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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIM3A TOTOBOI'O INIPOJAYKTA

Page 1 of 8/ Crp. 1 13 8

Name of Product /
HanmeHoBaHHe NPoAyKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBaHHOe HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmerasoHa crpeil HasaabHbIM 103upoBaHHbH SO MKI/1034

Active Ingredients /
JeiicTByoIe BeLecTBa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cripest coAepxuT: AeHcTBYIOMIEE BetwecTBo: MoMeTasona (ypoara MOHOIHApAT
51,72 mxr B niepecuere Ha Momeraszona dypoar 50,00 mxr

Strength / JosupoBka 50 meg/dose / 50 mkr/nosza Date of Mfg. / laTa npoussoacTea 03/2024
Dosage form / Métex'e({—df)se ’nasal spray i Crpeit Date of Exp. / Coften 10 022026
JlexapcTBennas popma HA32ILHBIN JO3HPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata spinycka 17.03.2024
Batch No. / Cepusi Ne 12240253 Qty. Released / 32482 BOT/
Koanuectso BBINYiIEHO (akoHoB
Batch size / Pasmep cepun 34,722 BOT / {nakoHos Mig. License No. / Jluuensust na MNB/10/832
NPOU3BOACTBO (HOMeED)
Inspection Lot NOL/ 040000514655 Mfg. License Date / JIuueHzns 1a 30/04/2020
PerucTpauuoHHbIil HOMep aHaJH3a NPOU3BOACTBO (AaTAa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/
GMP cepruduxat (ara)
o . GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruuxar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanus roroBoro SPC-CC-063688 Reference STP No. / CIIU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue ADC ; Y API Batch No / ADC cepus Ne 23414(IM-01)-
Mowerazona ¢ypoara MOHOIMIpaT 002
Manufactured by / IlpousBoaguresns | Aarti Pharmalabs Limited, India/ Aaptu ®apmanate Jlumuren, Muauns
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATDI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Ot Oesmoro g0 1oty Oeroro usera OT
TIONTYNIPO3pavyHON 0 HEnpo3payHoil KOHCHCTEH LN
rycTas CycleH3us.

non-transparent consistency. /
IMoutu 6enoro uBeTa
HeNpo3pauyHOW  KOHCHCTEHLMH
rycTas CyCIeH3us.

2. | ldentification / Upentudnrauus

a) Mometasone Furoate /
Momera3ona ¢pypoart

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 yZepKUBaHUsI OCHOBHOTO IMHMKa
Ha  XpoMmarorpamMMe  HCIBITYEeMOI'O  PacTBopa
JIO/DKHO COOTBETCTBOBATbL BPEMEHH YASPXKMBaHUSA
OCHOBHOI'O HMK4 Hd XPOMATOIPAMME CTAHHAPTHOLIO
pactBopa  {cM.  pasgen  «KomuuecTeHHOe
OTIPEAETIEHHE).

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
YASPXKUBAHUS OCHOBHOIO MUKa

Ha KPOMaATOrpaMMe
HCTBITYEMOTO pactBOpa
COOTBETCTBYET BPEMEHH
YACPKMBAHUSA OCHOBHOTO ITHNKa
Ha ~ Xpomarorpamme

CTaHIapTHOrO pacTBopa.

Prepared By / Hoarorosua

Checked By / Ilposepua

Approved By / OnoGpun

Signature / Hoanucs ny . Y ez
g / L ) A N
Date / lata 2150 Lol N NE r
A ‘}/’\O—;\ olM L U3 7 SN v]{) i B L? V%Y,
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Desi :
esignation / Officer-QA Officer-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
CEPTUOUKAT AHAJIM3A I'OTOBOT O IIPOAYKTA

Page 2 of 8 / C1p. 2 u3 8

Name of Product/ MOMAT RINO
Haumenosanne npoaykuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatentoBaHHOe HAUMEHOBAHUE MonmeTaszoHa crpeil HazaILHBLIR 103HpoBaHHbIA 50 MKr/1032
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTBY0O HE BelnecTsa 1 no3a cipes coaepxut: JelicrBylolee BelecTso: Momerasona ypoara MoHOI napar
51,72 mxr B niepecuere na Momerasona gpypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mkr/nosa Date of Mfg. / lata npousBoactaa | 03/2024
Dosage form / Mfalered-dv()se f]ﬂsal spray / Crpeii Date of Exp. / Foxen 0 02/2026
JlekapcTBennas popma Ha3aJILHBIA A03MPOBAHHDIN
Product code / Kog npoaykra SRUO030007E040401DK Date of release / JlaTa Boinycka 17.03.2024
Batch No. / Cepusi Ne 12240253 Qty. Released / 32,482 BOT/
KoanvecTso BbiylleHo (i1akoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢nakoHos Mifg. License No. / Jluuensust ua MNB/10/832
NpoH3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000514655 Mfg. License Date / JInnensus na 30/04/2020
PerucTpauuoHHblii HOMep aHaJu3a MPOM3BOACTBO (AaTA)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmxar (aara)
. R GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxaums rorosoro SPC-CC-063688 Reference STP No. / CTIH Ne 040944 '
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosaune A®C Y " | AP1 Batch No/ A®C cepus Ne 23414(JM-01)-
MowmeraszoHa (ypoara MOHOTMAPAT 002
Manufactured by / Ilpoussoaurtenn | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Manus
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHNA OBSERVATIONS /
PE3YJIBTATDI

b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ BeHzaakoHus xjaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci2 | corresponding to the retention
and Cjs in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomartorpamme | chloride homologues C;; and
] MCHBITYEMOro pacTBopa HOJDKHBI oOHapyxuBaTbesa | Cis in the chromatogram of the
TIMKHY, no BpEMEHaM ynepxusanusa | standard  solution. / Ha

} OOTBETCTBYIOILME NIMKAM TOMOJIOTOB GEH3ANIKOHMS | XpOMATOTPaMMe  HCIIBITYEMOTO
‘X“n‘?pmla Ciz u Cuu Ha XxXpomarorpaMme | pacTsopa o0HapyKHBAIOTCS
eTgHAAPTHOTO pacTBopa (cm. pasaen | mnuky, 1o BpeMEHaM

«IjionnquTBeﬂﬂoe onpenesieHue ). YIAEPKUBAHUA

COOTBETCTBYIOILHE TIUKaM
rOMOJIOTOB beHzanKoHus
xmopupa Ciz M Cis  Ha
XpoOMaTorpaMme CTaHAApPTHOrO

_ pacTeopa.
3. |pH From 4.30 t0 4.90 / Ot 4,30 no 4,90 4.68 /4,68
4. | Density / IlnoTHoCTD From 0.950 to 1.050 g/em?/ 1.011 g/lem®/ 1,011 r/em?
Ot 0,950 no 1,050 r/em’
5. | Viscosity / BazkocTs From 30 to 130 ¢Ps/ Ot 30 no 130 cIls 55.9 ¢cPs /55,9 cll3
Prepared By / Iloarotosua Checked By / HIpoeepua Approved By Onobpun

Signature / Ilognucs /i/ /’,&MW % (J%w

Lo - 7
Date / lara 10103] %14 o1 i 2006 |neoy
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
TlomrHocTs Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00




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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A I'OTOBOT O ITPOJAYKTA

Page3 of 8/ Crp.3u3 8

Name of Product/ MOMAT RINO
HaumenoBanue npoayKunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHToBAHHOE HAIMEHOBAHE MowmeTaszoHa cnpelt HasaibHBIR 103MpoBaHHbIH SO Mkr/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByromue sewlecrsa 1 no3a cripes colepxut: AcicTByIoLee BelecTBO: MoMeTasoHa (ypoara MOHOTHAPAT
51,72 Mkr B nepecyere Ha Mowmerasona ¢gypoar 50,00 mxr
Strength / losnpopka 50 meg/dose / 50 mxr/nosa Date of Mfg. / laTa npoussoacTsa 0372024
Dosage form / M'etercd—dvose 'nasal spray / Cnpeit Date of Exp. / Fonen 110 02/2026
JlekapcTBennan gopma Ha3a1bHBIA JI03MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jara Bpinycka 17.03.2024
Batch No. / Ceprsi Ne 12240253 Qty. Released / 32,482 BOT/
KoJsiinyecTBO BbINY1ieHO (u1aKoHOB
Batch size / Pazmep cepun 34,722 BOT/ pnaxonos Mig.License No. / Jluuensns na MNB/10/832
NPOK3BOACTBO (HOMep)
Inspection Lot NOL/ 040000514655 Mfg. License Date / Jluuensun na 30/04/2020
PerucrpaumonHbiii Homep anajusa TPOM3BOACTBO (1aTA)
Package size / Y nakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/ 5
GMP ceprudurar (nara)
- . GMP Compliance certificate No. / GMP-
Market / Poiok Russia / Poceust GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063688 Reference STP No./ CII Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanune A®C ) API Batch No / A®C cepusa Ne 23414(JM-01)-
MowmeraszoHa ¢ypoaTa MOHOTMIpaT 002
Manufactured by / Ilpoussoaureas | Aarti Pharmalabs Limited, India/ Aapru ®apmana6be Jlumurea, Mrams
Ne | TESTS /HHOKA3ATEJU LIMITS / TPEGOBAHUSA OBSERVATIONS /
PE3YJbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMOAANBHOCTL Ot 250 no 350 MOcwm/kr 291 mOcm/xr
7. | Net content / Macca Not less than 18 g/ He menee 18 r 184g/184r

COAEPIKUMOTO (hJIaKoHA

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 151 doses/ 151 no3

container / KomytuectBo / He menee 120 no3 (se cuuTas NEpRUUHYIO
o3 IPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Musnmym: 92.8%
Macca mo3bl theoretical dose mass / Maximum / Makcumym:108.1%

HupuBunyansHas Macca 1o3el: oT 85 % mo 115 % Average / Cpeanee: 102.6%
OT TEOPETHUECKON MACChl 1035, T )

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

Cpennsis Macca 1o3sl: oT 90 % no 110 % ot
TEOPETUYECKON Macchl ZO3bI

Prepared By / Hoarorosun Checked By / IIposepua . Approved By / Onobpua
H i : 7 '\?‘.‘ BRSNS
Signature / Ifoanuce // (‘,WMW_%_% /(3\ ij«i:”””“
Date / {ata y L T A\ . .
it )/()JO/Z,ZOLI N .,3/\‘“\ l«%?%"{j%(‘ﬂy
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
esighation Officer-QA Officer-QA Sr. Manager - QA

HousxHocTh

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A I'OTOBOT'O ITPOAYKTA
Page 4 0of 8 / Crp. 4 u3 8

Name of Product/ MOMAT RINO
HaumeHoBaHHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenateHToBaHHOE HAMMEHOBAHHE Monerazona Cﬂ])Ci;l HaszaabHLIHA }.103Mp0B‘dl~H~lbli’i 50 Mkr/j03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylomme Beuecrsa 1 no3a cnpes coAaepskuT: AeHCTBYIOILCE BeulecTBo: MoMeTaszoHa pypoara MOHOIMAPAT
51,72 mxr B riepecuere Ha Momeraszona dypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacTea 03/2024
Dosage form / Mf:tered-dvose nasal spray { Crpeii Date of Exp. / Fozen 10 02/2026
JlekapcTBenHasi popma Ha3JILHbIH JI03MPOBAHHBIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 17.03.2024
Batch No. / Cepust N 12240253 Qty. Released / 32482 BOT/
KoJinuecTBo BbINYLIEHO (I1aKOHOB
Batch size / Pasmep cepuu 34,722 BOT / guiakoron Mig.License No. / Jluuensust na MNB/10/832
NpPoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000514655 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauMoHHbIil HOMep aHAJIH3A Mpou3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Peinok Russia/ Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneungukauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC Y API Batch No / ADC cepus Ne 23414(JM-01)-
MowmerasoHa (pypoara MOHOMAPAT 002
Manufactured by / Hpoussoaurens | Aarti Pharmalabs Limited, India/ Aaprn ®apmana6e Jinmuren, Mnnus
Ne | TESTS/IIOKA3ATEJH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIbTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.6% / 100,0%
Pa3mep yactuu Yactuu pasmepom < 10 mxm — He MeHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacruu pazmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent Absent / OTCYTCTBYIOT
YacTHibl pasMepom > 30 MKM — AOJIKHBI
OTCYTCTBOBATD
11. | Sedimentation Stability / Not less than 5 min / He menee 5 MuH. Complies /
CeanMeHTalMOHHAS CooTBeTCTBYET
YCTOHYHBOCTDL
Prepared By, //lloaroTosna Checked By / Miposepun | Approved By / OnoGpua
Signature / Iloanucs ﬁ - \'w") >Q;&{, AN sy
Date / dara ) | 03( LolY e 1oy ,«),.k,,.\ 2o % é \ o e i’/‘ti
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
TlomAHOCTS Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00




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 I'OTOBOTI O IIPOAYKTA

Page Sof 8/ Crp.Su3 8

Name of Product/ MOMAT RINO
HanmeHoBaHue NpoAyKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenateHtoBaHHoe HAUMEHOBAHHE Monmeraszona cripel HazanbHbI 103upoBaHHslil 50 MK/ 1034

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTeyrolie BemecTsa 1 1032 capes copepuT: AelicTByiowee BeiecTBo: Momerasona ¢gypoara MoHoruapar
51,72 mxr B niepecuere Ha Momeraszona gypoar 50,00 mxr
Strength / JosnpoBka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npoussoacTsa | 03/2024
Dosage form / Mf:tered-di)se ﬁasal spray / Cnpeit Date of Exp. / Tonen a0 02/2026
JlekapcTBennas gopma Ha3aILHBIH J1O3HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlata Boinycka 17.03.2024
Batch No. / Cepust Ne 12240253 Qty. Released / 32,482 BOT/
KoandecTso BbINyLIEHO (iakoHOB
Batch size / Pasmep cepun 34,722 BOT / dnakonon Mg License No. / Jluuensusi na MNB/10/832
NpoU3BOACTBO (HOMeEp)
Inspection Lot NO'.,/ 040000514655 Mfg. License Date / JIuuexsus Ha 30/04/2020
Perucrpaunonublii HoMep aHaaIH3a npoH3BOACTBO (1aTa)
Package size / Ynakoeka 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/, 07
GMP ceprtudnkar (narta)
. " GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Pocens GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukanus roroBoro SPC-CC-063688 Reference STP No. / CITN Ne 640944 ’
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ) Y API Batch No / ADC cepust Ne 23414(JM-01)-
MowmeraszoHa ¢ypoaTa MOHOTHIpaT 002
Manufactured by / Ilpoussoauteas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Mnaus
No | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATbBI
12. | Impurities / Ilpumecu
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6HapyxeHO
[Tpumecu § DM
Impurity DMC / Not more than 0.15 % / He Goxee 0,15 % 0.004% /0.004%
Mpumecu DMC
I . Not more than 0.20 % / He 6onee 0,20 % 0.01%/0.01%
mpurity D /
[Tpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.05%/ 0,05%

impurity / EnuHu4Ho
HEeWAEHTUDUUMPOBAHHON
TIPUMECH

Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.19%/0,19%
Cymmsl npuMecei

Prepared By / [loaroroBua Checked By / IIposepua Approved By Opo6pus
Signature / Ilognucn L o Jj ,,,,,,,,,,,,, \f(:* {}iﬁ—w e
= e -
Date / Ila'ra )/0 ) ol / )/02 Li oy ”"\,.'-’\ ’ng:}) b ',Z ) E)A’j %‘%
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
JIOJIKHOCTE Officer-QA Officer-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{@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIN3A T'OTOBOTI'O ITIPOAYKTA

Page 6 of 8 / Cyp. 613 8

Name of Product/ MOMAT RINO
HaumenoBanue npoayKuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenroBaHHoe HAUMEHOBAHME MomeTtazona crnpel HazaabHbLIN JlosupoBanHbIi 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
JeiicTBylomue BewecTsa 1 103a cupest COACPXKUT: AeHCTBYIONICE BeliecTBO: MoMerazona dypoara MOHOIUAPAT
51,72 mxr B nepecuere Ha Momertasona ¢ypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npoussoacrea | 03/2024
Dosage form / M'etcred-dvose ?msal spray / Cripeit Date of Exp. / Coen 10 02/2026
Jlexkapcrsennas gopma Ha3a/1bHbIA J103UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara shinycka 17.03.2024
Batch No. / Cepust Ne 12240253 Qty. Released / 32,482 BOT/
KonnyecTBo BhINyliieHO (prakoHOB
Batch size / Pasmep cepum 34,722 BOT / paakoHon Mfg. License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000514655 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpaloHHbIH HOMEp aHAJIH3A npou3BOACTBO (xaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢,507
GMP ceprudukar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poceust GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunuxanus roToBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944 '
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C API Batch No / A®C cepusa Ne 23414(JM-01)-
Mowmeraszona ¢ypoara MOHOruapaT 002
Manufactured by / IIpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jumuren, Unaus
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI

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

. . from 10 vials) can deviate more than + 20% from the average i .
iformity of . Minimum / Musaumym: 95.3%
and Unifo ty o value and not any dose can deviate more than + 25% from the Y 0

Delivered Dose / Cpennsist average value. The mean should not exceed + 15 % of label Max1mum/MaKcuMyM:104.l%
JlOCTaBJIsTeMad 1032 H claim Mean / Cpennee:100.0%
ONHOPOAHOCTH If3t06 dosels deviate more than £ 20% but not more than £
o 25%, test another 20 vials.
AOCTABISEMOH N03LI 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. END / Kouen:
He Bonee 2 u3 20 no3 (10 Hauanbusix 03 1 10 KOHEUHBLIX J103) Minimum / Mutumym: 96.2%
MOTYT UMETh OTKJIOHEHUC OT CPEAHEro 3Hauehus Gosice uem . : o
+20%, ¥ HH OAHA 1033 HE JOPKHA HMETh OTKIOHEHHE OT Maximum / Makcumym:103.8%
cpenHero 3HaueHns Oonee ueM * 25 %. CpeaHee 3naueHUe He %
JOJDKHO npeBblitiath £ 15 % oT 3a8BieHHOTO.
Ecnn ot 3 10 6 103 UMEI0T OTKJAOHEeHUs Donee uem + 20 %, Ho
MmeHee ueM = 25 %, TO UCbITLIBAOT cheayomue 20 $haakoHoB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHEHHME OT CPEHHErO
3HaueHHsa Gonee yem £ 20 %, 1 HK 0/1HA JI03a HE JIOIDKHA UMETH
OTKJIOHEHHE OT CPeAHero 3HaucHHs Gonee uem % 25 %. Cpeanee
3HAYEHHE KOKJIOT0 ONPEASICHNS HE OHKHO NPEBbIaTh = 15 %
OT 3asBJICHHOTO.

Prepared By / Iloarorosua Checked By / Ilposepuut Approved Bffz Onebpuan
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®HUKAT AHAJIM3A I'OTOBOT'O INIPOAYKTA

Page 70f8/Crp. 7Tu3 8

Name of Product/ MOMAT RINO
HaumenoBaHue npoAyKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTteHTOBAHHOE HAUMEHOBAHHE Momerazona cnpelt HazaabHBIH 103UpoBalHbIN SO MK/ 1032
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeitcTBylouine Bemecrsa 1 no3a cripes coxepxut: aelicrayouiee Beiectso: Momerazona Qypoara MOHOTUAPAT
51,72 mxr B nepecyere Ha Momerasona Qypoar 50,00 mxr
Strength / Jlozuposka 50 mcg/dose / 50 mxr/o3a Date of Mfg. / lata npousBoactsa 0372024
Dosage form / Mf:tered-duose ’nasal spray f Crpeii Date of Exp. / Foten 10 02/2026
JlexapcrseHHas popma HA3aIbLHBIA JO3MPOBAHHBIHA
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 17.03.2024
Batch No. / Cepust Ne 12240253 Qty. Released / 32,482 BOT/
KosinuecTBo BuinyuieHo (rakoHOB
Batch size / Pasmep cepun 34,722 BOT / $niakonos Mig.License No. / Jluuensus na MNB/10/832
NMPOHU3BOACTBO (HOMeEP)
Inspection Lot NO',,/ 0400005 14655 Mfg. License Date / JIuwen3us na 30/04/2020
PeructpauHoHHBIR HOMEp aHAIU3A NpOoU3IBOACTBO (AaTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poisox Russia / Poccus GMP cepudHxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurauus roTosoro SPC-CC-063688 Reference STP No./ CITN Ne 040944 ‘
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune ADC API Batch No / ADC cepus Ne 23414(JM-01)-
Mownerazona ypoara MOHOTHIpAT 002
Manufactured by / Hlpouseoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Maaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJILTATDI
14 | Microbiological Purity / Mukpo6uosiorndeckasi 44cToTa
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obuiee uncio Gosee 102 KOE B 1 M1 npenapara Menee 10 KOE/mn
a3pOo0HbIX
MUKPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Obwee yncno Gosnee 10! KOE B 1 mn npenapara Menee 10 KOE/mn
JIPOAOKEBBIX U IIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtrcyrcrBue B 1 Absent / OTcyTcTBYET
MJI TIpenapara T
Staphylococcus aureus Absence per 1 ml of the product / Otcytereue B 1 Absent / OTcyTpTgyéT
MJI fpernapara ’
15. | Assay/ KosinyecTBeHHOe onpenesieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Or
Mowmetasona ¢gypoar 85,0 % 5o 115,0 % ot 3asiBNIEHHOTO CONEPIKAHUA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot
bensankonus xyuopun 80,0 % mo 120,0 % oT 3as1BJACHHOIO CONEpKaHuUs
Prepared By / Iloarorosua Checked By / Ilposepua Approved By / Ono6pua
. B ‘\' i "
Signature / Hoanuce o w”’f'!‘f S ;fj{r {ﬁ}i«;}ww
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Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A TTOTOBOTI'O ITPOAYKTA
Page 8 of 8 /Crp.8n3 8

Name of Product / MOMAT RINO
HanmeHoBaHue npoayKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenToBaHHOE HAMMEHOBAHHUE MowmeTasoHa crpeil HaszalbHbIA 103upoBaHHLIH S0 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
JeiicTBylolne BeLuecTBa 1 noza crpes conepxut: AeHCTBYIOIEE BELIECTBO: MoMeTasoHa (ypoara MOHOTHApAT
51,72 mxr B nepecuere va Momerazouna ¢ypoar 50,00 mkr
Strength / lozuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa nponsBoactea 03/2024
Dosage form / I\/'lfttered-df)sc 'nasal spray / Cnpeit Date of Exp. / Toaen 10 02/2026
JlekapcTBenHasn gopma HaszanbHbIH A03KPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 17.03.2024
2
Batch No. / Cepust Ne 12240253 Qty. Released / 32,482 BOT /
KoJinuecTso BINymeHo (pnakonon
Batch size / Pazmep cepuu 34,722 BOT / gnaxonos Mfg.License No. / Jlnuensus ua MNB/10/832
ApoOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000514655 Mfg. License Date / Jinuensus na 30/04/2020
PerucrpaunoHHbIil HOMEp aHAJU3A NPOU3IBOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / | ;g9
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Q D
Market / Petnox Russia / Poccus GMP ceprudukar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cremmgpuxauus rotoBoro SPC-CC-063688 Reference STP No./ CITU Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C N Y API Batch No / A®C cepusa Ne 23414(IM-01)-
MowmeraszoHa Qypoara MOHOTHIpAT 002
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumurea, Unaus
Ne | TESTS /INOKA3ATEJIN LIMITS / TPEBOBAHHNA OBSERVATIONS /
PE3YJILTATDBI
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. /
Ho 120 mo3 cycnemun BO ¢raKkoHe W3 TOJIMITHICHA BbICOKO TUIOTHOCTH €

Any deviation/Incident/OOS: Non-applicable
OTtxkaonennsi/necoorBercTBH/OOC: HE MPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accur
been manufactured including packaging and quality control at the abovementioned site in full>compliance with th,.g/GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(0 w\‘l());(PF RUQ*?BOIB in
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processmg,“pac”kagmg and
analysis reviewed and found to be in compliance with GMP.”

3axnlo4eHne 0 COOTBETCTBHMM: HacTOAIMM INOATBEPIKAAIO, UTO MpEICTaBiCHHAas Bhime uHpopMamusa sBseTCs
JoCcTOBepHOM U TouHOH. JlanHas cepus Obina nmpousBeneHa (BWIKOUYas YNaKOBKY/MapKUPOBKY U KOHTPOJB KauyecTBa) Ha
yKa3aHHOH Bbllle [POM3BOACTBEHHOH MIOWIaZKe B TIONIHOM  COOTBETCTBMM ¢  Tpebopanusamu  Hamrexaiueit
[Mpoussoacteennoil Ipakruku (GMP) noxanbHBIX PEryasiTOPHLIX OPraHOB W TPeOOBaHUAMHU HOPMATUBHOM AOKYMEHTALUH
JHI-Ne(001710)-(PI-RU)-230123 mna puinka Poccun ¥ yTBepxkaeHHoU crenudpukampeit No SPC-CC-063688. TIpoTokost
NPOU3BOACTRA, YNIAKOBKM U NOKA3aTENU KauecTBa JaHHOH cepuy ObLIN NPOaHATU3UPOBAHBI M CHEIAHO 3aKJIYESHUE, YTO OHU
cOOTBETCTBYIOT TpeboBanusiM Hannexaineit Ilpoussoncreensoi Ipakruku (GMP).

This batch of product has
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