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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,r@I,IKAT AHAJITT3A TOTOBOIO IPOAyKTA
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Name ofProduct /
HauMeuoaaHue n DonvKunu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareNrogaHHoe HauMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moue'ra.:oHa dypoara MoHoruapara cnpefi sagarrssrfi rogl.rposaHnsrfi 50 rrarr

Active Ingredients /
lefi creyrourue BetuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I go:a cnpen coAepxuT: aeficrnyroutee BeurecrBo: Mort{sra3oHa <Dypoara MoHor[rpar
51,72 uxr B nepecrrgre Ha Morr.rsra3oHa $ypoar 50.00 rvr<n

Strength /,llosHpoara 50 mcg / 50 N{rr- Date of Mfe. / Aara npournoAcrBa 09/2022

Dosage form /
Jlerapcraexxan Qopnaa

Metered-dose nasal spray /
Cnpefi Hasa,rruurfi
aogaoosauurrft

Date of Exp. / I-oAeu Ao 0812024

Product code / Koa nDolrvKra sRUo30007804040 I DK Date ofrelease I llara BbrnycKa 30.09.2022

Batch No. i Cepna J\! 12220551 Qty. Released / KorHqecrso
BbtnYlueHo

32,320BOT1
draroNos

Batch size / Parruep cepnr.r 34,722 BOT/ r[raxonon Mfg.License No. /
JIltueHrHq Ha nDorr3Boacrso (Ho[,rep) MNB/10/832

Inspection Lot No. /
PerucrpauuoHssrft xorueo aHaJr u3a

0400004 I 3 808 Mfg. License Date /
Jluueugun Ha nDor{3Boacrao (aara) 30/04t2020

Package size / Ynaroara 120 Doses / 120 noz
GMP Compliance certificateDate I
GMP ceprudurar (aara) t8t06/2020

Market / Psluorc Russia / Poccur GMP Compliance certificate No. /
GMP ceorndurar (sorueo) GMP-01556/20ltN

Reference Specification No. /
CneqaQnrauI,tr roroBoro
nooavrra J\!

sPC-CC-063688 Reference STP No. / C[I,I J\& srP-cc-040944

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAH}I' OBSERVATIONS / PE3YJIbTATbI
I Description / Onucauue White to off white thick suspension of

semitransparent to non-transparent
consistency. I
Or 6eroro ao noqru 6eloro rrBera or
norrynporpavHoi Ao Henpo3paqHofi
KOHCTTCTeHUXU ty CTAfl CyC[eH3r,Ig.

Off white thick suspension of non-
transparent consistency. I
lloqrn 6enoro rrBera or nenpotpavnoft
KOHCHCTeHTII]r ryCra' Cyo[eH3r,rfl .

) ldentifi cation / [IoAnnHHocru
a) Mometasone Fuorate /

MoMera3ora Sypqar
The retention time of the main peak in the
chromatogram of sample preparation should

The retention time of the main peak in
the chromatogram of sample
preparation coresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bper,,rr yLep)KABaHAa ocHoBHoro
rrr,rKa Ha xpoMaTorpaMMe r,rcnbrryeMoro
pacrBopa coorBercrByer BpeMeHu

yAepxr,rBaHr,rrr ocHoBHoro nHKa Ha

xpoMaTorpaMMe cTaHAapTHoro

DATBOPA

corresponds to the retentron trme ot'the main
peak in the chromatogram of standard
preparation. / Bperrar y.u,epxuBaH[t
ocHoBHoro [r4Ka Ha xpoMaTorpaMMe
rrcnbrryeMoro pacrBopa aoJrxHo
cooTBeTcTBoBaTb BpeMeHH yaepx14BaH14rr

ocHoBHofo rrr,rKa Ha xpoMaTofpaMMe
cTaHAaprHoro pacTBopa

ature / floanucs

\( \ 1-e 
\'"

Atul Kumar Akshit Bhardwaj



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

glenmank Distt. Solan Himachal Pradesh 173205,tndia
Anewwatr.ranervrv.rtd Phone: +91-1795249300 Fax: +91-1795249310 email: glennrark@bom2,vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII,I3A TOTOBOTO IIPOAYKTA

trlol
Name of Product /
Hau[aeHoeaHue n DorvKUurt

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe Hat,tMeHoBaH]re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNtera3oHa dvooara MoHorHnoara cnoefi ua:a,rrnrrfi aoguoosaHgufi 50 urr

Active Ingredients /
[eft creyrourr.re BeuIecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ro:a cnper co/Iepxr4T: aeficrsyrcuee BeuecrBo: Movsra3ona @ypoal:a MoHorrulpar
51,72 uxr B nepecqere ua Mouqra.gosa frypoar 50,00 urr

Strength /.llosuposKa 50 mce / 50 r"rrr Date of Mfe, /,llara npouraoAcrBa 09/2022

Dosage form /
Jlerapcraenaar Qoprua

Metered-dose nasal spray /
Cnpeft ua:aasHsrfi
aoguposaHurrft

Date of Exp. / foaeH ao 08t2024

Product code / Koa npoavrcra sRUo30007E04040 I DK Date of releas e I llara Bbrrvcra 30.09.2022

Batch No. / Cepun Ne 122205s1 Qty. Released / Ko.nuqecrso
BbINYIUEHO

32,3208OTt
dlnaronon

Batch size / Parruep cepnu 34,722 BOT/ Qaaxouoa
Mfg.License No. /
Jluuesllrn Ha nlror{3Boacrno (soruep) MNB/r0/832

Inspection Lot No. /
PerucrpauuosHslft xomep aHafl r{3a

0400004 I 3808
Mfg. License Date /
Jluuerlus Ha nDo[3Bo,qcreo (aara) 30t04t2020

Package size / Ynarosma 120 Doses / 120 tos GMP Compliance certificate Date /
GMP ceprudurar (aara) 18t06/2020

Market / Pulxor Russia / Poccxr GMP Compliance certificate No. /
GMP ceprudurar (xoruep) GMP-0r556/204N

Reference Specification No. /
f nsquQr.rrautlfl roroBoro
nooavrra.llb

sPC-CC-063688 Reference STP No. / CIII{ "l\&
srP-cc-040944

"lt& TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJI bTATbI
b) Benzalkonium chloride

/ Eeuranxour.rfl xJroprra

,1.,

\.1: (t t'
'{ i''r,'-

The chromatogram of the sample solution
should contain peaks coresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cra in the
chromatogram of the standard solution, / Ha
xpoMaTorpaMMe r{cnbrTyeMoro pacTBopa

aonxHbr o6HapyxHBarbc, [r.tKr.t, flo
BpeMeHaM yAepxHBaHufl cooTBercrByroulfle
rI4KaM fOMOJ'rOrOB 6eH3arxoHI,Ir xJrOpr.raa

Cn vt Ctq Ha xpoMaTOlpaMMe CTaHAapTHOTO

pacrBopa.

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

and Crc in the chromatogram of the
standard solution. / Ha xporraarorpaMMe

r,rcnbrTyeMoro pacrBopa
o6HapyxueaK)Tcr nr{Krr, no BpeMeHaM

yAep)KilBaHUfl COOrBeTCrByrOUxe

nr4KaM roMoJroroB 6eu3alxoxur
xJIopI,IAa Cn vt Cru Ha xpOMarOrpaMMe
CTAHtrADTHOFO DACTBODA.

3. DH From 4.3 to 4.9 I Or 4,3 to 4,9 4.66 /4,66
4. Density / fl.nornocru From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1.050 r/cru3

1.014 glcm' / 1,014 rlcu'

Viscosity / Bqrxocru From 30 to 130 cPs / Or 30.uo 130 clls 49.2 cPs I 49,2 c[12
6. Osmolality /

OcruonqruHocrt
From 250 to 350 mosm/Kg
Or 250 Ao 350 uOcu/xr

292mOsm/Kg
292 uOcu/xr

1 Leakage check /
Ilpoeepra Q.naxoua na
TCDMETITqHOCTb

Absence ofany traces ofleaks / Orcyrcrnue
cneAoB npoTer{Kr.r

No traces of leaks / Creau rporer{Kn
oTcyTcTByroT

8. Net content / Macca
COIED,I(IIMOTO OTAKOHA

Not less than 18.0 g / He r"reHee 18,0 r 18.2g/18,2r

Prepared By / lloaroroau.n Chns,ked Bv / flponepn.n \ Aporoved Bv / Oao6or.r.n
Sisnature / [Ioanucu 7W; J
Date I [ara lJl to | 11 r Sltol't"o-'a-- t$ro\ )-rL
Name / <DI,IO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
no.nxsocrs Officer-QA Sr. Olficer-QA Sr. Manager - QA

FC 00M/QAO



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

glenmank Distt. Solan HimachalPradesh 173205, India
A nev wa, ri)r r new wrld Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsrrl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIr@I,IKAT AHAJIIT3A f OTOBOI O TIPOAyKTA

II3ol
Name of Product /
HaHmeHosaHlre n poryruuu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHTosaHHoe HallMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molaera3oHa dvpoara MoHoru-rrDara cnoefi uataluHrrfi aosr4posagurrft 50 r'arr

Active Ingredients /
!efi creyrouue 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 coAepxr4r: qeftcrnyrculee BeruecrBo: MoNlsra3ona Oypoara MoHorr4rpar
51,72 nrr B nepecqere ua Moueragosa dvpoar 50.00 uxr

Strength /.llorHposra 50 mcg / 50 r'rxn Date of Mfg. /,llara npoureoacrBa 09/2022

Dosage form /

"rlerapcroen nan Qoprua

Metered-dose nasal spray /
Cnpefi ua,:a,rrHrril
nosr.rDosaHI-rsrft

Date of Exp. / foaeu ao 08/2024

Product code / Koa nDotrvKTa sRU030007E04040 I DK Date of release /,[a'ra aulnycra 30.09.2022

Batch No. / Cepun J\! 12220551 Qty. Released / Koruqecrso
BbINYUICHO

32,320BOT|
dlaxonon

Batch size / Parruep cepur.l 34,722 BOT/ Qnar<onon
Mfg.License No. /
JIl,tueHsuq Ha lrDoH3Bollcrao (Ho[,reo) MNB/10/832

Inspection Lot No. /
@ 0400004 I 3 808 Mfg. License Date /

Jluuexlug Ha rrpor.r3Boacrso (aara) 30t04/2020

Package size / Ynaroara 120 Doses I 120 r,os
GMP Compliance certificate Date I
GMP ceprndurar (aara) 18/06/2020

Market / Pslsorc Russia / Poccnr GMP Compliance certificate No. /
GMP ceprudurar (uomeo) GMP-o1s56/20lrN

Reference Specification No. /
CnequQurauuq roroBoro
npoayrcra J$r

sPC-CC-063688 Reference STP No. / C[[I J\t srP-cc-040944

.Itb TESTS / IIOKA3ATEJII,I LIMITS / TPEBOBAHI4g OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Kofluqecrao
a03

Not f ess than 120 doses / He ueHee 120 toz I 85 doses / 185 aos

10. Pump delivery
Macca aosul

Individual dose mass: from 85% to 115o/o

of the theoretical dose mass /
HnAreflAyaflbHaq Macca Aosu: or 85 7o

Ao I 15 oZ or reopernvecKofi Maccbr Ao3br;

Average mass of the dose: from 9|o/oto
I l0% of the theoreticalmass of the dose /
Cpeqnna Macca Ao3br: or 90 %o Ao I l0 %
oT TeopeTr,rqecKofi Maccbr [o3br

Minimum / Mruuruyrrr: 96.1%
Maximum / Maxcur,rylr: 107.2%
Average / Cpeanee: 104.8%

ll Particle size /
Pa:uep qacruu

Particles < l0pm in size: Not less than 90%o
tlacruu pa3MepoM < l0 urm - He MeHee
90%;

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

Particles > 30pm in size: Should be absent
9acruu pa3MepoM > 30 uxu - AoJrxHbr
oTcyrcTBoBaTb

100.0% / t00,0yo

100.0% I 100,00/o

Absent / Orcyrcrnyror

Prepared By / IloAroroelrfl Checked Bv / Ilpoaeprafl \Annroved Bv / Ono6nu.n
Signature / [Ioanucu ^4 (D=
Date / flara 1(f ro lt1 \ Sltoh,^o*- \fl\.\ \)tv
Name / OI,IO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
flonxrocru

Officer-QA Sr. Oflicer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark(r3bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLT@I4KAT AHAJIII3A f OTOBOTO IPOAyKTA
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Name of Product /
HaumeHosaHue n poayKu[tr

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe Hal.tMeHoBaHt,te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mousragosa 0ypoa'ra MoHorr4apara cnDefi ua:aarsrrfi ,qogl4poaaHnurfi 50 rr,rrr

Active Ingredients /
.(efi crnyrcurue BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnpea co.qepxr4T: .qeficrnyoulee BerrlecrBo: MonerasoHa @ypoara MoHorlrrpar
5 1,72 urr B nepecqere Ha Molagra3oHa tbypoar 50.00 urr

Strength /,llosupoera 50 mcg / 50 rrrxr Date of Mfg. /,llara npousaoacrBa 09/2022

Dosage form /
JIercapcraeHHan Qopnra

Metered-dose nasal spray /
Cnpeii ua:alsnrrfi
no314DoBaHHbrI

Date of Exp. / I-oaeH ao 08t2024

Product code / Koa nDotryKTa sRU0300078040401 DK Date of release I Ilara BbrnycKa 30.09.2022

Batch No. / Cepnr .l\l! t2220551 Qty. Released / Koruqecrso
B[,lnVUIeHO

32,320BOT1
draxoHos

Batch size / Parrvrep cepr.ru 34,722 BOT/ r[,raxouon
Mfg.License No. /
JIrluerrllq Ha nDor.r3Boncrao (sonen) MNB/10/832

Inspection Lot No. /
Perucrpauuoua uril soruen aHa.[ n3a

0400004 I 3808 Mfg. License Date /
JIHueHluq Ha npon3Boacrso (aara) 30t04t2020

Package size / Ynarcoera 120 Doses I 120 l.og GMP Compliance certificate Date /
GMP ceorndnrar (lara) t8/06/2020

Market / Punor Russia / Poco.rg
GMP Compliance certificate No. /
GMP ceorr.rdurar (sorren) GMP-0t556/20lrN

Reference Specification No. /
CneuuQnrauHfl roroBoro
nooavrcra J\}

sPC-CC-063688 Reference STP No. / CIII,I Jl! sTP-CC-040944

TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
Related Substances / Ilocropouuue rrpuMecu

Impurity 8DM /
fipr.ruecrz 8DM

Not more than 0. I 5 %o / He 6oree 0, I 5 % 0.003% /0,0030

Impurity DMC /
Ilpr.rnaecu DMC

Impurity D /
Ilpruecu D

Any individual unspecifi ed
impurity IEnuuvrl:toil
ne r,rAe sruS u uupoaau Hoi
rrp14Mecr,r

Total impurity /
Cyrr,uua npnuecefi

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

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

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

Not more than 0.60 o/o I He 6orce 0,60 Yo

0.004% /0,004yo

0.013 % / 0,0t3yo

0.013% /0,013%

0.09% l0,09yo

| .. ... , j\./ --
I"4\

/C; r" \

{i, )- :'
r '1 U,n 1u 1+"- -.: ,

Spray content uniformity
(Uniformity of delivery
dose) / Oauopoanofru
aurcegOoxaaeuofi Aoru.

,', .1-' ' 'r\''

Not more than 2 of 20 doses ( I 0 initial doses
and l0 final doses from l0 vials) can deviate
more than +25% from the average value and
not any dose can deviate more than + 35o
from the average value.
If 3 to 6 doses deviate more than + 25Yo but
not more than + 35Yo, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than r25 yo from the averase val

Beg / Ha.rano:
Minimum / Muunuyu: 99.7%
Maximum / Mar<cnuyrrr : 100.9%
Mean / CpeaHee:100.0%

Date I lara It. ltz-
Atul Kumar

FCM/QA054/08.00



Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@IIKAT AHAJII,I3A TOTOBOTO IPOAYKTA
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Name of Product /
HaurueHosaHHe rrDollyKuur{

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HaHMeHoBaHr.f e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNrsra3oHa dvpoara MoHort4.[Dara cnpefi uagaaruutfi aosl4poaaHHrrft 50 rrarr

Active Ingredients /
!efi crayrculre BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .uo:a cnpea co.(epxl4r: .ueficrBytouee BelrlecrBo: Mortlsra30Ha oypoara MoHorlr/lpar
5 1.72 urrr B rreDecqere na Monsragona tbvooa, 50.00 uxr

Strength / Aoruponra 50 mce / 50 urr Date of Mfg. / Aata nponrsoAcrBa 09/2022

Dosage form /
JIercapcreeHHar Soprua

Metered-dose nasal spray /
Cnpefi ua:aauuurfi
nosl.rposaHHurft

Date of Exp. / I-oaen ao 08/2024

Product code / Koa rrDoJrvKra sRU030007E04040 I DK Date of release I llara BbrnvcKa 30.09.2022

Batch No. / Cepua .l\! 12220551 Qty. Released / Ko.nuqecrro
BbrnvrueHo

32,3208OTt
6raroHos

Batch size / Pasmep cepuu 34,722 BOT/ rprarouon
Mfg.License No. /
JIHueHruq Ha lrpoH3Boacrso (Horuep)

MNB/r0/832

Inspection Lot No. /
PerucrpauuoHusrft soruep aHaJr u3a

0400004 I 3 808
Mfg. License Date /
Jllruexglrs Ha npor{3Boacrso (aara) 30/04/2020

Package size / Vnarosrca I20 Doses I 120 l.os
GMP Compliance certificate Date /
GMP cenrudxrar (aara) 18t0612020

Market / PrrHor Russia / Poccnc GMP Compliance certilicate No. /
GMP ceorudnrcar (xomep) GMP-01556/20lrN

Reference Specification No. /
CneuuQurauus roroBoro
nnoavrcra.i{b

sPC-CC-063688 Reference STP No. / CnI{ J\! srP-cc-040944

.ltb TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+35Yo from the average value.
He 6oree 2-x uz 20lo3 (10 HaqanbHbrx Ao3
r l0 xoHe.rHbrx Ao3 u: l0 r[laroHoe) voryr
[MeTb oTKJrOHeHle OT Cpe.4HerO 3HaqeHr,rfl

6oree .reNl + 25 o , u Hu orra Ao3a He

.[oJrxHa r{MeTb oTKJroHeHr4e oT cpeAHero
3Har{eHr4fl 6oree ,re^{ lHa+ 35 %o,

Eclu or 3 ao 6 ao3 rrMeror orKJroHeHr.rt
6oree .{er\a +25 o/o, Ho MeHee .reM t 35 0%, To
r,rcrrbrrbrBar,or cJreAyloulre 20 QaaxoHon.
He 6oree 6 uz 60 ao3 Moryr r4Merb

orrJroHeHr,re or cpeAHero 3HaqeHr,r, 6oJree
qeM + 25 o/o, u Hr,r oAHa Ao3a He AOJIXHa
r4MeTb oTKJrOHeHr4e OT CpeAHerO 3HaqeHr,rfl

6oree qeu * 35 o/o.

END / Koseu:
Minimum / Muuuuyu: 99.2 o/o

Maximum / Marcuuyu: 100.6%
Mean / Cpe.{uee: 100.0%

Prepared Bv / Iloaroroel,l"'r Checked By / flpoeeplrn \Aooroved Bv / Oao6or.r.n

Sisnature / Iloanucs z'lf' (b--- )
Date / lara -lJ l1c I t?- tS\lo tf/*-

-r 
.-\ tt\ 19lv

Name / OI4O Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
no.lxxocru

Officer-QA Sr. Oflicer-QA Sr. Manager - QA

FCM/QA054/08.00



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

qlenmank Distt. Solan HimachalPradesh 173205, India

Anewwa'r,)rxnewworrd Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark(@bom2.vsnl.net,in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII,I3A f OTOBOTO IPOAyKTA

61l36oI
Name ofProduct /
Hauneuonanue n DoayKuuu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HalrMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MousrasoHa tbypoara MoHoru.aDara cnoefi sa:arrHr,rfi aogltposaHHurfi 50 rrtrr'

Active Ingredients /
[efi crsyrouue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I losa cnper coaepxur: 4eficrryouee Be[IecrBo: Movsra3oua @ypoaT a MoHorurpar
51,72 rraxr B neDecqere sa Mouera:oua dypoar 50.00 rnrrr

Strength / fiorupoara 50 mcg / 50 rrarr Date of Mfg. / Aara npousaoacrBa 09/2022

Dosage form /
Jlerapcreexuan $oprua

Metered-dose nasal spray /
Cnpei ua:a.nsHsrI
-uogHoosaHHrrfi

Date of Exp. / foAes Ao 08/2024

Product code / Koa npoayKra sRU030007E04040 r DK Date ofrelease I llara abrnycKa 30.09.2022

Batch No. / Cepua J\! 12220551 Qty. Released / Ko.nuqecrao
BbrnvllteHo

32,320BOT1
dllaronos

Batch size / Pasnrep cepur.r 34,722 BOT/ r[aaxoHon
Mfg.License No. /
JIruensus Ha nDon3Boacrao (norueo) MNB/10i832

Inspection Lot No. /
PerucrpauuonNulfi soneo aHaJr u3a

0400004 r 3 808
Mfg. License Date /
JluueHsnq Ha rtDor.r3Boncrso (aata) 30t04t2020

Package size / YnaKosxa 120 Doses I 120 z.oz
GMP Compliance certificate Date /
GMP ceorrdurar (aara) 18t06/2020

Market / Pulnorc Russia / Poccuc GMP Compliance certificate No. /
GMP ceorudurar (Houeo) GMP-or556/20lrN

Reference Specification No. /
Cneur.rQlr rca uus roroBoro
nnoavrra.ilb

sPC-CC-063688 Reference STP No. / CIU Ne srP-cc-040944

i\u TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4q OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage units

/ OaHopoauocrr
a03r.rpoBaHlffl

,i :.t

(+
l,f
\-r (

\t'\'/d
\

',t-,'\
/'- \

,i' \

Not more than I value from l0
measurements can deviate from the average
value more than + 25Yo and none can deviate
by more than * 350/0.

lf 2 to 3 values deviate more than + 25yo b'Jt
not more than + 35Yo, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than * 25%o and none can deviate
more than + 35Yo.

He 6onee I gHaqeHur u: l0 onpe4enenrit
MOXeT OTKJTOHflTC' OT CpeAHerO 3HaqeHr.l,
6olee, qeM Ha * 25 yo, r,r HH oAHono, 6oaee
qeM Ha *35Yo.
Enu aBa vru rpr,I 3HaqeHr,r, I4MeIor

Minimum /Mutc.I1.u99.7%
Maximum / Maxcuuyur: 1009%
Mean / Cpeanee:100.0%o

ulruruHEtlll Ooilee qeM i Z) "/o, HO MeHbUJe,
qeM + 35 oh, ro ncrrbrrbrBaror cJreAyrou[e
20 Sraxonon.
He 6oree rpex 3HarteHr4fi v3 30
oflpeAeneHr,rfi Moryr orKJroHlrbc, or
cpeAHero 3Har{eHr,rf, 6olee, qeM Ha *25 oh, u
Hlr oAHoro, 6olee qeu Ha+35 oh.

Preoared Bv / floaroroeu,.l Checked Bv / Ilooeeoran \Aoproved Bv / Oao6nu.r
Signature / [Ioanr.rcu "--T (E -)
Date / [ara 1(lvlLu r(1ro l*^o-r-- -.r r-\rr\ l-r\v
Name / @trIO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
,iIo:rncsocrx Officer-QA Sr. OIIicer-QA Sr. Manager - QA

FCN{/QA0s4/08.00



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

glenmank Distt. Solan Himachal Pradesh l73205,lndia
Ancn,rvalri,r,neww.rld Phone: +91-1795249300 Fax: +9 l-1795249310 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF'ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI{KAT AHAJII,I3A TOTOBOIO IPOAyKTA

ol9 / tr3

Name ofProduct /
HaurueuosaH ne II DolrvKuur.t

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mougra:oHa dvooara MoHorr.uroara cnoefi Haga.nrsrrfi .noguooaaHnuil 50 rraxr

Active Ingredients /
.(efi creyroulue BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated lbr Mometasone Furoate 50.00 mcg
I ao:a cnper coaepxuT: aeftcreyrculee Ber{ecrBo: MoNaera3oHa tDypoara MoHorxApar
51.72 uw B flepecqere sa Moueragoaa dvDoar 50.00 urxr

Strensth / -lloruooerca 50 mcg / 50 uxr' Date of Mfg. /.ll,ara npoureoacrBa 09/2022

Dosage form /
JlerapcrneHuaa Qopma

Metered-dose nasal spray /
Cnpeft uaraarusrfi
,aogr,tDosaHHstfi

Date of Exp. / IoAex Ao 0812024

Product code / Koa flDo.rryKra sRUo30007E04040 I DK Date ofrelease I [ara BbrnycKa 30.09.2022

Batch No. / Cepua Jl! 12220551 Qty. Released / Koruqecrso
BbtnYueHo

32,320BOT1
tbraxoHos

Batch size / Parrr.rep ceprr 34,722 BOT/ graxoHoa Mfg.License No. /
JIuuerlrq Ha nDoH3Boacrso (HoMep) MNB/r0/832

Inspection Lot No. /
Penucrpauuosxt tfi uouep aHaJrH3a

0400004 l 3 808 Mfg. License Date /
Jluuexu.rs Ha nDo[3Boacrno (aara) 30/04/2020

Package size / YnaxosKa 120 Doses I 120 z.oz
GMP Compliance certificateDate I
GMP ceprrdurcar (aara) 18t06t2020

Market / Psruorc Russia / Poco.u GMP Compliance certificate No. /
GMP ceprudrrcar (nomep) GMP-o1556/204N

Reference Specification No. /
CneuuQurcauHa roroBoro
npoaYrcra .l\!

sPC-CC-063688 Reference STP No. / C[I4.]tl] srP-cc-040944

JTb TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
l5 Microbiological Purity / Murcpo6lrororuqecKaq qr{crora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee .{Hcro

a3po6Hbrx 6axrepuft n

ApoxxeBbrx I{ flnecHeBbtx
rpu6on (cyrrauapHo)

Test for Absence of
Specified Microorganism /
Tecr Ha cleuu$l,lqecKrre
Mril(poop[aHr{3Mbr:
P s eudomonas aerug inosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xe,rueycrofruueue
eHrepo6arcreplru.

*
't1

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

npenapaTa

Absence per lg (ml) of the product /
Orcyrcraue e I r (rran) rpenapara

Absence per lg (ml) of the product /
Orcyrcrnne a I r (rran) rpenapara

Absence per lg (ml) of the product /
Orcyrcrnue r I r (rran) rperapara

Less than l0 cfu/ml /
Menee l0 KOE/rr,rn

Absent / Orcyrcreyer

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

/,

'\rll)l j ,./ Prepared By / lloaroroeur Chee.ked Bv / llooaenur \Approved Bv / 0ao6pu.n
Sisnature / floaircr' -'- (b --)
Date I lara '1< l1r1t.?- r S\lolto-+- (s\\0\1r
Name / @I.,IO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
,llo,rxxocrt Officer-QA Sr. Oflicer-QA Sr. Manager - QA

FCr\,I/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +9 I - l7 9 5 249300 F ax +9 | - 17 9 5 2493 I 0 emai l: glenmark@bomZ.vsrffi

CERTIFICATE OF ANALYSIS FOR F'INISHED PRODUCT
cEPTr4@rrKAT AHAJTU3A TOTOBOIO IPOAyKTA

oI9 I I'3
Name of Product /
HauruenosaHNe rI Do.lrvKur.tH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarexroraHHoe Hat,tMeHoBaHr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoverasoHa dvooara MoHorr4.[Dara cnoefi Haaarrsbril no3r,looBanuetfi 50 rurr

Active Ingredients /
[efi creyroutue BeluecrBa

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 coaepxlr: aeficrnyroulee BeulecrBo: MoNrcra3oHaOypoara MoHorlrrpar
5 1.72 rtaxr B neDecqere Ha Movgra3oHa dvooar 50.00 rraxr

Strensth /.Ilourooera 50 mcg / 50 nxr Date of Mfq. / Aara nporrsoacrBa 0912022

Dosage form /
JlerapcreeHHaa Qopma

Metered-dose nasal spray /
Cnpefi nasalruurfi
AOglrpoeaHHsrfi

Date of Exp, / I-oaes ao 08/2024

Product code / Koa nDonvKTa sRU030007E04040 I DK Date of release /,I[ara eulnYcra 30.09.2022

Batch No. / Cepua J\! 12220551 Qty. Released / Koruqecrao
BLINVUIEHO

32,320BOT1
dnaroHos

Batch size / Parnaep cepulr 34,722 BOT/ r[raxouoa Mfg.License No. /
JIHueHruq Ha nDou3Boncrso (HoDten) MNB/r0/832

Inspection Lot No. /
Perucrpauuoxuulfi xouep aHaJr tt3a

0400004 l 3 808
Mfg. License Date /
Jluueurug Ha npou3Boacrso (aa'ra) 30/04/2020

Package size / Ynarosra 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceorudurar (aara) t8t06t2020

Market / Pusor Russia / Poccfiq GMP Compliance certificate No. /
GMP cenruduxar (uorueo) GMP-O1556/20lIN

Reference Specification No, /
CneunQurcaullfl roroBoro
npoayrra J\!l

sPC-CC-063688 Reference STP No. / CIILi J\& sTP-CC-040944

Jrb TESTS i TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
t6. Assay / Ko,rllqecrseHHoe onpeAeJreH ue

a) Mometasone Furoate /
Mouerasoua Qypoara

From 85 Yo to 115 o/o of the labeled content /
Or 85 % ao I l5 o% or 3arereHHoro
coAepxaHuq

t03.9% I 103,9%

b) Benzalkonium chloride /
Eeusalrosus xJropuAa

From 80 oh to 120 Yo ofthe labeled content /
Or 80 % N 120 %o or :asereHHoro
co.[eDxaHr,r,

88.7% 188,7%

17. Package Size / Ynarosra 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. / IIo 60 vru 120 aos
cycneH3rrr{ ao $.naxoue il3 noJIr,r3Tr,rJreHa

BbrcoKofi [JIorHOCTtr C AO3upy[OIur.{M
ycrpoficrrou u KpbrlJeqKofi r.r3

rroJrr,r3THJIeHa artcoxofi nlorHocru. flo I

Qnaxony BMecre c r.rHcrpyKur,refi rro
MeaxrIr4HcKoMy nplrMeHeH[rc B naqKe
xaprouHoi.

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 cycneH3r.ur Bo QraKoHe r.r3

NOJIX3TT.iNEHA BbICOKOfi IUIOTHOCTI,T C

Ao3r.rpyrcul,IM ycrporcrBoM n
KpbrrueqKoi r,r3 rroJlrr3Tr.rJreHa BbrcoKor
nJrorHocrr,r. IIo I QraxoHy BMecre c
rrHcrpyKuuefi no MealuHHcKoMy
NDHMEHEHI,IIO B IAqKC KADTOHHOfi.

18. Labeling / Maprclroosra According to ND / B coornercrsxr4 c H.II
19. Storage conditions /

XDaseHue
Protected from light, at temperature from l5 'C to 25 'C. Do not freeze. /
B sauuuleHHoM or cBera Mecre flDlt reMrreDarvDe or l5 ao 25 "C. He 3aMoDaxr,rBarb.

20 Shelf-life / Cpox rotrHocrr 2yearsl2rola

lJlt'ltr--
Atul Kumar Akshit Bhardwaj

Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPT}IOIIKAT AHAJII,I3A TOTOBOTO IIPONYKTA

A ny deviation/l n cident/OOS : OOT/l I 0 1 I 20221 00 46
OrrcroHeH rqll,IHuuAeHrur/OOC: OOT/l 10 1 120221 0046

Declaration ofcertification: "I hereby certifo that the above information is authentic and accurate. This batch ofproduct 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. JIII-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3arnrcqeuue o coorBercrBrrrl: Hacrorrur,rM fioarBepxAaro, rrro [peAcraBJreHHafl BbrrIIe nHQoprtaarlr,rr {BJISercf,
Aocroaepuoil r ro'IHofi. .(auHar cepur 6ula [pou3Be.rteHa (rxllovar ynaroaxy/ruapKr.rpoBKy r,r KoHrpoJrb xavecraa) Ha
yra:aHHofi BbruJe upoll:aoAcreeuuoft nnoruaAxe B [oJrHoM coorBercrBr,rr4 c rpe6ooauuruu Haarexauefi
llpou:aoAcreeuHoil llpaxrnxn (GMP) JroKaJrbHbrx perynrropHbrx opraHoB u rpe6oeauurMr,r HopMarr,rsHofi AoxyMeHraur.rr4
nn-003870-221221 tsrs pbtHra Poccur.r. [poroxolu rpotr3BoAcrBa, ynar(oBKr.r H noxa3areJrr.r KaqecrBa,uanuofi cepwu 6ulw
npoaHilnt43t4poBaHbt t4 cAeJIaHo 3aKJrloqeHrre, qro oHr.t coorBercrByror Tpe6onannrrr,r HaAlexautefi flpousaoacrseHHofi
flpaxrnxn (GMP).

i;.
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u3OI

Name of Product /
Hau meHoaaHue n Dolvxull,

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HanMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monacra3oHa dvooara MoHorfi-nDara cnoeil nataasHurfi aosr4Dosauxufi 50 rvrrr

Active Ingredients /
,I[,efi crayrculue BeutecrBa

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 co,[epxr.rr: .qeftcrsyrouee BeuecrBo: Morusra3oHa @ypoara MoHor[.qpar
51.72 uxr B neDecr{ere sa MousragoHa drvooa'r 50.00 r'rxr

Streneth /.Ilorunoara 50 mcg / 50 ruxr Date of Mfe. /,Ilara nporraoacrBa 09/2022

Dosage form /
Jlerapcrseuuan Qopma

Metered-dose nasal spray /
Cnpefi uasa,rrurrft
,[oguDoaaHHrtf,

Date of Exp. / Ioaeu ao 08t2024

Product code / Koa nDonvKra sRU030007E04040 I DK Date of release / Aara BbtnycKa 30.09.2022

Batch No. / Cepun J\! 12220551 Qty. Released / Koruqecrao
BbltIYuteHo

32,3208OT/
rh naroson

Batch size / Pa:mep cepur.r 34,722 BOT/ grarcoHon Mfg.License No. /
JIuueHluc Ha npou3Boacrso (HoMep) MNB/r0/832

Inspection Lot No. /
PerucrpauuoxHulfi sorueo aHan u3a

0400004 l 3 808
Mfg. License Date /
Jluueulun Ha rrDor.r3Boacrso (aara) 30t04/2020

Package size / Vnaroexa 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceprndurar (aara) 1810612020

Market / Putxor Russia / Poccnq GMP Compliance certificate No. /
GMP ceorudr.rrar (so*reo) GMP-01556/20ltN

Reference Specification No. /
CneuuQlrrauur roroBoro
npoavrra .l{}

sPC-CC-063688 Reference STP No. / C[I,I JC srP-cc-040944

.ir,l

Prepared By / IloarorosnJr Chesked Bv / llnoseour Monroved Bv / Oao6or.r
Signature / [lornnct --'*" ( (f--
Date I nara t5l tolaz^ r Sltoltt-,- \$\r\1r"
Name / OHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
nonxsocrs Officer-QA Sr. Officer-QA Sr. Manager - QA


