
qLxrxruzaw?
/\ !ra\t,i,r! lirr:,r lrr:n srirlri

Glen mark pha rmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal pradesh 173205. India
Phone: +91-1795 249300 Fax: +91-1795 249310 enrail: glenrnark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OpIKAT AHAJTU3A IOTOBOIO IIPOAyKTA

Name of Product /
HaunaeHoeaHr4e n DonvKUr.ur

MOMAT RINO
MOMAI'PHIIO

Page I olE/CrD. I H3

Generic name /
HenareuroeaHHoe HauMeHoBaHl,le

Mometasone Metered-dose Nasal Spray 50 mcgidose
Monera:oHa crrpefi uasa,rturrfi rosrlpoeaH Hur ii 50 Na rrho:,a

Active Ingredients /
[efi creyrouql.le BeuIecrBa

ldoseofthespraycontains:Activeingredient:Mometasonenu@
calculated lbr Mometasone Furoate 50.00 mcg
I 1o:a cnper correpxr4T: leficrnyroulee BeulecrBo: Movera:oua Qypoara voHorugpal
51,72 Mrr s nepec,rere Ha MoureragoHa tpypoar 50,00 vrcn

Strength /.(osupoara 50 mcgy'dose / 50 ur<r/aosa Date of Mfg. / lara
TIDOU3BO,IICTBA

07/2024

Dosage form /
Jlemapcreeuraa Qoprua

Metered-dose nasal spray / Cnpefi
HasamHurfi lorupoaauurrfi

Date of Exp. / I-oaeu ao 0612026

Product code / Koa npoavKra sRU030007E040401 E.r Date of releas e I nara BbrnvcKa 26.06.2024

Batch No. / Cepua .lY! 12240763 Qty. Released /
Korrqecreo Bbtnyruego

64,520 BOT I
6.naxoHos

Batch size / Parruep cepur.r 69,444 BOT /Qrarouoe Mfg.License No. / Jluuexrrq Ha
nporr3BoncrBo (uonaeo) MNB/10/832

Inspection Lot No. /
Perucrpaqnoxsufi uorueo aHaJrll3a

0400005371 06 Mfg. License Date / Jluqexrus sa
nDor43BO.qCTBO (Aara) 30t04t2020

Package size / Ynarosrca 60 Doses I 60 rcz
GMP Compliance certificate Date

GMP ceprr.r6u rar (aara)
t8/06t2020

Market / PuHor Russia / Poccnq GMP Compliance certificate No. /
GMP ceprudurcar (ronaeo)

GMP-
01556/20lrN

Reference Specification No. /
Cneuu$nraqufl roroBoro
nPoAYrra.llit

sPC-CC,063691 Reference STP No. / C[lI ]G sTP-CC-040947

API name / Ha[[reHosaHue A@C
Mometasone Furoate Monohydrate/
MoverasoHa 6ypoara MoHorruroar API Batch No / A<DC cepna .l\!

MFM-23425(JM-
0l)-001

Manufactured by / llpouraolnre.nr Aarti Pharmalabs Limited, India/ Aaprrl Oapuala6c nunmer,I4Hrufl
.l& TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,I^g OBSERVATIONS /

PE3YJIbTATbI
I Description / Onucanue White to off white thick suspension of

semitransparent to non-transparent consistency. /
Or 6enoro Ao [or{TH 6eloro uBera or
[olyflpo3pat{Hoi Ao Henpo3parrHofi xoucl,rcrenquu
rycTa, cycfleH3r,rfl.

Off-white thick suspension of
non-transparent consistency. /
floqru 6eroro UBCTA

Heflpo3par{Hofi roscucreHrlnx
rycTar cyc[eH3r,rrr.

2. Identifi cation / llaenruOrraurq
a) Mometasone Furoate /

MonerasoHa 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). / Bpeux yAepxuBaHu, ocHoBHoro [r.rKa
Ha xpoMaTorpaMMe r,rcnbrryeMoro pacTBopa
AOJTXHO COOTBeTCTBOBaTb BpeMeHr,r y Aep)KuBaPJ?ls
ocHoBHOrO flr.rKa Ha xpoMaTofpaMMe cTaHAapTHOrO
pacrBopa (crtl. pa3Aen <KoruqecrseHHoe
onpeAeleuue>).

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 ./ Bperrla
yAepxr.rBaH[, ocHoBHoro flr,rKa

Ha xpoMaTorpaMMe
r,rcnbrTyeMoro pacTBopa
cooTBeTcTByeT BpeMeHr,r
yAepxr.rBaHr,r, ocHoBHoto [r{Ka
Ha xpoMarorpaMMe
cTaHAapTHOrO paCTBOpa.

Preparedpy! lloarorosrr Checked By / flponepr.ur Approved By lOao6pun
Signature / [IoAnucs /v- -l- %8s_
Date I fiara "rl\o\\ Lou\ ':,.1 tq l^^, lt llrilnnot^
Name / @I,IO Yogesh'Kumar Mehta Atul Kumar 'l

Kamal Kishore
Designation /
.(onxHocrs

Oflicer-QA Sr. Oflicer-QA
Deputy General Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kisharrpura. Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Hirnachal Pradesh 173205. India
Phone: +91-1195 249300 Fax: +91-1795 249310 email: glenrnark(@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OITKAT AHAJTT{3A TOTOBOfO IPOAyKTA

ol'E / Cro. 2 rr E

Name of Product /
Har.rruenoeaHue nDoavKuuu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareuroeaHHoe HarrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoneraLoua cnnefi Ha:a,rsssrfi lo3raDogasuurfi 50 urr/no:a

Active Ingredients /
[efi creyrouue BeulecrBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I losa cnper conepxrrr: neficrsyouee BeulecrBo: Moueragoua rlypoara MoHont4apar

5 1,72 urr B nepecrrere sa Mouera,:osa ibypoar 50,00 urr

Stren gth / .llorr.r poarca 50 mcg/dose / 50 Mr<r/aosa
Date of Mfg. / !,ara
nno1|3BoflcTBa

07t2024

Dosage form /
Jlerapcrnenran Sopma

Metered-dose nasal spray / Cnpeil
gagalrg urfi 4o:uponaunuil

Date of Exp. / foaes ao 06/2026

Product code / Koa rDorrvKTa sRU030007E04040 I EJ Date of release I nara BbtnYcKa 26.06.2024

Batch No. / Cepun J\! 12240763 Qty. Released /
Kortlqecrso BbrnYrueHo

64.520 BOT /
6naroHoe

Batch size / Parnaep cepuu 69,444 BOT / $:raronor
Mfg.License No. / Jluuenrug sa
nnoHlRorrcrBo (Horren) MNB/10/832

Inspection Lot No. /
Perr.rcrnauuonnufi noueo aHaJIu3a

040000537 106
Mfg. License Date / Jh.ruenrrrq Ha

nnoutnnnctno (narr) 3010412020

Package size / Ynarorra 60 Doses / 60 ao:
GMP Compliance certificate Date
I
GMP ceorudurcar (aara)

t8t06t2020

Market / Punor Russia / Poccnq
GMP Compliance certificate No. /
GMP ceorudnrar (uonaeo)

GMP-
01556/20lrN

Reference Specification No. /
Cneur.rQlr raqur roroBoro
nnolvrra.lt{b

sPC-CC-063691 Reference STP No. / CilLt J\! sTP-CC-040947

API name / HauireHoaaHue A@C
Mometasone Furoate Monohydrate/
Morugra:oua ibyDoa'ra lrouorunpar

API Batch No / AIDC cepr.rn Il! MFM-23425(JM-
0l)-001

Manufactured by / [IponrsoAurers Aarti Pharmalabs Li mited, India/ Aapru @aplaara6c JIr.r uuret, Vunlas

J\b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI{fl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ Eesrarrconr,rfl xJroprrA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C12

and Cra in the chromatogram of the standard
solution (refer to Assay). / Ha xpotuarorpaMMe
r,{cnbrryeMoro pacTBopa AoJlxHbr obHapyxr.rBarbc,
rrr,rKr,r, IIo BpeMeHaM yAepxI.IBaHuq

coorBercrBylouue [r,rKaM foMoJroroB 6enrarxoHnq
xJlopr4Aa Crz tr Crq Ha xpoMarorpaMMe
craHAaprHoro pacrBopa (cu. pas[el
(KonruecrBeHHoe olpeAene Hr4e)).

The chromatogram of the
sample solution contain peaks

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

Cr+ in the chromatogram of the
standard solution. / Ha
xpoMarorpaMMe r,rcrrblryeMoro
pacrBopa o6uapyxnnatorca
nI,IKI,I, IIO BpeMeHaM

yAepxI,IBaHLL

cooTBeTcTByloque nI,IKaM

roMonoroB 6eH:alxosu.s
xJIopI'IAa Co tt CA Ha

xpoMarorpaMMe cTaHAapTHofo

DacrBopa.

3. DH From 4.30 to 4.90 / Or 4"30 no 4.90 4.61 14,61
4. Density / flnornocru From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/cna3

1.014 !cm3 / 7,074 r lcv,'

5. Viscositv / Bqrxocrr From 30 to 130 cPs / or 30 ao 130 cfls 45.0 cPs / 45,0 cIIr

Prepare/By / lloArorosnr Checked By / flporepu.n Approved ffy./ Oao6px.n

Signature / [oAnncs PY, (1 ww_
Date /.(ara -1-a \o1 \ L,ot-\ -4 tA )nL.. l4 v'll"'^vv
Name / @[IO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.nxnoc'rs

Officer-QA Sr. Officer-QA Deputy General Manager - QA
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G len mark pha rmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi.

Distt. Solan Himachal Pradesh 173205. India
,-* *ax**z+sxlt Phone: +91-1795 249300 Fax: +9 l-1195 249310 email: glenmark@born2.vsnl.net.in
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJII,I3A f OTOBOI O TIPOAyKTA

ol A1

Name of Product /
Hau naeHosari rae n Do,avKur,t lt

MOMA'T RINO
MOMAT PI4IIO

Generic name /
HenareHroeaHHoe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Moueragosa cnpefi Ha:artrrrsrfi no:HposaHnsril 50 MKr/no3a

Active [ngredients /
flefi creyrourue Berl1ecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated fbr Mometasone Furoate 50.00 mcg
I no:a cnper co,repxuT: aeficreyrcuree Ber{ecrBo: Mouera:oHa Qypoara MoHorr4apar
51.72 urr B nepecqere Ha Mouera:oHa dypoar 50,00 ruxr

Strength / lorupoara 50 mcg/dose / 50 rurr/ao:la
Date of Mfg. / {ara
nnoulRoncTR, 07/2024

Dosage form /
Jlera pcrreu ran Qoprvra

Metered-dgse nasal spray / Cnpefi
saralrH utfi qo:uponarrH uril

Date of Exp. / foaen Ao 06t2026

Product code / Koa npoayKra sRU030007E04040 I EJ Date of releas e I nara BbrrrycKa 26.06.2024

Batch No. / Cepr.ra J\ir 12240763 Qty. Released /
Ko.nuqecrao BbrnyureHo

64,520 BOT I
6raroHoe

Batch size / Parmep cepnu 69,444 BOT / Q:raxoHon
Mfg.License No. / Jluuesrus xa
nnou.lRoncrRo (souen) MNB/10/832

Inspection Lot No. /
Perucrpaquousslil xonep aHaJrrr3a

040000537 106
Mfg. License Date / Jlnuexruq Ha

]IDOI3BOICTBO (nara) 30t04t2020

Package size / Ynaxosra 60 Doses / 60 ao:
GMP Compliance certificate Date

GMP ceprudunar (aara)
l8/o6/2020

Market / Psrnor Russia / Poccun GMP Compliance certificate No. /
GMP cepruduxar (uomep)

GMP-
01556/20lrN

Reference Specification No. /
Cneqr.rQr.r rcaquq roroBoro
[po,uyKTa.l\]

sPC-CC-063691 Reference STP No. / C[I{ J\& sTP-CC-040947

API name / Haun.rerosaHue AOC
Mometasone Furoate Monohydrate/
Mouera:osa dvnoara MoHorn;rnar

API Batch No / A@C cepua .l\!
MFM-23425(JM-
0l)-001

Manufactured bv / [Ioorrsoaurers Aarti Pharmalabs Limited, India,/ Aaprr,r <Dapuana6c lluuu-rez., Vgrus,
Ib TESTS / IIOKA3ATEJIH LIMITS / TPEEOBAHI,I,g OBSERVATIONS /

PE3YJIbTATbI
6. Osmolality /

OcMo.rlqnuHocrr
From 250 to 350 mOsm/Kg
Or250 no 350 r'rOcrra/rr

293 mOsm/Kg
293 rrrOcu/rr

Net content / Macca
coAepxr.rMofo oraKoHa

Not less than 9 g / He rraenee 9 r 9.5g19,5r

8. Number of deliveries per
container / Korl,I.recrso
A03

Not less than 60 doses (discard the first pumping) /
He ntesee 60 ao: (ue cvurar nepBr,rrtHyro

rpoKarrKy)

76 doses I 76 tos

9. Pump delivery /
Macca Aosur

Individual dose mass: from 85% to 115% of the
theoretical dose mass /
Vn[usutyutbHalr Macca Ao3br: or 85 o/o lo ll5 %o

or reoperuqecxoft uaccur 4o:rr;

Average mass of the dose: from 90Yo to 1l0Yo of
the theoretical mass of the dose /
Cpe4nrx Macca Ao3br: or 90 yoao I l0 % or
TeopeTrrqecKofi Maccbr A036r

Minimum / Muuuuyu: 93.9%
Maximum / Maxcurvryr,a : 1 07 .9Yo

Average / Cpeanee: 105.0%

Preparqd gy / llo.qroroeu.n Checked By / flponepur Approved g; / Oao6pu.n

Signature / [IoAnucr /y- -1- \flJ*
Date I [ara "{\ \o-\\ \-*\ 1-11o1)tu\ /alon'ln oc.^a
Name / <DIIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(orxHoc'nu

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

FCIvt/QA054/08.00



Glen mark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

,*$,*s***q,qtsq1r Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@born2.vsnl.net.in
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJIII3A IOTOBOIO IPOAyKTA

ol lt 4 tt1
Name of Product /
HalrMeHoaaH ue noorvKur,r[l

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouerasoua cnpefi ua:a,rsrrrr i1 .{o:uposannufi 50 urxr/ao:la

Active Ingredients /
{efi cmyroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpeq coAepxur: AeficrByroutee BeuecrBo: Moueragona tlypoara MoHoru.(par
51,72 uxr B nepecqere Ha MoMera3oHa 0ypoar 50.00 prrn

Strength / florupoara 50 mcg/dose / 50 r'lxr/aora
Date of Mfg. / !,ara
nDolfSBOlrcTBa

07t2024

Dosage form /
JIercapcraeHHaq 0opMa

Metered-dose nasal spray I Cnpeir
sa:a,rru ufi qor nponauuufi

Date of Exp. / I-oaen ao 0612026

Product code / Koa npoayKTa sRU030007804040 I EJ Date of release I nara BHnycKa 26.06.2024

Batch No. / Cepun Jlir 12240763 Qty. Released /
Ko.nuqecrno BbrnvrueHo

64,520 BOT I
6raroHos

Batch size / Parmep cepur.r 69,444 BOT / tfr:raroHoe
Mfg.License No. / Jluuerruq xa
nDon3BotrcrBo ( norr,reo)

MNB/10/832

Inspection Lot No. /
Perr.rcroauuounuil Horueo aHanu3a

040000537r06
Mfg. License Date / JlrueHruq Ha

nooursorcreo (lara) 30/04t2020

Package size / Ynaronra 60 Doses / 60 ao:]

GMP Compliance certificate Date

GMP cenrndrxar (aara)
1810612020

Market / Punor Russia / Poccuc GMP Compliance certificate No. /
GMP cenrrdnrar (uoruep)

GMP-
01556/20lIN

Reference Specification No. /
CnequQlrrcaqllq roroBoro
npoavrra.Il!

sPC-CC-06369r Reference STP No. / CIIII I! sTP-CC-040947

API name / HaunenoeaHue A<DC
Mometasone Furoate Monohydrate/
Mousragoua dvDoara MoHorr.rrDar

API Batch No / AIDC cepr.rr JY!
MFM-23425(JM-
0t)-001

Manufactured by / llponrsoarrers Aarti Pharmalabs Limited, India./ Aaprn @aprua,ra6c JluM.urea,VuLus

.Ir& TESTS / TIOKA3ATENI4 LIMITS / TPEEOBAHH.fl OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Pasuep qacrr{u

Particles < 10pm in size: Not less than90o/o
9acrnu pa3MepoM < l0 uru - He MeHee 90 o/o;

Particles < 30pm in size: 100%
9acruq pa3MepoM < 30 nrxru - 100 %

Particles > 30pm in size: Should be absent
r{acrnuur pa3MepoM > 30 rrrna - AoJrxHbr
oTcyTcrBoBarb

100.0% 1100,00/o

100.0% /100,0yo

Absent / Orcyrcrnym

1t Sedimentation Stability
CegnnreHraqtloHHaq
ycrorrrIIBocrb

Not less than 5 min / He nresee 5 nrun. Complies /
Coo'ree'rcrnyer

Prepa;rOfl By / Iloqrorosu.n Checked By / Ilporeplr.rr Approved By {Oao6pu.n
Signature / [Ioanucr L/- (- V,W-
Date / Aara ")-')\ o\ \ LrLtl :ft t".11^1, '2tlttln,.tn
Name / IDI{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
.(o.rxuocrr

Oflicer-QA Sr. Officer-QA
Deputy Genera! Manager -QA

FCrWQA054/08.00



Clenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205. India

qLmAtX,rmamk Phone: +91-1795 249300 Fax:+91-1795249310 email: glenmark@bom2.vsnl.net.in
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.ERTIFICATE oF ANAL''IS FoR FINISHED *RODUCT

CEPTI,IOI4KAT AHAJII,I3A f OTOBOTO IPOAYKTA
of 8 / (

Name of Product /
Hau naeHoeaH tae n poavKur.r l.l

MOMAI-RINO
MOMAT PhI.IO

Generic name /
HenareHroeaHHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera-:oHa cnpefi ua:a.n rusr fi ro:r.r poeaHHrrfi 50 utrr/.qo:a

Active Ingredients /
[efi creyroutr.re BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I losa cnper co/tepxfiT: 4eficrnyouree BeulecrBo: Mouera:osa $ypoara MoHorunpar
5 1,72 urr B nepecqere Ha MoN.rerasoHa Sypoar 50,00 uxr

Strength / {orupoera 50 mcg/dose / 50 rrrr<r/ao:a
Date of Mfg. /.(ara
nnonlRolrcTBa

07t2024

Dosage form /
JIera pcreeuHan Qoprr.r a

Metered-dose nasal spray / Cnpefi
sa3a,rrusrfi a03upoBaHHbril

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

Product code / Koa nooayKTa sRU030007E04040 I EJ Date ofrelease I nara BbrnvcKa 26.06.2024

Batch No. / Cepun J\! 12240763 Qty. Released /
Koruqecrso BblnvtueHo

64.520 BOT I
rbraroHoe

Batch size / Parmep cepr.rr.r 69,444 BOT /$rarouon Mfg.License No. / Jlnuexrus Ha

nnoulnoncreo (Horren) MNB/10/832

Inspection Lot No. /
PerucrDauuonHulft xoruep aHaJIr,r3a

040000537 r 06
Mfg. License Date / Jluuexruq Ha

nnoulsoacrao (aata) 3010412020

Package size / Ynaroerca 60 Doses / 60 aor
GMP Compliance certificate Date

GMP ceprndurar (aara)
18t06t2020

Market / Puxor Russia / Poccrq
GMP Compliance certificate No. /
GMP ceprudurar (Honaep)

GMP.
01556/20ltN

Reference Specification No. /
CneulrQurcaquq roroBoro
nooavrcra.l\!

sPC-CC-06369r Reference STP No. / CIII4 ]1! sTP-CC-040947

API name / HaurueHosaHue AIDC
Mometasone Furoate Monohydrate/
MoNre'rasoHa rbypoara MoHoFr,rJlpar

API Batch No / A@C cepux J\b
MFM-23425(JM-
0l)-001

Manufactured bv / flooureoaurefls Aarti Pharmalabs Limited, India/ Aapru @apuana6c Jluuurer,,kt*rrus

.l\b TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI,I,fl OBSERVATIONS /
PE3YJIbTATbI

12. Impurities / [Ipuuecra

Impurity 8 DM /
flputrlecn 8 DM

Impurity DMC /
flpnuecu DMC

lmpurity D /
flpralrecu D

Any individual unspecified
impurity / EAuuuquofi
HeugeurnQuqupouannofi
IIpr{Mecr,r

Total impurities /
Cyt,ttrmt [pLIMecef

Not more than 0.15 oh /He 6oree 0,15 %

Not more than 0. l5 Yo I He 6onee 0,1 5 %o

Not more than 0.20 oh lHe 6orce 0,20o/o

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

Not more than 0.60 Yo lHe 6onee 0,60 %o

Not Detected/ He o6uapyxeuo

Below LOQ /Huxe IIKO

0.01%l0,0lyo

0.02%10,020h

o.tt% l0,ll%

Preparefifir / Iloarorosrr Checked By / llporepu.n Approved $y / Oao6pu.n

Signature / IIoAnucs /il- <- Vrw-
Date I lara Lfl\ 01 \ 1-"'r-' tl -rr r -1 I'rn 1q lttlrtrt%-t
Name / @I{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
[o.nxnocrs

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

FCN,!/QA054/08.00



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

Distt. Solan Hirrachal Pradesh 173205. India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJTI43A TOTOBOI O TIPOAyKTA

6 rr3 tl60t
Name of Product /
HauMeHosaH ue trDoayKulrrl

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe HauMeHoBaH r{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Monera:loHa cnnefi sa:a,rrssrfi ,ro:uoosaHusril 50 Mrrho:la

Active Ingredients /
!eIcrayrourue BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I losa cnper corepxr4T: leficruyrcutee BeruecrBo: Mouera:loua Sypoara MoHorl4npar
5 1,72 uxr B nepecqere na Mouera3osa $ypoar 50,00 urn

Strength / .(orr.r poerca 50 mcg/dose / 50 Mxn/aosa
Date of Mfg. /,ll,ara
npolr3BoAcTBa

07t2024

Dosage form /
JlerapcreeuHan Qoprua

Metered-dose nasal spray / Cnpeit
Ha-sanrurrfi noruponauusril

Date of Exp. / foAen ao 06t2026

Product code / Koa rpoAyKra sRU030007E040401 EJ Date ofrelease I llara BbrnvcKa 26.06.2024

Batch No. / Cepur J\} 12240763 Qty. Released /
Koruqecreo BbrnyueHo

64,52080T I
d:raxoHos

Batch size / Pasruep cepun 69,444 BOT / $rarouos
Mfg.License No. / JIuueHsus Ha
nnoulRo/rcrno (soruen) MNB/10/832

Inspection Lot No. /
Perucroaur,ronnurft uonreo aHaJrrr3a

040000537106
Mfg. License Date / Jlruenrnq Ha

noousaoacrso (aara) 30/04/2020

Package size / Ynarcoerca 60 Doses / 60 aos

GMP Compliance certificate Date

GMP cenrrdrxar (aara)
1810612020

Market / PsrHor Russia / Poccur GMP Compliance certificate No. /
GMP ceorudurcar (xoruep)

GMP.
01556/20lIN

Reference Specification No. /
CneuuQuxauufl roroBoro
nnoavrra Jl!

SPC-CC-06369r Reference STP No. / CIIU Ns STP-CC-040947

API name / Ha[rrreHoeague AIDC
Mometasone Furoate Monohydrate/
Moueragona tbvooara uouonuloa'r

API Batch No / AIDC cepur.l\b
MFM-23425(JM-
0l)-001

Manufactured trv / flnorissorurers Aarti Pharmalabs Limited, India/ Aapru Oaplaara6c Iluv.ure4, Vttrus
Jrlb TESTS / TIOKA3ATEJII,T LIMITS /TPEEOBAHI,I.fl OBSERVATIONS /

PE3YJIbTATbI
13. Average Delivered Dose

and Uniformity of
Delivered Dose / Cpe4nnn
AOCTABJIflEMAg IO3A II
oAHopoAHocTb
.IIOCTABJIfl CMOT .IIO3bI

Not more than 2 of20 doses (10 initial doses and l0 final doses
from l0 vials) can deviate more than + 20oh from the average
value and not any dose can deviate more than + 257o from the
average value. The mean should not exceed + 15 7o of label
claim
If 3 to 6 doses deviate more than + 20%o btt not more than a
25%o,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 yo oflabel claim.
He 6o:ree 2 us20 lot (10 Haua,rrusrx ao: u l0 roueuurtx.4o:)
Mof,,T l{Mer6 orKJroHeH[e or cpeaHero 3HaqeHrr, 6oree qent

+20o/o, u Hl, OAHa Ao3a He AoJIxHa LIMeTb OTKJIOHeHUe OT

cpeAHero 3HaqeHr,rr 6o:ree qeu +25o/o. Cpe!.rrce 3HaqeHHe He

AOJDI(HO npeBburars + l5 7o Or :aqs,,reHHoro.
Eclu or 3 ao 6 ao: rrMeror orrJroHesur 6o:ree qeM + 20 70, Ho

MeHee r{eM + 25 %o, ro ucnbrrbrBaror cJreay}oru}ie 20 $raronoa.
He 6oree 6 a: 60 aog Mor,'r rrMerb orKJroHeHHe or cpeaHero
3HaqeHr.t, 6oree qeN, +20 %o,.u Hr.i o,4Ha Ao3a He ,u,oJD(Ha uMeTb

orK;roHeH[e or cpeAHero 3HaqeHr,rc 6o:ree qeu + 25 oh. Cpeluee
3Har{eHue Kalt(roro ofipe,qeneHlfi He aoJDt(Ho npeourua'm + 15 o%

oT 3iurBreHHor().

Beg / Ha.raro:
Minimum / iNlur.uv,yv.: 97o/o

Maximum / Marcr.rrr,ryu : 1 057o

Mean / Cpe.quee:100%o

END / Koseu:
Minimum IMunuuyu:97%o
Maximum I Maxcuuyu:. I 02Yo

Mean / Cpe4Hee: 1007o

Prepargdpy / lloAroronr.r.n Checked By / flponepu.rl Approved |y./ Oao6pu.n

Signature / [Io.[nucu Y; -1 {)Xy
Date /.(ara !\\or \IzL\ -.1 t.r lor 2tlW?lnar-,',
Name/ IDHO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.irxnocru

Of{icer-QA Sr. Officer-QA Deputy General Manager - QA

FCIvI/QA054i08.00
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.ERTIFICATE oF ANAL''IS FOR FINISHED *R'DUCT
CEPTI,IOIIKAT AHAJII43A f OTOBOI O TIPOAyKTA

/ Cro.1 lz7ot
Name of Product /
HaunreHoaaH ue npoayKuuu

MOMAT RINO
MOMAT PI4TIO

Generic name /
HenareHrogaHHoe HauMeHoBaH14e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:osa cnpeil Ha:la,rbur,rfi no:uDosaunrrfi 50 lr rr/ao:a

Active Ingredients /
lefi creyroque BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Ao:a cnper coaepxur: 4eficrnyrcuree BerrlecrBo: Mouera:ona tlypoa'ra MoHoruApar
51,72 vr<r B rrepecrlere ua Mouera3osa OyDoar 50.00 ruxn

Strength / lorr.rpoera 50 mcg/dose / 50 Mrrfuosa
Date of Mfg. / flara
]IDOU3BOtrCTBa

07/2024

Dosage form /
JIerapcroeuuan Qopnra

Metered-dose nasal spray I Cnpeir
uara.nsuuril 1o:uponaHuurfi

Date of Exp. / I-oaes ao 06t2026

Product code / Koa [Do.nvKTa sRU030007E04040 I EJ Date of releas e I nara BbrnycKa 26.06.2024

Batch No. / Cepua J\! 12240763 Qty. Released /
Kor[rqecrao BbrtrytrleHo

64,520BOT I
6raronoe

Batch size / Pasrvrep cepuu 69,444 BOT / SraroHoa
Mfg.License No. / Jluueusus na
nDoI3BOACTBO (UOnrep)

MNB/10/832

Inspection Lot No. /
PerucrpauuouHulfr somep aHaJrlr3a

040000537r 06
Mfg. License Date / JluqeHcus Ha

nnoqtsnncrno /nqrl\ 30t04t2020

Package size / Ynarosra 60 Doses I 60 lroz
GMP Compliance certificate Date

GMP cenrudlr rar (aara)
l8/0612020

Market / Puluor Russia / Poccnr GMP Compliance certificate No. /
GMP ceorudurar (soruen)

GMP.
0r556/20lrN

Reference Specilication No. /
CneuuSuraql,rr roroBoro
nponvKra III

sPC-CC-06369r Reference STP No. / Cm,I .ll} sTP-CC-040947

API name / HarDrenoaaxue A<DC
Mometasone Furoate Monohydrate/
Mortrera:oga dlvooara MoHolrrrnar API Batch No / A<DC cepua il! MFM-23425(JM-

0l)-001
Manufactured bv / rInouraoaurers Aarti Pharmalabs Limited. India/ Aamu @aprraana6c llptularel. Up.tus
.Ilt TESTS / IIOKA3ATEJII4 LIMITS / TPEBOBAHI4f, OBSERVATIONS /

PE3YJIbTATbI
t4 Microbiological Purity / Muxpo6no.noritqecKaq qrrcrora

Total aerobic microbial
count / O6ulee qucro
agpo6Hbrx

Mr,rKpoopmHr{3MoB

Total yeast and moulds
count / O6ulee .r[cro
ApoxxeBbrx r,r rrJrecHeBbrx

rpu6on

P seudomonqs qeruginos a

Staphylococcus aureus

Not more than 102 cfu per lml of the product / He
6olee 102 KOE s I un npelapara

Not more than 10r cfu per I ml of the product / He
6oree 10r KOE s I nan npelapara

Absence per I ml ofthe product / Orcyrcrene n I
MJr rrpelapara

Absence per I ml of the product / Orcyrcrene n I
MJr rrpelapaTa

Less than l0 cfir/ml'/
Menee 10 KOE/rral

Less than l0 cfir/ml /
Mesee l0 KOE/ur

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

15. Assay / Koru.recrneHHoe onpeAeJreHHe

a) Mometasone Furoate /
Mouera.gosa dvnoar

From 85,0 % to 115,0 % of the labeled content / Or
85,0 yo Ao I 15,0 %o or sarnleHHoro coAepxaHl4-rl

102.2o/o I 102,20

b) Benzalkonium chloride /
Een:arxoHuq xJroprl.rl

From 80,0 oh to 120,0 Yo of the labeled content / Or
80,0 % Ao 120,0 %o or saf,sreHHoro coAepxaHI,IrI

88.7Yo /88;7%o

Preplnpd By / llosroronu.r Checked By / Ilporepr.r"rr Approvep $y / Oao6pu.rr

Signature / [Ioanr.rcu tv. ()lP"
Date I fiara -yr \r1\l-.ul l{ t"1/.t-r-r ltlotlor>^',
Name / IDI{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
f,o.nxnocru

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

FCI!,I/QA054/08.00
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Clenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205" lndia
Phone:+91-1795 249300 Fax: +91-1795249310 email:glenmark@bom2.vsnl.nplru

CERTIFICATE OF ANAT YSIS FOR FINISHED PRODUCT
CEPTI4OITKAT AHAJrrr3A TOTOBOIO TIPOAyKTA

olE/(rp.EulE
Name of Product /
Hal-tmeHosaHr.re npoayKulru

MOMAT RINO
MOMAT PHHO

Generic name /
Hen areHro eaHHoe Hau MeHoBaH r{e

Mometasone Metered-dose Nasal Spral' 50 mcg/dose
Mouera:osa cnpefi ua:a,rsuufi ao:lupogausufi 50 urr/ao:a

Active Ingredients /
fleficrnyrcuue BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ao:a cnpeq coaepxur: leficrnyroutee BeulecrBo: Mouera:osa Qypoara MoHoruapar
51,72 urcr B nepecqere na Mouera:oHa $ypoar 50,00 r'rrr

Strength / [,orupooxa 50 mcg/dose i 50 urrho:a Date of Mfg. /.(ara
n noulRoItcTR,

07t2024

Dosage form /
Jlerapcrneunar Qopua

Metered-dose nasal spray I Cnpeir
ua:a,r uH ufi ,[o: uponaH H rrfi

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

Product code / Koa npoayKTa sRU030007E04040 I EJ Date of release I Lara BbrnycKa 26.06.2024

Batch No. / Cepun J\! 12240763 Qty. Released /
Ko.nnqecrno BbrnyueHo

64,520 BOT I
6raxoHos

Batch size / Parruep cepun 69,444 BOT / $,raxonoe
Mfg.License No. / Jluuenrus na
nnnu?Roncrno (rrouen) MNB/10/832

Inspection Lot No. /
Perucrpauuouxurfi uouep aHaJru3a

040000537 106
Mfg. License Date / Jlrueurrq Ha

nnournoncrno {nare)
30/04/2020

Package size / Ynarosra 60 Doses / 60 los
GMP Compliance certificate Date

GMP cepru0urcar (Aara)
18t06/2020

Market / Psrsox Russia / Poccl.rc
GMP Compliance certificate No. /
GMP cenrnduxar (xomep)

GMP-
01556/20lIN

Reference Specification No. /
Cneqr,rQlrrcauns roroBoro
npoavrra Jl!

sPC-CC-063691 Reference STP No. / C[III JG STP-CC-040947

API name / Har.rMeHoeaHue AIDC
Mometasone Furoate Monohydrate/
MolteragoHa tbvooara MoHorrdlDar

API Batch No / A@C cepun J\!
MFM-23425(JM-
0l)-001

Manufactured bv / floolneolurers Aarti Pharmalabs Li mited, India/ Aapru Oaprr,ra,ra6c Jluuur eA, Ilurus
J{b TESTS / TIOKA3ATEJT}I LIMTTS / TPEEOBAHI,Ifl OBSERVATIONS /

PE3YJIbTATbI
16. Package Size / Ynarosrca 60 doser

high der

IIo 60

Ao3Llpyr

; of suspension in a high density polyethylene vial with a dosing device and a
rsity polyethylene cap. 1 vial and patient information leaflet in a carton pack. I
AO3 CycneH3r4rl BO QlarOUe US IIOJIl43TI,UIeHa BbICOKOfi ITJIOTHOCTI'I C

rulnv ycrpoftcrBoM u KoJIrIaqKoM lI3 noJII,I3TI,IJIeHa BblcoKof nJIorHocrI,I. flo I
/ BMecre c lrHcrllyKur,tefi no ueAuuHHcKoMy npuMeHeHI4Io B natlre raprouuofi.

Any deviation/Incident/OOS: Non-applicable
OrrcrlonenHq/necoorsercrnnq/OOC : He npr4MeHlrMo

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. JIfI-Nr(001710)-(P|-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging and

analysis reviewed and found to be in compliance with GMP."
3arcllrcqeHl{e o coorBercrBr,r[: Hacroflulr4M noATBepxAaro, rrro . npeAcraBJreHHafl BbIIIIe unQopruauuruBJlrercfl
AocroBepHofi r,r rotrHofi. ,{aHuar cep?ur 6brJra rpor,r3BeAeHa (er.nrouax yna(oBKy/MapKrrpoBKy I,I KoH,ponb KaqecrBa) Ha

yKa3aHHofi Bbrrrre [por,r3BoAcrBennoft [JroUa.u,Ke B rroJrHoM coorBercrBr,[r c rpe6oBaHnrMu HaAleNaulefi
flpou:ro4crneHHofi IlpaKruxn (GMP) rroKzrJrbHbrx perynrropHbrx opraHoB rr rpe6oBaHLIrMn HopMarI,IBHoil .tloKyMeHralruu
JIII-No(001710)-(P|-RU)-230123 lttr. pbrHKa Pocou.r rr yrBepxAeHnoft cneqr.rQl{Kalllreft Ns SPC-CC-063691. Ilporoxoln
[polr3BoAcrBa, ynaKoBKI,{ t,r [oKzBareJII{ KaqecrBa AaHHofi cepnu 6wlu [poaH:In[3llpoBaHbr r{ cAeJIaHo 3aKJIIoqeHIre, tITo oH}I

coorBercrByror rpe6oBaHr,rru HaArexaurefi flpou:noAcrBeHHoft flpaxruxu (GMP).

Preparg( By / llo.lroronu.n Checked By / flpoeepu.n Approved Dty/ Oao6pu.n

Signature / [IoAnucr /4, ,-r a(L
Date I [ara pr\ol\[-6;r1 '-r'1 tD1r'/L^ Q-t I nlrvo>^l
Name/ OI{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
[o.nxuocrr

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

FCM/QA054/08.00


