Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 173205, India
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A new way Jor @ new would .
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A I'OTOBOT O ITIPOAYKTA
Page 1 of 8§ /C1p. 1 u3 8
Name of Product / MOMAT RINO

HaumeHoBaHHe NpoayKuun

MOMAT PHHO

Generic name /
HenarenToBanHoe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeraszoHa cripeii HazaabHbIN 103MpOBaHHbIH 5O MKI/103a

Active Ingredients /
JeiicTByI0L{HE BeLIECTBA

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 COAEPKMUT: AeHCTBYIOIEE BEIECTBO: MoMeTa3oHa dyypoaTa MOHOFMAPAT

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

Strength / lo3upoBka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / laTa nponssoacTsa 07/2024
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Conen 10 06/2026
JlekapeTBeHHan popma Ha3aJIbHbIA JO3MPOBAHHLIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 26.07.2024
Batch No. / Cepust Ne 12240747 Qty. Released / 32,160 BOT/
Kosin4€ecTBO BbinymeHo (yiakoHOB
Batch size / Pasmep cepun 34,722 BOT / dnaxonos Mig.License No. / Jluuensus Ha MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.u/ 040000536259 Mfg. License Date / JIuneHsus Ha 30/04/2020
PerucrpauMoHHbIii HOMEpP aHAIU32 NPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurat (1a1a) 18/06/2020
) . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus rotooro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune ADC uroate Monohyceralcl | s py Batch No / ADC cepun Ne 23425(IM-01)-
Mowmerazona ¢ypoara MOHOTHIpAT 001
Manufactured by / HIpon3soaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIbTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
‘ semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or OGemoro no mnoutw Oemoro ugera ot | [loutH 6enoro LBETA
HOJTyPO3PaYHOM 0 HENMPO3PauyHOH KOHCHCTEHUMH | HENPO3pauyHOi  KOHCHCTEHLIMH

rycras CyCHeH3usl.

rycTas CyCHeH3Us.

Identification / UpenTudnkauus

a) Mometasone Furoate /
MomeTasona ¢pypoart

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds 1o the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yznepxuBaH{s OCHOBHOTO ITHKa
Ha XpoMmarorpamme HCIBITYEMOrO  pacTBOpPa
JOOJDKHO COOTBETCTBOBATb BPEMEHH YAEPKHBaHHA

OCHOBHOIO MKKa HA XPOMAaTOorpaMMe CTaHAapTHOro
pacTBopa (cM. pasaen «KonuuecrBeHHOE
ONpEACIICHHUEY ).

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
yAepKUBaHHS OCHOBHOIO IHKa
Ha XpoMaTorpamme
HCTIBITYEMOI'O pacTBOpa
COOTBETCTBYET BpPEMEHU
yAepKUBaHUsl OCHOBHOTO IMHKa
Ha XpoMaTtorpamme
CTaHJapTHOTO pacTBOpa.

Prepareq By / Tloarotosun

Checked By / Ilposepua

Approved By / Oao6pua

Signature / [loanucs
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Name / ®UO

Yogesh Kumar Mehta

Atul Kumar

Kamal Kishore

Designation /
Jo/1KHOCTD

Officer-QA Sr. Officer-QA

Deputy General 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
CEPTU®UKAT AHAJIU3A T'OTOBOI'O IMPOAYKTA

Page 2 of 8§/ Crp. 2 u3 8

Name of Product /
HanmeHoBaHHe NPORYKLUHU

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momera3zoHa cripeii HasaibHBIH 103upoBaHHbIH 50 MkI/n03a

Active Ingredients /
JeiicTeyiomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cpes conepxur: aelicTayioulee selectso: MomerasoHa ¢ypoara MOHOTHAPAT

51,72 mkr B nepecyere Ha MomeraszoHa ¢ypoar 50,00 Mkr

Strength / lo3upoBka 50 meg/dose / 50 mkr/no3a Date of Mfg. / lata npoussoacTsa 07/2024
Dosage form / Metered-df)se TlaS?l spray i Crpeit Date of Exp. / Fonen 10 06/2026
J]eKapCTBEHHaﬂ (I)opma Ha3aJibHbIM 103UPOBAHHBLIA
Product code / Koa npoaykra SRUG30007E040401DK Date of release / laTta Boinycka 26.07.2024
Batch No. / Cephist Ne 12240747 Qty. Released / 32,160 BOT/
Ko/in4uecTBO BbINYIIEHO ¢nakoHoB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig.License No. / Jlnuensus na MNB/10/832°
. NPOU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000536259 Mfg. License Date / Jlnuenzus na 30/04/2020
PeructpauuoHHbIil HoMep aHaJu3a APOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (aara)
: GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudmiar (somep) 01556/20/IN
Reference Specification No. / : STP-CC-
Cnenndukanus rorogoro SPC-CC-063688 Reference STP No. / CIIH Ne
040944
npoaykra Ne
Mometasone F vr te Monohydrate/ MFM-
API name / Haumenosaune ADGC ¢ turoale VIONOLYCralel |, p1 Batch No / A®C cepusn Ne 23425(JM-01)-
MonmertazoHa ¢pypoara MOHOTHAPAT 001

Manufactured by / Hpoussogutens | Aarti Pharmalabs Limited, India/ Aaptn ®apmana6e Jlnmuren, Maams
Ne | TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /

PE3YJIBTATHI

b) Benzalkonium chloride

/ Ben3ankoHus xjaopua

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Cy,
and Cy4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCMBITYEMOrO pacTBOpa HOMKHbI OOHapyKXHMBATHCA
THKH, no BpeMeHaM yIep>KHUBaHUA
COOTBETCTBYIOIUE MHKAM T'OMOJIOTOB OeH3ANKOHHUA

xmopuaa Ciz u Ci4  Ha  XpoMaTorpamme
CTaHAApTHOTO pacTBOpa (cm. paszen
«KonuuecTBeHHOE OMpeneneHue).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Cj» and
Cy4 in the chromatogram of the

standard  solution. / Ha
XpOMarorpaMMe HCTIBITYEMOrO
pacTBopa oGHapyXHUBAKOTCS
MUKH, mo BpeMeHaM
yAep>KUBaHHUsA

COOTBETCTBYIOIIHE MUKam
FOMOJIOTOB OeH3aKOHHUA

xamopuga Cy; uw Ciy  Ha
XpoMarorpamMMe CTaHAapTHOIO
pactBopa.

il

pH

From 4.30 t0 4.90/ Ot 4,30 10 4,90

4.634 /4,634

4. | Density / ILnotHOCTD

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

1.012 g/cm®/ 1,012 r/cm®

5. | Viscosity / Bsizkocts

From 30 to 130 cPs/ Ot 30 g0 130 cIl3

42.3 cPs /42,3 cIl3

Prepared By / [loaroTosun

Checked By / ITposepun

Signature / Tlonnucn
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Date / JlaTa
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A TOTOBOI'O INIPOAYKTA
Page 3 of 8/ Ctp.3u3 8

Name of Product / MOMAT RINO
HaunmeHoBaHHe NpoAYKUMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mecg/dose
HenareHToBaHHOE HAUMEHOBaHMeE MowMmeTazoHa cripeii Ha3anbHbIH 103upoBaHHbli 50 MK/ 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
JeiicTByOLIHE BemecTBa | no3a cnpest coaepxut: AeiicTBYIOIEE BeulecTBO: MoMerasoHa ¢ypoaTta MOHOrKMapar
51,72 mkr B nepecyere Ha Mometasona ¢ypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacTsa 07/2024
Dosage form / . Metered-df)se nasal spray { Crpeii Date of Exp. / Fonen 10 06/2026
JlekapcTBeHHan ¢gopma Ha3abHLIA 103HPOBAHH I
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lata Bbinycka 26.07.2024
Batch No. / Cepust Ne 12240747 Qty. Released / 32,160 BOT/
KoJ/in4ecTBO BbINYILEHO dnakoHoB
Batch size / Pasmep cepun 34,722 BOT / pnaxonos Mig.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMeEp)
Inspection Lot No.“/ . 040000536259 Mfg. License Date / JInnenzus na 30/04/2020
PerncrpauuoHntblii HoMep aHajIM3a ‘ NpoM3BOACTBO (AaTa) .
Package size / Ynakopka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
: GMP ceprudukat (aata)
: GMP Compliance certificate No. / GMP-
Market / Poisiox Russia / Poccus GMP ceprudmicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus roToBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne

‘ . MFM-
API Batch No / A®C cepusi Ne 23425(IJM-01)-
001

Mometasone Furoate Monohydrate/

API name / Haumenosanne ADC
Momera3zoHa ¢ypoara MOHOrMapar

Manufactured by / Tlpon3soautean | Aarti Pharmalabs Limited, India/ Aaptn @apmana6e Jlumuren, Huams

Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHHUSA OBSERVATIONS /
PE3YJBbTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg

OcMOIAILHOCTL Ot 250 no 350 MOcM/kr 291 MOcMm/kr

7. | Net content / Macca Not less than 18 g/ He menee 18 1 18.4 g/ 18,4r
coIepKUMOro ¢JlaKoHa

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 149 doses/ 149 no3
container / KoanuectBo / He menee 120 103 (He cuuTas NEPBUUHYIO :
03 NIPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / MuHuMyM: 96.5%
Macca n03bl theoretical dose mass / Maximum / Makcumym:106.7%
HuausuayansHas macca 103bl: oT 85 % 1o 115 % Average / Cpennee: 103.8%

OT TEOPETHYECKOH MACChl JO3bI;

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

Cpeansas macca no3sl: ot 90 % 10 110 % ot
TEOPETUUECKOH MacChl A03bI

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

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

CEPTH®HUKAT AHAJIN3A I'OTOBOI'O ITIPOAYKTA

Page 4 0f8/Crp.4u3 8

Name of Product /
HaumeHoBaHue npoayKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBaKNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTazona cripeil HasasbHbi# 103upoBaHHbIH 50 MKI/103a

Active Ingredients /
HeitcTByromue BewecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cripest coaepxut: AeficTByollee BelecTBo: MoMmeTtasoHa (ypoara MOHOrUApar
51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mkr

Strength / Jo3uposka 50 mcg/dose / 50 mkr/no3za Date of Mfg. / laTta npousBoacTea 07/2024
Dosage form / Metered—df)se nasal spray { Cnpeit Date of Exp. / Tonen 10 06/2026
JlekapcTBenHas popma Ha3a/IbHLIH J03MPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Boinycka 26.07.2024
Batch No. / Cepus Ne 12240747 Qty. Released / 32,160 BOT /
Ko/1H4ecTBO BhINYWEHO ¢nakoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakonos Mig.License No. / Jluuen3us na MNB/10/832
NpoH3BOACTBO (HOMep)
Inspection Lot No.v/ 040000536259 Mfg. License Date / JInuensus Ha 30/04/2020
Peruchauuonublu HOMep aHaJM3a npou3BOACTBO (AaTa)
Package size / Y nakosia 120 Doses / 120 7103 GMP Compliance certificate Date/ | |¢,,50
GMP cepTudukaT (nata) '
: GMP Compliance certificate No. / GMP-
‘Market / Poinok Russia / Poccus GMP cepruduicat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukaumus rotoporo SPC-CC-063688 Reference STP No. / CTIU Ne ' 040944
npoaykra Ne
MFM-

API name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
MowmeTtazoHa ¢ypoara MOHOTUApaT

API Batch No / A®C cepns Ne

23425(JM-01)-
001

Manufactured by / [IpousBoautenn

Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Uuaus

Ne | TESTS/ITOKA3ATEJIHU LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIbTATDI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3zmep uacTun YacTun pasmepom < 10 mxm — He MeHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
YacTuu pasmepom < 30 mxm — 100 % .
Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTunsl pasmepom > 30 MKM — JOJKHBI
OTCYTCTBOBaThH
11. | Sedimentation Stability / Not less than 5 min / He meHee 5 mun. Complies /
CeauMeHTaIIMOHHAA CoOTBETCTBYET
YCTOIYHBOCTD
Prepared By7YIoarotosun Checked By / IIpoBepua Approved By / Ono6pua
Signature / I ‘ , $
ignature / Iloanuceh _/,_% /4._—-> - -
Date / flara Ao 12004 e A 27 ovy
Name / @O Yogesh Kumar Mehta Atul Kumar .
: Kamal Kishore
Designation / o -
Hoﬂiuoc“ Officer-QA Sr. Officer-QA Deputy General 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
CEPTUO®UKAT AHAJIU3A T'OTOBOTI'O ITPOAYKTA

PageSofS/CTp.SuiS

Name of Product /
HaumeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenatentoBaHHoOe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomerasoHa cripeii HazalbHbIH 103UpoBaHHbIH 50 MKI/103a

Active Ingredients /
JeiicTByomue BerlecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpest COACPKMUT: ACHCTRYOIICE BEIECTBO: MoMeTa30Ha q)ypoaTa MOHOTHApAT
51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 mxr

Strength / losuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / laTta npoussoacrsa 07/2024

Dosage form / Metered-dPse T1asal spray { Cnpeit Date of Exp. / Fozen 10 06/2026

JlekapcTBeHHan opma HazaJlbHbIH 103UPOBaHHBIN

Product code / Koa npoayxra SRU030007E040401DK Date of release / /laTa BeInycka 26.07.2024

Batch No. / Cepus Ne 12240747 Qty. Released / 32,160 BOT/

KoiMuecTBO BbINYyLIEHO ¢nakoHoB
Batch size / Paswep cepun 34,722 BOT / dnaxomos Mfg.License No. / Jluuensust na MNB/10/832
NpoM3BOACTBO (HOMED)
Inspection Lot No.v/ 040000536259 Mfg. License Date / Jinuensuns na 30/04/2020
PerncTpauHoHnblii HOMep aHaIM3a NpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynaxoska 120 Doses / 120 no3 GMP ceprudukar (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccus GMP cepriidmicar (somep) 01556/20/IN

Reference Specification No. / STP-CC-

Cnenudukauuns rotosoro SPC-CC-063688 Reference STP No./ CITU Ne 040944

npoaykra Ne )

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune A®C sone buroate Monohydralel | 4 py gateh No / ADC cepusi Ne 23425(JM-01)-
Momera:mx—la ¢ypoara MoHoruapar 001

Manufactured by / IIpoussoaureanr | Aarti Pharmalabs Limited, India/ Aapru ®apmanabc Jlumuren, Mnaug

Ne | TESTS/IMIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATBI

12. | Impurities / [Ipumecn

Impurity 8 DM /
ITpumecu 8§ DM

Impurity DMC /
ITpumecn DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / EnuHu1HOM
HeUACHTU(HULHPOBAHHON
npUMeCcH

Total impurities /
Cymmbl mpumeceit

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

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

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

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

Not Detected/ He o6HapyxeHo

Below LOQ /Huxe ITKO

0.01% /0.01%

0.04%/ 0,04%

0.12%/0,12%

Prepared By/loarotosua Checked By / [Iposepun Approved By / Onobpua
Signature / loanucn /‘?/ d———‘ M
Date / lata %\ 0 M4l n A o N Mh"{b\«d)/a
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA

JlojkHOCTH

Deputy General 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
CEPTUD®UKAT AHAJIM3A I'OTOBOI'O NIPOAYKTA

Page 6 of 8/ Ctrp. 6 3 8

Name of Product /
HaumeHOBAHHE NPOAYKUMH

MOMAT RINO
MOMAT PHUHO -

Generic name /
HenareHToBaHHOE HAMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomerTasoHa cripeii Ha3anbHbIA A03MpoBaHHbIH 50 Mkr/103a

Active Ingredients /
JleiicTByl01KEe BemecTBa

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 cofepxut: AeiicTylouiee BemecTpo: MomerasoHa (yypoata MOHOTHAPAT
51,72 mkr B nepecyete Ha MomeraszoHa gypoar 50,00 mxr

Strength / lozupoBka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / laTta npoussoacrsa 07/2024
Dosage form / Metered-df)se nasal spray i Crpeit Date of Exp. / Fozen 10 06/2026 -
JlekapcrBennast dopma Ha3aJIbHbBIA 103MPOBAHHBIM ‘
Product code / Koa npoaykra SRU0Q30007E040401DK Date of release / J/lata Boinycka 26.07.2024
Batch No. / Cepusi Ne 12240747 Qty. Released / 32,160 BOT/
Ko/in4ecTBO BbINYIEHO ¢akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHos Mig.License No. / Jluuensus wa MNB/10/832
NpPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000536259 Mfg. License Date / JIuuensus Ha 30/04/2020
PeructpaunoHHblii HOMep aHAJH3a Mpou3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 1,06/
GMP cepTudukar (1ara)
: GMP Compliance certificate No. / GMP-
Market / Peitok Russia / Poccns GMP cepruduxat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauns rorosoro SPC-CC-063688 Reference STP No./ CITH Ne
040944
npoaykrta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepus Ne 23425(JM-01)-
Mowmertazona gypoara MOHOTHAPAT 001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuren, Unaug
Ne | TESTS /IIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeausis
AocTaBJsieMas 1032 H
OIHOPOHOCTH
ZOCTABJISIEMOH 103bI

Not more than 2 of 20 doses (10 initial doses and 10 final doses
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 20 103 (10 HavansHbix 103 1 10 KOHEuWHBIX 103)
MOFyT MMETb OTKIOHGHHME OT CPEAHEro 3HadcHus Oonee uem
+20%, 1 HH olHA J03a HE JO/DKHA MMETh OTKJIOHEHWE OT
cpeadero 3HaueHus Gonee yem + 25 % Cpeaxee 3HaU€HHE HE
JIOMKHO mpeBbiiaTh £ 15 % 0T 3a4BNEHHOTO.

Ecnu ot 3 20 6 103 UMEIOT OTKIOHeHUs Oonee yem + 20 %, HO
MeHee ueM = 25 %, To ucabITHBAOT cnexyiowme 20 drakoHos.
He Gonee 6 n3 60 103 MOTYT HMETh OTKIOHEHHE OT CPEAHErO
3HaueHus Oonee uem =+ 20 %, U HU OJIHA 1032 HE JODKHA UMETH
OTKJIOHEHHME OT cpeaHero 3HaueHus Gonee yem + 25 %. Cpennee
3HAUYEHNE KAKIOTO ONpeIeieHys He I0JDKHO NpeBblmaTh + 15 %
OT 3aABJIEHHOTO.

Beg / Hauano:

Minimum / Muaumym: 97.4%
Maximum / Makcumym:103.2%
Mean / Cpennee:100.0%

END / Konen:

Minimum / Muaumym: 97.1%
Maximum / MakcumyM:103.9%
Mean / Cpennee: 100.0%

Prepared By [loaroTosun

Checked By / IlpoBepua

Approve%\/x?noﬁpun
—

Signature / Moanuce /\9/ A/ﬂ.
Date / lata paRd 07 29)/\,1 V]2 ,(WM'\,"MW
Name / ®HO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
JloJkHOCTD

Officer-QA Sr. Officer-QA

Deputy General 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 173203, India

Phone: +91-1795 249300 Fax: +91-1795 2493 10 email: glenmark@bom?2.vsnl.net.in

CEPTUOHUKAT AHAJIN3A I'OTOBOTI'O ITIPOAYKTA
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Name of Product /
HaumeHoBaHHe NpoOAYKUHUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenroBaHnoe HaMMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3sona crnpeii HasanbHbBIH 103upoBaHHbii 50 MKkI/ 1032

Active Ingredients /
JeiicTByloLlHe BelecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cnpest copepxkuT: AcicTBYIOLIee BelitlecTBO: MoMerasoHa (hypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MomerasoHa ¢ypoat 50,00 Mkr

Strength / losupoBka 50 mcg/dose / 50 Mkr/ao3a Date of Mfg. / lata npoussoacTBa 07/2024
Dosage form / Metered-duose nasal spray { Cnpeit Date of Exp. / Ionen 10 06/2026
JlekapcTBeHHasn gopma Ha3aJIbHBIA 103U POBAHHbIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Boinycka 26.07.2024
Batch No. / Cepusi Ne 12240747 Qty. Released / 32,160 BOT/

Koan4ecTBo BbINYILEHO ¢aakoHoB
Batch size / Pasmep cepun 34,722 BOT / pnakonos Mig.License No. / Jluuensus na MNB/10/832

NPOH3BOACTBO (HOMep)
Inspection Lot NoL/ 040000536259 Mfg. License Date / JInuensuns na 30/04/2020
PerucTpauvoHHblii HOMep aHaau3a MpOM3BOACTBO (1aTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (1ata)

. GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccus GMP cepTudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus rotosoro “SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
MFM--

API name / Haumenosanue AOC

Mometasone Furoate Monohydrate/
MowmertasoHa ypoara MOHOTUApPAT

API Batch No / A®C cepun Ne

23425(JM-01)-
001

Manufactured by / Ilpon3soaurenn

Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6ce Jlumuren, Unans

Ne | TESTS /IIOKA3ATEJIX

LIMITS / TPEBOBAHHAA

OBSERVATIONS /
PE3YJIBTATBI

14 | Microbiological Purity / Mu

Kpoﬁuonoruqeucaﬁ YHCTOTA

Total aerobic microbial
count / Ob1uee Yucio
a’poOHBIX
MHUKPOOPraHU3MOB

Total yeast and moulds
count / Obmee uucio
IOPOXIKEBBIX M TUIECHEBBIX

Not more than 10% cfu per 1ml of the product / He
6osee 10?2 KOE B 1 mx npenapara

Not more than 10' cfu per 1 ml of the product / He
6osee 10' KOE B 1 Mt npenapara

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

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

rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcytcTBue B 1 Absent / OtcyTcTBYET
MJI Mpenapata
Staphylococcus aureus Absence per 1 ml of the product / OtcyrcTBue B 1 Absent / OTcyTCcTBYET,
MJI ipenapara
15. | Assay / KoinuecTBeHHOe onpeaesieHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.8% /99,8%

MowmerazoHa gypoar

85,0 % no 115,0 % ot 3asBNEHHOr0 COAEPMAHUA

b) Benzalkonium chloride /
BeH3aJIKOHUS XJIOpHL,

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % o 120,0 % ot 3as4BIEHHOTO COAEPKAHUS

94.3% 94,3%

Prepared ByY Ioarorosun Checked By / IlpoBepua Approved By / Onobpua
Signature / IToanucs /(2/ (’——- %ﬁu
(g .
Date / Jlata 111071 247)’1 1 Iv1 A 1710)7!0'00"4
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA

JloxHOCTH

Deputy General Manager — QA

FCM/QA054/08.00




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 TOTOBOI'O IIPOAYKTA
Page 8 of 8/ Crp.8u3 8
Name of Product / MOMAT RINO
HaumeHoBaHue NPoayKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBAHHOE HAUMEHOBAHHE MowmeTa3zoHna cripeil Ha3aIbHBIN 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 '
JeitcTByIomue BelecTsa . 1 103a crpes coaepKuT: AcHCTRYIONICE BelecTBo: MoMeTasoHa dypoata MOHOTHApAT
51,72 mxr B nepecuere Ha Momeraszouna gypoar 50,00 Mxr
Strength / Jo3npoBka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / lata nponssoacTBa 07/2024
gosage form / Metered-d?se nasal spray { Cnpeit Date of Exp. / Conen 10 06/2026
ekapcTBeHHast popma Ha3albHbIM 103UPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / J/laTa Boimycka 26.07.2024
Batch No. / Cepus Ne 12240747 Qty. Released / 32,160 BOT/
KoanuecTB0 BbINYILEHO ¢rakoHOB
Batch size / Pazmep cepuu 34,722 BOT / ¢pnaxoHoB Mfg.License No. / Jluuensus wa MNB/10/832
NpoHu3BOACTBO (HoMep)
Inspection Lot No:/ 040000536259 Mfg. License Date / JInuensus na 30/04/2020
PerncTpaudoHHbIH HOMEp aHaJIM3a NMPON3BOACTBO (3aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 4,150
GMP ceprndukat (aara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepuducat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauns rorooro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykta Ne
Mometasone Furoate Monohydrate/ ' : MFM-
API name / Haumenosanne A®C © yaralel |\ py Batch No / A@C cepun Ne 23425(JM-01)-
Mowmera3oHa gyypoara MOHOTUAPAT 001
Manufactured by / llponssogutens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Humus
No | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATDBI
16. | Package Size / YnakoBka 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. /
Mo 120 no3 cycneHsud BO ¢UIaKOHE W3 MOJMITHIEHA BBHICOKOH IUIOTHOCTH C
JO3UPYIOIIMM YCTPOHCTBOM M KOJINAYKOM U3 MOJM3THICHA BbICOKOH moTHocTH. [To 1
(IaKoHy BMECTe C MHCTPYKILMEH 110 MeJULIMHCKOMY IPUMEHEHHIO B MaYKe KapTOHHOM.

Any deviation/Incident/QOOS: Non-applicable
OtkioneHusi/HecooTBeTcTBU/QOOC: HE NPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JITT-Ne(001710)-(PT-RU)-230123 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.” ,

3aK/il04eHHEe O COOTBETCTBHM: HACTOSAIMM MOATBEPKIAI0, 4TO MNPEJACTaBICHHAs Bblle HHPOPMALUA ABIACTCA
JOCTOBEPHOH ¥ TouHOM. JlaHHad cepuss Gbina MpousBeleHa (BK/IOUas yMakOBKY/MapKHPOBKY M KOHTPOJb Ka4ecTBa) Ha
YKa3aHHOH BbIINE TPOM3BOACTBEHHOH IUIOWIaJKE B TNONHOM COOTBETCTBMM ¢ TpeGosanusmu Hamnexaimei
TpoussoscTeenHoi paktvku (GMP) NOKaNbHBIX PEry/ATOPHBIX OPTraHOB M TPeGOBaHMAMH HOPMAaTHBHON JOKYMEHTalMH
JITT-Ne(001710)-(PT-RU)-230123 s peinka Poccun u yreepskaeHHol creuuduxauueit No SPC-CC-063688. IIpoToxons!
IPOM3BOJICTBA, YIIAKOBKH M IOKA3aTeJId KauecTBa JaHHOH cepuy ObLIK NPOaHATH3MPOBAHBI U C/IENIAHO 3AKIIOUEHHUE, YTO OHU
COOTBETCTBYIOT TpeGoBanusam Hamnexaueit ITpoussoacreerHoii [paktuku (GMP).

Preparge\By / Ioarotosus Checked By / IIposepua Approved By / OnoGpua
Signature / IToanuce [L& ’/)'—7 \7()\,0_57/
Date / lata 2 1e ) 1o Aalut)n '27’{,7/%%
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
JoARHOCTS Deputy General Manager — QA
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