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Clen ma rk pha rmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205. India
Phone: +91-1795 249300 Fax:+91-1795249310 email:glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJII,I3A f OTOBOI O ttPOAyKTA

tlol
Name of Product /
Ha urueroaaH rre n poayKur.tr

MOMAT RINO
MOMAl'PLIIIO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:loHa cnpefi ua:a,rrusrfr no:flposaHHufi 50 uxr/noga

Active Ingredients /
left crayroutue BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I qosa cnper coaepxuT: neficrsyrcuee BeurecrBo: Mouera:osa Qypoara MoHort4.qpar

51.72 runr B rreDecrrere ua Mouerasoua dvpoar 50.00 narcr

Strensth / noruposra 50 mcg/dose / 50 narr/aora Date of Mfe. / nara nporcaoAcrBa 07/2024
Dosage form /
JlexapcreeHHaq donura

Metered-dose nasal spray / Cnpefi
nagal rHsrfi aosr.lpo gaHI.rslfi Date of Exp. / foaes ao 06t2026

Product code / Koa rDollvKra sRU030007E04040 I DK Date of release I Ilara BbrnvcKa 26.07.2024 .

Batch No. / Cepua J\b t2240748 Qty. Released /
Ko.nuqec'rso BbrnyrueHo

32,160 BOT /
dllaroxon

Batch size / Pasruep cepuu 34,722 BOT / tpraroHon
Mfg.License No. / Jtrruenrr.rq xa
nDorr3BoflcrBo (uoneo) MNB/t0/832

Inspection Lot No. /
PerlrcrpauuoHHuft uonaeo aHaJrrr3a

0400005364r 9
Mfg. License Date / Jluqenrilq Ha

nnournoncrso (nara) 30/04t2020

Package size / Ynarconrca 120 Doses I 120 zos
GMP Compliance certificate Date /
GMP ceprudxrar (aara) 18t06/2020

Market / Psrnox Russia / Poccur GMP Compliance certificate No. /
GMP ceprudr.rrar (noruep)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQnrcauuq roroBoro
nnoavrra J\b

sPC-CC-063688 Reference STP No. / C[}I.]l] STP-CC.
040944

API name / HaweHoaaHre A@C
Mometasone Furoate Monohydrate/
Monrera:osa t[ypoara MoHorxrpar API Batch No / AIDC cepua .l\&

MFM-
23425(tM-0t\-
001

Manufactured bv / nnoursoarrerr Aarti Pharmalabs Limited, India./ Aapru @aDnra:ra6c Jlrauurer' Lfutuus

J\T TESTS / TIOKA3ATENI{ LIMTTS / TPEEOBAH}I.g OBSERVATIONS /
PE3YJIbTATbI

I Description / OnucaHue White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eroro Ao florrrr,r 6eroro rlBera or
flonynpo3par{Hofi Ao Helpo3paqHofi xoscuc'reHrluu
rvcra, cvc[eH3urr-

Off-white thick suspension of
non-transparent consistency. /
floqru 6enoro uBera
He[po3parrHofi roucucreHllx!I
rvcra, cvcleH3l,I{.

, Identifi cation / I,IaeurndrrKaur{r
a) Mometasone Furoate /

Monrerasona Qypoar
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). / Bpert,Ia yaepxr.rBaHnfl ocHoBHoro ILIKa

Ha xpoMarofpaMMe r.rcrrbrryeMoro pacrBopa

AOJTXHO COOTBeTCTBOBaTb BpeMeHr,r yAepxr.rBaHr.rf

ocHoBHoro flr,rKa Ha xpoMarorpaMMe cTaHAapTHoro
pacTBopa (cu. , pa3AeJr (Korr,r.{ecrBeHHoe

orrpeAeJreHrre))).

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 / Bpeur
yAepxLIBaHI,Ifl OCHOBHOTo II,IKa

Ha xpoMaTorpaMMe

HcnbrTyeMoro pacTBopa

cooTBercrByeT BpeMeHI,I

y.{epx[rBaHH, ocHoBHOrO III{Ka

Ha xpoMarolpaMMe
CTAHIADTHOTO DACTBODA.

PrepargdlBy / [Io4roronu.n Checked By / flporepu.n Approved-By / Oao6pr.r.r

Signature / IloAnucr /w, ,-)-' YiW
Date I [ara $ \o1l l."t Y 'nb1l^-\ lt lm hw.t
Name/@[IO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
.(o.nxHocrr

Officer-QA Sr. Oflicer-QA
Deputy General Manager - QA

FCN,{/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205.India

*1e*A*tareE< 
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII43A TOTOBOI O TIPOAyKTA

il3XolI
Name bf Product /
HanrueHoeaHlre npoayKuL[l

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HarlMeHoBaHI{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouerarosa cnDe il Haga,rsnsrfi no:upogaHnuft 50 urr/ao:a

Active Ingredients /
[eft crayrcullre BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I nora cnper coaepxr4r: leficruyrouee BeulecrBo: Moueraloua $ypoara MoHorurpar
5 1.72 urr B rreDecqere ua Molreragoua 6ypoar 50,00 urr

Streneth /.llornposrca 50 mcs/dose / 50 vrrho:la Date of Mfe. / Aara npoursoacrBa 07t2024

Dosage form /
-IIelcencrseunes rhonura

Metered-dose nasal spray / Cnpefi
saga,tsnstfi rogHoosaHHrrfi

Date of Exp. / foaen ao 06t2026

Product code / Koa nDonvKTa sRU030007E04040 I DK Date ofrelease I Ifara BblnYcrca 26.07.2024

Batch No. / Cepun J\I 12240748 Qty. Released /
Ko.nuqecrno BbtnvrueHo

32,160 BOT /
draxoHos

Batch size / Parmep cepuu 34.722 BOT / $narouor
Mfg.License No. / JInuexrNs sa
n Do r.r3BoacrBo ( xou ep)

MNB/10/832

Inspection Lot No. /
Perr.rcrnauuosxufi nonen aHaJI143a

0400005364 I 9
Mfg. License Date / Jluueurus sa
noouseoacrso (aara) 30t0412020

Package size / YnarosKa 120 Doses I 120 tos
GMP Compliance certificate Date I
GMP cenrr.rdurar (aara)

t8106/2020

Market / Pslsor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceorudxrar (uomep)

GMP.
01556/20lIN

Reference Specification No. /
CneuuQurauufl roroBoro
nnoavrra.l\&

sPC-CC-063688 Reference STP No. / C[lI Ne
STP-CC-
040944

API name / Haumeuonanue AIDC
Mometasone Furoate Monohydrate/
MolreragoHa rfrypoara MoHof rrApar

API Batch No / AOC cepua.l\&
MFM-
23425(JM-01)-
001

Manufactured by / llpoussoaurenu Aarti Pharmalabs Limited. India./ Aaprra Oaprr,rana6c Jlilr'auteA, HHruq

.Ilb TESTS / TIOKA3ATENI4 LIMTTS / TPEEOBAHI,I.fl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ Eeuraaxoruq xflopu

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Crz

and Cra in the chromatogram of the standard
solution (refer to Assay). / Ha xpouarorpaMMe
r{cnbrTyeMoro .pacTBopa .rloJrxHbr o6HapyxuBaTbc,
nnKll, no BpeMeHaM yAepxI.rBaHIrrI

coorBeTcrBylou,fie [r,rKaM roMoJloroB 6eH:alxoHnx
xJIopIIAa Cn u Cg Ha xpoMaroIpaMMe
craHAaprHoro pacrBopa (o,r. pa3aen
(Konu'{ecrBeHHoe ortpeaeneHr{e)).

The chromatogram of the
sample solution contain peaks

corresponding to the retention
times of peaks of benzalkonium
chloride homologues Crz and
Cu in the chromatogram of the

standard solution. I Ha
xpoMaTorpaMMe I,IcnblTyeMolo

pacrBopa o6HapyxllBalorcq
nI,IKI{, [o BpeMeHaM

yAepxI,IBaHI,I,I

cooTBeTcTByIouHe II,IKaM

roMonoroB 6engalronr.rs
xJlopuAa Cn rr Cr+ Ha

xpoMaTorpaMMe cTaH,4apTHolo
DACTBODA.

3. DH From 4.30 to 4.90 / Or 4.30 no 4,90 4.609 /4.609
4. Density / lllornocru From0.950to 1.050 !cm3 I

Or 0,950 ao 1,050 r/crrr3

1.013 g/cm3 /1,013 rlcu3

5. Viscositv / Bqsnocrs From 30 to 130 cPs / Or 30 .uo 130 cfls 38.8 cPs / 38.8 cfle

PreoaredJy / [oarorosuJr Checked By / flpooepur Approved Byr{ O" ao6pu.n

Signature / fioAnucr /w -1 \{,uby
Date /.{ara 11 lrllloLY '?11€1 l1''\ lr lnr ktavt
Name / <Dtr{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.nxHocru

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCrU/QA054/08.00



6ler:xwam}*
,\ ucri' w.ii il,r ,, u,:u''uorlci

Glen mark pha rmaceuticals Ltd
Vilta-qe: Kishanpura. Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1195 249300 pzx; +9 I -1195 249310 ernail: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI{KAT AHAJII,I3A IOTOBOTO IPOAyKTA

il'lot

Name of Product i
HallnreHosaH ue n poayKulrtl

MOMA-T RINO
MOMA'f PI,lHO

Generic name /
HenareurosaHHoe HauMeHoBaHHe

Mometasone Metcred-dose Nasal Spray 50 mcg/dose

Mo u era:oua cn pe fi uaga,l ust t il Ao: I.t po saH nsl fi 5 0 rra rcr/.qo:la

Active Ingredients /
[efi cruyrcutne BelrlecrBa

1 dose of ttre ipray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .aora cnper coaepxlrr: .{eftcrnyrcu1ee BelrlecrBo: Moltera:osa Sypoara MoHorl{Apar

5 1.72 rr,rxr B repecqere sa Mo:nera:losa Qypoat 50,00 urcr

Strensth / noruposra 50 mce/dose / 50 urr/ao:a Date of Mfe. /,llara npoucsoacrBa 07t2024

Dosage form /
JleKancrsexuaq dopMa

Metered-dose nasal spray / Cnpefi
ualalrusrfi aorlrpoeaHHutfi

Date of Exp. / foaes ao 06t2026

Product code / Koa nporYmra sRU030007E04040 I DK Date of releas e I llara BbrnvcKa 26.07.2024

Batch No. / Cepur Ne t2240748 Qty. Released /
Koruqecrso BbtnYueHo

32,160 BOT /
tbrarcoHos

Batch size / Parnaep cepr.rn 34,722 BOT / QraroHon
Mfg.License No. / JInueHrrq Ha

rrDou3Bo,ucrBo (nornep)
MNB/10/832

Inspection Lot No. /
Perucrnaruoxssrfi nouen aHaJrt|3a

040000536419
Mfg. License Date / Jluueurus ua
nnorrnoncrgo (aara) 3010412020

Package size / Ynarosrca 120 Doses I 120 loz
GMP Compliance certificate Date /
GMP cep'rudurcar (Aata)

18t0612020

Market / PuInor Russia / Poccr.rs
GMP Compliance certificate No. /
GMP ceprudurcar (HorueP)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQuxaqils roroBoro
npoavrra ]lit

sPC-CC-063688 Reference STP No. / C[I'I Jt]
STP-CC-
040944

API name / Hakil,renoeaHue A@C
Mometasone Furoate Monohydrate/
Morr,rerasou a Qypoara M oHorlupar

API Batch No / AIDC cepun Jlb

MFM-
23425(JM-0r)-
00r

Manufactured bv / llpouseoAurens Aarti Pharmalabs Limited, India/ Aapru @aprrla,'ra6c lluuure 4 Vur.ttt

J\t TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAH}I.g OBSERVATIONS /
PE3YJIbTATbI

6. Osmolality /
OcDro.EqauHocru

From 250 to 350 mOsm/Kg
Or 250 ro 350 ruOcnt/rr

293 mOsm/Kg
293 rvrOcrra/xr

,7 Net content / Macca
coAepxr{Mofo oraKoHa

Not less than l8 g / He rr,reuee l8 r 18.3 g / 18,3r

8. Number of deliveries per
container / Koauqecrso
ll()3

Not less than 120 doses (discard the first pumping)
/ He uenee 120 .qos (ne cvuraa [epBI'IrIHyIo
npoxauxy)

147 doses I 147 noz

9. Pump delivery /
Macca rossr

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

theoretical dose mass /
l4uytasuayatrbHtul Macca Ao3bI: or 85 Yo lo ll5 Yo

or reoperr,rqecKofi Maccbl Ao3bI;

Average mass of the dose: from 90oh to ll0o/o of
the theoretical mass of the dose /
CpegHrr Macca Ao3bt: or 90 Vo.qo I l0 % or
Teoperr,rqecKofi Maccbl Ao3bI

Minimum / Muuuuyu: 98.1%

Maximum / Maxcltt'lYrra:107 .8Yo

Average / Cpe.unee: 103.5o/o

-z11nf -n11 \ cr Yl.at-\
Yogesh Kumar MehtaName / (DI{O

Deputy General Manager - QA
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Glen ma rk pha rmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil:

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1195 249300 Fax: +91-1795 249310 email: slenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJII,I3A f OTOBOI O tIpOAyKTA

4of8/
Name of Product /
HaurilenosaH r,te n DotrvKU l, l,

MOMAT RINO
MOMAT PI4IIO

Generic name /
HenareHrosaHHoe HauMeHoBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMerasoHa cupeil uagalsHsrii aognDosaHssrfi 50 Naxr/losa

Active Ingredients /
fleficrsyroque BeuecrBa

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

calculated fbr Mometasone Furoate 50.00 mcg
I 1o:a cnper coaepxr4T: reficrsyrcxlee BeulecrBo: Monera:osa rfypoara MoHorr4npar
5 1,72 urr B nepecqere Ha Mouerasosa Sypoar 50,00 urr

Strensth / nosrposma 50 mce/dose / 50 urr/aora Date of Mfe. /.Ilara npoureoacrBa o7/2024
Dosage form /
JlercaDcreeHHaq dooru a

Metered-dose nasal spray / Cnpefi
Ha:a,ruu urfi ao:lroosaHHsril

Date of Exp. / l-oaen ao 06/2026

Product code / Koa noolrvrcTa sRU030007E04040 I DK Date ofrelease I Aara BbrnycKa 26.07.2024

Batch No. / Cepnn Jl! 12240748 Qty. Released /
Koruqecrno BbrnyrueHo

32,160 BOT I
6aaxoHos

Batch size / Pawep cepr.rr,r 34,722 BOT i Qraronoa
Mfg.License No. / JIrueHrrq Ha

nnoHlRorrcrRo (rroruen) MNB/10/832

Inspection Lot No. /
PerucrDauuoHnuft uoruep aHaJU3a

0400005364r 9
Mfg. License Date / Jluuenrus Ha

nnnurnoncrno lnerr) 3010412020

Package size / YnarcoeKa 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceprrdurar (aara) 18t06t2020

Market / Pslxor Russia / Poccr.rs
GMP Compliance certificate No. /
GMP ceorudurcar (uorrrep)

GMP-
01556/20ltN

Reference Specification No. /
Cneur.rSr.r rca ur.rq roroBoro
nooavrcra.Il!

sPC-CC-063688 Reference STP No. / CIIU ]! STP.CC.
040944

API name / HarmexoeaHue A@C
Mometasone Furoate Monohydrate/
Molaera-:oua Sypoara MoHorr4rpar

API Batch No / AOC cepur Il!
MFM-
2342s(tM-01)-
001

Manufactured by / llpoureo.[rlrerr Aarti Pharmalabs Limited. lndia/ Aaoru @aonraaa6c lluv,uret. Vgl;as

.lll TESTS / TIOKA3ATEJII,I LIMITS /TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Pa:rrep t{acrnu

Particles < l0pm in size: Not less than90Yo
tlacruu pa3MepoM < 10 rrrrcu - He MeHee 90 0Z'

Particles < 30pm in size: 100%
9acruu pa3MepoM < 30 rurcrvr - 100 %

Particles > 30pm in size: Should be absent
rlacruqut pa3MepoM > 30 uru - AoJrxHbr
oTcyTcTBoBaTb

l00.OYo / l00,0Yo

100.0% / t00,0yo

Absent / Orcyrcrnyrcr

11 Sedimentation Stability
CeAuruenraulloHHafl
ycToilqr{BocTb

Not less than 5 min / He ueuee 5 ur.ru. Complies /
Coornercreye,

Prepargd\By / lloaroroer.rr Checked By / llponepn.n Approvedly / Oao6pu"n

Signature / lloAnr.rcs /Y, Yrlrv
Date /.llara ).11 or \UL\ '".11.fl l''-1 flt oT lnA)-+t
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
flo.nxuocrr

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCIWQAO54/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi.

Distt. Solan Hinrachal Pradesh I 73205. India

q*-*nt*anti Phone;+91-1795 249300 Fax: +91-1795249310 email:glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII43A IOTOBOIO TIPOAYKTA

5of8/C'ro.5u:8tH3

Name of Product /
Hat,IMeHoeaHue nDoayKulrl{

MOMAT RINO
MOMAI'PHHO

Generic name /
HenareHToeaHHoe Hat MeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Monera:osa cnoefi sa:a,tsusrii .uo:lnDo gaHnul fi 50 u rr/ao:a

Active Ingredients /
fleiicrayrcutue BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I gora cnper corepxxr: 4eiicrryroutee BeluecrBo: Mot.lera:loua Qypoara MoHofl{apar

5 1,72 ur<r B repecr{ere na Moneralosa Qypoar 50,00 urcr

Strensth /.[Lorupoerca 50 mcg/dose / 50 Mrnfuosa Date of Mfe. /,llara npoursoAcrBa 07t2024

Dosage form /
JlerapcrseHHaq dopMa

Metered-dose nasal spray / Cnpeil
na,ga,r sH ufi -n o:r,roo gaHH stii

Date of Exp. / I-oaeu qo o6/2026

Product code / Koa rpo,rlYKra sRU030007E04040 I DK Date of release I na'ra BbrnYcrca 26.07.2024

Batch No. / Cepua J\! t2240748 Qty. Released /
Ko.nuqecrao BbrnYueHo

32,160 BOT /
6JraroHos

Batch size / Parmep cepuu 34,722 BOT / $raronoe
Mfg.License No. / JIruenruq na

nDou3BolrcrBo (Homeo)
MNB/r0/832

Inspection Lot No. /
PerucrpaunoHusrfi soneD aHaJIH3a

0400005364r9
Mfg. License Date / JluueHcuq Ha

nno[reoncrso (aara) 30104t2020

Package size / Vnarosrca 120 Doses I 120 tot GMP Compliance certificate Date /
GMP ceprn0nrcar (Aara)

t810612020

Market / Pusotc Russia / Poccl.rs
GMP Compliance certificate No. /
GMP ceorlrdlr rar (nonaep)

GMP.
0 r 556/20lrN

Reference Specification No. /
Cneuu$uraufis roroBoro
nooavrra.l\l!

sPC-CC-063688 Reference STP No. / CIIl'l J$
STP-CC-
040944

API name / HaumenonaHue A@C
Mometasone Furoate Monohydrate/
Monaera:oua Qypoara MoHorl4.qpar

API Batch No / A@C cePnn Ne

MFM-
23425(JM-01)-
001

Manufactured by / [Iponseoaflreru Aarti Pharmalabs Limited. India/ Aamr.r Oapl.rala6c IluuureL l4qruq

nb TESTS / TTOKA3ATEJIH LIMITS / TPEEOBAHI,Iq OBSERVATIONS /
PE3YNbTATbI

12. Impurities / Ilpnuecn
Impurity 8 DM /
flpr,rruecn 8 DM

Impurity DMC /
llpuueclr DMC

Impurity D /
flpuuecu E

Any individual unspecifi ed

impurity / EnranruHofi
He r4Ae HTr,ro[qrrpoBaHHo r
nprrMecr4

Total impurities /
Cyuurr [pr.rMeceil

Not more than 0. l5 oh I He 6olee 0, l5 7o

Not more than 0. 15 o/o I He 6onee 0,15 %o

Not more than 0.20 %o I He 6orce 0,20%o

Not more than 0.20 Yo I He 6orce 0.20%o

Not more than 0.60 oh I He 6otee 0,60 Yo

Not Detected/ He o6napyxeuo

Below LOQ /HuNe IIKO

0.01% /0.01%

0.02%10,02yo

O.tl% I O,llyo

Preparey'ly / lloAroroeur Checked By / Ilpoeepu.rI Approved p1; / Oao6pu.tt

Signature / IIoAnucr M -1 YL0q-
Date / Aara -1,\ lo.J I I-lr, /]|.1t,/1l\ l,1l sqln.a>t
Name / @110 Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
flolxnocru

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCI!,I/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi,

Distt. Solan tlimachal Pradesh 173205. India

qt_enlmAru&e Phone: +91-1795 249300 Fax: +91-l 795 249310 email: elenmark@bom2.vsnl.net.in
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI'IOI4KAT AHAJ'II43A f OTOBO[ O IIPOAyKTA

6of8/ 6urll
Narte of Product /
HaunaeHoeaHrle nDoAyKul4L

MOMAT RINO
MOMA-I PI4}IO

Generic name /
Hena.reHrosaHHoe HaI{MeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoMetasoHa cnDefi ua:a,lr,sslfi ao:tlposaunsrfi 50 u rr/no:a

Active Ingredients /
[eilcrnyrcuue BeulecrBa

i dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coaepxr.tr: .4efrcreyrculee BetuecrBo: Moueragoua $ypoara MoHorurpar

5 I .72 u rr B nepecqere sa Mouera:loua dypoar 50,00 turr
Strensth / no*rnoerca 50 mce/dose / 50 uxr/aora Date of Mfs, / Aara nponrrorcrBa 07t2024

Dosage form /
-IIerancreeHHaq 6onMa

Metered-dose nasal spray / Cnpefi
ua:alsuutfi norHposauHulil

Date of Exp. / foaeH ao 06t2026

Product code / Koa rDo.uvKTa sRtJ030007E04040 I DK Date of release I Lara BblnycKa 26.07.2024

Batch No. / Cepun J\!t 12240748 Qty. Released /
Koflnqecrso BbrnYUteHo

32,160 BOT i
duaxosos

Batch size / Parruep cepuu 34,722 BOT / t[,raxonor
Mfg.License No. / JIuueHsnq Ha

n Do lt3 Bo,llcrBo (norr,r ep)
MNB/t0/832

lnspection Lot No. /
Perlrcr:DauuoHHsrft uoruep aHaJIu3a

0400005364 I 9
Mfg. License Date / JluqeHrrq Ha

nnollrsoacreo (aara)
30t04t2020

Package size / Ynarcoera 120 Doses I 120 tos
GMP Compliance certificateDate I
GMP cepru0urar (aara)

18t06t2020

Market / PurHox Russia / Poccr.rg
GMP Compliance certificate No. /
GMP ceorr.rdnrar (sonrep)

GMP.
01556/20/IN

Reference Speci{ication No. /
Cnequ$uxaqur roroBoro
nnorvrra.l\!

sPC-CC-063688 Reference STP No. / C[I{ Ns
STP-CC.
040944

API name / HanmegosaHue A@C
Mometasone Furoate Monohydrate/
Mouerarona (lypoara MoHorl4Apar

API Batch No / AIDC cepur J\!
MFM-
2342s(tM-01)-
001

Manufactured bv / npoursoAtrrert Aarti Pharmalabs Limited, India/ Aaprlr @aplaana6c Jluruurea, Hnar'tj

J\t TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI'Ifl OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / CpeAHna

AOCTaBJrfeMaq AO3a II
oAHOpOAHOcTb

AOCTaBJTfleMOft AO3br

Not more than 2 of 20 doses (1 0 initial doses and l0 final doses

from l0 vials) can deviate more lhan + 20o/o 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 + 20o/o but not more than +

25Yo,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%ofrom the average value. The mean of each determination
should not exceed + 15 % of label claim.
He 6o,ree 2 uz20 lot (10 HavarsHrtx ao: u l0 xoueqsurx Ao:)
Mor).T HMer6 orKJroHeHHe or cpeaHero 3HaqeHu, 6olee qeu

+20o/o, u Hl.I oAHa AO3a He .qonxHa ITMeTL OTKJIOHeHI'Ie oT

cpeAHerc 3HaqeHu.f, 6olee qeu +25yo. Cperyee 3HaqeHre He

aonxHo npeBbruarb + I 5 7o or :aqsrleHHoro.
Eclu o'r 3 ao 6 ao: HMetor orK:IoHeutrc 6oree qeu +20yo, Ho

MeHee qeM + 25 %:o, to [cnstrbrBaror cjlea]rculHe 20 tfiarouoa.
He 6o,ree 6 uz 60 ao3 Mor,T HMerb orKJIoHeHne or cpeaHero

3HaqeHUc 6Olee qelr + 20 %o, u HII OAHa AO3a He AOJD(Ha I{MeT6

orKJroHeHI,Ie or cpeaHero 3HaqeHufl 6olee qeu +25 %o. Cpeauee

3HaqeHI4e KaxAoro onpeaeneHu, He AoJrxHo npeeumarr + l5 7o

OT 3A'BJICHHOIO.

Beg / Ha.rano:
Minimum I Muwurvryu: 9 5Yo

Maximum I Maxcuuy u : I 04%o

Mean / Cpeanee:100%

END / Koneu:
Minimum /Mwnuuyu:96Yo
Maximum / MaxcrEuyrr,r: I 04%o

Mean / Cpeanee: 100%

PrepayddBy / [IoAroronu.n Checked By / [Ipoeepu.rI Approvedly I Oao6pult

Signature / IloAnncs /w CI Y,W
Date I [ara -l1tt1\L11,.1

-ut lo^hy\ grlnqlaoc-,.
Name / OI{O Yogesh Kumar Mehta Atul Kumar

l'

Kamal Kishore

Designation /
[o.nxnocrs

Officer-QA Sr. Officer-QA Deputy General Manager - QA

.00



Clen mark Pha rmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi.

Distt. Solan Himachal Pradesh 173205, India

q1ef*XWAmk Phone: +91- 1795 249300 Fax: +91-1 195 249310 email: glenmark@boE2Jsdle!.tr
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OIIKAT AHAJII43A TOTOBOIO TIPOAyKTA

Pase T of S lClo.l st8
Name of Product /
HaunaeHosaH ue nDonyKuuu

MOMAI- RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe HauMeHoBaHI,te

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mourera:oua cnpefi Ha:a,t tHsl ii nortlpoeaHnrrfi 50 u rr/.lo:a

Active Ingredients /
fleft creyrcutue BelrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I AOSa cnper colepxgT: Aeficrayrcx1ee BelIecTBo: Moueragoua Qypoara MoHorHApaT

5 1,72 lt<r B nepecqere Ha Monteratosa rfypoar 50,00 urn
Strensth / noruoosrca 50 mcg/dose / 50 l,rrrhosa Date of Mfs. /,lLara npoursoacrBa 0712024

Dosage form /
JlerancrseHHas 6opma

Metered-dose nasal spray / Cnpefi
ga:alsHufi ,togrioosaHHlrfi

Date of Exp. / foaex ao 06t2026

Product code / Koa nDorYKTa sRU030007E04040 I DK Date of release I na'ra BbtnycKa 26.07.2024

Batch No. / Cepun J\t t2240748 Qty. Released /
Ko.[uqecrso Bbtrly[IeHo

32,160 BOT /
ihraronos

Batch size / Parmep cepnu 34,722 BOT / (r,'rarcoHoe
Mfg.License No, / Jluuenrus sa
nDou3BoacrBo (nomeo)

MNB/10/832

Inspection Lot No. /
Perucrpauuoussrfi uoruep aHaJItl3a

0400005364 I 9
Mfg. License Date / JluueHslrq Ha

noofirsoacreo (aara)
30/0412020

Package size / Ynaxonra 120 Doses I 120 rlz GMP Compliance certificate Date I
GMP ceorudurar (aata) r8t06/2020

Market / Purnorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudurar (nomep)

GMP.
01556/20/IN

Reference Specilication No. /
Q[sqnQurcauur roroBoro
npoaYxra Jl!

sPC-CC-063688 Reference STP No. / C[I'I Ns
STP-CC-
040944

API name / HalrrrregoaaHue AOC
Mometasone Furoate Monohydrate/
Moueragosa Qypoara MoHorlupar

API Batch No / AIDC cepur Jl!
MFM-
23425(JM-ol)-
001

Manufactured bv / [IporrsoArrenr Aarti Pharmalabs Limited, India/ Aaprra oapl,rana6c Jluuurel' Vrtrur.

J\b TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,Ifl OBSERVATIONS /
PE3YJIbTATbI

t4 Microbiological Purity / Mnrcpo6uonorrqecKaq qrcrora

Total aerobic microbial
count / O6ruee qltclo
a3p06HbIx
MlrKpoopfaHI,r3MoB

Total yeast and moulds
count / O6uee quclo
ApoxxeBblx LI. ruIecHeBblx

rpu6oB

P seudomonas aeruginos a

StaphyLococcus sureus

Not more than 102 cfu per 1ml of the product / He

6onee 102 KOE s I rru npenapara

Not more than l0r cfu per I ml of the product / He

6oree l0l KOE s I rvra rpenapara

Absence per I ml ofthe product / Orcytcrnue a I
MJr npe[apara

Absence per I ml ofthe product / OrcyrcrnHe n J

MJr flpenapaTa

Less than 10 cfu/ml /
Mesee l0 KOE/trln

Less than l0 cfu/ml /
Mesee l0 KOE/un

Absent / Orcyrcrnyer

Absent / Orcyrcreyer

15. Assay / Ko.nllqecrseHHoe o[peAeJreHIre

a) Mometasone Furoate /
Mouerarona dvooar

From 85,0 o/oto 115,0%o of the labeled content / Or
85,0% Ao I15,0 Yo or zatsre[Horo coAepxallldfl

100.9% 1100,9%

b) Benzalkonium chloride /
EeHsarxoHr,rs xJropr{A

From 80,0 oh to 120,0 %o of the labeled content / Or
80.0 % Ao 120.0 7o or saf,ereHHoro coAepxaHl'L

95.4% 95,40

Preparye{ By / llo.qroronnr Checked By / [Iporepu.rI Approved \{)l Otodplo;r

Signature / Iloanucu /Y, wry
Date /.(ara 11\ o') \ LoL\ -t< 

1w1 l've lll n 1.r^*
Name / OIIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
[orxuocru

Officer-QA Sr. Officer-QA Deputy General Manager - QA

.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi.

Distt. Solan Hirnachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1195249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@UKAT AHAJII43A IOTOBOIO IPOAyKTA

ol'E/(rp.Eu3
Name of Product /
HaunneHoeaH ue npoayKurl]r

MOMAT RINO
MOMAT PHHO

Generic name /
Henate uroeaHH oe HarlMeHoBaH Lte

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoueraloHa cnpefi ua:a,lrHsl il aotupoeaunufi 50 tr'txrho:a

Active Ingredients /
[eilcrayrcutue BeuIecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper corepxur: leilcreyrculee BeurecrBo: MoueragoHa rlypoara MoHoruApar

51.72 rurr B IleDecqere na MoNlerasoHa abypoar 50'00 r'lrn

Streneth / Aorupoara 50 mcg/dose / 50 Narr/aosa Date of Mfe. /.llara nporlsoacrBa 07/2024

Dosage form /
JlexaDcrseHHas dopma

Metered-dose nasal spray / Cnpefi
Ha:a.nug stft .ro luposaHHsrfi

Date of Exp. / foAex Ao 06t2026

Product code / Koa nDonYKTa sRU030007E04040 I DK Date of release I Ilara BbtnYcKa 26.07.2024

Batch No. / Cepun Jl! 12240748 Qty. Released /
Korrtqecrso BbInyuIeHo

32,160 BOT /
6rarouos

Batch size / Parmep cepnx 34,722 BOT / $raroHon
Mfg.License No. / Jltruenruq Ha

npou3BoacrBo (uouep)
MNB/10i832

Inspection Lot No. /
Perucroauuoxnuil somep aHaJrula

04000053641 9
Mfg. License Date / Jhuessus xa
nooureoacrso (aara)

30t04/2020

Package size / Ynaroerca 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP cepru0urcar (Aara)

t8t06t2020

Market / Psrsox Russia / Poccilq
GMP Compliance certificate No. /
GMP ceprudurar (uorueP)

GMP-
0r556/20lrN

Reference Specification No. /
CneuuQxraune roroBoro
nnoavrra J\il

sPC-CC-063688 Reference STP No. / CIII'I J$
STP-CC-
040944

API name / Har.rMeHoeaHue A<DC
Mometasone Furoate Monohydrate/
Moue'ra:oua thypoara MoHorl4npar

API Batch No / A@C cePun .l\!
MFM-
23425(JM-ol)-
001

Manufactured bv / [Ioo]rssoauteJtr Aarti Pharmalabs Limited, India/ Aapru <Dapnaa.na6c lluuurery Vul.un

J\t TESTS /TIOKA3ATENI4 LIMITS / TPEBOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / Ynarosra @ahighdensitypolyethylenevia1withadosingdeviceanda
high density polyethylene cap. I vial and patient information leaflet in a carton pack. I
flo 120 AO: CyclleH3tru Bo $naKOHe H3 [oJII43TLuIeHa BbIcOKOfi uoruOcru C

ao3r.rpyrourlrM ycrpoficrBoM r,r KorlaqroM r,I3 rIoJII,I3TIrJIeHa BblcoKoft nJlorHocrl't. flo I
rbraronv BMecre c I,IHcmvKIrI,tefi [o MeaI'IuHHcKoMy rIpI'IMeHeHI'I]o B flar{Ke KaproHHo['

Any deviation/Incident/OOS: Non-applicable
Orxfl onenHq/Hecoorsercrsuq/OoC : He npIrMeHnMo

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 RJgulatory Authority and with the normative document no. JIII-No(001710)-(P|-RU)-230123 in

market Authorization of Ruisia and submitted specification no. SPC-CC-063688. The batch processing, packaging and

analysis reviewed and found to be in compliance with GMP."
3arurrcqeHge o coorBercrBr{g: Hacrorulr,rM rroATBepxAaro, qro npeAcraBneHHat BbIIue unQoprraallur flBJIflercfl

AocroBepHofi r,r ror{Hoft. flanHar cepu, 6brna [por,r3BeAeHa (erurrovax ynaxonxy/uapKnpoBKy I,l KoHTpoJIb KaqecrBa) Ha

y**u"nofi Bblrue [por,r3BoAcrBeHHofi [JrotuaAKe B IIoJIHoM coorBercrBlll c rpe6oBaHHrMI'I Ha,4nexauefi

flpousno4creeHHoft flpaKrnxr.r (GMP) JroKarJrbHbrx perynrropHbrx opmHoB I,I Tpe6oBaHuflMI,I HopMarI'IBHoft AoKyMeHrauI{}I

ln-NslOOtZt0)-(Pf-RU)-230123 ltts pbrHKa Poccr.u.r rr yrBepxAeHnofi cueuuQuxaquefi l'l! SPC-CC-063688. Ilporoxolrt
[potr3BoAcrBa, ylaKoBKr,r H noKa3areJrr4 KarrecrBa.uaHHoil cepuu 6rrlu [poau€rJrr.r3r,IpoBaHbl I{ cAeJIaHo 3aKJIIor{eHI{e, qro oHl't

coorBercrByrcr rpe6oBaHllru HaAlexauler flpousroAcreeHHoft flparruxn (GMP).

Prepargdlpy / llorroroerfl Checked By / Ilpoaepu.rl Approvedjy / Oao6pu.l

Signature / [IoAnucs /9 W(/e
Dale I nara 5r \a -1 \LoA 1'1t{111\ ll lrr I nrtnt
Name / <Dtr{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
,[o.rxuocrr

Officer-QA Sr. Officer-QA Deputy General Manager - QA


