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

Distt, Solan Himachal Pradesh l73205,India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrrouKAT AHAJIT,T3A IOTOBOIO mOAyKTA

u3OI
Name ofProduct /
HauMeHosaHue nDoryKulrrr

MOMATRINO
MOMATPI,IHO

Generic name /
HenareHroaaHHoe HauMeHoBaHr!e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MorracrasoHa Sypoara Mouorulpata cnpefi na3aaruuft Ao3r,rpoBaHHLtft 50 rvrrr

Active Ingredients /
.ll,efi crnyrouue BeuIecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepx(r,rr: Aefios),louee BeuregrBo: Morr{cra3oHa @ypoara uouorrulpar
51,72 urr B nepecqere sa Mousra:osa Oypoar 50"00 rrar<r

Strength / nornporna 50 mcg / 50 N{rr Date of Mfe. /,Ilara npoumoAcrBa t0/2021

Dosage form /
Jlercapcraenuaa Qopua

Metered-dose nasal spray /
Cupefi uasaasuufi
.nograoosaflHrril

Date of Exp. / Ioaen ao 09/2023

Product code / Koa rporyKra sRU0300075470401DK Date of releas e I Ilara BbrrycKa 31.10.2021

Batch No. / Cepra Jllr 12210624 Qty. Released / KoJuqecrso
BbINYIUEHO

32,320BOT|
rhlaroson

Batch size / Parnrep cepur.r 34,722 BOT/ rpraronon Mfg.License No. /
JlnueHsus Ha rrDor{3Bo,rtcrso (Homep) MNB/10/832

Inspection Lot No. /
Perucrpauuosnuft uorren auaJrr,Ba

040000356499 Mfg. License Date /
Jl[ueHsus Ha nDou3Borrsrso (aara) 30/04/2020

Package size / YnarosK? 120 Doses I 120 l.ot GMP Compliance certilicateDate I
GMP ceorudrrar (aara)

't8/0612020

Market / Punor Russia / Poccr,r.q
GMP Compliance certificate No. /
GMP ceorudnrcar (Honeo) GMP-01556/20lIN

Reference Specilication No. /
CnequQurauufl roroBoro
npoavKra J{!

sPC-CC-040424 Reference STP No. / CIII| J\t STP-CC-030230

.lYs TESTS / TIOKA3ATENII LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
I Description / Onncauue White to off white thick suspension of

semitransparent to non-transpaxent
consistency. I
Or 6eloro [o floqrr{ 6eloro uBera or
nolynporpauuofi Ao HenporpauHoft
KOHCIICTeHUT4T4 tycTaf, cycneH3r,rr.

Off white thick suspension of non-
transpaxent consistency. /
floqru 6eroro rBera or nenporpaunofi
KOHCnCTeHUrII4 ry C'rAfl CycleH3r4r.

2. Identification / JIoA.nunuocrs
a) Mometasone Fuorate /

Momeragona r[ypoar

AssuDn
(

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. / Bpeur yLeplKWBaHus
ocHoBHoro nHKa Ha xpoMaTorpaMMe
Lrc[brTyeMoro pacTBopa AoJrxHo
coorBercTBoBaTb BpeMeHtr yAepx.wBaHI{,.

\cnoeHoro nr,rKa Ha xpoMarorpaMMe

tClaHlaprHoro pacrBopa

The retention time of the main peak in
the chromatogram of sample
preparation corresponds to *re
retention time of the main peak in the
chromatogram of standard preparation.
/ Bperraa yltep)KwBanar, ocHoBHoro
IIVKA HA XpOMaTOrpaMMe r{CnbrTyeMofo
pacTBopa cooTBeT9TByeT BpeMeHlr

yAepxl,rBaHr,rfl ocHoBHoro rrl4Ka . Ha
xpoMaTorpaMMe cTaHAapTHOrO
DATBODA

,5)

\6 1

Prenared By / Iloarorosrrr Checkdtl Bv / Ilooseola.ll Approved\By lOa.o1outr
Sienature / lloanucs -+- /# CT*
Date I [ara orlrL l"r^ on llott.d* b1-lh.'lI2)4
Name / IDIIO Atul Kumar Akshit Bhardwai Aiav Kuinad Gars
Designation /
-llonxHocrr

Oflicer - QA Officer -QA AssL Manager -QA

FC}WQA054/08.00
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Name ofProduct /
Hararrenonaur.re n Dorrvnlnu

MOMATRINO
MOMATPHHO

Generic name /
HenareHroaangoe HauMeHoBaHtae

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr4grasoHa dypoam MoHorrutDara cnDefi Ha,saruHHfi aosupoBaHuufi 50 rurr

Active Ingredients /
leficrryrcuue BeulesrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg u
calculated for Mometasone Furoaie 50.00 mcg
I .qosa cnper corepxnT: aeficrayrcuee BeuecrBo: Mol4sra3ona @ypoara MoHonulpar
51,72 urr B nepecqere na Mousragosa $ypoar 50,00 urr

Strenpth / llosroosra 50 mce / 50 N{rr Date of Mfe. /.[ara npouraoAcrBa t0l202t

Dosage form /
Jlerapcroeunaa Qopnra

Metered-dose nasal spray /
Cnpefi uaraarnufi
noszDosaHHHfi

Date of Exp. / Foaex ao 0912023

Product code / Koa nDorvKTa sRU0300075470401DK Date ofrelease I nara BbtnycKa 31.10.2021

Batch No. / Cepur Ne 12210624 Qty. Released / Koruqectso
BbtflYIIteHo

32,3208OT/
th-flaronos

Batch size / Paruep cepuu 34,722 BOT/ r[aaronoa Mfg.License No. /
Jllaueusus Ha nDo[3Bo,rlcrso (uonep) MNB/I0/832

Inspection.Lot No. /
Perucrpaquonnuft noueD agaJrtl3a

040000356499 Mfg. License Date /
Jlnuengns Ha npou3Boncrao (aara) 30t04/2020

Package size / Ynarcosra 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceorudnrar (aara) 18t06t2020

Market / Purnor Russia / Poccas GMP Compliance certilicate No. /
GMP ceprr,rdurar (someo) GMP-01556/20ltN

Reference Specification No. /
Cneur.rQr.r raur,rs roroBoro
nooavrcra.ll&

SPC-CC-040424 Reference STP No. / CIII4.l\E sTP-CC-030230

.Nb TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI4S OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ EeHsarroHufl xJropt{A

uASS "%
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The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Crq in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe r4crrbrTyeMoro pacTBopa

AOJrXrrEr O6Hapyxrmarrca trr,tKr,t, no
BpeMeHaM yAepxr{BaHr,r, cooTBeTcTByroq[e
rrr{KaM roMoJloroB 6engalxouur xJloptala
Co u Crq Ha xpoMarolpaMMe craHlaprHoro
pac1tsopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz

and Cra in the chromatogram of the
standard solution. / Ha xpouarorpaMMe
r,rcrbrryeMoro pacTBopa

o6napyxunarorcfl ilvtKt4, no BpeMeHaM

y]J.ep)KwBaHufl cooTBeTcTByrouue
rlrKaM roMoJroroB 6eHgarronu.,
xJIOpI.IAa Co u Cu Ha xpoMaTorpaMMe
CTAH.IIADTHOTO DACTBODA.

3. pH From 4.3 to 4.9 I Or 4,3 rc 4,9 4.580 /4,580
4. Density / Ilflornocru From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/cna3

1.01 g/cm3 / 1,01 r/cu'

5- Viscositv / Bnsnocru From 30 to 130 cPs / Or 30 ao 130 clls 52.4 cPs 152,4 cIIs
6. Osmolality /

OcMoJrqrsHocrr
From 250 to 350 mOsm/l(g
Or 250 Ao 350 uOcu/xr

297 mOsm/Kg
297 rrOculxr

1 Leakage check /
Ilponepna Q.narcona ua
reDMeTnqHocTb

Absence ofany traces ofleaks / Orcyrcrnne
cJre,{oB flpoTerrKra

No traces of leaks / Cnearr rporeqr(u
oTcyrcrByroT

8. Net content / Macca
coAepxlrMoro onaKoHa

Not less than 18.0 g / He naenee 18,0 r 18.2 91 18,2 r
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I(DIIKAT AHAJITBA IOTOBOIO IPOAYKTA
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Name of Product /
HauDreHosaHue nDoryKullr.l

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoueraroHa $ypoara MoHorutuara cnpefi HasalrrHrrfi aosupoBaHgrrfi 50 [4rr

Active Ingrodients /
{eficnnyrcurue BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpea coAepxr,rr: Aeficrsypuee BeuecrBo: Morrcra3ona @ypoara MoHoniApar
51"72 rurr s flepecqere na MoMsragoHa 6vooa.r 50.00 urr

Streneth /.llouroosra 50 mce / 50 N{rr Date of Mfg. /,llara nporcsoAcrBa t0/202t
Dosage form /
Jlerapcraexnan Sopma

Metered-dose nasal spray /
Cnpefi Haraarnnfi
.[ogtaDosaHHrrfi

Date ofExp. / foaeH ao 0912023

Product code / Koa nporryrcTa sRU030007547040lDK Date of release I llara BbrnycKa 31.t0.2021

Batch No. / Cepua JIE 12210624 Qty. Released / Ko.nuqecrno
BbrllYrueHo

32,3208OT/
rblaroso*

Batch size / Pa3Mep ceprr 34,722 BOT/ Qnaronoa
Mfg.License No. /
Jluuenluc Ha nDou3Bo.rrcrso (HoMeo) MNB/10/832

Inspection Lot No. /
PerucrpaquonHcrfi HoMep aHaJrrl3a

040000356499 Mfg. License Date /
Jluuexlus Ha rrDou3Bongrso (rara) 30/04t2020

Package size / Ynaronra 120 Doses / 120 aos
GMP Compliance certificate Date /
GMP ceorudnrcar (rara) t8/0612020

Market / Pusorc Russia / Poccm GMP Compliance certificate No. /
GMP cenrrdrarcar (Homen) GMP-o1556/20lrN

Reference Specification No. /
CneuuQurauns roroBoro
nPoAYICra J{il

sPC-CC-040424 Reference STP No. / CIIU.lilb STP-CC-030230

TESTS /IOKA3ATEJII4 LIMITS / TPEBOBAHI{fl OBSERVATIONS / PE3YJIbTATbI
Number of deliveries per
container / Konlrqecrso
n03

Not less than 120 doses / He naeuee 120 aos 175 doses / 175 toz

Pump delivery /
Macca Aosrl

Individual dose mass: from 85% to ll5%
of the theoretical dose mass /
LluaunuayarrrHafl Macca AosH: or 85 o/o

AO I I 5 o/o or reoperuvecrofr uaccu flosrr;

Average mass of the dose: from 9|o/oto
I l0% of the theoretical mass of the dose /
CpeAHss Macca Ao3bt: or 90 o/o lo 110 o/o

o'r TeopeTr.Hecroft uaccu Aogu

Minimum / Mnnrauyrrr: 92.1%
Maximum / Marcnrr,ryrr,r: 112.0 Yo

Average / Cpeanee: 105.0 o/o

Particle size /
Parrvrep qacrr.rq

Particles < 10pm in size: Not less than90%o
r{acruu pa3MepoM < l0 mru - He MeHee
90%;

Particles < 30pm in size: 100%
tlacrnq pa3MepoM < 30 runm - 700 o/o

Particles > 30pm in size: Should be absent
rlacruu pa3MepoM > 30 mrM - JroJrxHbr
oTcyTcTBOBaTb

99.38% /99,38yo

100.0o/o I 100,0o/o

Absent / Orcyrcrnyror

u#"
keou,ro

\
,.!r

a'

.c, ,

,,r\Y/

Prepared BJ / lloaroroau.n Checled.Bv / Ilnosenun AoorovAd Bv / Oao6oul
Sienature / [Ioanucs .-+ /ftt &
Date /.(ara 6ul1"1e1 -,,Jv'+a' o>.llf-l.rPN
Name/ @lIO Atul Kumar Akshit Bhardwai Aiav Krlmar'Gars
Designation /
,(oJrxHocru

Officer - QA Oflicer -QA Asst. Manager -QA

FCIWQAo54/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR F'INISHED PRODUCT
CEPTI,I(DrIKAT AHAJITBA TOTOBOTO IIPOAYKTA

oI9 I 4 ttl.
Name ofProduct /
lfatlmexosantae nDo.rvrcu]rr

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HataMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMcra3ona abypoara MoHorr4rDa,ra cnpefi uagaaruufi.rlo3r,rDoBagHrrfi 50 rrarr

Active Ingredients /
flefr crnyrourae BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51 .72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coAepxr4T: aeficrnyrouee BerugcrBo: MorrlsrasoHa @ypoara MoHort4Apar
51,72 rrrrcr B nepecqere Ha MoMcra3oHa &ypoat 50.00 rrarr

Strength /.Ilorrponrca 50 mcg / 50 urcr Date of Mfg. /,Ilara nponrso.qcrBa t0/2021
Dosage form /
Jlerapcrrenuaa Qopnra

Metered-dose nasal spray /
Cupefi ua:aaurufi
.trO3I,tOOBAHHBIfi

Date of Exp. / loaen ao 0912023

Product code / Koa npoAyKra sRU0300075470401DK Date of release I llara BbrnycKa 31.t0.2021

Batch No. / Cepua J{b 12210624 Qty. Released / Koruqecreo
BbtnvureHo

32,320BOT|
ftraroHos

Batch size / Pasmep cepur 34,722 BOT/ r[aaroHoa Mfg.License No. /
Jluuenll q Ha flDorr3Bo.rrcrso (Homeo) MNB/r0/832

Inspection Lot No. /
Perrcrpaquoxxuft nomep aHaJru3a

0400003s6499 Mfg. License Date /
Jluuenlus Ha flDor{3Bo.lrcrso (aara) 30/04/2020

Package size / Ynaroera 120 Doses / 120 aos
GMP Compliance certificate Date /
GMP ceprudurcar (aara) 18/06/2020

Market / Puruor Russia / Pocczq GMP Compliance certificate No. /
GMP ceprra0urar (nomeo) GMP-or556/20lrN

Reference Specification No. /
CneuuQurau[s roroBoro
npoAyrra Jlb

SPC-CC-040424 Reference STP No. / CUII J\t STP-CC-030230

J\& TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI

s\2

12. Related Substances / ffocropounue nplrMecrr

Impurity 8DM /
llpuuecra 8DM

Not more than 0. I 5 o/o I He 6onee 0, I 5 %o Not detected/ He o6Hapyxeuo

Impurity DMC /
flpuntecra DMC

Impurity D /
llpr,traecn D

Any individual unspecified
impurity lEturrl.r.sofa
seu.u,emuQuqnporauuoil
IIp[rMecr,r

Total impurity /
Cyrr,rrraa npnnecefi

Not more than 0.15 o/o /He 6olee 0,15 oZ

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

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

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

Not detected/ He o6napyxeuo

,. ---::-'-.. ;:,!.5
0.005% /0,005o/o .""'r

0.05 o/o / 0,05Y0

0.18% I 0,t8yo

%^ -t',tpl

fuu,,,
13. Spray content uniformity

(Uniformity of delivery
dose) / Oquopoguocrr
surcso6o)rnaemofi Iorsr

Not more than2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than +256/o from the average value and
not any dose can deviate more than + 3|yo
from the average value.
If 3 to 6 doses deviate more than + 25o/o but
not more than* 35yr, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 % from the averase value-

Beg / Ha.ra.no:
Minimum / Muuwryu:\0 l.3o/o
Maximum / Marcurrayrvr : 1 l2.1Yo
Mean / Cpetaee:105.7%o

i., /i



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

glenmank Distt. Solan Himachal Pradesh t73205,lndia
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLIOTTKAT AHAJIII3A TOTOBOIO IPOAyKTA

Name ofProduct /
HanMeHosauue nDorrvr[rrrt

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHrie

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monlgmrona ibyDoara MoHonuaoa'ra cnoeft sasalsuuf aosuoosaHHHfi 50 rurr

Active Ingredients /
Aefi crnyrouue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper co.{epxilT: aeficrryrouee BeuegrBo: MoMeta3oHa (Dypoara MoHor}ulpar
51,72 urr B [epectrere tra MoMetasoHa Oypoar 50.00 urr

Strensth /.llocIlnosra 50 mcs / 50 Mrr Date of Mfg. / Aara nporgsoAcrBa t0/2021
Dosage form /
Jlercapcrnenuaa Qopua

Metered-dose nasal spray /
Cnpefi naraaruufi
.[o3I4DoBaHHLrfi

Date of Exp. / Ioaen ao 0912023

Product code / Koa nDotryKTa sRU030007s47040tDK Date of releas e I llara Bbrnycra 31.10.2021

Batch No. / Cepna J\b 12210624 Qty. Released / Ko.nsqecrao
BbtnvuleHo

32,320BOT|
dllaroHos

Batch size / Pa3Mep cepln 34,722 BOT/ rfaaxoHoa Mfg.License No. /
Jluuexrus Ha lrDorr3Borrgrso (HoMen) MNB/10/832

Inspection Lot No. /
Perucrpaqnonnrrft uoueD aHaJu3a 0400003s6499 Mfg. License Date /

Jluuexsnq Ha nDo[3Borrsreo (.,rara) 30/04/2020

Package size / Ynarorra 120 Doses / 120 aos
GMP Compliance certificate Date /
GMP ceprndurar (aara) t8/06t2020

Market / PclHorc Russia / Poccur GMP Compliance certilicate No. /
GMP ceorudurar (someol GMP-o1556/20lrN

Reference Specilication No. /
CneuuQurcauus roroBoro
nPoAYIffa Jlir

SPC-CC-040424 Reference STP No. / CIIU J\b STP-CC-030230

J\T TESTS / IOKA3ATEJI}I LIMITS / TPEEOBAHI{f, OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+ 35oh from the average value.
He 6onee 2-x us 20 toz ( I 0 na.{artrrcrx aos
r.{ l0 KoHeqrrx Ao3 r.r3 l0 Qlaxouoo) uoryr
r,rMeTb oTKJroHeHr{e oT cpeAHero 3HaqeHr,t r

6olee qeu t 25o/o, u HU oAHa Ao3a He

AOJTXHa r,rMeTb oTKJrOHeHI4e OT CpeAHerO
3HaqeHVr 6olee qeu ua + 35 %.
Ec.uu or 3 rc 6 .r[o3 r{Meror orKJtoHeHr,r,
6olee qeu t25o , Ho MeHee eeM * lJ o/e, 1s
r,rcRbrrbrBarc)T cJreAyrcrrlr4e 20 Snaxouoa.
He 6olee 6 w 60 Ao3 Moryr r,rMerb
oTKrroHeHr.re oT cpeAHeto gnaqeHIl.s 6oree
qeM + 25 %o, w HI,I OAHa .rlo3a He JIOJTXHa
I4METb OTKJIOHEHI,IC OT CPEAHETO 3HAqEHI4f,
6olee qeu *35Yo.

END / KoHerr:
Minimum / Mraruauyru: 96.9Yo

Maximum / Marcmrryui 109.6%
Mean /Cpeauee: 1053%

*lI

{r)
\o'\{.

a'I

"rzhrlq

kru,.ror*S1

Prepared By / Iloaroroslrr Checked Bv / flnosenlr.n Aooroved\Bv lOto6oul
Signature / Iloanucr I tv- +
Date / lara ot.l lzll^ o4tM^ o}{r),hro'l
Name / IDIIO Atul Kumar Akshit Bhardwai Aiay Kuirar Gare
Designation /
.IIo.nxnocru

Officer- QA Officer -QA Asst. Manager -QA

FCIWQA054/08.00
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CERTIFICATE OF ANALYSIS X'OR FINISHED PRODUCT
CEPTII@UKAT AHAJIII3A IOTOBOTO IIPOAyKTA
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Name of Product /
HataDreHosaHl,le nDotrYKUr.rr

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HatrMeHoBaHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouera:oua $ypoara MoHornrpam cnpefi uasaruurrfi .[o3r,rpoBauHbri 50 urr

Active Ingredients /
{efi croyroune BerqecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper corepxu:r:,ueilmaynuee BerrlecrBo: Morr,rera3oHa @ypoara MoHor[Apar
51,72 rrarr s neDecqere Ha Mougrasosa ibvooar 50-00 narr

Strength /.llosnposra 50 mcg / 50 urn Date of Mfs. / -llara nooursorsrBa t0/2021

Dosage form /
Jlerapcrnenuan Qopma

Metered-dose nasal spray /
Cnpefi uasalrnrrfi
Aogr'rposaHHsrfi

Date of Exp. / foaen ao 0912023

Product code / Koa nporyKra sRU0300075470401DK Date of releas e I Ilara Bbrnvcra 31.10.2021

Batch No. / Cepun j\! 12210624 Qty. Released / Korrqecrso
BbINYUIEHO

32,3208OT/
ih-naronon

Batch size / Pa3Mep cepur 34,722 BOT/ rfaarouor Mfg.License No. /
JIuueHsuq Ha rrDolr3Borrcrso (Horuen) MNB/I0/832

Inspection Lot No. /
Perucrpauuoxnrrfi noneD anaJr t{3a

040000356499 Mfg. License Date /
Jlt,rueHslls Ha [Dorr3Boacrao (aara) 30104/2420

Package size / Ynaroona 120 Doses / 120 aos
GMP Compliance certificateDate I
GMP ceorr.rdrrar (aara) t8/06t2020

Market / Psrnor Russia / Poccr,rs
GMP Compliance certificate No. /
GMP ceprudurar (uomep) GMP-0r556/20lrN

Reference Specification No. /
Cnequ0rraq[s roroBoro
npoayKra Ns

sPC-CC-040424 Reference STP No. / C[I4 J\b STP-CC-030230

J\b TESTS /IIOKA3ATEJII LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage

/ OAuopoAHocrr
'AO3[rpOBaHr.rfl

units Not more than I value from 10
measurements can deviate from the average
value more than * 25o/o and none can deviate
by more than * 35Yu
lf 2 to 3 values deviate more than L 2|Yobut
not more than + 35o/o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than+25o/o and none can deviate
more than +35Yo.
He 6olee I sHaqeHr.r, z: l0 onpegeteuuil
MOXeT OTKITOHf,TCf, OT CpeAHeIO 3HaqeHI4rI
6olee, rreM Ha +25yo, r,r Hl4 o.IIHoro, 6olee
.{eM Ha + 35 %0.

Eltz rBa urn rpr4 3Harreuris r4Meror
oTI(JIoHeHrIfl 6olee qeu +25 yo, Ho MeHbrrre,
qeM + 35 %o, ro r4c[ErTbrBarcT CneAyrOUU4e
20 Qnaronoa.
He 6olee rpex snaqeuzfi r,r3 30
onpeAeleHufi MoryT orKJrolulTbcr or
cpeAHero 3HaqeHr{, 6olee, qeM Ha *25 %o, u
HI,r oAHoro, 6olee qeru sa+35 Yo.

Minimum lMuuwu1013%
Maximum / Maxcarrayrra : 7 12.1o/o

Mean / Cpetuee:l 05.7 o/o

Prepared Bv / lloaroroskr CheckdilrBv / [nonenul Aooror d Bv / Oao6ou.n
Sisnature / flolnucr, *-{'- t D./- c
Date /,(ara ou lltl -1 oq. \fvw^ oLh>11,'1,1
Name/ @lIO Atul Kumar Akshit Bhardwai Aiav Kuniar Gars
Designation /
llo.nxnogrr

Officer - QA Ollicer -QA Asst. Manager -QA

FCIV{/QA054/08.00



qLenmank
A new way for a new mdd

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

. Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax:+91-1795249310 email: elenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,{@ITKAT AHAJII,I3A IOTOBOIO IIPOAYKTA

7az7of
Name of Product /
HauDreHosaHne n DorvKrrr{[

MOMATRINO
MOMATPI,IHO

Generic name/
HenarenrosaHHoe HaltMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mo&rcra3oua ibypoara MoHorraJlDara cnpefi uaraarsrrfi ,uoguDosaHHufi 50 narr

Active Ingredients /
fleficrsyrcune BeulecrBa

I dose of the spray contains: Active ingredienc Mometesone Furoate Monohydrate 5l .72 mcg w
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpea corepxrr: aeficrnyrouee BeuecrBo: MorusrasoHa @ypoara Mouorr4.[par
51,72 tarr B nepecqere Ha MouEragoua fiyDoar 50"00 r'lrr

Strensth /-llosunosrca 50 mcs / 50 Mrr Date of Mfg. /.Ilara npo]rssoacrBa t0l202t
Dosage form /
Jlerapcraeunan Qoprua

Metered-dose nasal spray /
Cnpefi Haranrunft
-tr03I'DOBAHT'BIfi

Date ofExp. / foaex ao 0912023

Product code / Koa nDoJrvKTa sRU030007547040lDK Date ofrelease I Aara Bbr[ycKa 31.10.2021

Batch No. / Cepnr Jl! 12210624 Qty. Released / Korrqecrao
Bbtnv[IeHo

32,3208OT/
tbraronoe

Batch size /.Parmep ceprau 34,722 BOT/ Qraronon
Mfg.License No. /
Jlnuensug Ha nDo[3Bollcrno (nomep) MNB/10/832

Inspection Lot No. /
Perucrpauuounufi nonen aHaJru3a

0400003s6499 Mfg. License Date /
JluueHllrq Ha rrDor.!3Boncrao (aara) 30/04t2020

Package size / Vnaroarca 120 Doses / 120 l.os
GMP Compliance certificateDate I
GMP ceprudurar (aara) t8/06t2020

Market / PuHor Russia / Poccr,rc
GMP Compliance certilicate No. /
GMP ceprrdurar (xomeo) GMP-01556/20lrN

Reference Specification No. /
CneuuQurcauus roroBoro
nooavrra.ltlb

sPC-CC-040424 Reference STP No. / CIII4 Ns STP-CC-030230

.ltlb TESTS / TIOKA3ATEJI}I LIMITS / TPEEOBAHI{fl OBSERVATIONS / PE3YJIbTATbI

*
f

l5 Microbiologica I Pu rity / Mr.rrcpo6rao.norrqecKafl rrr{srora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qzclo
aspo6nrx daxrepult vr

ApolrxeBbrx r4 ruIecHeBhrx
rpu6oB (cyurrr,rapuo)

Test for Absence of
Specilied Microorganism /
Tecr Ha cnequ$n.recrue
MI.rKpOOpraHr{3Mbr:
P s eudomonas aeruginos a

Staplrylococcus aureus

Bile-Tolerant
Enterobacteria /
Xelueycrofiuroue
su'repo6arr-eprar,r

Not more than 102 cfu per 19 (ml) of the
product / He 6onee 102 KOE s I r (N{r)
IIpeflapaTa

Absence per lg (ml) of the product /
Orcyrcrane n I r (rr,ur) nperapam

Absence per lg (ml) of the product /
Orcyrcrnrae n I r (nn) rpenapara

Absence per lg (ml) of the product /
Orcyrcrnrae n I r (rvrn) rpeflapara

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

; Ass!'.:-
....r.'" 

J '! <.,,r

', t

.i ....,
, 

"l 
riir

Absent / orcyrcrayer {tkry'9y

Absent / Orcyrcrnyer

Absent / Orcyrcrayer

o:.l,r la\

I



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

glenmank Distt. Solan Himachal Pradesh l73205,lndia
Anwwayroranewworld Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTlroklKAT AHAJrlr3A TOTOBOTO IIPOAyKTA

Et3ol'9
Name ofProduct /
Haurrenoganue n Dorrvr[r{r,

MOMATRINO
MOMATPI,IHO

Generic name /
Heuaresronangoe HauMeHoBaHr,!e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr{grasoHa rbmoara MoHorrulDara cnpefi HasanrHHfi aogzposaHHufi 50 rvrrr

Active Ingredients /
[eft crnyrcurue BerlecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I aora cnper coAepx(r,rr: AefiqlBytouee BeulecrBo: Morusra3oua @ypoara Monor?upar
51,72 trrrr B ngDecqere Ha Mougrasosa dvooar 50.00 urr

Streneth / .llou.rnosKa 50 mcs / 50 rl,rrr Date of Mfp. / llara nnorseorrcrBa t0l202t
Dosage form /
Jlercapcrsennan Qoprvra

Metered-dose nasal spray /
Cnpefi uasanruuft
.tr03I,IDOBAHHBIU

Date of Exp. / Ioaeu ao 09t2023

Product code / Koa npoayKTa sRU030007s47040tDK Date ofrelease I Ilara BBrrtycKa 31.10.2021

Batch No. / Cepna Nb 12210624 Qty. Released / Konr.recrao
BbIIIVIIIEHO

32,3208OT/
rfinaronon

Batch size / Pa3Mep cepulr 34,722 BOT/ r[aaronoa Mfg.License No. /
Jluueusus Ha nDo!!3Borrsrso (Homeo) MNB/10/832

Inspection Lot No. /
Perucrpaunougurfi nonep aHaJr u3a

0400003s6499 Mfg. License Date /
Jluuexsuq Ha nDou3Borrcrso (aara) 3010412020

Package size / Ynaroana 120 Doses / 120 aos
GMP Compliance certilicateDate I
GMP ceprudrrar (aara) 18t06t2020

Market / Psrnorc Russia / Poccl'rc GMP Compliance certificate No. /
GMP ceorudurar (ironren) GMP-o1556/20lIN

Reference Specification No. /
CneuuQurau[s roroBoro
npoavrra Ns

sPC-CC-040424 Reference STP No. / C[I4.]!! sTP-CC-030230

.t\lb TESTS / IOKA3ATEJI}I LIMITS / TPEBOBAHI'IS OBSERVATIONS / PE3YJIbTATbI
16. Assay / Ko.nntrecrBeHHoe o[peAerreurre

a) Mometasone Furoate /
MouErasoua r[ypoara

From 85 %to ll5 %o of the labeled content /
Or 85 Yo Ao I 15 oZ m:agsreHHoro
coAepxaHr,rf,

105.0% / 105,00/o

b) Benzalkonium chloride /
BensarroHr,rs xJropr,rAa

From 80 Yoto 120 Yo of the labeled content /
Or 80 % Ao 120 o% or garareHHoro

co,u,eDxaHr,r,

92.6% /92,6yo

17. Package Size / Vnaronra 60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / tlo 60 vuru 120 aos
cyc[eH3r,rr4 no Qaaroue rzs noJrr4gTrlJreHa

BbrcoKofi IJTOTHOCTT4 C Ao3r.rpyrculaM
ycrpoficrnou u rpuureurofi vt3

[oJrr,r3TLUreHa BbrcoKoft nlorsocru. IIo I
Qnarony BMecre c uucrpyrquefi rro
MeA[qr{Hcr(oMy npr{MeHeHr4ro B flaqKe
xaproruofi.

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a
cap made from high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
I 120 loz cycnemrr uo QlaroHe n:
IIOJII43TI,UIEHA BbICOKOfi TUIOTHOCTI4 C

Ao3r,rpyourrM ycrpoficruou vl

rpuueurofi u:t noJur3Tr,tJreHa BbrcoKofi
rrJrorHocra. IIo I Qnarouy BMecre c
rrHcrpyKur4efi lro MeAuu[rHcKoMy
[pr{MeHeHr{ro B rlaqre KaproHHotr.

18. Labeline / Maoruoosrca According to ND / B cootssrcrBuu cHil
19. Storage conditions /

Xpareuue
Protected from light, at temperature from I 5 "C to 25 oC. Do not freeze. I
B saIqulIeHHoM or cBera Mecre ttpla reMfleparype or 15 ao 25 oC. He 3aMopDK[BarL.

20 Shelf-life / Cporc ro;rHocrri 2years /2rota

Prepared Bv / [Ioarorosru Checked Bv / llnosenun Aoproled BY / Oao6pu.n
Signature / [oanucu # (v- .J.h
Date I [ara o>ltL)q owltD^ 'r\..\\).lq,o>4
Name/ @lIO Atul Kumar Akshit Bhardwai Aiay Kumar'Garg
Designation /
.llorrrrnosrl

Officer - QA Oflicer -QA AssL Manager -QA

FCrWQA054/08.00



qLenmank
A nev way for a new world

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJI,I3A rOTOB OIO mOAyKTA

Name of Product /
HaumeHosaHue nDoaynultlt

MOMATRINO
MOMATPI/[HO

Generic name /
HeuareHrosaHHoe Hal,tMerroBeHlre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mor"rtira:ona 0ypoara MoHorurlDara cnoefi uaganrnufi aosuooBaHHufi 50 rrarr

Active Ingredients /
[efi crnyroruue BerrlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aoga cnper coaepxrrr:,ueilc"royrouee BerqecrBo: Morue,rasoHa @ypoam Mouorr4rpar
51,72 rrarr B nepecqere ua Mousragoua dwoar 50.00 rram

Strength /.Iloslroosrca 50 mce / 50 N{rr Date of Mfg. /,(ara npoussoAcrBa t0l202l
Dosage form /
Jlerapcrebnuaa Qopua

Metered-dose nasal spray /
Cupefi uasalrunfi
roguDoeagHnft

Date of Exp. / Ioaen ao 09/2023

Product code / Koa [poryrcra sRU030007547040|DK Date of release I Ilara BbrnycKa 31.10.2021

Batch No. / Cepua J\b t2210624 Qty. Released / KoJrrqecrso
BblNYIIIEHO

32,320BOT|
6raronos

Batch size / Parnep cepuu 34,722 BOT/ rgaaronon Mfg.License No. /
Jluuentua Ha [Dor,!38o.[sreo (HoDren) MNB/10/832

Inspection Lot No. /
Perucrpaqnouurrfi Houep aaaJrlr3a

040000356499 Mfg. License Date /
Jl[uerrug Ha [Irou3Boncreo (aaral 30/04t2020

Package size / Ynarosna 120 Doses / 120 tos GMP Compliance certificate Date /
GMP ceorudurcar (aara) t&t06t2020

Market / Punor Russia / Poccug GMP Compliance certificate No. /
GMP ceorradurcar (nonren) GMP-o1556/20lIN

Reference Specification No. /
CneuuQuraulls roroBoro
npoavrra Ng

SPC-CC-040424 Referenee STP No. / CIII4.ltl! sTP-CC-030230

Any deviation/IncidenUOoS : IN/I I 0 1 /2 021 I 029 6
OrrsiroxeHr.rfllLlHrrr{Aerrrbr/OOC: N/I I 0 I l212l /0296

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 above mentioned site in full compliance wit'h the CVp
requirements of the localRegulatory Authority and with the normative document no. JIII-003870-2Btigl6,Amend. No I dt.
15'04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMp.',
3arurrcqeuue o coorBergrBr{u: Hacrof,rlll{M uoATBepxAaro, qro [peAcraBJreHHarr Blrrrre nu$opuauur flBlrflercfl
AOcronepuoft z toqHofi. lauuas cepur 6ula [por43BeAeHa (nrurrouar ynarorrcy/rraapKr4poBrcy r,r KoHrponb rauecraa) ua
yxasaunofi Bhrrrre npozerogcraennofi rrJrorrlaAxe B [oJrHoM coorBsrcrBr,r]t c rpe6oaauuaur HaAaexauefi
lqo1119a.tennofi flparruru (GMP) rlorarrbHbrx perynflropHbx opraHoB u rpelotauuaw ioprarrsHofi Aorpe H.rawv
nn-003870-280916, I'ISM. Ns r or 15.04.2019, zsna. J\! 2 or os.oi.zo2o.qrIs pErHKa pocczu. rporororr"r rrpo*ros"ruu,
y[ar(oBKt4 14 rroKa:]areJrr4 KaqecrBa AaHHoft cepuu 6ultu [poaHanrrr4poBaHbl Ia c.qeJraHo 3aKllroqeHue, qro OHI,I
coorBercrtsyrcr rpe6onanuxu Haa"uexauefi llpoussoAcrBeuuofi llparrrar<n lCVfey.


