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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({@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIN3A T'OTOBOT'O NPOJAYKTA

Page 1 of 8 /Crp. 1 u3 8

Name of Product /
HaumeHoOBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHroBaHHoe HaMMEHOBaAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoHa cnpeit Ha3aIbHbIA J03MpoBaHHLIA 50 MKI/103a

Active Ingredients /
JeitcTBytomne BemecTea

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a crnipest coaepKuT: AeicTByIoEe BelllecTBo: MomeTasona ¢gypoara MOHOTUMApPAT

51,72 mxr B nepecuete Ha MoMeTazoHa ¢ypoar 50,00 mxr

Strength / losupoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa npoussoactsa 11/2023
Dosage form / Metered-duose nasal spray { Crpeit Date of Exp. / Fonen 10 | 1012025
JlekapcTBeHHas opma Ha3aJbHbIH JO3HPOBAHHBII
Product code / Koa npoaykra SRUQ30007E040401EJ Date of release / /lara Bbinycka 30.11.2023
Batch No. / Cepun Ne 12231100 Qty. Released / 46,720 BOT/
KoJin4yecTBO BHINYIEHO (rakoHOB
Batch size / Pasmep cepuu 52,000 BOT / piakoHoB Mfg.License No. / Jluuensus xa MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.u/ 040000495349 Mfg. License Date / Jluuensust Ha 30/04/2020
PerncrpaunoHHbIi HOMep aHaJIU32 NMPOH3BOACTBO (1aTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
- GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudmiar (Romep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorooro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykra Ne
Momet Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C asone buroate Monotydraler | 4 pr gateh No / ADC cepust Ne 23412(JM-01)-
Mowmera3zoHa ¢ypoaTa MOHOTHIApAT 002
Manufactured by / Ilponssoautens | Aarti Industries Limited, India / Aapru Mnaactpu3s Jlumuren, Muauns
Ne | TESTS/ITIOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJbLTATbDI

1. Description / Onucanne

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or OGenoro g0 moyt Oemoro 1BETa OT
TIOJYIPO3payHoil 0 HEMpO3pauyHOil KOHCUCTEHLMU
rycTas cycrneH3us.

Off-white thick suspension of
non-transparent consistency. /
[Toutu 6esioro uBeTa
HEnpo3payHoH  KOHCHCTCHLUH
rycrtas CyCleH3usl.

2. | ldentification / UnpenTndukanus

a) Mometasone Furoate /
Momertazona ¢pypoar

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 yaepKvBaHUA OCHOBHOTO MNHKa
Ha XpoMaTorpamMme  UCMBITYEMOro  pacTBOpa
JOJDKHO COOTBETCTBOBATH BPEMEHH YAEPXKUBAHUS
OCHOBHOT'O TTHKa Ha XpoMaTorpaMMe CTaHAApTHOro
pacTBopa (cm.
ONpeneIeHUE» ).

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 / Bpems
yaepKUBaHUA OCHOBHOTO MHKA
Ha xXpoMmarorpamMme
UCTILITYEMOTO pacTBOpa
COOTBETCTBYET BPEMEHH
YNepXHUBaHU OCHOBHOTO ITHKa
Ha Xpomarorpamme

CTaHJAPTHOTO PacTBOpa.
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Glenmark pharmaceuticals Ltd

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

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

Page 2 of 8 /Ctp.2 3 8

Name of Product /
HaumeHoBaHHe npoaykuum

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHToBaHHOE HAUMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMera3oHa cripe HasanbHLINA 103upoBaHHbIi 50 MkI/n03a

Active Ingredients /
JeficTBylomne BeulecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a crpes CoaepxKMUT: AcHCTBYOIEE BellecTBO: MoMeTasolia (ypoaTa MOHOTHUAPAT

51,72 Mxkr B nepecuere Ha Momeraszona ¢ypoat 50,00 Mxr

Strength / Jo3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npon3BoacTea 11/2023
Jliosage form/ Metered-df)se nasal spray { Crpeii Date of Exp. / Foiest 10 1012025
eKapcTBeHHas popma Ha3aJIbHBIA 103WPOBAHHLIHA
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /lata spinycka 30.11.2023
Batch No. / Cepus Ne 12231100 Qty. Released / 46,720 BOT/
_ Koau4ecTBo BbINMyLIEHO ¢J1akoHOB
Batch size / Pasmep cepum 52,000 BOT / daxonos Mfg License No. / Jluuensun na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000495349 Mfg. License Date / JluueHsus Ha 30/04/2020
PerucrpauvoHublii HoMep anaausa npou3soAcTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptnduxar (aarta)
- GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Poccus GMP cepT:I)(])lrIKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukaliusi roToBoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykrta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C API Batch No / A®C cepus Ne 23412(JM-01)-
Momera3zona ¢pypoara MOHOrHIpaT 002
Manufactured by / Hpoussoaurens | Aarti Industries Limited, India / Aapru Munactpus Jlumuten, Hununa
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHWSA OBSERVATIONS /
PE3YJIBTATDI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Bensankonus xjopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cyz | 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
UCIILITYEMOTO PacTBOpa A0JKHBI 0OHapyxuBathest | Cy4 in the chromatogram of the
VKM, no BpeMeHaM ynepxupanus | standard  solution. / Ha
COOTBETCTBYIONIHE MAKAM rOMOJIOroB OEH3aJIKOHHS | XpOMAaTOrpaMMe  UCILITYEMOro
xmopuga Cip u  Ciy Ha amMme | pacTBOpa 06HapyKHUBaIOTCA
CTaHJApTHOTO pacTBopa NS, As &pfi?};c{l TIHKH, no BpeMEHaM
«KonnuecTBeHHOE ONpeaeie ISy ). <o | ynepxuBaHus
*O ‘if" COOTBETCTBYIOLIHE nuKam
’\‘/7 | TOMOJIOrOB 6eH3aNKOHMs
) \,\'Vo | xnopupa Cip u Ciy Ha
‘g D\'\\ * | XpoMaTorpaMme CTaHAapTHOTO
. .. | pacTBopa.
3. |pH From 4.30 to 4.90 / Ot 4,30 104598, w7 [ 4.68/4,68
4. | Density / IlnoTHoCTH From 0.950 to 1.050 g/em®/  ~JJarmiac®= 0.999 g/cm?/ 0,999 r /em®
010,950 101,050 r/em®
5. | Viscosity / BaskocTb From 30 to 130 cPs/ Ot 30 no 130 cIl3 36.0 cPs /36,0 cIl3

{
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

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

CEPTUOUKAT AHAJIN3A T'OTOBOI'O ITPO1YKTA

Page 30f8/Crp.3u38

Name of Product /
HaumenoBanue npoaykumu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHToBaHHOe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasoHa cripeil HasanbHbI#A 103upoBaHHbIH 50 Mxr/103a

Active Ingredients /
JeiicTBylowmmne BewecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes CoAEpXKUT: ASHCTBYOLIEE BelecTBO: MomeTrasonia yypoaTta MOHOTHAPAT

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

Strength / lo3uposka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / lata npou3soacTBa 11/2023
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Fonen 20 102025
JlexapcTBenHas dopma Ha3aIbHbIHA 103MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /lata Bbinycka 30.11.2023
Batch No. / Cepus Ne 12231100 Qty. Released / 46,720 BOT/
KoJin4ecTBO BbINYHIEHO ¢nakoHOB
Batch size / Pasmep cephit 52,000 BOT / hmakoHos Mfg License No. / Jluuensus na MNB/10/832
MPON3BOACTBO (HOMEp)
Inspection Lot No.v/ 040000495349 Mfg. License Date / Jluuensus Ha 30/04/2020
PerucTpauvonHblii HOMep aHaaU3a NpoU3IBOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudniar (1a1a) 18/06/2020
- GMP Compliance certificate No. / GMP-
Market / Poisox Russia / Poccus GMP cepTudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus roroBoro SPC-CC-063691 Reference STP No. / CIIN Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C uroate Vionohydrate API Batch No / A©®C cepusi Ne 23412(JM-01)-
MowmeTtazoHa ¢ypoara MOHOTHAPAT 002

Manufactured by / [pousBoaurens | Aarti Industries Limited, India / Aapru Manactpus Jlumuren, Hinng
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHMUA OBSERVATIONS /

PE3YJIbTATbHI

6. | Osmolality /
OcMOASNILHOCTHL

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcM/kr

291 MOcMm/Kr

291 mOsm/Kg

7. | Net content / Macca
coiepxHMOro gpnaxoHa

Not less than 9 g / He meHee 9

94g/94r

8. | Number of deliveries per
container / Konu4yecTBO
103

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cunTtas NepBUUHYIO

NPOKAUKY)

84 doses / 84 no3

9. | Pump delivery/
Macca no3sl

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

theoretical dose mass /

WuaueunyansHas mMacca 103bi: oT 85 % 1o 115 %

oT Teopemqecxoﬁ MaccChl 103bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpenuss Macca no3bl: 0T 90 % mo 110 % ot

TCOpCTH‘lCCKOﬁ MaccChbl 103bl

Minimum / Munumym: 93.8%
Maximum / MakcumyMm:107.4%

Average / Cpeanpe103.8%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A I'OTOBOI'O NPOAYKTA
Page 4 0f 8 /Crp. 4138

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLUHH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOe HAMMeHOBaHHE Mowmera3zoHa cnipeit Ha3a/ibHbIN 103UpoBaHHbIH 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
JeiicTBylonue Bewecrsa 1 no3a crpest conepxuT: AchCTBYIONIEE BElLECTBO: MoMeTasona gypoara MOHOTHIpAT
51,72 mxr B nepecyete Ha Momerasona dypoar 50,00 mxr
Strength / lo3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npon3soiacTBa 11/2023
Dosage form / Metered-d:)se nasal spray f Copeii Date of Exp. / Fogex 10 1012025
JlekapcTBeHHan dopma Ha3aJIbHBbIA 103UPOBaHHbIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / [lata Bbinycka 30.11.2023
Batch No. / Cepts Ne 12231100 Qty. Released / 46,720 BOT /
KojinyecTBO BHINYIEHO ¢ 1akoHOB
Batch size / Pasmep cepun 52,000 BOT / dakokos Mig.License No. / Jluueusus ua MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000495349 Mfg. License Date / Jluuensus na 30/04/2020
PerucrpauuoHHblii HOMep aHaIH3a npou3BOACTBO (JaTa)
. GMP Compliance certificate Date /
18
Package size / YnakoBka 60 Doses / 60 ao3 GMP ceprudnkar (1a1a) /06/2020
: GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Pocens GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus roToBoro SPC-CC-063691 Reference STP No. / CITH Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C sone buroate MOnohycrale 1 4 py Batch No / A®C cepus Ne 23412(JM-01)-
Mowmera3oHa ¢pypoara MOHOTHADAT 002
Manufactured by / IpousBoaurens | Aarti Industries Limited, India / Aapti Mnnactpus Jinmuten, Huaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI
10. | Particle size / Particles < 10um in size: Not less than 90% 100.0% / 100,0%
Pa3mep uacTuu Yacruy pasmepom < 10 Mxm — He MeHee 90 %;
Particles < 30um in size: 100% 100.0% / 100,0%
Yactuu pasmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent Absent / OTCYyTCTBYIOT
YacTuubl pazMepom > 30 MKM — NOJKHEL
OTCYTCTBOBATb
11. | Sedimentation Stability / Not less than 5 min / He Menee 5 muH. Complies /
CeaumeHTauMoOHHASA CoOTBETCTBYET
YCTOHYHBOCTH ’ /:
5 ;
/ * vV (SRR
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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@bom?2.vsnl.net.in

CEPTUDHUKAT AHAJIN3A I'OTOBOI'O IIPOAYKTA

Page 5of8/Crp.5u3 8

Name of Product /
HaumeHoBaHue NpoayKUUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenroBanHoe HaHMeHOBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmerazoHa cripeli HasaibHbIH 103MpoBaHHbIH 50 MKI/103a

Active Ingredients /
JleficTBy1011He BeltecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripes comep:kuT: AeicTBytoilee BelecTBo: MoMeTazona ¢gpypoara MOHOruapar

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

Strength / lo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacTsa 11/2023
Dosage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Foxen 0 102025
JlekapcrBeHHas ¢popma Ha3albHbIIA J03UPOBAHHbIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / laTa Bbinycka 30.11.2023
Batch No. / Cepusn Ne 12231100 Qty. Released / 46,720 BOT/
KoauuecTBo BbInyumeHo ($1akoHOB
Batch size / Paimep cepu 52,000 BOT / axonos Mfg.License No. / Jluueusus na MNB/10/832
Npou3BoOACTBO (HOMeEp)
Inspection Lot NoL/ 040000495349 Mfg. License Date / J/Inuenins na 30/04/2020
Perucrpaunontblii Homep aHaiu3a NpoU3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 2103 GMP Compliance certificate Date/ |, 4/,¢50>(
GMP ceprudukat (aata)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poceus GMP ceprudmiar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne
040947
npoaykra Ne
Momet Furoate Monohydrate/ MEM-
API name / Haumenopaune A®C metasone Furoate vionohydrate API Batch No / A®OC cepust Ne 23412(JM-01)-
MowmerasoHa ¢ypoara MOHOTHAPAT 002
Manufactured by / IlpoussoanTenr | Aarti Industries Limited, India / Aapru Hunacrpus Jlumuren, Miians
Ne [ TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIBTATBI

12. | Impurities / Ipumecn

Impurity 8 DM /
IIpumecu 8§ DM

Impurity DMC /
[Mpumecu DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / ExuangHO i
HEUACHTU(PULUPOBAHHOMN
npUMecH

Total impurities /
CyMMBI puMeceii

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

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

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

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

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

0.01%/ 0,01%

0.02%/ 0,02%

v

Not Detected/ He o6HapyxeHo

Not Detected/ He o6HapyxeHo

0.07% LO0T%: 5 6

by
.
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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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

Page 6 of 8/ C1p. 6 u3 8

Name of Product /
HaumeHoBaHHe npoayxkuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HANMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTazoHa cripeil HasalbHbIH 103MpoBaHHsbli 50 MKI/K03a

Active Ingredients /
JeiicTBylolue BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone I'uroate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

| 103a cnipes coepkuT: AeHCTBRYOLIEE BelecTBO: Mometasona ¢ypoara MoHOrUapar

51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 mxr

Strength / Jo3upoBka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npousBoacTBa 11/2023

Dosage form / Metered—dvose nasal spray { Cripeit Date of Exp. / Foten 10 102025

JlekapcTBeHHas ¢opma Ha3aNdbLHbLIH 103MPOBAHHbIH

Product code / Kox npoaykra SRU030007E040401EJ Date of release / /lata Bbinycka 30.11.2023

Batch No. / Cepusn Ne 12231100 Qty. Released / 46,720 BOT /

Ko/inyecTBO BLIMYLIEHO ¢nakoHoB
Batch size / Pasmep cepun 52,000 BOT / dnakoHoB Mig.License No. / JInuensun ha MNB/10/832
NPOH3BOACTBO (HoMep)
;nspectlon Lot No.“/ 040000495349 Mfg. License Date / JInuensus xa 30/04/2020
erHCTPALMOHHBIE HOMEp aHaJIH3a NpoU3IBOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date /| ¢/,¢05
- GMP ceptudukar (nara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccus GMP ceprguiat (omep) 01556/20/IN

Reference Specification No. / STP-CC-

Cneuudukauusi roToBoro SPC-CC-063691 Reference STP No. / CTIU Ne 040947

npoaykta Ne

Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue AQC OYCatel | AP Batch No / ADC cepus Ne 23412(JM-01)-
Momerazona ¢pypoara MOHOrHApAT 002

Manufactured by / lIpousBoauTtenr | Aarti Industries Limited, India / Aaptu Mnaactpus Jlumuren, Mnaus

Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATBI

13. Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hayajno:

and Uniformity of
Delivered Dose / Cpeausist
AOCTaBJisieMast 1032 H
OJHOPOJHOCTH
AOCTABJISIEMO# 103bI

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 u3 20 no3 (10 HauanbHbIX 103 M 10 KOHEUYHBIX 103)
MOFYT MMETb OTKJIOHEHME OT CPEIHEro 3HauyeHUs Ooniee uem
+20%, v HU ogHa 1033 HE JODKHA HUMETh OTKJIOHEHHME OT
cpeaHero 3Hadchus Gonee uem =25 %. CpenHee 3HaueHUE He
JOIKHO MpeBbuuaTh = 15 % o1 3asABACHHOrO.

Ecaun o1 3 10 6 103 umeroT otkiaoHeHus Gonee eM + 20 %, Ho
MeHee YeM + 25 %, TO MCTBITHIBAIOT cieaytoume 20 ¢akoHoB.
He Gonee 6 3 60 103 MOryT UMETh OTKIOHEHHE OT CPEIHETO
3naqeHns 6onee yeM + 20 %, ¥ HU OJIHA 1032 HE AODKHA UMETh
OTKJIOHEHME OT CpeJHero 3HaueHus donee uem * 25 %. Cpennee
3HA4YEHUE KKJIOTO ONMPEAENEeHYA He IO/DKHO npesbimats + 15 %
OT 3asBJICHHOrO.

Minimum / MunumyMm: 97.6%
Maximum / Makcumym:103.3%
Mean / Cpennee:100.0%

END / Koneu:

Minimum / MuHumym: 97.6%
Maximum / MakcumyM: 103.2%
Mean / Cpennee: 100.0%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A I'OTOBOI'O IPOAYKTA

Page 70f 8 /CTp. 7u3 8

Name of Product / MOMAT RINO
HaumeHoBaHMe NPOAYKLHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHoe HauMenoBanue | Momerasona cripeit HazaabHblil 1031poBaHHbIi 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 meg
JeiicTByOHe BeLecTBa 1 no3a cripest CoAePXKUT: AeicTBYONIee BellecTBO: MoMeTasona ¢ypoaTa MOHOTHADAT
51,72 mxr B nepecuere Ha Momeraszona gypoar 50,00 Mkr
Strength / Jo3nposka 50 meg/dose / 50 Mkr/n03a Date of Mfg. / laTta nponssoactsa 11/2023
Dosage form / Metered-df)se nasal spray i Crpeii Date of Exp. / Foxen 10 1012025
JlexapcrBenHasn ¢popma Ha3aNbHBIA J103UPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /lata Boimycka 30.11.2023
Batch No. / Cepusn Ne 12231100 Qty. Released / 46,720 BOT/
Ko/inuecTBO BbINYyLIEHO ¢aakoHoB
Batch size / Pasmep cepuu 52,000 BOT / daxoros Mfg.License No. / Jluuensus na MNB/10/832
MPOH3BOACTBO (HOMeEP)
Inspection Lot No.“/ 040000495349 Mfg. License Date / Jinuensun na 30/04/2020
PerucTpauMoHHbIil HOMEpP aHAAH3A NpPOU3BOACTBO (1aTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukanusi roToBoro SPC-CC-063691 Reference STP No. / CTIU Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C roate VIONOLyarater | s py Batch No / A®C cepusi Ne 23412(JM-01)-
Mowmerasona diypoata MOHOTHApPAT 002
Manufactured by / [IpoussoauTteas | Aarti Industries Limited, India / Aapru Wanactpus Jlumuten, Hnaus
Ne | TESTS/IIOKA3ATEJIH LIMITS / TPEBOBAHMUA OBSERVATIONS /
PE3YJIBTATBI
14 | Microbiological Purity / MukpoGuonoruieckasi Y4HCTOTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obwee yncno 6osnee 102 KOE B 1 mn npenapara Memnee 10 KOE/mn
a3poOHbIX
MHUKpPOOpraHH3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Obwee uncno Gonee 10' KOE B 1 mMn npenapata Menee 10 KOE/Mn
OPOXKEBBIX U TUIECHEBBIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / OtrcyrcTBue B 1 Absent / OTcyTCTBYET
MJI Ipenapata N
Staphylococcus aureus Absence per 1 ml of the product / OtcytcTBHE B 1 Absent / OTcyTcTBYET /;KTW' /
MJI npemnapaTa >°
15. | Assay / KonuecTBeHHOe onpelesicHHe _ *U
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / OT | 103.6%/103,6% | \)ZS
Mometazona ¢ypoat 85,0 % nmo 115,0 % oT 3asBNEHHOT0 COAEpKaHUA { o )
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 100.7% /100,7% .. K/O‘V
beH3aKkoHus XJI0pH I 80,0 % nmo 120,0 % oT 3a7BJIEHHOTO COAEPKAHUS N
5.
e A?"
Prepared By / Iloarorosus Checked By / Ilposepna Appr\ved By / Ono6pua
Signature / loanuch /%/ ( /\3\ ‘ —
Date / lata (/0)/]!7,) 20173 o,ﬂ\\/b«ﬂ/f& 6 M\ 1oL}
Name / @10 Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
JoKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A TOTOBOI'O ITIPOAYKTA
Page 8 of § /Ctp. 813 8

Name of Product / MOMAT RINO
HauMeHoBaHHe RPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBaHHOE HAUMEHOBAHIE Mowmera3soHa cripeit Ha3asbHbIH 103MpoBaHHbIH 50 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
JeiicTByl0mue BemecTBa 1 n03a cnpes cojaepxkuT: AcHcTByI0IUEE BeuiecTBo: MomeTasona (ypoara MOHOT#Ipar
51,72 mkr 8 nepecyere Ha Momerasona ¢ypoar 50,00 Mkr
Strength / Josuposka 50 mcg/dose / 50 mMkr/ao3a Date of Mfg. / lata npon3BoacTBa 11/2023
Jl;osage form / Metered-dﬂose nasal spray { Crpeii Date of Exp. / Fomen 10 10/2025
exapcTBeHHas dopma Ha3abHBIA 103MPOBAHHBIN
Product code / Koa npoaykra SRUQ30007E040401E] Date of release / lata sbinycka 30.11.2023
Batch No. / Cepun Ne 12231100 Qty. Released / 46,720 BOT/
KoAu4ecTBO BbINYUICHO ¢1akoHOB
Batch size / Pasmep cepun 52,000 BOT / daxonos Mifg.License No. / Jluuesus na MNB/10/832
Npou3BoACTBO (HoMep)
Inspection Lot NO'../ 040000495349 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHnblii HoMep aHaIM3a NpPoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP cepn:) buKaT (1a72) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Puinok Russia / Poccus GMP cepnl:(puKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxaums roTosoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C API Batch No / A®C cepus Ne 23412(JM-01)-
Mowmerazona ¢pypoara MOHOTHAPAT 002
Manufactured by / llpoussoauTtens | Aarti Industries Limited, India / Aaptu Unaactpus Jlumuren, Muaus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJILTATHI
16. | Package Size / Ynakoska | 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 pmo3 cycmeHsud BO (ulakOHE W3 TNOJNMITHICHA BBICOKOW IJIOTHOCTH C
JNO3UPYIOLLHUM YCTPOHCTBOM U KOJINAYKOM U3 TMOJTUITHIIEHA BLICOKOI/I mwioTHOCTH. [1o 1
(hnakoHy BMECTe C MHCTPYKIMEH N0 MEIULMHCKOMY r[pMMeHeHH}O B Ma4YKe KapTOHHOM.

Any deviation/Incident/OOS: IN/1101/2023/0287 \)\4\,0
OTxioHeHHs/HecooTBeTeTBUSA/OOC: IN/1101/2023/0287 i N\

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 sntecm full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document™ “p6. oJ1T1-Ne(00+710)-(PT-RU) dt.
23.01.2023 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.”

3aKkill0ueHHe O COOTBETCTBHH: HACTOAIIMM TOATBEPXKAAI0, YTO NPEACTABICHHAs Bblle HH(pOpMaLUI ABISETCA
JOCTOBEpHOH m TouHoi. JlaHHasn cepus Gbuta mpousseeHa (BKIKOYAs YNAKOBKY/MapKHPOBKY K KOHTPONbL KauecTBa) Ha
YKa3aHHOH BblIlE TNPOM3BOACTBEHHON [MUIOMAJAKE B MNOJHOM COOTBETCTBHMM ¢ TpeGoBanuamyu Hannexamein
Mpousoacrsennoit Ipaktuku (GMP) JOKaTBHBIX PEryIsATOPHLIX OPraHOB M TPeGOBaHHUAMM HOPMATHBHOW JOKyMeHTaLMH
JIMI-Ne(001710)-(PI-RU) ot 23.01.2023 ans peinka Poccuu u yTBepkaeHHo# crenndukaumeidi Ne SPC-CC-063691.
IpoTokonbsl NPOW3BOACTBA, YMAakOBKW W MOKa3aTell KauecTBa AAHHOH cepuu Oblin [IpOaHalM3UpOBaHLI W CHAENAHO
3aKJIFOYEHHE, YTO OHM COOTBETCTBYIOT TpeGoBanuam Hamexaiueii ITpoussoacraenHoii [1paktuxu (GMP).
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