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

CEPTHO®UKAT AHAJIN3A 'OTOBOI'O TTPOAYKTA

Page 1 of 8 /Crp. 1138

Name of Product / MOMAT RINO
HauveHoBaHue npoayxkunu MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray S0 mcg/dose

HenarentoBannoe HanmeHoBanue | MomeTasoHa cripeii HasaIbHLINA 1031poBanubLi 50 MKI/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg :
JeficTByoLiune Bewecrsa 1 no3a cnipes conepxut: Aelictyromee semectBo: Momerazona hypoata MOHOTHADAT
51,72 mxr B nepecyere Ha Momerazona gypoar 50,00 mxr
Strength / do3uposka 50 meg/dose / 50 mx1/noza Date of Mfg. / Jlara 07/2024
NpPOU3BOACTBA
Dosage form / Metcred-dvose nasal spray { Crpeit Date of Exp. / Fogen 10 06/2026
JlexapcTBeHHas dopma Ha3aIbHBIA 103UPOBAHHBIT
Product code / Kon npoaykra SRU030007E040401EJ Date of release / lara Boinycka 27.07.2024
Batch No. / Cepust Ne 12240768 Qty. Released / 25,040 BOT/
KosauuecTBo BbinyueHo (itakoHOB
Batch size / Pasmep cepnu 27,778 BOT / dpnaxoHoB Mfg.ngense No. / Jlauensun ua MNB/10/832
i : npousBoacrso (Homep)
Inspection Lot NOL/ 040000537466 Mfy. License Date / Tunensun i 30/04/2020
PerucTpaAunoHHBIA HOMEP AHAAN3A NPOH3BOACTBO (aaTa)
GMP Compliance certificate Date ‘
Package size / Ynaxopka 60 Doses / 60 no3 / 18/06/2020

GMI’ cepruduxar (nara)

GMP Compliance certificate No. / | GMP-

Market / Poinox Russia / Poccus GMP ceprudmgat (Homep) 01556/20/IN

Reference Speciﬁcation No./
Creundukaumns roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-23425(IM-

API name / Haumenosanue ADC API Batch No / ADC cepusi Ne

Mowmerazona gypoata MOHOTHIAPAT 01)-001
Manufactured by / Hpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanaGe Jlumuren, Yinaus
Ne | TESTS/IIOKA3ATEJH LIMITS / TPEBOBAHUSA OBSERVATIONS /
' ~ PE3YJbTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
1 Or 6Genoro po moutm ~Gemoro usera or | INourh Gesoro uBeTa
TIOJIYIIPO3PAYHOM 10 HENPO3PauyHOH KOHCHCTEHUMH | Henpo3payHoit  KOHCUCTEHUHH
rycTas CYCIEH3HS, ryctas CyCIeH3Hs.

2. | Identification / Unenrndmxanns

a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main

Momeraszona dypoar chromatogram of sample preparation should | peak in the chromatogram of
corresponds to the retention time of the main peak | sample preparation corresponds
in the chromatogram of standard preparation (refer | to the retention time of the main
to Assay). / Bpems yuepxuBanus OcHOBHOFo niMka | peak in the chromatogram of
Ha  XpoMmarorpamMme  HCOBITYeMOTO — pacTiopa | standard preparation / Bpewms
NOJDKHO COOTBETCTBOBATL BPEMEHH YACPKMBAHMSA | YACPKUBAHUS OCHOBHOIO IIHKA

OCHOBHOI'O 1IMKa HA XPOMATOrpaMMe CTaHJapTHoro | Ha XpomarorpamMme
pacteopa  (cm.  pasmen  «KonHYECTBEHHOE | MCTIBITYEMOTO pacTBopa
onpeseneHney ). COOTBETCTRYET BpeMenu
) ) YACPKMBAHHSI OCHOBHOIO MHK&
Ha XPOMATOIPAMME

CTAHJAPTHOTD PACTROPA,

Prepared By / loavoronuy Checked By / Hposepui Applfd)ved By / OnoGpiui
Signature / IMoanuc / \ﬂ/ / I N
Date / Jlata N Yol 1Y 26 oDfvore A\ e\ 12
Name / ®UO : Yogesh Kumar Mehta Akshit Bhardwaj

Sandeep Semwal

Designation / Officer-QA Sr. Officer-QA
JHonmnocrs

Sr. Manager — QA

FCM/QADSA/08.00




Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 173203, India

@%@m&&?& Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
Ariow wag for ¢ sew world CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A I'OTOBOI'O ITPOJAYKTA
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Name of Product / MOMAT RINO
Haumenosauue npoayxuuu MOMAT PHHO

Generic name /
HenareHToBAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmerazona cripeit HasanbHbHA fosuposanuslii 50 MkI/n03a

Active Ingredients /
JeiicTByroiye Beecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coaepxut: AeHCTBYIOLIEE BewecTBo: MoMeTazona (ypoara MOHOTHAPAT

51,72 mkr B nepecyere Ha MoMetasona dypoar 50,00 mxr

Strength / Jo3uposka 50 meg/dose / 50 mxr/noza Date of Mfg. / llata 07/2024
APOU3BOACTBA
Jl;osag'e form / Metered-df)se nasal spray { Cripeit Date of Exp. / Foaet a0 06/2026
exapcTBeHHas hopMa Ha3aJIbHBIH A03UPOBAHHBIN
Product code / Koa npoayxra SRU030007E040401E] Date of release / lara Boinycka 27.07.2024
Batch No. / Cepns Ne 12240768 Qty. Released / 25,040 BOT/
Koanuecrso Bbinyumexo ¢naxoHOB
Batch size / Pasmep cepuu 27,778 BOT / prtakoHos Mig.License No. / lunensust ua |y 1\pyj0/837
npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000537466 Mfg. License Date / JInuensus ua 30/04/2020
PerucrpauuoHHblii HOMep AHAIM3A Npou3BOACTBO (IaTa)
GMP Compliance certificate Date
Package size / Yuaxosxa 60 Doses / 60 no3 / 18/06/2020
GMP cepTuduxar (aata)
- . GMP Compliance certificate No./ | GMP-
Market / Potok Russia /Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. /
Creunduxanus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
API name / Haumenosaune ADC Mometasone Furoate Monohydrate/ API Batch No / ADC cepus Ne MFM-23425(M-
MownmeTasona Qypoara MOHOTHAPAT 01)-001
Manufactured by / HIponssoanrenr | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumpren, Maaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATDI

b) Benzalkonium chloride
/ BeH3aJIKOHHUS XJI0pH]

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,
and Cys in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCITBITYEMOIO PacTBOPA AOJDKHBI OOHAPYKHUBATHCH
NHKY, 1o BpEMEHAM yIAePKUBAHMS
COOTBETCTBYIOIIME NUKAM FOMOJIOroB GeH3aIKOHuMA

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
C14 in the chromatogram of the
standard  solution. / Ha
XPOMaTorpaMMe HCIBITYeMOro

xnopupa  Crz n Cyy Ha  Xpomarorpamme | pacTBopa ODHAPY>KUBAIOTCS
CTaHJAPTHOTO pacTBOpa (cm. paspen | nMKu, 110 . BpeMeHaM

«KonniecTBEHHOE onpeieaeHue). : yIAepXKUBaHNS
COOTBETCTRYIOIUHE TKam
FOMOJIOTOB Ben3anKkoHus
xnopupa  Cpz u Ciy Ha
XpoMaTorpaMMe CTaHIAPTHOrc

; PACTBOPA.
3. | pH From 4.30 t0 4.90 / O1 4,30 10 4,90 4.610/4,610

4. | Density / Tlnornoers

From 0.950 to 1.050 g/om?*/
Ot 0,950 10 1,050 r/em?®

1.011 g/lem®/ 1,011 v /em?®

5. | Viscosity / Bsigocti

From 30 to 130 ¢Ps/ O 30 5o 130 ¢lls

39.4 ¢Ps /39,4 ¢ll3

\

Prepared By / Nogrorosnn

Cheeked By / Tlposepui

Appr‘ov\‘,d By / OnoGpaa

Signature / Hoanuer

s
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s

Date / lara
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Name / ®HO

- Yogesh Kumar Mehta

Akshit Bhardwaj

Sandeep Semwal

Designation /
Jloamcuocry

Officer-QA

Sr. Officer-QA

Sr. Manager — QA

FOM/QAD34/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerasona ciipel HasanbHbli 103upoBanusIi 50 Mxr/103a

Active Ingredients /
JHeitcTByromue Bemecrsa

1.dose of the spray contains: Active ingredient: Mometasone Furoate Monohydlate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cipest conepxnt: AeficTByromlee Belectso: Momerasona gypoara MoHoruapar
51,72 mxr B nepecuere Ha Momerasona ¢ypoat 50,00 mkr

Strength / Jo3uposka 50 mecg/dose / 50 mxr/no3a | Date of Mfg. / lara 07/2024
IPOM3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeit :
JlekapcTeeHHast dopma Ha3aJILHbIA JO3HPOBAHHBA Date of Exp. / Fonen no 062026
Product code / Kon nipoaykra SRUO030007E040401EJ | Date of release / ara Boinycka 27.07.2024°
Batch No. / Cepus Ne 12240768 Qty. Released / 25,040 BOT/
KoJsnyecTBo BhINYIIEHO (naxoHoOB
Batch size / Pasmep cepuu 27,778 BOT / duaxonos Mfg.License No. / Jluuensusi na | \py1 /832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000537466 Mfg. License Date / JIunensus Ha 30/04/2020
PerucTpauMoHHbI HOMEp aHAJIHN3A NPOM3BOACTBO (1aTa)
t GMP Compliance certificate Date
Package size / YnaxoBka 60 Doses / 60 no3 / ’ 18/06/2020
' GMP cepruduxar (aata)
. GMP Compliance certificate No./ | GMP-
Market / PoiHok Russia / Poccust GMP cepTuar (Homep) 01556/20/IN
Reference Specification No. /
CneunduKanmusa rorosoro SPC-CC-063691 -~ Reference STP No. / CII Ne STP-CC-040947
npoaykra Ne
API name / Hanvienosamue A@C | viometasone Furoate Monohydrale/ |y peon No s ADC copua o | MEM234250M-
Mowmeraszona gypoara MOHOTHpaT 01)-001

Manufactured by / IIpoussonuress

Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jiumuren, Unnus

Ne | TESTS /THOKA3ATEJU LIMITS / TPEBOBAHHSI OBSERVATIONS /
PE3YJIBTATbHI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
Ot 250 mo 350 MOcm/kr

293 MOcM/KT

«

OcmonsnbLHOCTh

7. | Net content / Macca 93¢g/93r

coaepxumoro gaakona

Not less than 9 g / He menee 9 ¢

8. | Number of deliveries per
container / KonunuectBo
03

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuMTas NEpPBUYHYIO
NPOKauKy)

81 doses / 81 o3

Minimum / Munnmym: 96.8%
Maximum / Maxcumym:107.2%
Average / Cpeanee: 103.5%

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

Wunusunyanpuas macca 1o3el: ot 85 % jo 115 %
OT TEOPETHYCCKON MACcChl HO3bI;

9. | Pump delivery /
Macca xo3b1

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpennas Macca 103s1: 07 90 % no 110 % or
TEOPETHYECKON MaCChl 103b1

Prepared By / Hoarorosna

£
Checked By / Hponepua Appmv\;d By / Quobpua
- o

Signature / Hogmier 5"’ ) o
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Officer-QA Sr. Officer-QA

Sr. Manager — QA
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Name of Product /
Haumenosanue npoayxkunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HaUMEHOBAHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momerazona cripelt HazanbHBIN Jo3upoBaHHbId 50 MK/ 1032

Active Ingredients /
HeiicTByrommme BemecTsa

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

calculated for Mometasone Furoate 50,00 meg

1 no3a cnpes comepaut: neficrByiomee sewiecTso: Momerazona (hypoaTa MOHOTHAPAT

51,72 mxr B niepecyere Ha Momerasona dypoar 50,00 Mxr

Strength / No3uposxa 50 meg/dose / 50 mxr/no3a Date of Mig. / Jlara 0772024
OpPOH3BOACTEA
Dosage form / Metered-dose nasal spray / Cripeit ,
JlexapeTBenuas gopma Ha3aIbHLIH J03UPOBAHHBIH Date of Exp. / Fonet no 06/2026
Product code / Koa npoaykra SRU030007E040401E) Date of release / J/lara Boinycka 27.07.2024
Batch No. / Cepusi Ne 12240768 Qty. Released / 25,040 BOT/
KosanyecTso BoinyuieHo ({akoHOB
Batch size / Pazmep cepun 27,778 BOT / {pnakoHon Mig.License No. / Jlunensus na MNB/10/832
Npou3BoACTBO (HOMeEp)
Inspection Lot No.“/ 040000537466 Mfg. License Date / JInnensus Ha 30/04/2020
PerucrpauuonHbiii Homep aHanu3a NPOU3BOACTBO (JaTa)
) ‘GMP Compliance certificate Date o
Package size / YnaxoBka 60 Doses / 60 nos / 18/06/2020
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / | GMP-
Market / Prinox Russia/ Poccus GMP cepTndurat (Homep) 01556/20/IN
Reference Specification No. / ' '
Cneunduxanus roToBoro SPC-CC-063691 Reference STP No./ CHH Ne STP-CC-040947
npoaykra Ne
API'name/ Haumenosanue AQC Mometasone Furoate Monohydrate/ APl Batch No / A®C cepusi Ne MEM-23425(1M-
Mowera3oHa gypoara MOHOrHApaT

Manufactured by / llpoussoauress

Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Munus

01)-001

Ne | TESTS/IIOKA3ATEJH

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATHI

10. | Particle size /
Pazmep uacTun

© °

Particles < 10pm in size: Not less than 90%
YaeTuu pasmepom < 10 mxMm — e menee 90 %;

Particles < 30um in size: 100%

YacTun pazmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuupl pazmepom > 30 MKM ~— JA0IDKHBL

OTCYTCTBOBATH

100.0% 7 100.0%
100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /

Not less than 5 min / He menee 5 mus.

Complies /

CeanmenranHoHHAas CootpeTcTBYET
YCTOIMHBOCTD
12. | Impurities / Hpumeen
|

Prepared By / Hoarorosnn

Signature / Homnmcs
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A T'OTOBOI'O ITIPOJAYKTA

Page Sof 8/Crp.Su3 8

Name of Product/
HaunmeHoBaHHe MpoayKUUU

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTenroBaHnoe HaumMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowera3soHa cnpeit HasaibHBIH 103upoBanHbIl 50 MKI/K03a

Active Ingredients /
JeficTBytoniye Bemecrsa

| 1dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cpes conepxuT: AeiicTyomee BeulecTBo: Mometazona gypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Momeraszona gypoat 50,00 Mxr

Strength / losuposka 50 meg/dose / 50 mxr/n03a Date of Mfg. / lata 07/2024
NPOM3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeit
JlexapcTBeHHas popma Ha3aJ1bHLIA JO3UPOBAHHBIH Date of Exp. / Tonen no 06/2026
Product code / Kox npoaykra SRU030007E040401EJ Date of release / lara Beinycka 27.07.2024
Batch No. / Cepns Ne 12240768 Qty- Released / 25,040 BOT/
KosinuecTBo BpinyueHo (akoHOB
Batch size / Pasmep cepun 27,778 BOT / ¢aakonos Mig.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000537466 Mfg. License Date / JIunensnd Ha 30/04/2020
Peructpaunonnniii Homep ananusa NPOU3BOACTBO (AaTa)
‘ ' . GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (aara)
o GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Poccus GMP cepTHduKAT (HOMED) 01556/20/IN
Reference Specification No. / .
Crnenupukanus rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne . .
API name / Haumenosanne AOC Mometasone Furoate Monohydratft/ API Batch No / A®C cepusi Ne MFM-23425(M-
MowmerazoHa ¢ypoaTa MOHOTHAPAT 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jumuren, Humus
Ne | TESTS/UOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATHI
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napyxeno
pumecn 8 DM
lmpurinty DMC / Not more than 0.15 % / He Gosnee 0,15 % Not Detected/ He o6Hapysxeso
IMpumecu DMC
o . . 4 20 9, Jo & [ 01¢ 0
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.01%/ 0,01%
ITpumecu D

Any individual unspecified
impurity / Equnmanoi
HENJICHTHHIHPOBAHHOH
npuMecH

Total impurities /
CymmBl npumeceit

Not more than 0.20 % / He Gonee 0,20 %

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

0.06% / 0,06%

0.01%/ 0,01%

PreparedBy / oaroronnny
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Appmvé@ By / Ono6pua
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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Name of Product /
HaumeHoBanue npoayKunu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HANMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmetazona cnpedl HasanbHbIH 103upoBaHHbIi 50 MKI/no3a

Active Ingredients /
JleficTByioNHe BelecTBA

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

1 no3a cnpest comepxut: AeHCTBYIONIEE BewecTBo: MoMmerasona (lypoata MOHOTHAPAT

51,72 mxr B riepecuere Ha Momerazona Qypoar 50,00 Mxr

Strength / losupopka 50 meg/dose / 50 mxr/noza Date of Mfg. / Jlara 07/2024
nNpou3BojCTBA
Dosage form / Metered-dose nasal spray / Cnpeif Date of Exp. / Foaen 110 06/2026

JlexapcTBennas ¢popma

HA3aIbHBIH JO3UPOBAHHbIH

Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lata Bbinycka 27.07.2024
Batch No. / Cepus Ne 12240768 Qty. Released / 25,040 BOT/
_ KoaunyecTso BHINYMIEHO (niakoHOB

Batch size / Pazmep cepun

27,778 BOT / dpnakonos

TIPOU3BOACTBO (HOMep)

Mfg.License No. / JInuensus sa MNB/10/832

Inspection Lot No. /

Mfg. License Date / Jimuien3ns Ha 30/04/2020

v . 040000537466
PerncTpaunoHHbiii HOMep aHaJM3a NPOH3IBOACTBO (AaTa)
‘ ‘ GMP Compliance certificate Date '
| Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (aara)
. GMP Compliance certificate No. / | GMP-
Market / Poinox Russia / Pocens GMP cepr Pl: (uicar (somep) 01556/20/IN
Reference Specification No. / »
Cneuuduxauus rorosoro SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947

npoayxTa Ne

API name / Haumenosanune A®C

Mometasone Furoate Monohydrate/ .

API Batch No / A®C cepus Ne MEM-23425(0M-

MowmertazoHa dypoara MOHOrUIpaT 01)-001
Manufactured by / Tlponssoaurenn | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlnmuren, Unaus
Ne | TESTS/HOKA3ATEJIA LIMITS / TPEBOBAHHUSA OBSERVATIONS /
PE3YJIBTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose 7 Cpeausst
JaocTaBisiemMast 103a U
OAHOPOAHOCThH
JOCTABJISIEMOIi 103b1

Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauto:
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 Gonee 2 us 20 203 (10 Havanenbix 103 1 10 xoueunnIx 103)
MOTYT MMETH OTKJIOHEHHE OT CPEJIHEro 3HadeHus Oonee uem
+20%, w HE OJHA A038 HE AOMKHA HMCETH OTKIOHCHHE OT
cpesmero sHaueHus Gonee uem £ 25 %, Cpemnee suavenve ve | Mean / Cpennee: 100%
JIOIDKHO NpeBbunarh + 15 % or 3a3BaeHH0rD.

Ecnm 01 3 110 6 2103 uMeIoT oticnoHenns fosiee yem + 20 %, Ho
mepee yem & 25 %, 10 nenwTeisaoT crenylomwe 20 (rakoHoB.
He Donee 6 13 60 103 MOrYT HMETH OTKJIOHEHHC OTF CPEHETO
3HaueHug Oonee HeM 4 20 %, 1 uu 0/1ua 71038 He J0MEHA HMET)
OTKAOHSHNE OT Cpemiero 3HadeHin Donee ueM & 25 %, Cpesiiee
SHAYCHHE KAWJOTO ONPEACTEHHA HE JIOMKHO NPepniaTh & 15 %

OT 3aBACHHONO.

Minimum / Munumym: 97%
Maximum / Maxcumym®103%
Mean / Cpennee:100%

END / Koneﬁ:
Minimum / Munrumym: 97%
Maximum / Maxcnmym:102%

Prepape}d By / Hoarorosui

Signature / Hoanucs

I _
Chegked By / Hposepia Approvc\l By / Opnobpin

P

Date / Jara LV{(‘,\ \ e{”’\\ lﬁ ?/\’7

Name / ®HO Yogesh Kumar Mehta

Akshit Bhardwaj

‘Sandeep Semwal

Designation /
Hoamihocrs,

Ofﬁccr—QA

Sr. Officer-QA

Sr, Manager — QA

FCM/QAN54/08.00
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A b sy for e sl CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
Page 7of 8 /Crp. Tu3 §
Name of Product/ MOMAT RINO
HaumenoBanue npoaykuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTtenToBanHoe HaumedoBanue | MowmetasoHa cnpeil HazanbHbIH 1o3KpoBanHbii SO Mxr/ro3a

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

JeiicTBylomue seuiecTsa 1 1032 cnpest COAEPXUT: AelcTRYIoMEee BewecTB0: MoMeTasoHa (ypoara MOHOIHAPAT

51,72 mkr B nepecuere Ha Momerazona dypoar 50,00 mkr '

Date of Mfg. / laTa

Strength / lo3uposxa 50 mecg/dose / 50 Mxr/noza 072024
MPOU3BOACTBA _
Dosage form / Metered-dose nasal spray / Cnpeit
JlekapeTBenHan ¢opma Ha3aNbHBHM 103UPOBAHHBIH Date of Exp. / Tonen no 06/2026
Product code / Koa npoaykra SRUO30007E040401EJ Date of release / lara Boinycka 27.07.2024
Batch No. / Cepus Ne 12240768 Qty. Released / 25,040 BOT/
KosnnvecTBo BoinyiieHo (raxoHOB
Batch size / Pasmep cepun 27,778 BOT / ¢naxonos Mg, License No. / Jluuensnus na MNB/10/832
Npou3BOACTBO (HOMep) :
Inspection Lot No.“/ 040000537466 Mfg. License Date / JIunensus na 30/04/2020
PeructpaunonHslil HOMep aHaiHn3a NIPOU3BOACTBO (AaTa)
‘ GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
) GMP ceprudnkar (aara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / . .
Cneundukanus roroBoro -SPC-CC-063691 Reference STP No. / CII Ne STP-CC-040947

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-23425(JM-

API name / HaumenoBanne AGC

API Batch No / A®C cepus Ne

MowmeraszoHa Qypoara MOHOTHAPAT 01)-001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unmus
Ne | TESTS /TIOKA3ATEJHU LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJAbLTATHI

14 | Microbiological Purity / Muxpo6uonoruyeckas uncrora

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

%

count / Ob1mee yucno Gosee 107 KOE B 1 mu npenapara Meunee 10 KOE/Mn

a3pOOHBIX

MHKPOOPTaHU3MOB

Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml/
| count / ObLuee uncno Gosee 10! KOE B 1 mut npenapaTta Menee 10 KOE/mn

JPOXKEBBIX W IIECHEBBIX :

rpuboB

Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrersue B | Absent / OrcyrerByer

MJI ipenapara
Staphvlococcus aureus Absence per 1 ml of the product / Otcyrcrnue B 1 Absent / OtcyTeTRYET
MJI Ipenapara

15. | Assay/ Koawuecrsennoe onpenesieHue
‘ a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content/ Ot | 100.3% / 100,3%

Mowmerasona Qypoar 85,0 % 10 115,0 % 0T 3asBIEHHOIO COAEPKAHUSI
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 91.3% /91,3%
BeH3AIKOHIS XIOPUIL 80,0 % jio 120.0 % o7 3a8BI0e HHOTO COHEPKANUA
Prepared By / Hoarorosna Checked By / liposepnay Approvel{ By / Ono6pua
Signature / Hoanncs /(5(/ / /‘%M‘ o i,,,wz
Date / Moma 301014 24\ vl
Name / ®HO . Yogesh Kumar Mehta Akshit Bhardwaj ‘
Sandeep Semwal

Designation / Officer-QA Sr. Officer-QA

Sr. Manager ~ QA

Josmxnoctn

FOMIGAO54/08.00
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- N CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUPHUKAT AHAJIN3A T'OTOBOI'O MPOAYKTA

A new way for a new world

Page 8 of 8 /C1p. 813 8

Name of Product / MOMAT RINO
HaumenoBaHue npoayxkuuu MOMAT PHHO .
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

Henartenrosannoe nanmenosanue | Momerasoua cripell HasanbHbl Jl03upoBannsii 50 Mkr/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 ,
JeiicTByowmue Bemecrsa 1 nosa cnipes comepxut: geiicrayomee BeecTso: Momerazona ¢ypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona gypoar 50,00 Mxr
Strength / Josuposka 50 mcg/dose / 50 mxr/no3za Date of Mfg. / Jlata 072024
NPON3BOACTBA
30sage form / Metered-d?se nasal spray { Crpeit Date of Exp. / Tonte 110 06/2026
exapcTBeHHas popma Ha3aAbLHBIA 1O3MPOBAHHbIH ,
Product code / Koa npoayxra SRUQO30007E040401E]J Date of release / Jlara Beinycka 27.07.2024
Batch No. / Cepust Ne 12240768 Qty. Released / 25,040 BOT/
KonuuecTso Buinymeno ¢iakoHoB
Batch size / Pasmep cepun 27,778 BOT / dnaxonos Mig.License No. / Jluuensnst #a | 17 /832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000537466 Mfg. License Date / JInuensnn na 30/04/2020
PeructpanuonHslii HoMep aHaau3a poM3BoACTBO (1aTa)
‘ ‘ ' GMP Compliance certificate Date
Package size / Ynaxonka 60 Doses / 60 no3 / ~ 18/06/2020
GMP ceprudmkar (nara)
. GMP Compliance certificate No./ | GMP-
Market / Poisok Russia / Poccus GMP cepradukat (somep) 01556/20/IN
Reference Specification No. / ;
Creuundukanus rorosoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
fnpoaykKTa Ne
API name / HaumenoBanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MFM-23425(M-
MowmerazoHa §ypoara MOHOIHAPAT 01)-001
Manufactured by / TIpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jamuten, Unans
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHNS 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. / |
IIo 60 no3 cycnensun Bo ¢uiakoHe W3 TOJMITWIEHA BBHICOKOH IUIOTHOCTH C
JDO3UPYIOIUM YCTPOHCTBOM M KOJIIAYKOM M3 ITOJIMATUIIEHA BhICOKOH utotHOCTH. TTo |
(naKoHy BMECTE C MHCTPYKLMEH 110 MEIMLMHCKOMY NPUMEHEHHUIO B IAYKE KapTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OTtrnonennsn/uecoorsercrsus/O0C: He npUMEHUMO

Declaration of certification: 1 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. JIIT-Ne(001710)-(PI'-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 compllance with GMP.”

3aksiouenne O - COOTBETCTBHH: HACTOALMM NOATBEPKNAIO, YTO TNpejCcTaBienuas Bbie WHPOPMALMSI  SBIAETCS
NocTOoBepHOH W TouHOoM. JlanHas cepus Owia TNPOM3BEACHA (BKIIOUAS YNAKOBKY/MAPKHUPOBKY W KOHTPOIhL KA4ecTsa) HA
YKa3aHHOM  Bpilie  NPOMSBOACTREHHON  fomagke B NOAHOM  coerserctBud ¢ rpeosaniaMu  Hauexanmeii
Tpouzroacreennol Hpaxtuxn (GMP) BoKanbHBIX PerysaropHbIX OpraHos u TpeGoBaHMIME HOPMaTHBHOH HOKYMEHTALUH
JI1-Ne(001710)-(PI'-RU)-230123 ans peinka Pocenu u yrBepXkueHHol cneupukaumeii No SPC-CC-063691. TIpoTokosn
HPON3BOJCTRA, YIAKOBKY M I0KA3ATeIN KayecTsa AaHHON cepuy 0L POAHANNZHPORAHEL 1 CIGNAHO BAKIIOYEHIE, YTO OHH

coorreTeTEyIor theGopanuam Hajenmmeit Hponssopersennod Hpaicruin (GMP).
£
Prepared Ry / Hourorosii Cheeked By / Hposepa Approve«}\By { Onobpus
Signature / Xoanucn /\ﬁ/} P / /w o i
Date/ lara ; ‘ l(\\ 8™\ \ 'Laqf’b‘ ('\ O T L { t;)m%\\ POV L )\\
Name / ®HO . Yogesh Kumar Mehta - . Akshit Bhardwaj < o
Sandeep Semwal

Designation / - . QA :

:g, ' Officer-QA ‘Sr. Officer-QA Sr. Manager ~ QA
Homsenocty
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