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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa{ 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
CEPTTIOI,IKAT AHAJIU3A IOTOBOIO IPOAYKTA

lof9/ It3

Name ofProduct /
HanmenosaHue noollvKunn

MOMATRINO
MOMAT PI4I{O

Generic name /
HenareHrosaHHoe HanMeHoBaH!!e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr,rsrasond dypoata MoHorraJlDara cnDefi HasaruHrrfi ro:r.rposaHHufi 50 rvrrr

Active Ingredients /
fleft crnyrcurue BerqecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcgas
calculated for Mometasone Furoate 50.00 mcg
I 4ora cnpea corepxr4T: Aefiurayrouee BgrrlscrBo: Molrsrasona @ypoara MoHorrutpar
51.72 urr B [eDectrere Ha MoMgrasoga dvnoar 50.00 r"rrr

Strensth / -llornnosra 50 mcs / 50 Mrr Date of Mfs. / .llara noor.csoncrBa tol2021

Dosage form /
Jlercapcrnenxaa Qopma

Metered-dose nasal spray /
Cnpefi ua:anruufi
.[oluposaHHrrfi

Date ofExp. / foaeu ao 09/2023

Product code / Koa nDonyKra sRU0300075470401DK Date ofreleasel llara BbrrycKa 31.10.2021

Batch No. / Cepua Ne 122t0615 Qty. Released / Koruqecrso
BHnVUteHO

31,600 BoT/
drnarcoHon

Batch size / Pa3Mep cepulr 34,722 BOT/r[nxouon Mfg.License No. /
Jf uuenluq tra rrDou3Bo]rgrso (HoMen] MNB/r0/832

Inspection Lot No. /
Perngrnauuoxnufi nomeo aHaJrlrs, 0400003s6069 Mfg. License Date /

JlIauensllq Ha nDorn3Borcrgo (aara) 30t0412020

Package size / YnarosKa 120 Doses / 120 tos GMP Compliance certificate Date /
GMP ceprndrrar (aara) r8/06t2020

Market / Psrnor Russia / Poccra-s
GMP Compliance certificate No. /
GMP ceorudrarar (Honeo) GMP-o1556/20lIN

Reference Specification No. /
CneunQnraulls noroBoro
nporyrra.ltlb

SPC-CC-040424 Reference STP No. / CIII,I ]A srP-cc-030230

.N! TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
I Description / Onucanne White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eloro Ao [orITI,I 6eloro Ipera or
nonynporpavuoft Ao Henpospaunofi
KOHCI{CTeHIII,iU t\tCTafl, CVCrreH3r4r.

Off white thick suspension of non-
transpaxent consistency. I
floqru 6eroro rEera or uenpospa.+roft
KOHCTACTeHUUV ry CTas CyoleH3raf, .

2. Identification / IloAuuunocrr
a) Mometasone Fuorate /

Mouera:ona 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. / Bpeua y.qepxr,rBaHrrfl
ocHoBHoro IIuKa Ha xpoMaTor-paMMe
r4crrbrTyeMoro pacTBopa .4onxHo
coorBercTBoBarb BpeMeHr,r yaepxr,rBaHr,rt
ocHoBHoro nr,rKa Ha xpoMaTorpaMMe
cTaHIapTHOrO paCTBOpa

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.
/ Bperrrr yAe1lx.nBaulzrs ocHoBHoro
fTvKa Ha xpoMaTorpaMMe r4c[brTyeMofo
pacTBopa cooTBeTcTByeT BpeMeHr4

yAeplKVBaHVfl OCHOBHOTO flUKA Ha

xpoMaTorpaMMe cTaH.[apTHoIo
DATBODA Zft

$ra1 '
/,Jtg

t^t\

(D\
tk

Prepared Bv / lloarorosrru C hecLs"d By-y'{Ipo seo}ur Anoroved Bv / Ono6ou.r
Sisnature / flornracr fl- /e7 \xtry
Date I [ara azllLl>\ rtlr.hr- ''ailnlq.oU
Name/ OIIO Atul Kumar Akshit Bhardwai Ashok Kumar Yadav
Designation /
.IIo.rxcnocrr

Oflicer- QA Executive -QA Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{Or,rKAT AHAJI}r3A IOTOBOIO IIPOAyKTA

Name of Product /
HatlMeHosaHue trDolryrur{}r

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe Half MeHoRe rrye

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mor'rcra3oHa OyDoara MoHoruaDara cnpefi nasamHrrfi no3rrDoBaHHErfi 50 rvrrr

Active Ingredients /
{efi crnyrouu.re BeruecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepxr.rr: aefimayrouee BeuecrBo: MoMcra3oHa @ypoara MoHonlulpar
51,72 urr B nepecqere Ha MoMgra3oHa fiypoat 50.00 ur<r

Strength /.llorrposra 50 mcg / 50 ruxr Date of Mfg. /,Ilata nporrsoasrBa l0/2021
Dosage form /
JlercapcrnenHaa Qopnra

Metered-dose nasal spray /
Cnpeil uasaaruufi
.[03nDoBaHHLrfi

Date ofExp. / foaen ao 0912023

Product code / Koa rpotryrsra sRU0300075470401DK Date of release I llara BbrnycKa 31.10.2021

Batch No. / Cepua Ne t2210615 Qty. Released / Korrqecrao
BbITIYIIIEHO

31,600 BoT/
6raroHos

Batch size / Pasnrep cepur,r 34,722 BOT/ r[naronon Mfg.License No. /
Jluuexlrs Ha nDou3Bollcrno (lromeo) MNB/10/832

Inspection Lot No. /
Perucrpauuonssrfi sonep aHaJrrl3a

040000356069 Mfg. License Dafe /
Jluuenug Ha rrpolr3Bolrcrso (aara) 30104/2020

Package size / YnaroeKa 120 Doses I 120 tos GMP Compliance certificate Date /
GMP cenrradurcar lnere) t8/06/2020

Market / Prlsor Russia / Poccz-t GMP Compliance certificate No. /
GMP ceorudurcar (uoueo) GMP-o1556/20irN

Reference Specification No. /
CneuuQurauus roroBoro
npoavrra Jlb

SPC-CC-040424 Reference STP No. / CIIU.NE STP-CC-030230

Jrb TESTS / IOKA3ATEJIII LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ Eeu:a.nnosus xJropt{A

,@c\
q. #";/

Xk.rn.,o, 
^rry

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cu in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe 

'rcrrbrTyeMoro 
pacTBopa

AOnXHbr o6napyxunaruca rruKyt, no
BpeMeHaM yAepxr.{BaHr,rfl coorBercrByroqxe
[r4KaM roMoJroroB 6errzutroHug xJroptu,a
CD w Crq Ha xpoMarorpaMMe CTaHAapTHoro
pacrBopa.

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 xporraarorpaMMe
ucflbrryeMofo pacTBopa
o6Hapyxr,rBarorcfl, tmKyt, no BpeMeHaM
y]IiepxuBaHufl cooTBercrByroule
nrzKaM roMoJloroB 6enganrouz.s
xropraAa crz u cu Ha xpoMamrpaMMe
CTAHIADTHOTO DACTBODA.

3. pH From 4.3 to 4.9 I Ot 4,3 yo 4,9 4.625 /4.625
4. Density / IltorHocrr From 0.950 to 1.050 g/cm3 I

Or 0,950 ao 1.050 r/cna3

1.01 I g/cm3 / 1,01I r/crra3

5. Viscositv / BqsKosrr From 30 to 130 cPs / Or 30 no 130 cfls 48.9 cPs 148,9 cfit
6. Osmolality /

Ocrro.ngluuogrr
From 250 to 350 mosm/I(g
Or 250 no 350 rrrOcu/rr

297 mOsm/Kg
297 uOcu/xr

7. Leakage check /
Ilponepra Q.narcoHa ua
repMeT[TIHOCTb

Absence ofany traces ofleaks / Orcyrcrnue
cJreAoB npoTerlKr4

No traces of leaks / Crcru nporeqKr.r
oTcyrcTByrcT

8. Net content / Macca
coAepxuMoro onarcoHa

Not less than I 8.0 g / He ueuee 18,0 r 18.3 g / 18,3 r

Ashok Kumar Yadav
Designation /
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr{@rrKAT AHAJTTBA TOTOBOTO [POAvIffA

3of9 I 3 u:9
Name ofProduct /
HauMenogan[e nDo]rvKunu

MOMATRJNO
MOMATPI4HO

Generic name /
HenarenronaHHoe HataMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoN,rcla3oHa ibwoata ruoHoruapara cuoei nagaarnnfi.rlo3raDoBagHrrfi 50 rvrrr

Active Ingredients /
fleft crsymuue BerrlecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes corepxrr: aefisrsyouee BerqecrBo: MoN,rsra3oHa @ypoara MogoillApar
51,72 uxr B [eDecqere na MoMerasona dvooar 50.00 rr,rrr

Streneth /,llosuposra 50 mcg / 50 urr Date of Mfg. / .llara nporcao.qcrBa 1012021

Dosage form /
Jlerapcraennar Qopma

Metered-dose nasal spray /
Cnpefi nasalrunfi
aog[oogagHrrfi

Date of Exp. / Ioneu ao 09/2023

Product code / Koa nooryKTa sRU0300075470401DK Date of releas e I llara BbrnycKa 31.10.2021

Batch No. / Cepnr J\b 12210615 Qty. Released / Korrqecrso
BbtnvilreHo

31,600 Bor/
6raroHos

Batch size / Pa:nep cepnr 34,722 BOT/ r[aarouoa Mfg.License No. /
Jl[uensuq Ha rrDor{3Bo]rsrso (HoMen) MNB/10/832

Inspection Lot No. /
Perucrpaquonuufi nonep anaJr u3a

040000356069 Mfg. License Date /
Jlnuenrrs .Ha nooursoacrno (aara) 3010412020

Package size / Ynaronra 120 Doses I 120 tvt GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06/2020

Market / PuHor Russia / Poccras
GMP Compliance certificate No. /
GMP cenrudnrcar (Homen) GMP-o1556/20lIN

Reference Specification No. /
CneuuQnrauus roroBoro
npoaYrra Jtlb

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

.N! TESTS /IIOKA3ATEJIU LIMITS / TPEEOBAHI4g OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.nnqegrBo
,El()3

Not less than 120 doses / He ueuee 120 aog 169 doses I 169 tos

10. Pump delivery /
Macca Aosrr

Individual dose mass: from 85% to ll5%
of the theoretical dose mass /
Vllgd.nB,utyaltbHafl Macca ao:u: or 85 oZ

Ao I l5 oZ or reoperruecrofi uaccn .u,olsr;

Average mass of the dose: from 90o/oto
1 10% of the theoretical mass of the dose /
Cpeguaa Macca A(Rbr: or 90 oh Ao ll0 %
oT Teoperr{qecKofi Macchr Ao3br

Minimum / Muunrrayira: 97.1%
Maximum / Marcravryu: 109.3 Yo

Average / CpeAnee: 105.7%

l1 Particle size /
Parmep qacruq

Particles < 10pm in size: Not less thang}Yo
r{acruu pa3MepoM S 10 *rrru - He MeHee
90 Yo;

Particles < 30pm in size: 100%
rlacruu pasMepoM < 30 rvrrna - 100 %

Particles > 30pm in size: Should be absent
IIacrurl pagMepoM > 30 nnu - AoJrxHEr
oTcyTcTBoBaTb

99.62% / 99,620/o

100.0o/o I 100,0o/o

Absent / Orcyrcrayor

Prepared Bv / lloaroroarn C heckdil, Bv /-Eoo aeorrur Approyed Bv / 0ao6pnl
Sisnature / Iloanncu 14 LY \ WbW
Date I fiara izlnl+r or\\# th,lr ,;ul)
Name/ @lIO Atul Kumar Akshit Bhardwai Ashok Kumar Yadav
Designation /
nouxuogrr

Officer - QA Executive -QA Mqnager -QA

FCrWQA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AHAJII,I3A IOTOBOIO IIPOAyKTA

4ur4of
Name of Product /
HauDreH osaH lte n Do,,ryKut{tl

MOMATRINO
MOMATPI,IHO

Generic name /
HenateHrosanHoe HaraMeHoBaHt e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoruErasona dyDoara MoHornaoara cnoefi sagaarnufi ro3r4DoB{tr{Hbrfi 50 rvrrr

Active Ingredients /
Aefi crsyroque BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aoga cnpeq coAepxr.rr: aeficrnyrouee BerqegrBo: Monrsra3oua @ypoara MouorruIpar
51.72 urr s [eDecqere Ha Mo[rgrasoHa dvooar 50.00 urr-

Streneth / .lloruposrca 50 mcg i 50 urr Date of Mfg. /,llara npouraoAcrBa 10t2021

Dosage form /
Jlenapcrnenran $oprua

Metered-dose nasal spray /
Cnpefi uasaarnufi
.[o314DoBaHHLrfi

Date ofExp. / foaen ao 0912023

Product code / Koa npoayrcra sRU030007547040rDK Date of release I ilara BbrnvcKa 31.10.2021

Batch No. / Cepun Ne 12210615 Qty. Released / Koruqecrso
BbtnyuleHo

31,600 BOT/
draroHoa

Batch size / Parnrep cepuu 34,722 BOT/rpnaronoa Mfg.License No. /
Jllluensug Ha nDornBo]rsrso (Homen) MNB/10/832

Inspection Lot No. /
PerugrpauuoHuulfi HoMeo aHaJr[3a

0400003s6069 Mfg. License Date /
Jluuegus Ha rrDor{3Bo.ucrao (aara) 30/04/2020

Package size / Ynarosra 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceorudurcar (aara) 18t06t2020

Market / Punor Russia / Poccras GMP Compliance certificate No. /
GMP ceorudurar (nomeo) GMP-o1556/20lIN

Reference Specilication No. /
CnequQurauus roroBoro
nooavrra J\!

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

.Irb TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHI{S OBSERVATIONS / PE3YJIbTATbI

o\(v\
Jr

*t

t2. Related Substances / IlocropoHHue nprrMecrl

Impurity 8DM /
llpruecn 8DM

Not more than 0.15 %o lHe 6onee 0,15 % Not detected/ He o6Hapyxeno

Impurity DMC /
Ilpnn,recu DMC

Impurity D /
Ilpmraecu D

Any individual unspecified
impurity / EAunrquofi
neu4enrraQuqnpoaaunofi
IIpr.rMecr{

Total impurity /
Cyunaa npmrrecefi

Not more than 0. l5 %o / He 6otee 0,15 o/o

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

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

Not more than 0.60 %o lHe 6orce 0,60 %o

Not detected/ He o6uapyNeuo

0.005 % 10,005yo

0.05 o/o I O,O|YI lCj

0.18o/o / 0,l8Yo
kpr,.rr.4

13. Spray content uniformity
(Uniformity of delivery
dose) / O4nopo4uocrr
sHcno6orMaeMoft Aosrl

Not more than2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than *25o/o from the average value and
not any dose can deviate more than + 35o/o

from the average value.
If 3 to 6 doses deviate more than + 25o/o but
not more than + 35%, 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 / Mnnrarayrr,r: I 00.8o/o

Maximum / Marcurrapl :107 .60/o

Mean / Cpeynee:104.4o/o

Name / IDIIO
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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

CERTIF'ICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOTTKAT AHAJIII3A TOTOBOIO IPOAyKTA

Name of Product /
HatlMeHosaHne trDonyKur{}r

MOMATRINO
MOMATPI4HO

Generic name /
HenareHroeaHHoe HauMeHoBatttle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MotrrsraoHa 0ypoara MoHoruapata cnpefi uasaasnufi aog[poaaggrrfi 50 Larr

Active Ingredients /
Aefi sroyputlre BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5lJ2mcgas
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepxtm: aeficrsfouee BerrlecrBo: Mol,rcra3ona @ypoara MoHorr.rrpar
51,72 urr B repecrrere na MoN{srasoHa dyDoar 50"00 rr,mr

Streneth / noslrposra 50 mce / 50 iarr Date of Mfg. / Aara npor:soAcrBa t0/2021
Dosage form /
Jlerapcrnennan Qopma

Metered-dose nasal spray /
Cnpefi Ha.sanrnufi
aognoosaHHrrfi

Date of Exp. / Ioaen ao 09t2023

Product code / Koa nDolryKTa sRU030007547040tDK Date of releas e I llara BbrrycKa 3t.10.202t
Batch No. / Cepna Jtb 12210615 Qty. Released / Kornqecrso

BHnyuleHo
31,600 BoT/
draroHos

Batch sizs / Pasmep cepuu 34,722 BOT/rfraronon Mfg.License No. /
Jluuengns Ha nDollsBoncrao (Horren) MNB/I0/832

Inspection Lot No. /
Perucrpaunosxuft uomep anaJr[3a 0400003s6069 Mfg. License Date /

Jl[uencug Ha nDo[3Boncrso (aara) 30/04/2020

Package size / Ynanosra 120 Doses / 120 tos GMP Compliance certificateData I
GMP ceotudurar (aaT a)

t8/06/2020

Market / Prrnon Russia / Poccus GMP Compliance certificate No. /
GMP ceorradurcar (Horreo) GMP-ot556/20lrN

Reference Specification No. /
CneuuQurauur roroBoro
npoaYrra }lb

sPC-CC-040424 Reference STP No. / CII}I.Nb STP-CC-030230

.t\lb TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI4' OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
* 35Yo from the average value.
He 6oaee 2-xws20 Ao3 (10 HaqaJrbHbrx Ao3
r l0 xoHe.{Hbrx Ao3 r,r l0 Saaronor) uoryr
lrMETb oTKJIOUenue or cpeAHero 3HaqeHr,r,
6olee qeu t 25 %6, u Hu oAHa Ao3a He

AOJTXHa r4MeTb oTKJIOHeHI,Ie OT CpeAHero
3Ha.reHVa 6olee qeu Ha * 35 yo,

Ecrz m 3 ao 6 Ao3 rMeror orKrroHeHrat
6olee qeu *.25 yo, Ho MeHee ueu * 35 oZ, ro
r4crrhrrhrBaror cJre.q/rouue 20 Qnaronon.
He 6onee 6 v3 60 aos MoD/r r,rMerb
orKrroHeHr,re or cpeAHero 3HaqeHI4, 6onee
r{eM + 25 Yo, U HLI OAHa AO3a He AOJIXHa
UMETb OTKJIOHEHI'IE OT CPEAHETO 3HAqEHI4'
6olee qeu +35 Yo,

END / KoHeu:
Minimum / Muuuuryta: 97 .7o/o

Maximum / Marcrarrayrrai 107,6%
Mean / Cpe4uee: 104.6%

,$l Assu6
,';t *\

g ffi^j
&*o" -.r.ouY

Ashok Kumar Yadav
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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
cEPTrrolIKAT AHAJTTBA IOTOBOTO IPOAyKTA

6of9 I 6ur9
Name ofProduct /
Hau DrenosaH lle nDo]rvKrrr,ru

MOMATRINO
MOMAT PI4HO

Generic name /
HenarentosaHHoe HanMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molacra3oHa dvDoara MoHorraroata cnoefi sasarusufi lo:uposagHrlfi 50 N,trr

Active Ingredients /
leficrnyrcurue BeurecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .[osa cnper coAepxr,rr: .[efi crnyrcuee BeulecrBo: Morucra3oHa (Dypoara MoHon,lApar
51,72 uxr B nepecqere Ha MortasranoHa dypoar 50.00 rvrr<r

Streneth /.Ilorupogra 50 mcs / 50 rurr Date of Mfe. /,llara nporrsoAcrBa 10/2021

Dosage form /
Jlerapcroenuaa Sopma

Metered-dose nasal spray /
Cupefi uasaarunfi
noguoosannrr,rfi

Date ofExp. / IoaeH ao 09/2023

Product code / Koa npoayrTa sRU0300075470401DK Date of release I Ilara BbtnYcKa 31.10.2021

Batch No. / Cepus Jlb 12210615 Qty. RelDased / Ko.nuqecrno
BblIlYIIIEHO

31,600 BoT/
draroHos

Batch size / Pasmep cepru 34,722 BOT/ r[.naronor
Mfg.License No. /
Jluuenlus Ha nDou3Bolrcrno (nomeo) MNB/10/832

Inspection Lot No. /
PerucrDauuonHstft Horueo anaJrrl3a

040000356069 Mfg. License Date /
Jluuerlus Ha nDo[3Bo]rsrno (aara) 30/04t2020

Package size / YnarosKa 120 Doses / 120 l.os
GMP Compliance certificateDate I
GMP ceprn0urar (aara) t8/06t2020

Market / Puuor Russia / Poccras
GMP Compliance certificate No. /
(]MP aenrurhupqr /poupn) GMP-o1556i20lrN

Reference Specification No. /
Cnequ0urauuq roroBoro
nooavrra.lt[b

SPC-CC-040424 Reference STP No. / CIII4.1\l! srP-cc-o30230

.Nb TESTS / IIOKA3ATEJII{ LIMITS / TPEBOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OanopoAuocrr
AO3rrpoBaHl|s

Not more than I value from l0
me:Nurements can deviate from the average
value more than t 25o/o and none can deviate
by more than+35%o.
If 2 to 3 values deviate more than * 25o/o but
not more than* 35yo, test another 20 bottles.
Not more than 3 values ftom 30
measurements can deviate from the ayerage
value more than+25%o and none can deviate
more than * 35Yo.

He 6oree I sHaqesur nr l0 onpeaeleunfi
MOXeT OTKJrOrrrTCf, OT CpeAHero 3HaqeHr,r,
6olee, qeM Ha *.25o/o, r4 HrI oAHoro,6olee
qeM Ha t35 %o.

Enn ABa wfi4 Tpr4 3HarleHlafl LIMeIor
oTKIIoHeHrar 6olee qeu +.25 yo, Ho MeHbrue,
qeM * 35 %o, ro ucrrbrTbrBaroT CneAyrolue
20 Snaronon.
He 6olee rpex :Haqennfi us 30
onpeAereuufi MoryT orrJroHrrbc, or
cperHero 3HaqeHr,rfl 6ollee, qeM Ha * 25 o/o, u
Hr4 oAHoro, 6olee qerr,I ya t 35 o/o.

Minimum /Munwvt I00.8%
Maximum / Marcunayv: 107.6%
Mean / Cperaee:l04.4Yo

Assu\/s\:i
.) L)

(0/';/Ll
l"
l6)
\6
\4

Preoared Bv / [oarorosrrr C hecked4\ / Ilpolepr.r.r Approvnd By / Oao6ou.n
Sienature / Iloanucu --P ( ty' | -Ki:dE
Date I [ara Azltil"r o\1*'1'" \-cr.[rdur4
Name/@[IO Atul Kumar Akshit Bhardwai Ashok Kumar Yadav
Designation /
nolxsogrs

Officer - QA Executive -QA Manager -QA

FC}WQA054i08.00
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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

CERTIF'ICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI{KAT AHAJII,I3A IOTOB OrO IPOAyKTA

Name ofProduct /
HaltmeHosaHlre noo]rvKrruu

MOMATRINO
MOMATPI4HO

Generic name /
HenareurogaHHoe HauMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molagra3oHa dvDoara MoHorn.noara cnoefi sasaruuufi aosr4ooBaHnrrfi 50 Lrrr

Active Ingredients /
,(efi crayroutue BerqecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcgas
calculated for Mometasone Furoate 50.00 mcg
I losa cnper coAepxr,rr: AeficT ayouee BerlecrBo: Morrasrasona (Dypoara MoHorxrpar
51.72 rr4rr s neDecqere Ha MoMcrasoHa tbvooar 50.00 rtrrr

Streneth / lloruoonrca 50 mcs / 50 rurn Date of Mfe. /.Ilara npoursorcrBa t0/2021

Dosage form /
Jlerapcraeunaa Qoprvra

Metered-dose nasal spray /
Cnpeil naraarnufi
-uogunosanlrrrfi

Date of Exp. / Ioaen ao 0912023

Product code / Koa [Do]rvKra sRU0300075470401DK Date ofrelease I llara Bbrnvcra 31.10.2021

Batch No. / Cepua J{b 12210615 Qty. Released / Ko.nnqecrso
BbtnvureHo

31,600 BoTi
6raroHos

Batch size / Pa3Mep cepult 34,722 BOT/ giraronor Mfg.License No. /
Jluuenlus Ha nrrorr3Boncrso (Hoireo) MNB/I0i832

Inspection Lot No. /
Perucrpau[oHxufi uorrep auaJrtr3a

040000356069 Mfg. License Date /
Jluuenlus Ha nDolr3Bollcrno (aara) 30/04/2020

Package size / Ynarcosrca 120 Doses I 120 tos GMP Compliance certificateDate I
GMP ceorudnrcar (aara) t8/06/2020

Market / Purnor Russia / Poccrar GMP Compliance certificate No. /
GMP ceorndurar (noneo) GMP-o1556/20lIN

Reference Specification No. /
CneuuQurauus roroBoro
npoayKTa J\!

SPC-CC-040424 Reference STP No. / CIIII JG STP-CC-030230

TESTS / TIOKASATEJII,I LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
Microbiological Purity / Mnrpo6no.noruqecKaq qncrora

Total aerobic microbial
eount and total combined
yeast and moulds count
(combined) / O6uee qucro
aspoOnrx daxrepuirw
Apolor(eBbrx r4 rurecHeBLlx
rpr6os (cyrr,rrraap no)

Test for Absence of
Specified Microorganism /
Tecr Ha cneqzOuqecrne
MlrKpoopfaHr.r3Mbt:
P s eudom onas aeruginosa

S t ap lry I o co c cus aur eus

Bile-Tolerant
Enterobacteria /
Xelveycrofrrruue
enrepo6arreprz

Not more than 102 cfu per lg (ml) of the
product / He 6oaee 102 KOE a I r (un)
npenapaTa

Absence per lg (ml) of the product /
Otcyrcraue e I r (rran) uperapara

Absence per lg (ml) of the product /
Orcyrcraue n I r (rran) npeflapara

Absence per 1g (ml) of the product /
Orcyrcrnne a I r (u-rr) rperapara

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

Absent / Orcyrcrayer

Absent / Orcyrcrryer

Absent / Orcyrcrnyer

d- 
AssuG

* ffn'^b -&

Qrn.

o\
d.

6

-€r

Prepared By / lloarorosuu Checke&Bv / flnoseorrn Aooxoved Bv / Oao6or.rl
Sienature / Iloanucs "..r (Y \ Yk?+}.F ?
Date I naru -rrllrl^ ez\t'tA" \-\-oln{rnn"t
Name / <D[IO Atul Kumar Akshit Bhardwai Ashok Kumar Yadav
Designation /
norxnocrs

Officer - QA Executive -QA Manager -QA

FClvl/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Disff. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fw<: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,r@IIKAT AHAJII,I3A IOTOBOIO mOAyKTA

Name of Product /
Hat{menosaHne n norrvrcrrrr]r

MOMATRINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HaltMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morucra3oHa 6ypoara MoHoruapara cnpefi HasamHrrfi .[o3r,rDoBaHH6rfi 50 rvr rr

Active Ingredients /
.(efi crnyrourue BerrlecrBa

I dose ofthe spray contains: Active ingredient: Mometesone Furoafe Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes corepxtfl: Aeficreyrouee BerrlecrBo: Mol,rcrasoHa (Dypoara Mogorr4Apar
51,72 Mrr s nepecqere na MoNagrasoHa dyDoar 50.00 urr

Streneth / nornpoera 50 mce / 50 rvrrr Date of Mfg. /,n[ara npoursoAcrBa t0/2021
Dosage form /
Jlerapcraeunaa Qopma

Metered-dose nasal spray /
Cnpefi Hasaarurrfi
nosuposaHHHfi

Date of Exp. / Ioaen Ao 09t2023

Product code / Koa nDoayrra sRU0300075470401DK Date of releas e I Aara Bbrnycra 31.10.2021

Batch No. / Cepun J\b 12210615 Qty. Released / Korr.recrso
BbrnyIIIeHo

31,600 BoT/
ibnarouop

Batch size / Pa3mep cepru 34,722 BOT/ r[aaronon Mfg.License No. /
Jllluensus Ha nDotlsBoncrso (Ho[ren) MNB/10i832

Inspection Lot No. /
Perucrpaur.ronHrrfi HomeD.anaJrrasa

040000356069 Mfg. License Date /
Jllluercllg Ha nDoR3Boncrro (aara) 30t04t2020

Package size / YnarosKa 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceprudnrcar (aara) t8/06t2020

Market / Purnor Russia / Poccus GMP Compliance certificate No. /
GMP cepru0urar (nomeo) GMP-01556/20ltN

Reference Specification No. /
CneuuQurauuq roroBoro
npoAyrra.llb

SPC-CC-040424 Reference STP No. / CruI .lt STP-CC-030230

J\t TESTS / IIOKA3ATEJII4 LIMITS / TPEBOBAHI4g OBSERVATIONS / PE3YJIbTATbI
16. Assay / KoruqecrseHHoe orpeAerrenue

a) Mometasone Furoate /
Monaerasona Sypoara

From 85 %oto ll5Yoofthe labeled content/
Or 85 % Ao 115 oZ or gaaareHHoro
COAEPXAHI,Ifl

103.4% / 103,40/o

b) Benzalkonium chloride /
Eeugalxosm xJropr4Ia

From 80 %o to 120 %o of the labeled content /
Or 80 % Ao 120 7o or gaasreHHoro
COACP)I(AHI,I'I

95.2% t95,2yo

17. Package Size / Ynarosra

.,rfn 
Assus.

;J G,r]
n
o\?

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. / [Io 60 rznu 120 aos
cycllemvu Bo onal(oHe I,r3 [OJrr4gTr4neHa
sucorofi ruroTHocrr.r c Ao3r,rpyou[M
ycrpoficraou z rpuureuxoft ug
[oJu4STuJreHa srrcorofi morsocrn. flo I
$naxony BMecre c uncrpyrquefi no
MeAI4IIT{HCKOMy [pI,rMeHeHr4IO B flarlKe
raproHHofi.

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.
/ 120 tos cycrercuu ao Qlaroxe zr
noJlLtgrr,tJleHa sltcorofi lurorHocru c
Ao3r,rpyrourM ycrpoficraou v
rpuureurofi r,ts [oJu4grrr;reHa BlrcoKofi
rurorHocrr{. IIo I $laxoHy BMecre c
nucrpyrqnefi Eo Me.ryrulrHcKoMy
[DnMeHeHI{Io B naqKe raoronnofi-

18. Labelins / Manrcnoosrca According to ND / B comssrcrBuw c W
19. Storage conditions /

Xpasenne
Protected from light, at temperature from 15 "C to 25.C. Do not freezeJ
B sauuqeHHoM or cBera Mecre rrD]r reM[eDaryDe or 15 ao 25 oC. He 3aMoDa:K]rBarL-

20 Shelf-life / Cpor roAHocrr 2years /2rozra

Prepared Bv / lloarorosrn Checked,Bv / lloosenur Anproved By / Oao6ou,n
Signature / lloanucr (P- \ )S&zlo?
Date /[ara Xhrl"" oz\tr, lr'-' \-anl rdr^v
Name/ IDIIO Atul Kumar Akshit Bhardwai Ashok Kumai Yadav
Designation /
.ILo,rxuocrr

Officer- QA Executive -QA Manager -QA

.00
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A new way for a new woild

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205,lndia
Phone: +91-1795 249300 Fa,r: +91-179 5 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEpTrror,IKAT AHAJII,I3A TOTOBOIO IPOAyKTA

9oI9l H3

Name of Product /
HaraMenoeaHlte rr nonvrrruu

MOMATRINO
MOMATPI4HO

Generic name /
HenarentoaaHHoe HataMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Motr4gra3ona 0yDoara Mouornapara cnpefi Ha3ansHsrft ro3r4DoBaguBrfi 50 urr

Active Ingredients /
l,eft croyrcuue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 Aora cnpea coAepxr,rr: refiurayouee BerrlecrBo: Morr{etasoua @ypoara MoHofl,upar
51"72 urr B rrepecrrere na Mougragosa rbwoat 50.@ r"rrr

Streneth /.llosuooana 50 mce / 50 Nrrr Date of Mfg. / {ara npouraoAcrBa t0/2021
Dosage form /.
Jlerapcrreuxan Qopua

Metered-dose nasal spray /
Cnpeft nasa.nrunfi
aoslaooBaHHrIfi

Date of Exp. / Foaen Ao 0912023

Product code / Koa nDotryKTa sRU0300075470401DK Date ofrelease I llara Bbrrycra 31.10.2021

Batch No. / Cepua Ne 122t0615 Qty. Released / Korrqecrso
BbIIIYTUEHO

31,600 BoT/
ihlaronos

Batch size / Paomep cepnu 34,722 BOT/ r[.naronon Mfg.License No. /
Jlruensuq Ha nDorr3Borcrso (Homenl MNB/10/832

Inspection Lot No. /
Peru grpauuoHxulfi ttoueo aHaJr u3a

040000356069 Mfg. License Date /
Jluuentrlg Ha nDou3Borrcrao (aara) 30t04t2020

Package size / VnaKoera 120 Doses I 120 tot GMP Compliance certificate Date /
GMP ceorudurar (aara) t8/06/2020

Market / Punorc Russia i Poccu.s GMP Compliance certificate No. /
GMP ceorndrrar (Homen) GMP-o1556/20lrN

Reference Specilication No. /
Cneqr,l0nraq[fl roroBoro
npoAyKra J\b

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

Any deviation/Incident/OOS : IN/I 1 0 I /2 O2t I OZ92
Orrc.roHeHrs/llHuureHrBr/OOC: N/I I 0 I l2\2l /0292
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 contol at the above mentioned site in full compliance t"iti., tt. Cvp
requirements of the local Regulatory Authority and with the normative document no. JIII-003g70-2gogl6,Amend. No I dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging 4nd analysis
reviewed and found to be in compliance with GMp.',
3aKrrroqeHne o coorBercrBrrr,r: Hacroflrrlr,rM [oATBepxAarc, qro [peAcraBneHHarr Bbrue uu0opuaurar f,BJrrercfl
Aocroaepuoft x roqHofi. ,{auuaa cepua 6ula [polr3BeAeHa (rrcnrcuar ynarosry/ruapKr.rpoBr(y r,r KoHTponb xauecraa) Ha
yrasauuofi Bhrrle npoussoAcrBeHHo[ [JrorqaAKe B noJrHoM coorBergrBr,rr{ c rpe6oBaHr,{rMa Ha.ulexaqefi
lqoirl9acruenuofi flparmnu (GMP) JIoK:lJrbHbrx peryffropHlrx opraHoB u rpe6oaaHu"r, rrop*arusHofi .[oKyMe Hra1rllu
nn-003870-280916, HsM. Ne I or 15.04.2019, I4:rrr. J\! 2 or 05.02.2020 ala p"rrria Poccuu. flpororolu opo,asnoacrra,
yrraroBKrz u florul:lareJru KaqecrBa AaHHofi cepuu 6tutu [poaHanI,I3I,IpoBaHbI u cAeJraHo 3anlrroqeHl4e, qro oHrl
coorBercrByror rpeooaanuxra Ha,ueNaulefi flpou:eo4craeunofi rlparruxn (GMp).

f o""%
a(D

t(*r

o]-Eq O^tr,.lra .:b Y,lt'l^ 
."ri,

kn.,r.rN

Ashok Kumar Yadav


