Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 1732053, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 1 of § / Cyp. 1 u3 8

Name of Product /
HaumeHoBanue npoaykunu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarteuToBaHHOe HANMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MonmeTazona cnipeil HazaabHbi 103HpoBaHHbIH S0 Mxr/103a

Active Ingredients /
JeiicTBylomue 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 coaepxuT: AeicTBYIOIEE BewecTBO: MoMeTazoHa (hypoara MOHOrHapar

51,72 mxr B nepecuere na Momerasona Qypoar 50,00 Mxr

Strength / Jo3nposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacraa | 06/2023
Dosage form / Metel’ed—d?se ’nasal spray { Crpeii Date of Exp. / Fozen 0 05/2025
JlekapcTBeHHas dopma Ha3aJIbHbIA JI03MPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 26.07.2023
Batch No. / Cepust Ne 12230628 Qty. Released / 32,540 BOT/
KonuuecTBo BhINyLeHO (nakonon
Batch size / Pasmep cepun 34,722 BOT / ¢naxotos Mig.License No. / Jluuensus na MNB/10/832
NPON3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JInueHsus uva 30/04/2020
PerucrpaumoHHbiii HOMep aHAIU3A NpoU3BOACTBO (aaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Potsox Russia / Poccns GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roroporo SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoayxrta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C ) API Batch No / ADC cepus Ne 23405(IM-01)-
MoneTazona (ypoara MOHOrHIpaT 002
Manufactured by / llponspoaurens | Aarti Industries Limited, India / Aaprn Unnacrpus Jlumuresn, Muaus
Ne | TESTS/ITIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJBTATbHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or OGesmoro mo nourun Genoro ugera ot | ITourn 6enoro BeTa
M0JIyNPO3pavyHoOi 10 HENPO3PauHOH KOHCUCTEHLMH | HEMpo3payHoil  KOHCHUCTCHUUU

rycras CyCcrneH3us.

rycTas CyCIeH3usl.

2. | Identification / MUpenTudurxanus

a) Mometasone Furoate /
MowmeTasona gypoar

5} OCHOBHOI'O NIMKa Ha XPOMATOTPaMMe CTaHIapTHOTO
,pacteopa

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 ynepxuBaHus OCHOBHOI'O MHKa
Ha  XpoMarorpaMme  MCMBITYEMOTrO  pacTBopa
JIOJDKHO COOTBETCTBOBATb BPEMEHH YICpPKHBaHUs
(cM. «KonauyecTBeHHOE
JOHNPENICTIEHUEY ).

pazzen

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
YIOEPXUBAaHUS OCHOBHOIO ITHMKa

Ha XpomarorpaMme
UCTIBITYEMOTO pacTBopa
COOTBETCTBYET BpPEeMeHH

YIACPHKUBAHMS - OCHOBHOLO - IIMKQ « feonssmnnisin

Ha XpoMmarorpamMme
CTAHOapTHOI'O pacTBOpa.

{

Prepared By / Iloarorosua Checked By / ITposepuu ApproveH‘ By / OnoGpun
Signature / Iloanucen (ﬂ e C@) o
Date / laTa UG \,1’,-3 YR O e v, 5B \ "31 Ny 1§
Name / ®H1O Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer-QA Executive-QA Sr. Manager - QA
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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
CEPTUDOHUKAT AHAJIN3A T'OTOBOT'O IPOAYKTA

Page2 of § / Ctp. 2 u3 8

Name of Product /
HaumenoBauune npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTaszoHa cripedi HazaibHbIH 103upoBanHbli 50 MK/ 1032

Active Ingredients /
JeiicTBylomue BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cripes COAEp HT: AeHCTBYIOLIEe BellecTBO: MoMeTa30Ha PypoaTa MOHOTMAPAT

51,72 mxr B nepecyere na Momerazona ¢gypoar 50,00 mxr

Strength / losuposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npousBoacTsa 06/2023
Dosage form / Mfatered-dvose T}asal spray i Crpeit Date of Exp. / Toen 0 052025
JlekapcTBenHasi opma HasabHBIH 03MPOBAKHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 26.07.2023
Batch No. / Cepus Ne 12230628 Qty. Released / 32,540 BOT/
KoJsnuecTBo BelnymeHo (aKoHOB
Batch size / Pasmep cepuu 34,722 BOT / naxkonos Mifg.License No. / Jluuenzusn ua MNB/10/832
IPOM3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHHblii HoMep aHAJIN3A NpoU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduat (Homep) 01556/20/IN
Reference Specification No. / STP-CC
Cneundukauus rotoporo SPC-CC-063688 Reference STP No. / CIIU Ne 6409-’44 )
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Y API Batch No / A®C cepus Ne 23405(JM-01)-
Mowmerazona ¢ypoara MOHOIHAPAT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Unpacrpus Jiumuren, Munus
Ne | TESTS/HOKA3ATEJHU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATDBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ BeH3aJIKoHUS XJIOPH

contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Cj4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCIBITYEMOTO PAcTBOPA IOJDKHBI OOHAPYKHBATHCS

sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Cj» and
Cys in the chromatogram of the

MUKy, no BpPEMEHaM yaepxupanus | standard  solution. / Ha
COOTBETCTBYIOLIME NMHUKAM rOMOJIOTOB GEH3aIKOHUS | XpOMAaTOrpaMMe HCTIBITYEMOro
\ xmopuma Cpp mw Cys  HAa  XpomaTorpamMe | pactsopa 00Hapy’KHBaOTCs
| CTaHIApPTHOTO pacTBOpa (cm. pasaen | nuKu, o BpeMeHaM
| «KONUYECTBEHHOE ONIPENICNICHHE). YICPXKUBAHUSA
COOTBETCTBYIOLINE NHMKaM
rOMOJIOT'OB GeH3anKoHUsA
xiopuga Ci2 u  Cu  Ha
XpoMaTorpaMMe CTaHAapTHOTO
pactsopa.
3 pH , ; From 4.30.10.4.90./.01.4,30.10.4,90 4.72.1.4,72
4. | Density / TLnoTHOCTS From 0.950 to 1.050 g/cm® / 1.010 g/em*/ 1,010 r/em®
Ot 0,950 o 1,050 r/em®
5. | Viscosity / BazkocTh From 30 to 130 cPs/ Ot 30 no 130 cllz 53.1 ¢Ps/ 53,1 cllz

(

Prepared By / HoaroroBua Checked By / Ilposepua Approved ‘%y / Onpo6pua
; - )
Signature / lloanncs, c:wa—'lr——w Q{i i
Date / lara . "’{/\'ﬁ"\_’\/\fg B G LA )»JZ\ %u:\”i PR 7»3
Name / ®UO ‘

Atul Kumar Ravinder Ravi

Sandeep Semwal

Designation /
JoJsKHOCTE

Officer-QA Executive-QA

Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CEPTUHOUKAT AHAJIN3A I'OTOBOI'O ITIPOAYKTA

Page 3 of 8/ Ctp. 3113 8

Name of Product /
HaumeHoBaHWe MPOAYKLUHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenareHToBAHHOEC HAMMEHOBAHHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cnipeii HazanbHbiH A03upoBanHbLIH S0 MK/ 1032

Active Ingredients /
JleficTBYO1IHE BeleCcTBa

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

calculated for Mometasone Furoate 50.00 mcg

11 no3a CIpes COACPIKUT! ,ZICFICTB)/IO[HC@ ReuleCTBO: MoMeTazoHa (])ypoaTa MOHOTruApar

51,72 mxr B nepecuere Ha Momerazona ¢ypoat 50,00 Mxr

Strength / losupoeka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoactea 06/2023
Dosage form / Metel‘ed-df)se flasal spray { Cnpeit Date of Exp. / Tosien 10 05/2025
JlexapcTBenHast popma Ha3aLHbIH 1O3MPOBAHHBIH
Product code / Koa npoaykTa SRU030007E040401DK Date of release / lara Beinmycka 26.07.2023
Batch No. / Cepus Ne 12230628 Qty. Released / 32,540 BOT/
KoJjinvecTBo BHINYLIEHO (naxoHoB
Batch size / Pasmep cepun 34,722 BOT / gnaxonos Mig.License No. / Jluuensua na MNB/10/832
TIPOHU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JInuensus na 30/04/2020
PeructpaunonHblii HOMep aHaJu3a NpoM3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (nata)
. . GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurauusi roroBOro SPC-CC-063688 Reference STP No. / CIIH Ne 640944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue ADC ) API Batch No / ADC cepus Ne 23405(JM-01)-
Momeraszona (ypoara MOHOTHpar 002
Manufactured by / Ilpouspoaurens | Aarti Industries Limited, India / Aapru Unnacrpus Jumuren, Munus
Ne | TESTS/HNOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBHI

6. | Osmolality /
OCcMOAANBLHOCTE

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

295 mOsm/Kg
295 MmOcM/kr

7. Net content / Macca
COAeP:KUMOTO (PJIaKOHA

Not less than 18 g/ He menee 18 r

192g/1921

8. | Number of deliveries per
container / KoanuectBo
103

Not less than 120 doses (discard the first pumping)
/ He menee 120 103 (He cuuras MepBUYHYIO
MPOKAUKY)

161 doses / 161 nos3

9. | Pump delivery/
Macca no3nl1

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

WunueunyansHas Macca 1o3b1l: ot 85 % mo 115 %
OT TEOPETUYECKON MAacChl J03bI;

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

Minimum / Munumym: 95.4%
Maximum / Maxcumym:106.4%
Average / Cpennee: 103.2%

[03b1: 0T 90 % 1o 110 % ot
TEOPETHIECKOM MacChl NO3bI

Prepared By / Iloarotosuan

Checked By / HIposepun

Approved\ﬁy / Opobpua

Signature / Iloanucsy
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTUOUKAT AHAJIU3A I'OTOBOI'O IIPOAYKTA
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Name of Product /
HaumeHoBanue npoayKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenToBaHHoe HAHMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTraszona cnpeit HazallbHbIi JosupoBansbIi 50 Mxr/ao3a

Active Ingredients /
JleiicTByIO1HE BelecTBa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpes couepxuT: JeficTyiomee BenuecTBo: MomerasoHa (ypoara MOHOTHAPAT

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

Strength / Jlo3uposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacTsa 06/2023
Dosage form / Mf:tered-dvose nasal spray {Cnpcu Date of Exp. / Fozien 10 052005
JlekapcTBeHHast popma Ha3aJILHBIHA 103MPOBaHHbIA
Product code / Koa npoayxra SRU030007E040401DK Date of release / Jlata BbInycka 26.07.2023
Batch No. / Cepusi Ne 12230628 Qty. Released / 32,540 BOT/
KoJinyecTBo BbINYIIEHO (1akoHOB
Batch size / Pazmep cepun 34,722 BOT / dnakoHon Mig.License No. / Jluueusus na MNB/10/832
IPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JInuensus na 30/04/2020
PeructpaunoHHbiii HoMep aHaJu3a ApPOM3BOACTBO (AaTa)
Package size / ¥Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
- GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccust GMP cepruduar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roToBoro SPC-CC-063688 Reference STP No. / CTIIN Ne 040944
npoayxkra Ne
MFM-

API name / HanmenoBanne AOC

Mometasone Furoate Monohydrate/
Mowmera3ona ¢ypoara MOHOTHIpAT

API Batch No / A®C cepust Ne

23405(JM-01)-
002

Manufactured by / Hpoussoaurensn

Aarti Industries Limited, India / Aapru Unpacrpus Jlumuren, Unnns

Ne | TESTS/TIOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATHI

10. | Particle size /
Pazmep yacTun

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

Particles < 30pum in size: 100%

YacTun pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuubl pazMepoM-> 30 MKM — TOJDKHBI

OTCYTCTBOBAThH

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

Absent / OTCyTCTBYIOT

11. | Sedimentation Stability /
Cennmenraunonsas
YCTOHYHBOCTD

Not less than 5 min / He menee 5 Mun.

Complies /

CoOTBETCTBYET

Checked By / Iposepun

Approveﬂ\By / Opobpun
e

Signature / [loanucs

®

p———
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Name / ®UO Atul Kumar Ravinder Ravi Sandeep Semwal
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTHOUKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page Sof 8§ /Crp.5u3 8

Name of Product /
HaumenoBanue npoayxumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenrosanHoe HAUMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasona cripell HasanbHBIHA A03HpOBaHHBLIA 50 MKIY 1033

Active Ingredients /
JeficTBylomme BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
I n03a cripest coaepkuT: AEHCTRYIOIIEE BEIECTRO: MoMerasoHa (hypoaTa MOHOTHAPAT
51,72 mxr B nepecdere Ha Momeraszona ¢ypoar 50,00 mxr

Strength / lo3uposka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / laTa npoussoacTsa 06/2023
Dosage form / Metcred-dj)se ¥1asal spray { Cnpeit Date of Exp. / Fonen 20 05/2025
JlexapcTBeHHast popma Ha3aJ1bHbIH JO3MPOBaHHBIH
Product code / Kox npoaykra SRU030007E040401DK Date of release / laTta Buinycka 26.07.2023
Batch No. / Cepusi Ne 12230628 Qty- Released / 32,540 BOT/
KoaunvecTso BbINyneHo ({1akoHOB
Batch size / Pasmep cepun 34,722 BOT / dnaxonos Mifg.License No. / Jluuensus ua MNB/10/832
NPou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JIlunensus na 30/04/2020
Perucrpauuonnblii HoMep aHaan3a NPOU3BOACTBO (1aTA)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| 14,607
GMP cepTudukar (zara)
: GMP Compliance certificate No. / GMP-
Market / Pbinok Russia / Poccus GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudurkauus roToBoro SPC-CC-063688 Reference STP No. / CIIA Ne )
040944
npoaykra Ne
MFM-

API name / HanmenoBanue A®C

Mometasone Furoate Monohydrate/
Mowmertazona ¢yypoara MoHOrUapAT

API Batch No / A®C cepus Ne

23405(JM-01)-
002

Manufactured by / Ilponssoaurenn

Aarti Industries Limited, India / Aaptn Hunacrpns Jlumuten, Uunus

Ne | TESTS/TIOKA3ATEJIHU LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJILTATDI

12. | Impurities / IIpumecu

Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % 0.01%/0,01%

IMpumecu § DM

Impurity DMC / Not more than 0.15 % / He 6osee 0,15 % Below LOQ /Huxe ITIKO

Ipumecu DMC

Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01%

Ipumecu D

Any individual unspecified
impurity / Enpauanoi
HEeUACHTU)UUMPOBAHHOM
ApUMecH

Total impurities /
CymMMel npumeceii

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

0.03%/ 0,03%

0.19%/0,19%

Prepared By / Iloarorosun

Checked By / Ilposepun

Approved\py / Onobpun
—

Signature / Hoanucn

Date / lara g e\ 7 2K 1O sreiur pag \ & 3"{ 2014
A
Name / @O Atul Kumar Ravinder Ravi Sandeep Semwal
Desi :
esignation / Officer-QA Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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: elenmark@bom?2.vsnl.net.in

CEPTH®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 6 of 8 /Crp. 6113 8

Name of Product /
HaumeHoBaHue NPOAYKLHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MonmeTtasona cripeil HazanbHbIA Jo3upoBaHHbi SO MKr/go3a

Active Ingredients /
JeiicTByroLuHe BeiecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIPEsd COLCPKUT! ﬂeﬁCTByIOHLCG BemecTro: MoMeTazoHa (1)yp0aTa MOHOTIUApar

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

Strength / Jozuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa npoussoacTBa 06/2023
Dosage form / Metcrcd-d?se nasal spray i Copeii Date of Exp. / Tozen 10 05/2025
JlekapcTBeHHast hopma Ha3a/bHbIH 1O3UPOBAHHbBIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lata Boinycka 26.07.2023
Batch No. / Cepusi Ne 12230628 Qty. Released / 32,540 BOT/
KosinuecTBo BbINyineHo (1aKoHOB
Batch size / Pazmep cepun 34,722 BOT / {pakonoB Mig.License No. / Jluuensus na MNB/10/832
Npou3BoACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / Jinuensus na 30/04/2020
PerucrpaunoHHbIil HOMep aHaIM3a NpPOM3BOACTBO (1aTA)
Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date /| 101
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia/ Poccust GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudukauust rorosoro SPC-CC-063688 Reference STP No. / CITA Ne 640944
npoaykra Ne
MFM-

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona ¢pypoara MOHOTHApAT

API Batch No / A®C cepus Ne

23405(JM-01)-
002

Manufactured by / IlpeusBoaurtens

Aarti Industries Limited, India / Aapti Munacrpus Jiumuren, Uuams

Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUWA OBSERVATIONS /
PE3YJIbTATHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Havago:

and Uniformity of
Delivered Dose / Cpenusis
RocTaBjsiemMasi 1032 U
OAHOPOAHOCTL
AOCTaBJIsIEMOii 03Bl

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 n3 20 103 (10 Havanbueix 103 W 10 koHeuHbIX 103)
MOTYT MMEThb OTKNOHEHHE OT CPEAHEro 3HaucHus Oojee uem
+20%, 1 HH oaMa J03a HE JOMKHA MMETb OTKJIOHEHWE OT
cpeanero 3HaueHus Oonee uem =+ 25 %. Cpendee 3HauEHHE HE
JIOSDKHO TIPEBBINaTsh + 15 % OT 3aABAEHHOTO.

Ecaun o1 3 1o 6 no3 BMeroT oTKAoHeHus Gosiee uem + 20 %, "o
MeHee ueM £ 25 %, To UCTIBITHIBAIOT criel(yioliue 20 GrakoHoB.
He Gonee 6 u3 60 no3 MOryT MMETh OTKJIOHEHHE OT CPEAHEro
3naueHus Oosee uem = 20 %, ¥ 1n oaHa 03a HE J0MKHA UMETD
OTKAOHEHUE OT.CPEAHER0 3HaYeHua Oones uem £ 25.%. . Cpeauee

Minimum / Munumym: 96.2%
Maximum / Makxcumym:101.9%
Mean / Cpennee:100.0%

END / Konen:
Minimum / Munnmym: 95.9%

Maximum / Makcumym:105.3%
Mean / Cpeanee: 100.0%

3HAYEHHE KHKIOTO OMpPEAENieHNs He JOMKHO npesbliath + 15 %

OT 3asBJCHHOIO.

Prepared By / HoaroroBuut

Checked By / Ilposepusn

Signature / Ilognucey

®

-
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Date / Jlata 2E ~O0T) 2oy
Name / ®HO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer-QA Executive-QA Sr. Manager - QA
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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
CEPTU®UKAT AHAJIU3A I'OTOBOI'O IIPOAYKTA

Page 7of8/Crp. 713 8

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

HenarenrosanHoe HAMMeHOBAHNE MomeTraszoHa cripeii HasaibHbii lo3upoBaHHelil 50 Mxr/a03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBy10101e BeMeCTBA 1 103a cnipest cosepxut: AeHcTayiouiee BellecTBO: MoMmeTasona ypoara MOHOTHApAT

51,72 mxkr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losuposxa 50 meg/dose / 50 mxr/noza Date of Mfg. / laTta npoussoacrea 06/2023
Dosage form / M'etered—dvose nasal spray / Cnpeit Date of Exp. / Foen a0 05/2025
JlekapcrperHas opma Ha3alLHbIA JO3HPOBAHHBIHA
Product code / Koa npoaykTra SRU030007E040401DK Date of release / Jlata Bpinycka 26.07.2023
Batch No. / Cepus Ne 12230628 Qty. Released / 32,540 BOT/

KoJsinuecTBO BLINYLIEHO (i1akoHOB

Mfg.License No. / JInuensus Ha

Batch size / Pazmep cepun 34,722 BOT / gnakoHos MNB/10/832
MPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JIunensus na 30/04/2020
PerncTpaunoHHbiil HOMep aHaan3a NpoH3BOICTBO (AaTA)
Package size / Y nakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 14,0605
GMP ceprudmkar (nara)
g X GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Pocens GMP cepriduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-

Creunduxaiius roTooro SPC-CC-063688 Reference STP No. / CIIU Ne

040944
npoayKTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne AOC Y API Batch No / A®C cepus Ne 23405(JM-01)-
Momerazona (1)yp0aTa MOHOruapar 002
Manufactured by / [lpousBoautens | Aarti Industries Limited, India / Aaptu Mupactpus Jlumuren, Mnans
Ne | TESTS/TNOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIbTATDI
14 | Microbiological Purity / MuxpoGuosoruyeckas YJucrora
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/mi/
count / O0mwee 4ncio Gonee 10> KOE B 1 Mn1 npenapara Menee 10 KOE/mn
a’pOOHBIX
MUKPOOPraHH3MOB
Total yeast and moulds Not more than 10! ¢fu per 1 ml of the product /He | Less than 10 cfu/ml/
count / Obuiee 4ucio oonee 10! KOE 8 1 mn npenapatra Menee 10 KOE/Mn
JPOOKEBBIX U MIECHEBBIX
rpudoB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcytcTue B | Absent / OrtcyTcTBYET
MJI fiperiapara o
,/‘i‘;‘“ (\’
Staphylococcus aureus Absence per | ml of the product / Orcyrcraue B 1 Absent / OTcch/n{ et
MII ipenapara / a
15. | Assay / KoandecTBeHHO€ onpeesieHue [ A .
a) Mometasone Turoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.4%/101,4% . j 3
Momeraszona Qpypoar 85,0 % 10 115,0 % OT 3asBJIEHHOTO COAEPIKAHIIS Ll
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 98.3% /98,3%
BenszakoHus XJopum 80,0 % no 120,0 % oT 3asBJACHHOTO COJIEPKAHUA
Prepared By / Iloarorosun Checked By / ITposepua Approved \Qy / OnoGpun
ienature / Moanues | P—— — I -
Signature / Hoanuce < ;ﬁ) Qﬁ -
Date / [ata e V) 2.8 0 ) w e g 29 e s
Name / @10 Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / .
JloKHOCTE Officer-QA Executive-QA Sr. Manager - QA

FCM/QA054/08.00
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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
CEPTUO®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

Page80of 8 /Crp. 8138

Name of Product/ MOMAT RINO
HaumenoBaHue NpoAyKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOE HAMMeHOBaHKe | MomerasoHa cipeil HasalbHbIA Ko3upoBaHHbIi 50 MkI/a03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue BemecTsa 1 1032 cnpes COACPRUT: ASHCTBYIOMIEE BewecTso: Momerasona (ypoata MOHOruapar
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / Nosuposka 50 meg/dose / 50 Mxr/noza Date of Mfg. / lata npoussoacrea 06/2023
Dosage form / M'etel ed-d?se Tlasal spray {Cnpen Date of Exp. / Foten 110 05/2025
JlekapcrBedHasn dgopma HA3AbHBIN JO3HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 26.07.2023
Batch No. / Cepust Ne 12230628 Qty. Released / 32,540 BOT/
KoJinuecTBO BbINyIEHO (h1akoHOB
Batch size / Pazmep cepuu 34,722 BOT / gnakonon Mfg.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472488 Mfg. License Date / JInuensust na 30/04/2020
PerucTpauvoHHblit HOMEpP aHAJIN3A NPOU3BOJCTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/
GMP cepTuduxar (nata)
. GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Pocens GMP cepTlfdeaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundmxauus roroporo SPC-CC-063688 Reference STP No./ CTIM Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C MOMETA30HE . - API Batch No / A®C cepusn Ne 23405(JM-01)-
omeraszona ypoara MOHOTHIPAT 002
Manufactured by / Ilpoussoantens | Aarti Industries Limited, India / Aapru Mugacrpus Jlumuren, Unans
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHI OBSERVATIONS /
PE3YJIbTATbDI
16. | Package Size / YnaxkoBka 120 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. /
[To 120 mo3 cycnmeHsuu BO (UlakOHE U3 TOWMITHIIEHA jngcdxc)ﬁ} ) [IIQTHOCTH €
JO3UPYIOLIMM YCTPOMCTBOM M KOJIIAYKOM M3 NOJIHITHIIEHE LICOKOH nnSfﬁ@,@Tu. Ho 1
dIrakoHy BMeCTe C HHCTPYKUMel N0 MEIMUMHCKOMY NPUNMEHEHHIO B Nauke KAPTQHHOIL.

Any deviation/Incident/OOS: Non-applicable
Orxnonenusi/HecooTBeTcTBNst/O0C: He TPUMEHAMO

Declaration of certification: “I hereby certify that the above information is authentic and acé{fr;%}tg.v This batch ofﬁ? duct has
been manufactured including packaging and quality control at the abovementioned site in flii*li‘\gfémgliij?ggq;wij«tﬁ the GMP
requirements of the local Regulatory Authority and with the normative document no. HH—T‘&(»@OWTO‘S-(PPRU) dt.
23.01.2023 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.”

3aKJl0YeHHe O COOTBETCTBMH: HACTOALIAM IIOATBEPKAAIO, YTO MPEACTABJICHHAS Bblle WH(pOpPMAlMs SBIACTCS
focToBepHOll M TouHOMN. JlauHas cepus ObUia npousBefeHa (BKIOYas YNakKOBKY/MapKMPOBKY W KOHTPOJb KauyecTsa) Ha

- ~y1<asaHH0171f~ s BB+ TIPOUBBO JACTBEHHON - FNIOIAKE «o B TIOJAHOM::.: COOTBETCTB UM - Lo T peﬁOBaHH}IMI/L HannexKamed .o

Mpoussoncreennoil Ipaxruky (GMP) JiokanbHbIX PEryNsTOPHBIX OPraHOB M TPeOOBAHMAMH HOPMATUBHOM NOKYMEHTAlMK
JIIT-Ne(001710)-(PT-RU) ot 23.01.2023 juis peinka Poccud W yTBepxkaeHHo# cremndpukanueii No SPC-CC-063688.
ITpoToKoNbl MPOU3BOACTBA, YMAKOBKM M IIOKa3aTe/lM KaueCcTBa NAHHON cepuyd ObLIM NPOAHAIM3UPOBAHbI U CHEIAHO
3aKIIOUEHHE, YTO OHU COOTBETCTRYIOT TpeGopanmsm Hamnexaiueit [IpoussoacreenHoii [1paxruxu (GMP).

Prepared By / IlloaroTosua

Checked By / I1posepun

Approved By / Onpobpua

Signature / Iloanuce
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