u3 8

“Name of Product / MOMAT RINO
HaumenoBanue npogyxuuu MOMAT PUHO
Genericname / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTenrtoBanHoOe HAMMeHOBAHHE Momerasona cipeil HasaibHbIH A03UpOBaHHLIA 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
JeiicTBylolmue BewecTsa 1 posa-enpes conepxuT: AekcTRYIONIEE BeliecTB0: MomeTasona (ypoara MOHUK wpar .
51,72 mxr-B nepecyere Ha Mometasona dypoar 50,00 Mxr ‘
Strength / lo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacrsa 05/2024
Dosage form / Metered-dose nasal spray / Crpeit ‘ "
JlekapcTBennas ¢opma Ha3aJIbHBIH JO3MPOBAHHbIM Date of Exp. / Togen no 042026
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 13.06.2024
Batch No. / Cepust Ne 12240587 Qty. Released / 32,540 BOT/
KoJjinyecTBo BhinyuieHo ({axoHOB
Batch size / Pasmep cepuu 34,722 BOT / dnaxonos Mig.License No. / Jntiensus na MNB/10/832
NPOU3BOACTBO.(HOMep)
Inspection Lot No.u/ 040000529223 Mfg. License Date / Jlunensns na 30/04/2020
Perncrpauvonustii HoMep aHAIN3A NPOU3BOACTEO (AaTa)
Package size/ YI‘laKOBKa’ 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aata)
- GMP Compliance certificate No. / GMP-
Market / Peinok Russia /Poccus GMP ceprugurar (Homep) 01556/20/IN
Reference Specification No. /' STP-CC-
Cneunduranus rorosoro SPC-CC-063688 Reference STP No. / CITU Ne i
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFPM-
API name / HaumenoBanne AD®C : Y API Batch No / A®C cepus Ne 23423(JM-01)-
. Mowmerazosa (ypoata MOHOTHIpaT 001
Manufactured by / IlpoussBoguteanr | Aarti Pharmalabs Limited, India/ Aapru @apmana(ic Jlumuren, Unaus
Ne | TESTS/IIOKA3ATEJIU LIMITS / TPEBOBAHI/U{ ~ OBSERVATIONS /
PE3YJbTATHI
12. | Impurities / Ilpumecnu
Impurity § DM / Not more than 0.15 % / He 6onee 0,15 % . Not Detected/ He oOnapysxeHo
Ipumecu § DM : °
Impurity DMC / Not more than 0.15 % / He 6osee 0,15 % Below LOQ /Huxe ITIKO
IMprmecu DMC _
. . o 200 0.01% /0.01%
Impurity D / Not more than 0.20 % / He 6oaee 0,20 % 0 0
Ilpumecu D
Any individual unspecified | Not more than 0.20 % / He 6osee 0,20 % 0.02%/ 0,02%
impurity / ExunuuHo#
HEUAECHTU(PHULHUPOBAHHO I
IpUMECH
Total impurities / Not more than 0.60 % / He Gosee 0,60 % i 0.08%/0,08%
CymMpl puMecet "

, Prepared By / HloaroTosua Checked By / IIposepun Apprové(i By / Ono6pua
Signature / Hoanncn . e C}/}E’; FRSER )
i e e 3 \oblvong (A 60} 202l
: LK ,
Name/ 91O Atul Kumar Akshit Bhardwaj Sandeep Samwal
Designation /
JLOKHOCTS Officer-QA Sr. Officer-QA Sr. Manager - QA

ECM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUPUKAT AHAJIM3A I'OTOBOI'O MPOAYKTA

Page 6 0of8/Crp.6u3 8

Name of Product/
HaumenoBanune npoaykimu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasoHa cripet HasanbHbIM 1031poBaHHLIH 50 MKI/1032a

Active Ingredients /
Jeiicisyromue Beuecrsa

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

calculated for Mometasone Furoate 50,00 meg

1.n03a Capesa COMEPKUT. lIeﬂbeyK)H.leL BELECTBO: MoMerazona QJypoaTa MOHOI'MApar

51,72 mxr B nepecyere Ha Momerazoud Qpypoar 50,00 Mxr

Strength / Jlozuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / {aTa npouszsoacTsa 05/2024

Dosage form / 4 Mf:tered-dvose nasal spray { Cnpe#i Date of Exp. / Tosen 10 04/2026

JlekapcrBennas dopma HA3aJILHBIH JI03MpOBaHHBI 8

Product code / Kox npoaykra SRU030007E040401DK Date of release / lata Boinycka 13.06.2024

Batch No. / Cepus Ne 12240587 Qty. Released / 32,540.B0T /
Koaunyecrso Boinyumexo dhaxkoHoB

Batch size / Pasmep cepun 34,722 BOT/ duaxomos Mtg License No. / Jluuensnus ua MNB/10/832
NPOH3BOACTBO (HOMeEp)

Inspection Lot NOL/ 040000529223 Mfg. License Date / JIuueHsus na 30/04/2020

PerucrpannonHbiil HoMep aHaansa IPOH3BOACTRO (AaTa)

Package size / YnakoBka 120 Doses /120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)

' - GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruuiar (Homep) 01556/20/IN
Reference Specification No, / , : STP-CC-
Cneuudukanus rorosoro SPC-CC-063688 Reference STP No. / CITH N2 040944
npoaykta Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Y API Batch No / A®C cepus Ne 23423(IM-01)-
MowmeraszoHa (hypoara MOHOrMIpaT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®@apmana6e Jnmuten, Unnus
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHHUA "OBSERVATIONS /
: PE3YJIBTATDHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10.initial doses and 10 final doses Beg / Hauauro:

and Uniformity of-
Delivered Dose / Cpeauns
AocTaBjseMas 103a u
OJHOPOAHOCTH
JocTaBIsgeMoi 10361

-| the ‘average -value, -and -not -any dose. can ‘deviate -more -than

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

+ 25% from the average value. The mean of each determmanon
should not exceed + 15 % of label claim,

He Gonee 2 13 20 103 (10 HavanbHbix 703 1 10 KOHEUHBIX 103)
MOLYT. YIMCTh "OTKIOHEHHE "OT CPE/HEero . 3Hauenus 0oee uem
420 %, B HU 0JHA H032 HE. JO/DKHA MMETh ‘OTKIOHEHHE OT
CpenHero -3dayeHus. onee ueM * 25 %. Cpeanee 3HaycHHE He
JOJDKHO NPEBBIATE + 15 % 0T 3as181eHHOTO.

Ecmu o1 3 0.6 103 ¥MEIOT OTKiIoHEHUs Gonee yeM =+ 20 %, Ho
MeHee yeM + 25 %, TO MCHBITRIBAIOT cieaytomue 20 ¢pnakoHos.
He 0onee 6 .13 60 103 MOTyT HMETh OTIJIOHEHUE OT CPEAHEro
3naueHus Gonee ueM # 20 %, 1 HU OJiHA 11034 He JO/DKHA UMETH
OTKJIOHEHHE OT CPE/IHEr0. 3HaUeHU Gonee Hem + 25 %. Cpenuee
3HAYCHHUE KOKAOT0 ONPEACASHHA HE NOIDKHO OpespiutaTs .15 %
OT 3aBJICHHOTO.

Minimum / Musumym: 97%
Maximum / Makcumym:104%
Mean / Cpennee:100%

END / Konen:

Minimum / Munamym: 97%
Maximum / Makcumym:104%
Mean / Cpeanee: 100%

Prepared By / Hoarotosua Checked-By / Tlposepun Approved\By /. Ono6pua
Signature / Tloamack x3~ R e
Date / ara ra) 1wl ?"\J%«‘ \m\g b »ﬁﬁl%&-‘\ \ ':/F‘ 6 é ‘ 1k Lv\
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Samwal ‘
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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...Glenmark pharmaceuticals Ltd.
Vlllaoe Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt."Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email; glenmark@bom2.vsnl.net.in
A new way for a gew world .
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
Page 7 of 8/ Crp. 7u3 8
Name of Product / MOMAT RINO
HaumenoBanue npoaykunn MOMAT PUHO

Generic name /
HenaTtenTroBaHnoe HanMeHoOBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTtasona cpeif HasabHBIM 103UpOBaHHbIA 50 MKI/n03a

Active Ingredients /
HeiicTyomne peutecrsa

1.dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50,00 mcg
I"03a cnipest cofepkuT: ICHCTBYIOIIEE BelecTRo: MomMeTasoua Q)ypoaTa Monormpal
51,72 Mxr B nepecyere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 meg/dose /.50 mxr/noza Date of Mfg. / Jara npoussoacrea | 05/2024
JDéosage form / Mfttered-dvose nasal spray { Cnpeit Date of Exp. / Toen 0 04/2026
exapcTeeHHasn ¢gopma Ha3aJIbHbIN JO3UPOBAHHBIH
Product code / Koa npoaykra SRUO030007E040401DK Date of release / Jlara Bbinycka 13.06.2024
Batch No. / Cepus Ne 12240587 Qty. Released / 32,540 BOT/
Koauuecrso Bpinyuexo ¢akoHOB
Batch size / Pasmep cepu 34,722 BOT / dnaxonos Mig.License No. / Jlunensus na MNB/10/832
i : NPOH3BOACTBO (HOMeD)
Inspection Lot No.u/ ’ 040000529223 Mfg. License Date / JIuuensust Ha 30/04/2020
Perucrpaunonubiii HoMep aHa/M3a MPOH3BOACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP-Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-.
Market / Poinox Russia / Poccust GMP ceprudmicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crenudukauus roTosoro SPC-CC-063688 Reference STP No. / CTIH Ne 040944
npoaykra Ne
. Mometasone Furoate Monohydrate/ ' MFM-
API name / Haumenosanue ADC Y API Batch No / A®C cepus Ne 23423(IM-01)-
Mowmerazona ¢ypoara MOHOTUApaT 001
| Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumuren, Vnmus
Ne. | TESTS/MNOKA3ATEJIN LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJIBTATHI
14 | Microbiological Purity / MukpoGuo0J0ruyecKkas 4Y4HcToTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O6uiee gucno. ° 6osiee 102 KOE B 1 mirnpenapara " Menee 10 KOE/mn
a3pOOHBIX -
MHKPOOPraHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He - | Less than 10 cfu/ml/
count / O6utee uuciio Gonee 10! KOE B 1 M npenapata Menee 10 KOE/Mn
JIPOXKEBBIX U ITIECHEBBIX
rpuooB
Pseudomonas aeruginosa Absence per 1 m] of the product / Otcytcersue B 1 Absent / OtcyTcrByeT
MJI IipenapaTta
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcraue B 1 Absent / OtcyTcTBYET |
MJI penapara :
15. | Assay / Koquyectsennoe onpeaeeHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.1% / 99,1%f
Mowmerasona bypoar 85,0 % 10 115,0 % 0T 334BJICHHOIO COAEPIKAHUS ‘
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 91.7% 91,7%
Bensayixonus xiopun 80,0 % 1o 120,0 % oOT 3asBICHHOTO COEPKAHMS

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

@%ﬁﬁmﬁﬁi{ Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in
new way {ora new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
‘ Page 8 of 8 /Ctp.8u3 8
Name of Product / MOMAT RINO '
HaunmeHoBanne npoayKuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenareHToBaHHOE HAMMEHOBAHUE Mowmera3oHa crpeii HasanbHbIN Ko3upoBaHHsii S0 MKI/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy0IIHe BelecTBa 1.103a cripes conepuT: AeHCTBYIOLICH BewecTso: MoMerasona (ypoara MOHOrHApaT
e 51,72 mxr B epecyere Ha Mowmerazona Hypoar 50,00 Mxr
Strength / Jo3upoBka 50 mcg/dose /.50 Mxr/nosa Date of Mfg / laTa npousBoactea | 05/2024
Dosage form / Metered-dvose ’nasal spray { Crpeit Date of Exp. / Foaet 110 04/2026
JlexapcrBeHHast dopma Ha3aJIbHBIH NO3MPOBAHHBIN
Product code / Kon npoaykra SRUO030007E040401DK Date of release / lara Bbinycka 13.06.2024
Batch No. / Cepun Ne 12240587 Qty. Released / 32,540 BOT/
Koanuectso Boinymieno dJiakoHoB
Batch size / Pasmep cepun 34,722 BOT / maxonos Mig.License No. / Juuensus 1a MNB/10/832
NPOU3BOACTBO (HOMeEp)
Inspection Lot No.“ / 040000529223 Mifg. License Date / Jluuensus Ha 30/04/2020
Perucrpaunonnsiii Homep ananusa APOM3BOACTBO (aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP . cepruduxat (aata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudusar (somep) 01556/20/IN
Reference Specification No. / ’ STP-CC-
Crneunduxanus roroporo SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ ' MEM.-
API name / Haumenoanue A®C API Batch No / A®@C cepusn Ne. 23423(JM-01)-
MowmeTazona (ypoara MOHOIUApAT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru (dapmanate Jumuren, Hagus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJBTATHI

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. /
ITo 120 -mo3 cycmeH3uMm BO (iakoHe ¥3 IOJMITHIECHA BLICOKOH - IJIOTHOCTH - C
JO3UPYIOLAM YCTPOHCTBOM U KOJINIAYKOM U3 TIONIMITHIIEHa BRICOKOH mioTHocTH. Tlo-1.

uIakoHy BMeCTe ¢ MHCTPYKUMEH 0 MeMIMHCKOMY NPUMEHEHHIO B TIaYKe KAPTOHHO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This bafch of prbduct has ;
been manufactured including packaging and quality control at the abovementioned site in full compliance with the G
requirements of the local Regulatory Authority and with the normative document no. JITI-Ne(001710)-(PP-RU)-230
market -Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processmg, packaging and
analysis reviewed and found to be in compliance with GMP.”

3ak/modende 0 COOTBETCTBUHM: HACTOSAWMM TIOATBEPXKAAIO, YTO TPEJACTABICHHAs ~BbINE WHGOPMALUS ABIAETCS
HOCTOBEPHOH 1 TOUHOH. JlaHHas cepus OblIa NpousBe/ieHa ((BKIFOYAS YIAKOBKY/MapKUPOBKY M. KOHTPONbL KavecTRa) Ha
YKa3aHHOH ~ BpILIE . TPOM3BOACTBEHHOH  ~TJIOMAAKE B - [OJHOM =~ COOTBETCTBME - ¢ Tpebosanusvu - Hannexamei
HpouzsoncreenHon Ilpaktuku (GMP) JoKabHBIX PEryATOPHBIX OPraHoB M TPeOOBAHUAMH HOPMATUBHOMN NOKYMEHTALMH
JHI-Ne(001710)-(PT-RU)-230123 nnst peinka Poccuu n yTBepiaeHHOM cneunbuxammein Ne SPC-CC-063688. TIpoToKombI
TPOU3BOJCTBEA, YIAKOBKM Y 1IOKA3aTe/IM Ka4eCTBa JaHHOH cepyy OBINIY HPOaHATH3UPOBAHbI U CAENAHO 3aKI0UEHHe, YTO OHH
cooTBETCTBYIOT TpeGoBanuam Haanexamei poussoacrsento [paktuxy (GMP).

Any deviation/Incident/O0OS: Non-applicable
Orxaonenusn/HecoorsercTeuss/O0C: He npuMeHUMO
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