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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

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 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / TIpoussoauresnn | Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6e Jlumuten, Uumaust
Ne | TESTS/TMOKA3ATEJIN LIMITS/ TPEBOBAHUSA OBSERVATIONS/
PE3YJIBTATBI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or Oemoro g0 mourn Oeloro I1BeTa OT

MOJIYIIPO3PavyHOil 10 HEMPO3payHO KOHCUCTEHLIUU
rycras CyCIeH3HUsl.

Off-white thick suspension of
non-transparent consistency. /
IToutn 6eroro 1BeTa
HEMpO3payHOH  KOHCUCTEHIMH
rycTasi CyCIeH3Hs.

2. Identification / Unentuduxanus

a) Mometasone Furoate /
Mometa3ona ¢gypoart

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). / Bpemst yepKuBaHHs OCHOBHOTO ITHKa
Ha  XpoMaTorpaMMe€ HCIBITYEMOTO  pacTBOpa
AOJDKHO COOTBETCTBOBATH BPEMEHHU YIACPIKUBAHUA

OCHOBHOI'O IIMKa Ha XPOMAaTOTPaMME CTaHAAPTHOIO
pacteopa  (cm.  pasmen  «KoauuecTBEHHOE
OIIpeIEIIEHHE).

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
YACpKMUBaHUSA OCHOBHOT'O ITHKa
Ha XpomaTorpamme
HUCIIBITYEMOI'O pactBopa
COOTBETCTBYET BpPEMEHU
YACPKUBAHUA OCHOBHOI'O ITHMKa
Ha XpoMaTorpaMme
CTaHJAPTHOI'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 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

b) Benzalkonium chloride
/ BeH3aJIKOHUS XJI0PH]

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Cis in the chromatogram of the standard
solution (refer to Assay). / Ha xpomaTtorpamme
HCOBITYEMOT'O pAacTBOPA AOJIKHBI O6Hapy>KI/IBaTBC${

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;, and
Cu4 in the chromatogram of the

MTUKH, o BpeMeHaM ynepxuBanus | standard  solution. / Ha
COOTBETCTBYIOLIME [TMKAM TOMOJIOTOB OCH3aIIKOHHS | XpOMATOrpaMMe HCIIBITYEMOTO
xaopupa Cip m  Cis Ha  XpoMarorpamMme | pacTBopa 0GHAPYIKUBAIOTCS
CTaQHAAPTHOTO pactBopa (cm. paszmen | MUKH, o BpeMEHaM
«KonuyecTBeHHOE OMpeeIeHNe»). yICPKUBAHHS
COOTBETCTBYIOLIHE HKaM
TOMOJIOTOB OCH3aIKOHUS
xmopuna Cip mw  Cys Ha
XpOMaTOrpaMMe CTaHAApTHOTO
pacTBopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 10 4,90 4.610/4,610
4. | Density / ILioTHOCTH From 0.950 to 1.050 g/cm?3/ 1.010 g/cm3 /1,010 r /em?

Ot 0,950 mo 1,050 r/cm®
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Aew way for a new world CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A I'OTOBOI'O NIPOAYKTA
Page 3 0of 9/ Crp.3m39
Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKUMH MOMAT PUHO

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 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / Io3upoBka

50 mcg/dose / 50 mxr/mo3a

IMPOU3BOACTBA

Date of Mfg. / laTa

09/2024

Dosage form/
JlekapcTBeHHas (popma

Metered-dose nasal spray / Crpeit
Ha3aJIbHBIN JO3UPOBAHHBIN

Date of Exp. / T'oxen a0 08/2026

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020

GMP ceprudukar (nara)

GMP Compliance certificate No./ | GMP-

NMPOAYKTa Ne

Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
MowmeTta3oHa GypoaTra MOHOTHApAT

API Batch No / A®C cepus Ne

MFM-23427(IM-
01)-001

Manufactured by / TIpousBoauTen

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

5. | Viscosity / BaskocThb

From 30 to 130 cPs / Ot 30 mo 130 cIl3

55.1 cPs /55,1 cII3

6. | Osmolality /

From 250 to 350 mOsm/Kg

287 mOsm/Kg

container / Koau4ecTBo
103

OcMOJIATBHOCTH Ot 250 10 350 MOcm/kr 287 MOcMm/Kr

7. | Netcontent/Macca Not less than 9 g / He menee 9 9.39g/93r
COACPKUMOT0 q).l'laKOHa

8. | Number of deliveries per Not less than 60 doses (discard the first pumping) / | 82 doses / 82 no3

He menee 60 o3 (He cuurasi nepBUYHYIO

MPOKAYKY)

Prepared By / IloaroroBuJ Checked By / IIposepuJ Approved By / Onoopua
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Aew way for a new world CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A I'OTOBOI'O NIPOAYKTA
Page 4 of 9/ Ctp. 4 u3 9
Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKUMH MOMAT PUHO

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

Strength / Io3upoBka

50 mcg/dose / 50 mxr/mo3a

Date of Mfg. / laTa
MPOU3BOJCTBA

09/2024

Dosage form/
JlekapcTBeHHas (popma

Metered-dose nasal spray / Crpeit
Ha3aJIbHBIN JO3UPOBAHHBIN

Date of Exp. / T'oxen a0 08/2026

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepuisi Ne 12241041A Qty. Released / 64,320 BOT/
Koau4ecTBO BHINYLIEHO (bnakoHoB

Batch size / Pazmep cepun

69,444 BOT / ¢pmakoHOB

Mfg.License No. / JIuuen3ust Ha

MNB/10/832
MPOU3BOJCTBO (HOMep)

Inspection Lot No. /
PerncrpanuoHHbIii HOMeEp aHAIN3A

040000547059

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

Package size / YnakoBka

60 Doses / 60 no3

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

Market / Peinox

Russia / Poccus

GMP Compliance certificate No./ | GMP-
GMP cepruduxar (Homep) 01556/20/IN

Reference Specification No. /
Cneuuduxanus roroBoro
NMPOAYKTa Ne

SPC-CC-063691

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

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/

AP Batch No / A®C cepus Ne MFM-23427(JM-

Macca n03b1

MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / TIpoussoauresnn | Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6e Jlumuten, Uumaust
Ne | TESTS/TMOKA3ATEJIN LIMITS/ TPEBOBAHUSA OBSERVATIONS/
PE3YJIBTATBI
9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Murumywm: 96.2%

theoretical dose mass /

WNunusuayaneHas macca j103sl: ot 85 % mo 115 % Average / Cpenanee: 104%

oT TeopeTqucxoi/i MaccChbI 035bl,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennsist macca mo361: oT 90 % 10 110 % ot

TeOpCTHHGCKOﬁ MacCChl 103bI

Maximum / Makcumym:107.9%

10. | Particle size /
Pasmep wactun

Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Yactun pa3mepom < 10 mxm — He MeHee 90 %;

Particles < 30um in size: 100%

Yactun pazmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OtcyrcryroT

100.0% / 100,0%

YacTuusl pazmepoM > 30 MKM — JOJDKHBI
OTCYTCTBOBATH
Prepared By / IloaroroBuJ Checked By / IIposepuJ Approved By / Onoopua
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Honnucs 30 Sep 2024 13:49:04 IST

30Sep 2024 13:52:41 IST

30 Sep 2024 15:09:46 IST

Z Atul Kumar 54 ,g 5 SW Shailendra Singh

Date / lara
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-F699447b9527 2f076ebd-9492-4934-9ae6-03e4370283cd
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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: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

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

Strength / Io3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/

PE3YJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mus. Complies /
CeanMeHTALMOHHAS CooTBercTByeT
YCTOHYUBOCTH

12. | Impurities / IIpumecu

Impurity 8 DM /
[Mpumecu 8§ DM

Impurity DMC /
[Mpumecu DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / Exuanynoii
HEUICHTH(OUITUPOBAHHON
MPUMECH

Total impurities /
CyMmMEI ipuMeceit

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

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

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

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

Not Detected/ He oOnapy»xxeno
Below LOQ /Humxe ITKO

0.01%/ 0,01%

0.02%/ 0,02%

0.08% / 0,08%

Prepared By / IloaroroBuJ Checked By / IIposepuJ Approved By / Onoopua
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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 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS/HOKA3ATEJIN LIMITS/ TPEBGOBAHUS OBSERVATIONS/
PE3YJIBTATHBI
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 Ehe average | Minimum / Munumym: 97%
Deli d Dose / C value and not any dose can deviate more than + 25% from the Maximum / M -103%
elivere PEIHSISA | average value. The mean should not exceed + 15 % of label AKCHMyM: 0
JIocTaBJisieMas 1032 U claim Mean / Cpennee:100%
OIHOPOJHOCTH If 3 to 6 doses deviate more than + 20% but not more than *
o 25%, test another 20 vials.
AOCTABJISIEMOM RO3BI 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 6onee 2 u3 20 103 (10 HavaneHbIX 103 ¥ 10 KOHEYHBIX 703) Minimum / MI/IHI/IMYMZ 08%
MOT'yT UMETh OTKJIOHCHHUE OT CPEAHEro 3HA4YCHUA OoJiee uyeM M . /M 1030/
+20%, ¥ HE oxHA 1032 HE JOJDKHA HUMETh OTKJIOHEHHE OT aximum AKCHUMYyM: 0
cpenHero 3HaueHms Gonee uem + 25 %. Cpennee suauenne me | Mean / Cpeanee: 100%
JIOJDKHO TpeBBIaTh + 15 % oT 3asBiIeHHOTO.
Ecnu ot 3 10 6 103 uMmeroT oTkioHeHus Oonee yeM + 20 %, HO
MeHee ueM + 25 %, To ucnbIThIBatoT cieayromue 20 GIakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHE OT CPEIIHEro
3HayeHus 6osiee yeM + 20 %, U HU OJ(HA JI03a HE JIOJKHA UMETH
OTKJIOHEHHE OT CPEJHEero 3HaueHus Oonee yeM + 25 %. CpenHee
3HA4YCHUE KAXKXI0ro ONpeACICHU HE JOJDKHO IIPEBBIIIATH +15%
OT 3as1BJICHHOTIO.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 7 of 9/ Ctp. 7 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 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

14 | Microbiological Purity / Mukpo6uoioruueckast YHcTOTA

Total aerobic microbial
count / O6mee uucio
a’pOOHBIX
MHUKPOOPTaHU3MOB

Total yeast and moulds
count / O6iee yucio
APOXIKEBBIX U INICCHEBBIX

Not more than 102 cfu per 1ml of the product / He
oonee 102 KOE B 1 mMn npenapara

Not more than 10 cfu per 1 ml of the product / He
oonee 10' KOE B 1 mn npenapara

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

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

Mowmerasona gypoar

85,0 % mo 115,0 % ot 3asBICHHOTO COACPIKAHUS

rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Otcyrcreue B 1 Absent / OtcyrcrByer
MJI IIpenapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyTcrBue B 1 Absent / OtcyrcrByer
MJI IIpernapara
15. | Assay / KonuecTBeHHOE onpeieieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.7% / 102,7%
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CEPTU®UKAT AHAJIN3A T'OTOBOI'O NIPOAYKTA
Page 8 of 9/ Ctp.8m3 9

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

HenaTreHToBaHHOE HAMMEHOBaHHE Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy0LIHE BelIeCTBA 1 103a cripest COIepIKHT: ACHCTBYIOIIEE BeecTBo: MomeTazoHa (ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepuisi Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / TIpoussoauresnn | Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6e Jlumuten, Uumaust
Ne | TESTS/TMOKA3ATEJIN LIMITS/ TPEBOBAHUSA OBSERVATIONS/
PE3YJIBTATBI
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 89.1% /89,1%
BeH3aKoHusI XJIOpUL 80,0 % mo 120,0 % ot 3asBJICHHOTO COJCPIKAHUS

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. /
I[lo 60 no3 cycneH3um BO (JIAKOHE W3 TOJHATUIICHA BBICOKOW IUIOTHOCTH C
JAO03UPYHOIIHUM yCTpOﬁCTBOM M KOJIIIAYKOM M3 MOJIMATHIIEHA BBICOKOM IuIoTHOCTH. [1o 1
(IrakoHy BMECTe ¢ MHCTPYKIHMEH 110 METUIIMHCKOMY NPUMEHEHHIO B TAYKEe KAPTOHHOM.

Any deviation/Incident/OOS: IN/1101/2024/0283
OTtknonenusi/uecoorsercTeua/O0OC: IN/1101/2024/0283

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. JITI-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.”

3aKkjIl09eHe 0 COOTBETCTBHH: HaCTOAIUM MOATBEPIKAAIO, UYTO HNPECACTABJIICHHAA BBILIC I/IH(i)OpMaIII/ISI SABJISACTCA
JOCTOBEpHOI M TouyHOW. [laHHas cepus ObLIa NpOM3BeICHa (BKIIIOYAs yNaKOBKY/MAapKUPOBKY M KOHTPONIb KayecTBa) Ha
YKaSaHHOP'I BBIIIIC HpOHSBOZ[CTBCHHOﬁ IUI0IIaAKe B ITIOJITHOM COOTBCTCTBUU C Tp€60BaHI/I$[MI/I Hazmexcamef/i
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 9 of 9/ Crp.9m3 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 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 28.09.2024
Batch No. / Cepust Ne 12241041A 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)
Lnspectlon Lot NOL/ 040000547059 Mfg. License Date / JInnensusi Ha 30/04/2020
erHCTPALMOHHBII HOMep aHAIN3a TPOU3BOJCTBO (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 Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

IIpousBoacteennoil [Ipaktuku (GMP) noKaNbHBIX PEeryIsTOPHBIX OPraHOB U TPEOOBAaHUAMU HOPMATHUBHOM TOKYMEHTALUU
JITI-Ne(001710)-(PT'-RU)-230123 mnst peika Poccun u yTBepxkIaeHHOW crenubukamnmeii Ne SPC-CC-063691. ITpoTOKOJIbI
NPOU3BOJICTBA, YIAKOBKH U TIOKa3aTeIN KauecTBa JaHHOW CEpUM OBLIH ITPOaHAIM3MPOBAHbI U CJICIIAHO 3aKIIIOUEHHE, YTO OHH
cooTBeTCTBYIOT TpeboBanusaM Hamnexareit [IponsBoacreenHoit [Tpakriku (GMP).
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