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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDOHUKAT AHAJIU3A T'OTOBOT'O ITPOJIYKTA
Page 1 of 9/Crp. 1139

Name of Product /
HaumenoBanue npoaykunu
Generic name /

HenaTeHTOBAHHOE HAUMEHOBAHHE

MOMAT RINO

MOMAT PUHO

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmera3ona cripeil HazajbHbIH A1031poBaHHbIA 50 MkI/n03a

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

1 no3a crpes CONEPXHT: AeiCTRYIOLIEE BElCCTBO: MomerazoHa (hypoaTa MOHOTHAPAT

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

Active Ingredients /
HeficTBylomue Belecrsa

Strength / losuposka 50 meg / 50 Mxr Date of Mfg. / lata npon3Boacrsa 06/2023
Dosage form / Metered-dose nasal spray /
Cnpeit HazaLHLIHA Date of Exp. / I'oaen xo 05/2025
JlexapcTBeHHas dopma N
JIO3HPOBAHHKIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Beinycka 30.06.2023
Batch No. / Cepust No 12230599 Qty. Released / Konnvecrso 32,640 BOT/
BbINYLEHO (raxoHos
Batch size / Pasmep cepun 34,722 BOT / pnaxonon Mfg.License No. / MNB/10/832
JluueH3us Ha NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020
Perucrpaunonnslii HoMep aHaJH3a Jluuen3ns Ha NPoU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 s103 GMP Compliance certificate Date/ | 1¢/,¢105
GMP ceprudmukar (aara)
Market / Paiox Russia / Poccus GMP Compliance certificate No- /| 5y ip_g1556/20/N
GMP ceprudnxar (nomep)
Reference Specification No. /
Cneundurkauus roroBoro SPC-CC-063688 Reference STP No./ CIIU Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
HanmenoBanue ADC Mowmerasona (pypoaTa MOHOTHIIPAT ADC cepun Ne 01)-002
Manufactured by / Ilpoussoanresns | Aarti Industries Limited, India / Aapru Wunacrpus Jumuren, Unaus
Ne TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI
1. | Description / Onncaunne White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| TTourn Genoro uBera Hemnpo3pavHoi
Or OGenoro 0 noytu Oesoro LBeTA OT | KOHCHCTEHUMM I'ycTas CyCHeH3us.
NOJIY ITPO3PayvHO 10 HeNnpo3payHoi
KOHCUCTEHLIMH I'yCTas CYCIEH3us.
2. | Identification / ITopmHHOCTH

a) Mometasone Furoate /
Momerasona q)ypoaT

The retention time of the peak of
Mometasone Furoate 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 yxepxuBaHus TnHKa

MoMeETa3oHa (ypoara Ha XpoMarorpaMMe | YASpKHBaHus MN¥Ka  MOMeETa3oHa

HCIIBITYEMOr O pacTBopa JOOIDKHO | (ypoara Ha XpomaTorpaMme

COOTBETCTBOBATh BPEMEHH YHACPXKUBAHUS | HCHBITYEMOro pacTBopa

OCHOBHOFO IHKa Ha  XpPOMAarorpaMMe | COOTBETCTBYET BpEMEHH

CTapaapTHOro  pactBopa  (CM.  pasle] | yASpKHBaHUA OCHOBHOTO TUMKa Ha

«KonuuecTBeHHOE OnpeaeseHue). XpOMaTorpamMme CTaHJapTHOrO
pPacTBOpa.

The retention time of the peak of
Mometasone  Furoate  in  the
chromatogram of sample preparation
corresponds to the retention time of
the main peak in the chromatogram
of standard preparation / Bpems

1

Prepared By / loarorosun

Checked By / IIposepua

Approved By / Onpo6pun

Signature / Hoanuce
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Date / lara ~ \4 107 P 17 v \o\\ 3 ﬁ \a IRETSSS
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIM3A I'OTOBOI'O ITPOJIYKTA
Page20f9/Crp.2139

Name of Product /
HaumeHoBaHHe npoaykuuu
Generic name /
HenarentoBaHHOE HAMMEHOBAHHE

MOMAT RINO

MOMAT PUHO

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmerasona cripel HazanbHbLHA 1031MpoBanHbil 50 MKT/103a

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

1 no3a cipesa coaepykut: AekcTrylolee BewectBo: Momerasona dgypoara Mouoruapar

51,72 mxr B niepecuere Ha Momeraszona dypoar 50,00 Mxr

Active Ingredients /
HeiicTBylomue peuecTsa

Strength / lozupoBka 50 meg / 50 mxr Date of Mfg. / lata npoussoacraa 06/2023
D e form / Metered-dose nasal spray /
osag Cnpeit HazansHBINA Date of Exp. / I'ogen no 05/2025
JlekapeTBeHHan dopma -
JIO3UPOBAHHBII

Product code / Koa npoayxra SRU030007E040401 DK Date of release / lara Bbinycka 30.06.2023

Batch No. / Cepus Ne 12230599 Qty. Released / Konuuectso 32,640 BOT/
BbINYILEHO (akoHoB

Batch size / Pasmep cepun 34,722 BOT / gnakonosn Mig.License No. / MNRB/10/832
Juuensus Ha npousBojacTeo (Homep)

Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020

PerucrpaunoHsblii HOMep aHaJN3a JluueH3usi Ha npousBoacTBO (1aTA)

Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date /| ;¢/,050)
GMP ceprudukar (nara)

Market / Pinok Russia / Poccus GMP Compliance certificate No./ | 5\ 1p 1556/20/1N
GMP ceprudurar (Homep)

Reference Specification No. /

Creuudukauus roroporo SPC-CC-063688 Reference STP No. / CTIH Ne STP-CC-040944

npoaykra Ne

APl name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

Haumenosanue A®C Mowmerazona ypoara MOHOTHAPAT ADC cepusi Ne 01)-002

Manufactured by / Hpoussoautenn | Aarti Industries Limited, India / Aapru Wnnacrpus Jumuren, Muaus

Ne TESTS / IIOKA3ATEJIN LIMITS / TPEGOBAHUSI OBSERVATIONS /

PE3YJIBTATDI

b) Benzalkonium chloride /

The chromatogram of the sample solution | The chromatogram of the sample

Bensankonus xJiopna

should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cj; and Cj4 in the
chromatogram of the standard solution (refer

to  Assay). / Ha xpomarorpamme
HCIBITYEMOrO pacTtBopa JIOJDKHBI
OOHapyXMBaTbCS  NUKH, [0 BpeMeHaM
YOSPKUBAHUSL  COOTBETCTBYIOIIME IUKaM

romosioros 6enzankonus xjopuaa Ci; u Cyy
Ha XpOMaTOrpaMMe CTaHOapTHOFO pacTBopa
(cm. paszzen «Konuuectsennoe
ONpenesyIeHue ).

solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues
Ci2 and Cy4 in the chromatogram of
the standard solution. / Ha
XpoMarorpamme UCTIBITYEMOTO
pacTOpa OGHAPYKUBAKOTCA MUKH, 10
BpEMCEHaM yIAePKUBAHHUS
COOTEETCTBYIOLIME [IMKAaM rOMOJIOTOB
6ensankoHus xjopuga Ci; u Cy4 Ha
XpoMmarorpamMme CTaHIapPTHOrO
pacTBoOpa.

From 4.30 t0 4.90 / Ot 4,30 o 4,90

4.70 /4,70

4. | Density / IlnorHocts

From 0.950 to 1.050 g/cm® /
Ot 0,950 g0 1,050 r/em?®

1.020 g/em?® / 1,020 r/cm®

5. | Viscosity / Bszkocrhs

From 30 to 130 ¢cPs/ Ot 30 no 130 cIlz

58.7 ¢cPs/ 58,7 cIl3

6. | Osmolality /
OcMONSUILHOCTD

From 250 to 350 mOsm/Kg

Ot 250 no 350 MOcMm/kr

292 mOsm/Kg
292 mOcm/xr

Checked By / Tposepus

¢
A&proved By / OnoGpua

Signature / Hoanuce

Prepared By / Hloarorosua
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Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
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Designation / Officer-QA Officer-QA Sr. Manager - QA

HonxkHocTs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIU3A I'OTOBOI'O ITIPOJAYKTA
Page 3 0f9/Crp.3n39

Name of Product /
HanmenoBanue npoaykuuu
Generic name /
HenateHnTroBanHoe HAauMeHOBaHue

MOMAT RINO

MOMAT PUHO

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmerasoHa cripeit HasanbHLIH 103upoBaiHbli 50 Mxr/n03a

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

1 1034 cnipest coaepuT: AeHCTBYIOMEE BelecTBo: Momerasona ¢gypoara MOHOrHapaT

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

Active Ingredients /
HefcTBylomue BeuecTsa

Strength / lozuposka 50 meg / 50 mxr Date of Mfg. / lara npousBoacrsa 06/2023
D form / Metered-dose nasal spray /
osage fo Cripell Ha3anbHbIH Date of Exp. / I'ogen ao 05/2025
JlexapcTBennas gopma ”
JIO3HPOBaHHBIN

Product code / Koa npoayxra SRU030007E040401DK Date of release / J/lata Bbinycka 30.06.2023

Batch No. / Cepnst Ne 12230599 Qty. Released / Konnvectpo 32,640 BOT/
BbINYHIEHO (riakoHOB

Batch size / Pasmep cepun 34,722 BOT/ dunaxonos Mfg.License No. / MNB/10/832
JluueHsust Ha npousBoAcTBO (HOMep)

Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020

Peructpaumonnsriii HoMep anajinsa JluneH3usi Ha NPOU3BOACTBO (maTa)

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

Market / Peinok Russia / Poccus GMP Compliance certificate No./ | 1 0)55600/1N
GMP cepridukar (Homep)

Reference Specification No. /

Cneundukaums rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944

npogykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-

Haumenopanne AOC MomeTtazona Qypoara MmoHoruapar ADC cepusn Ne 01)-002

Manufactured by / Ipoussoaurens | Aarti Industries Limited, India / Aapru Hunacrpus JNumuren, Uuans

Ne TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /

PE3YJAbTATHI

7. Net content / Macca
coaepxumoro JiaKkona

8. | Number of deliveries per
container / Konnuectso 103

Not less than 18 g/ He menee 18 ¢ 183g/183r

Not less than 120 doses (exclude the first
pumping) / He menee 120 103 (#e cyuran
NEPBUYHYIO MPOKAUKY)

161 doses/ 161 no3

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

HUuauBuayasnbHasi Macea 103bi: ot 85 %
Io 115 % ot TeopeTuyeckol Macchl J03b1;

9. | Pump delivery/
Macca no3bi

Minimum / Munumym: 93.7%
Maximum / Maxcumym:108.8%
Average / Cpeanee: 104.2%

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
| Cpennsis macca 103bt: o1 90 % no 110 %
| oT TeopeTHUECKON MacChI J103b1

(

Checked By / IIposepua

Prepared By / loarorosun Ap[\roved By / Ono6pun
/ .v

Signature / Hoanucs
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Date / Jlata A \en )\ Lol e\ LA\ e oLy
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A T'OTOBOI'O IIPOAYKTA
Page40f9/Crp.4u39

Name of Product / MOMAT RINO
HanmeHnoBaHue npogyKumu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTeHTOBAHHOE HAUMEHOBAHME MowmerasoHa cnpeil HasanabHbii g03upoBanHbiii 50 MK/ n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTByiomMe BelecTBa 1 nosa cipes coaepxut: AelicTBylonlee BelecTso: MoMeTasona (ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerazona pypoar 50,00 mxr
Strength / 1o3uposka 50 meg / 50 Mkr Date of Mfg. / JaTa npousBojcrea 06/2023
Dosage form / Metered-dose nasal spray /
age 1o Crnipeil HazasbHbLi Date of Exp. / I'oxen o 05/2025
Jlexapcreennan popma ) N
JLO3HPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401DK Date of release / lara Buinycka 30.06.2023
Batch No. / Cepust No 12230599 Qty. Released / Koanuecrso 32,640 BOT/
BbINYILEHO di1akoHOB
Batch size / Paamep cepuu 34,722 BOT / daaxonos Mig.License No. / MNB/10/832
JInuensusi HAa NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020
PerucTpaunoHHbii HOMep aHAJIM3A JluueH3us Ha NPOU3BOACTBO (1aTa)
Package size / Ynarkosia 120 Doses / 120 7103 GMP Compliance certificate Date/ | o005
GMP ceprudukar (aara)
Market / Prinox Russia / Poccus GMP Compliance certificate No. /| 5\ 11, 1556/20/1N
GMP ceprudurat (Homep)
Reference Specification No. /
Cneuudukauust roToBoro SPC-CC-063688 Reference STP No. / CIIHA Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenosanue ADC Mowmeraszona Qypoara MOHOIHIApPaT ADC cepus Ne 01)-002

Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Mupacrpus Jumuren, Muaus

Ne | TESTS/IHOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATDI
10. | Particle size / Particles < 10um in size: Not less than 90% | 100.0% / 100,0%
Pasmep uacTuu Yacruu pazmepoM < 10 MM — He MeHee
90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%

YacTun pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent

Absent / OTcyTcTBYIOT
YacTuikl pazmMepom > 30 MKM — J10JOKHbI

OTCYTCTBOBAThH
11. | Sedimentation Stability / | Not less than 5 min / He Mmenee 5 mum. Complies /
1Ly p
CeAuMeHTAIINOH (}}ms\l%x CooTBeTcTBYET
yCToutuocn;f "
Prepared By / loarorosua Checked By / Ilposepuu Approved By / Ono6pua
P y posep pp p

Signature / IToanuce %A/ A///M —
Date / Jlara “—lo\Lors T\ VR\ 6P 1oLy
Name / @HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JomxHocTs
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 1732035, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page Sof9/Crp.5u39

Name of Product /
Hanmenosanue npoayxumuy

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBaHHoe HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmeraszona cripel HazalbHbIH J103UpoBaHHbIH 50 MKkI/a03a

Active Ingredients /
HeiicTBylomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnpes conepxurt: AeficTBylouiee BemecTro: MoMeTazona gypoara MOHOPHAPAT
51,72 mkr B nepecuete Ha Momeraszona ¢gypoar 50,00 mkr

Strength / lo3uposka 50 meg / 50 mMkr Date of Mfg. / Jlara npousBoacTsa 06/2023
D P / Metered-dose nasal spray /
osage lorm Cripeit HazaILHEIN Date of Exp. / Toaen ao 05/2025
Jlexapcrasennas dpopma o
JIO3UPOBaHHBIH

Product code / Kon npoaykra SRU030007E040401DK Date of release / lara Bhinycka 30.06.2023

Batch No. / Cepus Ne 12230599 Qty. Released / Koauuecrso 32,640 BOT/
BBINYIIEHO (iakoHOB

Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mg, License No. / MNB/10/832
JInueH3ust Ha NPoU3BOACTBO (HoMep)

Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020

PeructpaunoHHbIii HOMep aHAIN3A JInueH3usi Ha Npou3BoACTBO (1aTa)

Package size / Ynaxosica 120 Doses / 120 103 GMP Compliance certificate Date/ | ;o050
GMP cepruduxar (1ata)

Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)

Reference Specification No. /

Crenuduxaunus rorosoro SPC-CC-063688 Reference STP No./ CITHA Ne STP-CC-040944

npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

HaumenoBanune ADC MowmeraszoHa Qgypoara MOHOTHIpAT A®C cepust Ne 01)-002

Manufactured by / Ilpoussoanrein

Aarti Industries Limited, India / Aapru Mupactpus JTumures, Munus

No TESTS / TIOKA3ATEJIN

LIMITS / TPEBOBAHNA

OBSERVATIONS /
PE3YJIbTATbBI

12. | Related Substances / PoacTBennbie npumecu

Impurity 8 DM /
[Mpumecu § DM

Impurity DMC /
Ipumecu DMC

Impurity D/
Iprmecu D

Any individual unspecified
impurity / Exunuunoi

HeuAeHTH(DULMPOBAHHON
NpUMeCH

Total impurities /
CymMMmbl npumeceii

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

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

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

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

0.02%/ 0,02%

0.06%/ 0,06%

0.18%/0,18%

Not Detected/ He oOHapykeHo

Not Detected/ He o6HapysxeHo

Checked By / Iposepui

Signature / Iloanuce,

Prepared By / loarorosun
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Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIM3A TOTOBOI'O INPOAYKTA

Page 6 of 9/ Crp. 613 9

Name of Product/
HaunmeHoBanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenatedToBannoe HauMeHoOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmerasona crpeit

Ha3anbHbIf 103upoBaHHbLIA 50 MKT/n032

Active Ingredients /
JeficTByloImue BewecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 nosa cnpes comepur: aeHcrpylomee BelecTso: Momerasona Qypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momeraszona Qypoar 50,00 mMxr

Strength / Hosuposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacTsa 06/2023
D P / Metered-dose nasal spray /
osage lorm Crpeit HazanbHLIH Date of Exp. / I'ogen no 05/2025
Jlekapersennas opma ) - ‘
JLO3MPOBaHHBI

Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Bbinycka 30.06.2023

Batch No. / Cepust Ne 12230599 Qty. Released / KosinuecTBo 32,640 BOT /
BbINYUIEHO (dnakoHoB

Batch size / Pazmep cepuu 34,722 BOT / pnaxonon Mig.License No. / MNB/10/832
JluueH3uA Ha NPOU3BOACTBO (HOMep)

Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020

PeructpaunoHHbii HOMep aHAJIN3A Jlunensus Ha NPOU3BOACTBO (1aTa)

Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)

Market / Prisok Russia / Pocous GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)

Reference Specification No. /
Crneundukauus rorosoro
npoaAyKTa Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

APl name/
HaumenoBanune AOC

Mometasone Furoate Monohydrate /
MomeTasoHa ()ypoaTa MOHOTHApAT

API Batch No /
ADC cepust Ne

MFM-23405(JM-
01)-002

Manufactured by / IlpousBoanrens

Aarti Industries Lim

ited, India / Aapru Unpactpus Jlumuren, Unnus

Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHNSA OBSERVATIONS /
PE3YJIbTATbI
13. Spray content uniformity Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Havano:

(Uniformity of delivery
dose) / OanopopHocTh
J03HPOBAHMS
(OnnopoaHocTs
nocTaBasieMoii x03bl)

from 10 vials) can deviate more than £ 20% from the average
value and not any dose can deviate more than = 25% from the
average value. The mean should not exceed + 15 % of label
claim

If 3 to 6 doses deviate more than = 20% but not more than
25%, test another 20 vials.

Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed # 15 % of label claim.

He 6onee 2 13 20 no3 (10 Havanbibix 103 1 10 KOHEUHBIX 103)
MOTYT MMETb OTKJIOHEHHUE OT CPCAHEr( 3HAUEHH Bonee vem
20%, ¥ HM ORHA 1033 HE AOIKHA MMETbL OTKJOHEHHE OT
cpenHero sHauenus donee ueM Ha + 25 %. CpeaHee snauenne
HE 0MKHO npesblats = 15 %

Ecnn ot 3 no 6 103 nMeloT orknonenns Gonee vem + 20 %, HO
MeHee yeM 3 25 %, TO HCNBITHIBAIOT caeayiowme 20 gpnakonos.

. He Gonee 6 n3 60 03 MOrYT HMETh OTKIOHEHHE OT CPEAHErO
" :nqqeuvm Bonee yem = 20 %, W I OaHA AO3A HE AONKHA UMETH

N funﬁQHclixie OT c¢peanero 3WaueHua Oonee uem * 25 %.

Cpi?);ﬁee 3HaueHUE

KaXAOTO  ONpEAeeHUs
npém;xugalb + 15 %.

HE  JOHXHO

Minimum / Munumym: 93.9%
Maximum / Makcumym:101.6%
Mean / Cpeanee:100.0%

END / Konen:

Minimum / Munumym: 93.1%
Maximum / Maxcumym:103.3%
Mean / Cpeanee: 100.0%

A
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A I'OTOBOI'O IPOAYKTA

Page 7 of 9/ C1p. 713 9

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

HenaTteHTOoBaHHOE HAHMEHOBAHUE Mowmera3oHa crpell Ha3albHBIA H03HpOBaHHbIM 50 MKI/ 1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByroiye BeLecTsa 1 no3a crpes comepxuT: IelcTryonlee BewecTso: MoMerazona (ypoara MOHOIUAPAT
51,72 mkr B niepecuere Ha Momerasona dpypoar 50,00 mxr
Strength / losuposka 50 mcg / 50 mxr Date of Mfg. / lata npousBsojcrsa 06/2023
Dosage form / Metered-dose nasal spray /
osage 10 Cripeif HazanbHbIN Date of Exp. / F'onen o 0572025
JlekapcrBennan popma -
JLO3MPOBAHHBIH
Product code / Kon npoaykra SRU030007E040401DK Date of release / lata Beinycka 30.06.2023
Batch No. / Cepus Ne 12230599 Qty. Released / Koanuectso 32,640 BOT/
BbINMYLIEHO (nakoHOB
Batch size / Pazmep cepun 34,722 BOT / dinakoHos Mig.License No. / MNB/10/832
JluueH3us Ha NPoU3BOACTBO (HoMep)
Inspection Lot No.“/ 040000467536 Mfg. License Date / 30/04/2020
PeructpaunoHHbIii HOMep aHaJU3a JInueH3us Ha npousBoACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepTuduxar (nara)
Market / PeiHok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenosanue ADC MowmeTaszona pypoara MOHOTUAPAT ADC cepus Ne 01)-002

Manufactured by / Ilpoussoaurtenn | Aarti Industries Limited, India / Aaptu Unpacrpus Jlumuren, Unaus

Ne | TESTS/NOKA3ATEJIN LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJIBTATDI

14 | Microbiological Purity / Mukpo6uosornyecikas 4ucrora

Total aerobic microbial count | Not more than 10% cfu per 1ml of the Less than 10 cfu/ml/

/ OO0Luee YHCa0 a3pOOHBIX product / He Gonee 10> KOE B 1 M Menee 10 KOE/mn

MUKpPOOPTaHH3MOB npenapara

Total yeast and moulds count | Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml/

/ Ob1Iee YHCIIO IPOIKIKEBBIX product / He Gonee 10! KOE B 1 ma Menee 10 KOE/mn

U TUIECHEBbIX IpudOB nperapara

Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OtcyTcTBYET

OtcyTcTBue B | M npemnapara

Staphylococcus aureus Absence per 1 ml of the product / Absent / OtcyTcTBYyeT
Orcytersue B 1 MII ipenapara

15. | Assay / KosuyecTBeHHOe onpeesieHIie

a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled 102.3%/102,3%
Mowerasona ¢pypoar content / Ot 85,0 % no 115,0 % ot
3asABJICHHOTO COJEPKaHUs
b) Benzalkonium chloride / From 80,0 % to 120,0 % of the labeled 98.7% /98,7%
benzankonus xnopua content / Ot 80,0 % no 120,0 % or

3asBJICHHOTO COOCPXaHus

Prepared By,/ Iloarotosua Checked By / Ilposepua Appro%d By / Onodpnan
Signature / I[loanucs, J . S e
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Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
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Name of Product / MOMAT RINO
HaunmenosaHue npoayKkuun MOMAT PMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHOE HAUMEHOBAHUE Mowmera3zona cnpeil HazaabHbIH 103UpoBanHblil 50 MK/ 1034
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeficTBylomue Bewecrsa 1 mo3a cnpes COAEPXKUT: JeHCTRYIOIEE BELIECTBO: MoMera3ona (pypoara MOHOTHApPAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mxr
Strength / lo3uposka 50 mcg / 50 mxr Date of Mfg. / lara npoussoacrsa 06/2023
Dosage form / Metered-dose nasal spray /
Crpe#t Ha3aIbLHBIH Date of Exp. / I'onen 1o 05/2025
JlekapcTBennas popma ) -
JHO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata BbInycka 30.06.2023
Batch No. / Cepust No 12230599 Qty. Released / Konuyectso 32,640 BOT/
BBINYHIEHO ({rakoHOB
Batch size / Pasvep cepun 34,722 BOT / prakomon Mig.License No. / MNB/10/832
JIvueH3ust Ha NPOU3BOACTBO (HoMep)
Inspection Lot NO'.,/ 040000467536 Mfg. License Date / 30/04/2020
PerncrpauyoHHbiii HOMep aHaJIM3a JInuensus Ha NpoM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 703 gﬁ}: cce‘;)';‘l‘:;i‘l'l‘;‘;c&';‘;’;;ate Date/ | 121062020
Market / Poisior Russia / Pocons GMP Compliance certificate No./ | y1p 1556/20/1N
GMP ceprudnkar (Homep)
Reference Specification No. /
Crneundukaius rorosoro SPC-CC-063688 Reference STP No. / CIIHA Ne STP-CC-040944
npoaykra Ne :
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
HaumenoBanue ADC MowmerazoHa (ypoara MOHOTHAPAT A®C cepusi Ne 01)-002
Manufactured by / IpoussoauTtens | Aarti Industries Limited, India / Aaptu Munactpus Jlumuren, Muaus

Ne | TESTS/IIOKA3ATEJIU LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJLTATDI
16. | Package Size / YnakoBka 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle

made from high-density polyethylene | made from high-density polyethylene
equipped with a metering device and a cap | equipped with a metering device and
made from high-density polyethylene. One | a cap made from high-density
bottle together with the package insert per a | polyethylene. One bottle together
cardboard box. / Ilo 60 wnmm 120 nos | with the package insert per a
cycneHsuH Bo ¢uakoHe u3 mommdTunena | cardboard box. / 120 xo3 cycnensuu
BBICOKOH  TUIOTHOCTH C  HO3UPYHOIUMM | BO  (iakoHe U3 HOJMITHIICHA
YCTPOHCTBOM U KOJINIAYKOM U3 ITOJIMITHIICHA | BLICOKOH TUIOTHOCTH C JO3UPYIOLIHM
BeicOoKOl moTHOCTH. [0 1 durakoHy BMecTe | yCTPOMCTBOM W KONIAYKOM W3
C  MHCTpYKHMEH  HO  MEAMLMHCKOMY | TOJIM3THIGHA BBICOKOH TIOTHOCTH.
NPUMEHEHUIO B NIa4Ke KapTOHHOH. ITo 1 ¢dakoHy ~ BMECcTE  C
MHCTPYKUWEH DO~ MeAHIHHCKOMY

NPUMEHEHIIO & TTatke KapforHoil
2L

17. | Labeling / Mapxupogka According to ND / B coorserctrun ¢ HJJ /
18. | Storage conditions / Store at 15 °C to 25 °C. Do not freeze. / w
Xpanenne Ilpu Temneparype ot 15 go 25 °C. He 3aMopaxuBars.

19 | Shelf-life / Cpok ropnocrn 2 years / 2 roza

Prepared By,/ Hoarorosun Checked By / IIposepun Approv\;d By / Ono6puan
Signature / [loanuces P — =
: L =i -
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Designation /
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Name of Product / MOMAT RINO
HaunmenoBanue npoaykuuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareuToBaHHOe HauMeHoBanve | MomerasoHa cnpeli HasanbHBIN 103MpoBaHHbIi SO MKI/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mceg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByolne pelecTsa 1 no3a cripes conepaut: AeHcTByomiee BelecTBo: MoMerasoHa (ypoara MOHOTHApAT
51,72 mxr B nepecyere Ha Momerazona dypoar 50,00 mxr
Strength / Jo3uposka 50 meg / 50 Mxr Date of Mfg. / lata npousBoacTea 06/2023
Dosage form / Metered-dose nasal spray /
Crnipeil HazanpHbIH Date of Exp. / I'onen no 05/2025
JlekapcTBenHas popma N
JIO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTta Boinycka 30.06.2023
Batch No. / Cepust Ne 12230599 Qty. Released / Konnuecrso 32,640 BOT/
BBLINYIUEHO (naxoHOB
Batch size / Pazmep cepunu 34,722 BOT / ¢pnaxonos Mig.License No. / MNB/10/832
JInuensusi Ha npou3BoAcTBO (HOMep)
Inspection Lot No. / 040000467536 Mifg. License Date / 30/04/2020
PerucrpaunoHHblii HOMep aHaJIU3A JlMueH3ns Ha NPOM3BOACTBO (AaTa)
Package size / YnakoBxa 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduxar (nara)
Market / Poimor Russia / Poccus GMP Compliance certificate No./ | Gyip_g1556/20/1N
GMP ceprudukat (Homep)
Reference Specification No. /
Crieuuduxauus roroporo SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-
HaumenoBanue ADC MowmeTazoHa (pypoaTa MOHOruapar ADC cepust Ne 01)-002
Manufactured by / Ilpoussoaurennr | Aarti Industries Limited, India / Aapti Unnacrpus Jinmuren, Munus

Any deviation/Incident/OOS: IN/[101/2023/0064
OTtkaonenusi/HecooTBeTcTBHR/OOC: IN/1101/2023/0064

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 above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-003870-221221 in market
Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3axmouenHe O COOTBETCTBHH: HACTOSLIMM TOATBEPKAAX0, UTO IpEACTaBJieHHas Bblle MHpoOpMalus sBiseTCH
A0CTOBepHON ¥ TouHO#. JlanHas cepust Obuta npouspencHa (BKJIHOYAs YMAKOBKY/MapKMpOBKY M KOHTPOJIb KavecTsa) Ha
yKa3aHHOH BpllIE€ MPOM3BOACTBEHHOI! IUIOLIAZKE B MOJHOM COOTBETCTBMM ¢ TpebomaHusamu  Hannexaiei
[pouzsoncreennoi Ipakruku (GMP) noxaybHBIX peryssTOpHbIX OPraHOB M TpeOOBaHUSIMH HOPMATHBHON JOKYMEHTalMU
JITI-003870-221221 npast peiHka Poccuu u yTBepkaeHHO# cneuuduraumu Ne SPC-CC-063688. [IpoTokosbl NMPOHU3BOJCTEA,
YyNaKOBKM M IIOKA3aTeNM Ka4yecTBa JAAHHOU cepuu ObUlM HPOAHAIH3UPOBAHBl M CHAEJNAHO 3AKMIOMEHUE;  YTO  OHH
COOTBETCTBYIOT TpeboranusiM Hanmnexaiuel Ipoussonctrennoii [paxtuku (GMP).
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