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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 1 of 9/Crp.1m39

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 10/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Spectfication No. | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
neuu(PUKALUSA FOTOBOI0 MPOAYKTa Ne
MFM-24405(JM-
API name / Haumenosanne AGC | Viometasone Furoate Monohydrate/ | gy oo No / ADC cepust Ne | 01)-001, MFM-
Mowmeraszona (pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

Ne | TESTS/HMOKA3ATEJIA LIMITS/ TPEBOBAHUS OBSERVATIONS/
PE3YJIBTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Oemoro mo moyrh Oemoro 1mBera ot | Iloutwm Oenoro BeTa
MOJIyIPO3pPavyHOil 10 HENPO3paYyHOU KOHCUCTEHLMH | HENPO3PAaYHOW  KOHCHCTEHLUHU

rycTasi CyCIIeH3HsI.

IycTasi CyCIICH3HI.

2. | ldentification / Unentudpuxanus

a) Mometasone Furoate /
Mowmerta3ona ¢ypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems ynepkuBaHHs OCHOBHOTO ITHKA

Ha  XpoMaTorpamMMe HCHbITyeMoro pactBopa | Standard preparation / Bpems
JIOJDKHO COOTBETCTBOBATh BPEMEHH YIEPXKUBAHHUS | YACPKUBAHHS OCHOBHOIO IIHKA
OCHOBHOT'O THKa HA XpPOMaTOrpaMMe CTaHJAPTHOTO | Ha XpOMarorpamMmme
pactBopa  (cM.  pasmen  «KOJNMYECTBEHHOE | MCIBITYEMOTO pacTBopa
OIpe/IeIICHHE). COOTBETCTBYET BpEMEHH

YIEPKUBAHKUS OCHOBHOTO MHKA

Ha XpOMaTorpamMmme

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

CTaHAAPTHOT'O PacTBOPA.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 2 of 9/ Ctp. 2 m3 9

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 10/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Spectfication No. | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
neuu(PUKALUSA FOTOBOI0 MPOAYKTa Ne
MFM-24405(JM-
API name / Haumenosanne AGC | Viometasone Furoate Monohydrate/ | gy oo No / ADC cepust Ne | 01)-001, MFM-
Mowmeraszona (pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

Ne | TESTS/HMOKA3ATEJIA LIMITS/ TPEBOBAHUS OBSERVATIONS/
PE3YJIBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Benzaakonus xjopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci, | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci, and
HCIIBITYEMOTO pacTBOpa JOJDKHBI 0OHapyxkuBathesi | Cia in the chromatogram of the
THKH, o BpEeMeHaM ynepkuBanus | Standard  solution. /  Ha
COOTBETCTBYIOIIUEC ITUKaAM I'OMOJIOT'OB OEH3aJIKOHUA XpoMaTtorpaMme HCHBITYEMOT'O
xmopuna Cip mw  Cys Ha  XpomMaTorpamMme | pactsopa 00OHapyKUBAKOTCS
CTaHAApPTHOIO pacTtBopa (cm. paszen | IUKY, o BpEMEHaM
«KoanuecTtBenHoe onpe,ueﬂeHI/Ie»). YACPKUBAHUA
COOTBCTCTBYIOIIIUEC IIMKaM
T'OMOJIOTOB OEH3aIKOHUA
ximopuga Ci12 u  Cu  Ha
XpoMaTtorpaMme CTaHAApTHOIO
pacTBopa.
3. | pH From 4.30 t0 4.90 / Ot 4,30 10 4,90 4.618/4,618
4. | Density / Ili1oTHOCTH From 0.950 to 1.050 g/cm?®/ 1.018 g/cm3/1,018 r /em?
Ot 0,950 1o 1,050 r/em®

Prepared By / IloaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
Signature / Yogesh Mehta /4% W Atul Kumar s s Sandeep Semwal
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in
ﬁ&%ﬂﬂi‘{!ﬁ CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 3 0of 9/ Crp.3m39

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

1 no3a CIIpEA COACPIKUT: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Date of Mfg. / laTa

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a 10/2024
MPOM3BOJCTBA

Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026

JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024

Batch No. / Cepuisi Ne 12241225A Qty. Released / 64,320 BOT/
Kosin4ecTBO BbINYIIEHO GbrakoHOB

Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832

MPOU3BOJCTBO (HOMep)

Inspection Lot No. /
PerncrpanuoHHbIii HOMeEp aHAIN3A

040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
MPOU3BOJCTBO (1aTa)

Package size / YnakoBka

GMP Compliance certificate Date
60 Doses / 60 o3 / 18/06/2020
GMP ceprudukar (nara)

Market / Peinox

GMP Compliance certificate No./ | GMP-

Russia / Poccust GMP ceprudukar (nomep) 01556/20/IN

Reference Specification No. /
Cnenudukanusi roToBoro Npoaykra Ne

SPC-CC-063691 Reference STP No. / CITN Ne STP-CC-040947

APl name / HaumenoBanue A®C

MFM-24405(JM-

Mometasone Furoate Monohydrate/ API Batch No / A®C cepus No 01)-001, MFM-
Mowmeta3oHa ¢pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

COIEPKUMOro (prakoHa

Ne | TESTS/IOKA3ATEJN LIMITS / TPEBOBAHMUSI OBSERVATIONS/
PE3VJBTATHI
5. | Viscosity / BaskocThb From 30 to 130 cPs / Ot 30 1o 130 cIl3 44.6 cPs /44,6 cII3
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOISITILHOCTE Ot 250 mo 350 MmOcM/kr 292 MOcM/kr
7. | Net content/Macca Not less than 9 g / He menee 9 r 9.3g/93r

8. | Number of deliveries per
container / Koanuectno

Not less than 60 doses (discard the first pumping) / | 79 doses / 79 no3
He menee 60 mo3 (He cunras nepBUYHYIO

103 MPOKAYKY)
Prepared By / IloaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
Signature / Yogesh Mehta /4% W Atul Kumar s s Sandeep Semwal
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 4 of 9/ Ctp. 4 u3 9

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a CIIpEA COACPIKUT: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Date of Mfg. / laTa

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a 10/2024
MPOHU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KoanyecTBo BhINyIieHo (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
GMP Compliance certificate No./ | GMP-

Market / Peinox

Russia / Poccus

GMP cepruduxar (Homep)

01556/20/IN

Reference Specification No. /
Cnenudukanusi roToBoro Npoaykra Ne

SPC-CC-063691

Reference STP No. / CIIHA Ne

STP-CC-040947

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
Mowmeta3oHa ¢pypoara MOHOTHAPAT

API Batch No / A®C cepusi Ne

MFM-24405(IM-
01)-001, MFM-
23427(IM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

Ne | TESTS/HNOKA3ATEJIN

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATBI

9. | Pump delivery/
Macca 10361

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

theoretical dose mass /

WnpnBunyansHas macca 10361 ot 85 % mo 115 %

OT TEOPETUYECKON MACCHI JI03bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpenmsist Mmacca 10361: 0T 90 % 10 110 % ot

TEOPETUUECKON MacChl 103bl

Minimum / Muuaumywm: 91.6%
Maximum / Makcumym:108.6%
Average / Cpenuee: 104.0%

10. | Particle size /
Pasmep vactuig

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

Particles < 30pum in size: 100%

Yactun pazmepom < 30 mxm — 100 %

Particles > 30um in size: Should be absent
YacTtuusl pazMepoM > 30 MKM — T0JIKHBI

OTCYTCTBOBAThb

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

Absent / OtcytcrBytoT

Prepared By / IloaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
Signature / Yogesh Mehta /4% W Atul Kumar s s Sandeep Semwal
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page50f 9/ Crp.5u3 9

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a CIIpEA COACPIKUT: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Date of Mfg. / laTa

Market / Peinox

Russia / Poccus

GMP cepruduxar (Homep)

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a 10/2024
MPOHU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KoanyecTBo BhINyIieHo (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
GMP Compliance certificate No./ | GMP-

01556/20/IN

Reference Specification No. /
Cnenudukanusi roToBoro Npoaykra Ne

SPC-CC-063691

Reference STP No. / CIIHA Ne

STP-CC-040947

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/

API Batch No / A®C cepusi Ne

MFM-24405(JM-
01)-001, MFM-

Mowmeraszona (pypoara MOHOTHAPAT

23427(IM-01)-001

Manufactured by / IIpousBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Mumus
Ne | TESTS/TIOKA3ATEJIN LIMITS/ TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mun. Complies /
CeauMeHTAIHOHHASA CooTBeTCTBYET
YCTOHYHMBOCTH

12. | Impurities / Iipumecu

Impurity 8 DM /
[pumecu § DM

Impurity DMC /
[pumecu DMC

Impurity D /
IIpumecu D

Any individual unspecified
impurity / ExuanuHoit
HeHJECHTH(OUIMPOBAHHON
IIPUMECH

Total impurities /
CymmMmsl npuMeceit

Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.15 % / He 6oxee 0,15 %

Not more than 0.20 % / He 6omnee 0,20 %

Not more than 0.20 % / He 6oinee 0,20 %

Not more than 0.60 % / He 6osiee 0,60 %

Not Detected/ He o6HapyxeHO
Below LOQ /Hmxe I[TKO

0.01%/ 0,01%

0.02%/ 0,02%

0.10% / 0,10%

Prepared By / IloaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 6 of 9/ Ctp. 6 m3 9

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 10/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Spectfication No. | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
neuu(PUKALUSA FOTOBOI0 MPOAYKTa Ne
MFM-24405(JM-
API name / Haumenosanne AGC | Viometasone Furoate Monohydrate/ | gy oo No / ADC cepust Ne | 01)-001, MFM-
Mowmeraszona (pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

Ne | TESTS/TIOKA3ATEJIN LIMITS/ TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / HauaJo:
and Uniformity of from 10 vials) can deviate more than £ 20% from the average Minimum / MutimyMm: 98%
. value and not any dose can deviate more than + 25% from the . ’
Delivered Dose / Cpennsis average value. The mean should not exceed + 15 % of lapel | Maximum / Maxcumym:101%
JOCTaBJIAeMAasn 1032 U claim Mean / Cpennree:100%
OIHOPOTHOCTE If 3 to 6 doses deviate more than + 20% but not more than +
i 25%, test another 20 vials.
AOCTABIAEMOH ROIEI 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. END / Konen:
He 6Gosee 2 u3 20 103 (10 HavanbHBIX 103 ¥ 10 KOHEYHBIX J103) Minimum / MHUHIMYM: 999%,
MOTYT HUMETh OTKJIIOHCHHE OT CPEAHErO 3HA4YCHUS bonee ueM .
+20%, ¥ HY oxHAa 1034 HE JOJDKHA HMMETh OTKJIOHEHHE OT Maximum / MaKCHMyM:lOZ%
cpenHero 3HaueHus Gonee deM + 25 %. Cpennee suauenue me | Mean / Cpennee: 100%
JOJDKHO IpeBBIIAaTh = 15 % 0T 3asBneHHOTO.
Ecnu ot 3 10 6 103 umerot otkioneHus oosee uem + 20 %, HO
MeHee 4eM + 25 %, To UCTBITHIBAOT creayromune 20 GIakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHCHHE OT CPEIHETO
3nauenus Oonee yeMm + 20 %, U HU OJHA 7034 HE JOKHA MMETH
OTKJIOHEHHE OT CPeIHero 3HaueHus Oosee yeM + 25 %. Cpennee
3HAYCHUE KXKJOTO ONPEICICHUS He TOJDKHO npeBbimarth + 15 %
OT 3aABJICHHOI'O.
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Signature / Yogesh Mehta /4% W Atul Kumar s s Sandeep Semwal
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 10/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Spectfication No. | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
neuu(PUKALUSA FOTOBOI0 MPOAYKTa Ne
MFM-24405(JM-
API name / Haumenosanne AGC | Viometasone Furoate Monohydrate/ | gy oo No / ADC cepust Ne | 01)-001, MFM-
Mowmeraszona (pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

Ne | TESTS/HNOKA3ATEJIN

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATBI

14

Microbiological Purity / Mukpo6uosorudeckasi 44cTora

Total aerobic microbial
count / O0wiee yucio
a’pOOHBIX
MPIKpOOpl“aHPBMOB

Total yeast and moulds
count / Obriee uucio
APOKIKEBBIX U INICCHEBBIX

Not more than 10% cfu per 1ml of the product / He

Gonee 10?2 KOE B 1 mMn1 npenapara

Not more than 10! cfu per 1 ml of the product / He

conee 10! KOE B 1 mnt npenapara

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

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

rprboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcytcrBue B 1 Absent / OtcyrcrByer
MJI TIpernapara
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcreue B 1 Absent / OrcyrcrByer
MJT [Iperapara
15. | Assay / KosinuecTBeHHoe onpe/esieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.4% / 102,4%
MowmeTa3ona Gypoat 85,0 % mo 115,0 % oT 3asBJICHHOTO COJCPKAHUS
Prepared By / IloaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
Signature / Yogesh Mehta /4% W Atul Kumar s s Sandeep Semwal
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MOMAT RINO
MOMAT PMHO

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

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

1 no3a CIIpEA COACPIKUT: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Active Ingredients /
JelicTBylo1mme BelecTsa

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 10/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Spectfication No. | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
neuu(PUKALUSA FOTOBOI0 MPOAYKTa Ne
MFM-24405(JM-
API name / Haumenosanne AGC | Viometasone Furoate Monohydrate/ | gy oo No / ADC cepust Ne | 01)-001, MFM-
Mowmeraszona (pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Mumus

Ne | TESTS/HNOKA3ATEJIN LIMITS/ TPEBOBAHUS OBSERVATIONS/

PE3YJIBTATBI

b) Benzalkonium chloride /
benzanxonus XJopuna

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % mo 120,0 % ot 3asBICHHOTO COACPIKAHUS

90.6% /90,6%

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. /
[lo 60 o3 cycmemsmm BO (pIakOHE W3 TMOJMITWIICHA BBICOKOH IUIOTHOCTH C
JO3HUPYIOIINM YCTPOWCTBOM M KOJIIAYKOM M3 MOJMATUIICHA BBICOKOH MIoTHOCTH. [0 1

(1akoHy BMeCTe ¢ HHCTPYKIHEH 110 METUIIMHCKOMY NPUMEHEHHUIO B TAYKEe KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OrkioHeHus/HecoorBeTcTBUs1/OOC: HE PUMEHHMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-Ne(001710)-(PT-RU)-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.”

3aK/jl04eHue 0 COOTBETCTBHMH: HaCTOAIIUM TOATBEPXKIAAK0, YTO MPEACTABIICHHAsA BBIIIC HH(bOpMaLIHH SABJISICTCA
JOCTOBEpHO# W TouHOW. [laHHasi cepus ObLTa TpoWM3Be[cHA (BKIIOYAsl YMAKOBKY/MapKUPOBKY M KOHTPOJIb KayecTBa) Ha
yKa3aHHOI BBIIIE IPOM3BOJICTBCHHOM IUION[aJKE B TIOJIHOM COOTBETCTBHM C TpeboBaHmsaMu Hamnexarmiei
ITpousBoacteenHoi Ilpaktuku (GMP) nokanbHBIX PEryiIsSTOPHBIX OPraHOB M TPeOOBAHMUSAMH HOPMATHBHOM JOKYMEHTAIHH
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 10/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 09/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 19.10.2024
Batch No. / Cepust Ne 12241225A Qty. Released / 64,320 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000553178 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Spectfication No. | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
neuu(PUKALUSA FOTOBOI0 MPOAYKTa Ne
MFM-24405(JM-
API name / Haumenosanne AGC | Viometasone Furoate Monohydrate/ | gy oo No / ADC cepust Ne | 01)-001, MFM-
Mowmeraszona (pypoara MOHOTHAPAT 23427(JM-01)-001

Manufactured by / IIpousBoauren

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6c Jlumuren, Uunus

JITI-Ne(001710)-(PT'-RU)-230123 ast peinka Poccun u yTBepkaeHHOU crienndukanueir No SPC-CC-063691. ITpoTOKOIBI
MPOU3BOACTBA, YIIAKOBKH U ITOKA3aTENIN Ka4eCTBa JaHHOH CepHH ObUTH NPOAHAIM3UPOBAHBI U CACNAHO 3aKIIOYCHHE, YTO OHH
COOTBETCTBYIOT TpeboBaumsM Hamnexameit [IponsBoacreennoit [Ipaktuxu (GMP).

Prepared By / IloaroroBuJ Checked By / ITIposepuJ Approved By / Onoopuia
Signature / Yogesh Mehta /4% W Atul Kumar s s Sandeep Semwal
1[-)[;? eﬂ;llc[];m 07 Nov 2024 11:01:47 IST 07 Nov 2024 11:59:03 IST 07 Nov 2024 17:03:02 IST
REASON: Prepared By REASON: Reviewed By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27
aabdbedc-6¢64-4aad-b9b9-55de88c2aa37 728111d2-edb2-42fb-a2fa-fb3908e5d8c1

Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Senior Officer- QA Sr. Manager- QA
JI0ZKHOCTH

DocUUID : cc0b2417-3f76-478c-838a-1a74de614278

FCM/QA054/08.00



mailto:glenmark@bom2.vsnl.net.in

		2024-11-07T17:03:03+0530
	MSB Certified document (Doc Id :cc0b2417-3f76-478c-838a-1a74de614278) by Signers <Atul.Kumar3@glenmarkpharma.com>: 5c9bd63f-5159-4d1d-819f-f699447b9f27,
 <Yogesh.Mehta@glenmarkpharma.com>: aabdbe4c-6c64-4aad-b9b9-55de88c2aa37,
 <Sandeep.Semwal@glenmarkpharma.com>: 728111d2-edb2-42fb-a2fa-fb3908e5d8c1,





