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

Distt. Solan Himachal Pradesh l73205,lrldta
Phone: +91-l?95 249300 Far +91-1795 249310 email: elenmark@bom2'vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FIMSHED PRODUCT
CEPTUOUKAT AHAJIU3A TOTOBOTO mOAyKTA

of9/ 1m9rEEc I ur riljlS-lg
Name ofProduct /
EanMeuossuse rmonvrlltrtr

MOMATRINO
MOMATPItr{O

Generlc name /
HelarenrosaEtroe gauMef, oBagtre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra3oga abvDoara MolrorrrrrDara cnoefi nasarBHEri AosuposaruGrff 50 lffo

Actlve Ingredlents /
,fleficrayoqae BeqecrBa

eff: Mometesone Furoate Monohydrate 51'72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I Aoga cupes coAepxat: 4eficrayoqee Beluecltso: Moueraroua @ypoara Mouorqpl'ar

51.72 rraa a ueoecqete ua Mouecaroua 6ypoar 50,00 ua
Strensth / ]loclrDosra 50 mce / 50 Mro Date ofMfc. /Iara trPo!3BoAsrBa 0912021

Dosage form /
Jlerapcrueuuaa r[opnra

Meterod-dose nasal spray /
Cqpeft naramur,fi
nnemonamtfi

Date ofExp. / foAeu Ao 0812023

Product code / Koa upotyrcra sRU0300075470401EJ I)ate of release / .[ara srrtrYcra 27-09.2021

Batch No. / Cepua Ne 12210534 Qty. Released / Konuqectro
BLI[VItrCf,O

64,280 BOT /
drnarnson

Batch size / PaeMep ceptr![ 69,444B,OT lqrla(olroB
Mfg.Llcense No. /
Jlunessus sa motr3Bo.[crBo (uouep) MNB/I0/832

Inspecdon Lot No. /
PerncrDauzogsHfi sorren asarrrga

040000349439
Mfg. License Date /
JltrneBlrfl rra [DoussoacrBo (rara) 30/04D020

Package size / YuaKoBKa 60 Doses / 60 lo: GMP Compllance certillcate Date /
GMP cenrrrbncar (aara) 18t06t2020

Market / Prrsor Russia / Pocczr GMP Compliance certlflcate No. /
GMP ceoruibmcar (BoMep)

GMP-o1556/20lIN

Reference Specillcation No, /
Cueryr[urarys roroBoro
nnnrrm trlo

SPC-CC-04M46 Reference STP No. / CruI Ne STP-CC-030247

Jlb TESTS / trOKA3ATEJItr LIMITS / TPEEOBAIIIU OBSERVATIONS / PE3YJIbTATbI
l( De,scriplioo 7 Onncauue White to off white thick suspension of

$emitraffparent to non-transparent
oonsistency. I
Or 6eaoro Ao rroyttt 6enoro rlnera or
uorrympospa.urofi Ao Hellpo3paquofi
KOECI4CTEEUUU TSTAJI CYCIIEH3H',

Off-white thick suspension of non-

transparent consistency. /
IIo{m 6enoro qBera or neuPorPawofi
KoHcrcreHqrril rycra, cycrleE$ts. ii

2. Identllleatlon / Ilorurunnocrr
a) Mometasone Fuorate /

MoMeragosa 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. / Bperrtr )trePxl{B{urus

The retention time of the mail pe4[ ia
the chromatogram of sample

preparation corresPonds to the

rstention time of the main peak iu the

cbromatogram of standard preparation.

/ Bperrax yAepxlrBaHus ocroBsoro
rr[Ka ga xpoMaTorpaMMe rIcIILrE/eMOrO
pacrBopa cooTBeTcTByeT BpeMeHfi

ylepxraBauus ocltoBBofo [IrKa EA

xpoMaror?zrMMe cTarrAaPTlroro
DACTBODA

r{crrErryeMoro paclBopa AoJDKIIO

coorBeTcTBoBaTb BpeMeHa yAepxIlBaHI.IrI

ocltoBEoro III{Ka Ea xpoMaTorpaMMe
cTarrAapTrroro pacTBopa

)'4 38
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. Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road Tehsil: Baddi,

Distt. Solan Himachal Pradesh L73205,lndra
Phone: +91-1795 249300 Fax +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIF'ICATE OT' ANALYSIS FOR F'II\IISHED PRODUCT
CEPTTOUKAT AHAJTU3A TOTOBOI O IIPOAyKTA

Name ofProduct/
Eaauerosauue trDolrvrrrtrtr

MOMATRINO
MOMATPI{I{O

Generlc name /
Ileuaregtonarsoe ne[MerroBrme

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molrerasosa 6v'Doara MorrorurrDara crmefi Ea3aJBErfi -uogunosaurGrfi 50 lffo

Actlve Ingredients /
,[eicmyroqne BeqecrBa

I dose of the spray contaios: Active ingredient: Mometesone Furoatc Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I gosa cnper colqrxzr: geficrryroqeeBeqecrBo: Moueraaora @yroarl Mouorrt4par
51.72 ilra s ueDecqgre ua Mouera3ona rbvnoar 50.00 rrara

Streneth / llognnosra 50 mce/ 50 Mra Date of Mfc. /Iara tmourBotrcrBa 09l202l

Dosage form /
Jlerapcrreuuas r[oprua

Metered-dose nasal spray /
Cupefi naramrrfr
-nogroonarrrrfi

Date of Exp. / IoAeE Ao 08t2023

Product code / Koa uro.uvr<ra sRU0300075470401EJ Date of release / .Ilara srilrycra 27.09.2021

Batch No. / Cepaa J\lb t2210534 Qfy. Released / KoJrssecrBo
BLItrVItrEEO

64,28080T t
rhnaronos

Batch slze / PasMep cepnn 69,444B,9'l ,*rraroHoB Mfg.License No. /
Jfunernns Ha rmorrsBo.trgrBo (sorren) MNB/I0/832

Inspecdon Lot No. /
Perngrrranuogrrrfi rouen rgaffaa 040000349439 Mfg. L:lcense Date /

30/0412020

Package size / VnaKoBKa 60 Doses / 60 log
GMP Compllance certllicate Date /
I1MP ncnmrhmqr lnqral LE106/2020

Market / PHsor Russia / Poccus
GMP Compliance certillcate No. /
GMP cenrsdm(ar (uoneo) GMP-o1556/20lrN

Reference Speclllcatlon No. /
Cueqrt[rrcarys roroBoro
nnonvrtra Ns

SPC-CC-M0446 Reference STP No. / CIItr Ns STP-CC-030247

Ns TESTS / trOKASATEJItr LIMITS / TPEBOBAIIITfl OBSERVATIONS / PESYJIBTATLI
b) Benzalkonium chloride The chromatogram of the sample solution

should contain peaks corresponding to the
retention times of peals of benzalkonium
chloride homologues Ctz and Cre in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe r{clLryeMoro pacTBopa

AoJDKHLI o6napyxomarrcx rrLtKu, uo
BPeMeEaM ylepxr4BaHru cooTBeTcTByronllIg
m,IKaM roMoJroroB 6ercaJrKolrr{ll xJlopr{Aa
Cp u Cv Ha xpoMaTorpaMMe cTaIIIapTHoro
pacTBopa.

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

and Cu in the chromatogram of the
standard solution, / Ha xponaarorpaurue
[crLrryeMoro paclsopa
o6napyruratorc, rrlrKlr, rro BpeMeEaM
yAep)IorBallrltr cooTBeTcTB)4oEu{e

IMKITM roMoJloroB 6exsamoslu
xJropr{Aa cn u cu Ha xpoMarorpaMMe
cTarrlapTEoro pacTBopa.

3. DH From 4.3 to 4,9 / Or 4,3 Ao 4,9 4.8421 4,842
4. Density / Illornosrr From0.950to 1.050 glcrr3 I

Or 0,950,qo 1.050 r/cu3
0.994 {cfr /0,994r/cta8

5. Viscositv / Bs3rcocrb From 30 to 130 cPs / Or 30.uo 130 cfls 49.8 cPs / 49,8 cfls
6. Osmolality /

OcMonmrnocrr
From 250 to 350 mOsm/Kg
Or 250 ao 350 uOcrra/rr

302 mOsm/I(g
302 rvrOcrra/m

7. Leakage check /
Ilponeprca t[;rarcona ua
rEI'METtrIIHOCTB

Absence ofany taces ofleaks / Orcyrcrnne
oJIeAOB UpOTeTIK[

No taces of leaks / CreAu [poretrrr{
orcyrcrByK)T

8. Net eontent / Macca
corepxcuMoro rbtarona

Not less than 9.0 g / He uenee 9,0 r 9,2 gl9,2r
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax +91-1795 249310 email: slenmark@)born2.vsnl.net.in

CERTIFICATE OF'ANALYilS FOR FIMSHED PRODUCT
CEPTUiDTKAT AH.{]Itr3A TOTOBOTO UPO.IYKTA

3of9/
Name of Product /
Eazlreuosaure rmolrvKrrtru

MOMATRINO
MOMATPIZHO

Generlc name /
Eenaregrogannoe f, a[MenoBame

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerarosa abvDoara MorromrlDara crmefi nara:nm,rfi,EoguposaHmri 50 Mro

Active Ingredlents /
,{eficrnyoque BeqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I gora cuper cogepxrr: geficruyolqee BeqecrBo: Mouera:oua @lpoara MouortrApar
51-72 rr,na r nenecqere rra MoMgranoua ibvDoat 50.00 ma

Strensth / Iorrnonra 50 mce/ 50 Mrtr Date ofMfe. /Iara trpof,tBo[crBa 09/2021

Dosage form /
Jlenapunemau Qopua

Metered-dose nasal spray /
Cqpefi aara;rnufi
roqmonamrfi

Date ofExp. / IoAeE Ao 0812023

Product code / Koa uoo.uvrcta sRU030007547M01EJ Date ofrelease / Jlara sutrycra 27.09.2021

Batch No. / Cepur M 122t0534 Qty. Released / KoJrusesrno
BLItrVItrCgO

u,280BOT I
dr nar<onos

Batch slze / ParMep cepwr 69,444B,9"1 ,*rra(ouoB
Mfg.License No. /
Jfrnemnq Ea rmorr3BoltcrBo (sonaep) MNB/I0/832

Inspecdon Lot No, /
Dcmmqnnngqrrfi gnucn qErrmq M0000349439

Mfg. License Date /
Jlunemns na [Dorgso.[crBo (aara) 30/0412020

Package slze / Yuarorra 60 Doses / 60 aos
GMP Compliance certillcate Date /
(lMP aenmihmer (rara) t8/0612020

Market / Prrsox Russia / Poccns
GMP Compliance certillcate No. /
GMP cenrurbmcar (rouep) GMP-o1556/20lIN

Reference Speclllcadon No. /
Cueqai[ararys roroBoro
nnorvrra }fg

sPC-CC-040446 Reference STP No. / CrTtr M STP-CC-030247

OBSERVATIONS / PE3YJIbTATbITESTS / trOKA3ATEJIU
Number of deliveries per
container / KorurrecrBo

Not less than 60 doses / He vesee 60 aos

Minimum / Mruuxrylu,l. 92,4%o

Maximum / MaKcrrMylu: 107.9%
Average / Cpegnee: 103.4 %

Pump delivery /
MaccaAorrr

Individual dose mass: from 85% to ll5Yo
of the theoretical dose mass /
Ilqlrrrlr4/arbHas Macca AogBI: or 85 0/o

Ao 115 % or reopsruqecrofi uaccn gosrr;

Average mass ofthe dose: from 90Yoto
1 I 0% of the theoretical mass of the dose /
Cpegnae Macca Aosbl: or 90 yo to ll0 Yo

or reoperrlqecroft Maccrr .uosLl

Absent / OrcyrerByror

Absent / Orcyrcmyot

Absent / OrcyrcrBylor

Particle size / Particles S 10pm in size: Not less than90%
{acrruI pruMepoM S 10 uxru - rre Megee
90%;

Particles S 30pm in size: 100%
rlacnrq parmeponr S 30 urru - 100 %

Parficles > 30pm in size: Should be absent
{acrnq pa3MepoM > 30 m*r - AoJDKT{Er

oTcyTcTBoBaTb

,El"1la1 QD\o5 Uet-l



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

Distt. Solan Himachal Pradesh 173205, lndiaqlenmank
Anwwyfqarwwdd Phone: +91-1795 z4g3OOFax +91-1795 24g3lo email: glenmark@bom2'vsnl.net.in

CERTTF'ICATE OF' ANALYSIS FOR FII\ISHED PRODUCT

CEPTUOUKAT AHAJIU3A TOTOBOTO IPOAyKTA
4ol9l

Name ofProduct /
IlanMexosasue llDorrrrntrf,

MOMATRINO
MOMATPUHO

Generlc name /
Ilenaresrosaggoe Ea[MesoBagtre

Mometasone Fwoate Monohydrale Nasal Spray 50 mcg

MoMerasosa dmoara Molrorznpara crrpefi H

Acdve Ingredients /
,[etcrsyroqtre BeqecrBa

I dose of the spray contains: Active ingredient: Mometesotre I'uroate Monotryorarc )1. /z Ecg

calculated for Mometasone Furoate 50.00 mcg

I gora cuper cogeprurr: geicrryroqee BeE@TBo: Morrremrora @lpoara MoBortrApar

51 7?- m n nenec.rere na MoIrrera3oga ibypoar 50,00 laa
Strensth / lloczooBKa 50 mce / 50 lrra Date of Mfq. /,I[ara trPoBBoAcrBa 09l202l

Dosage form /
Jlerapcraemaa rfopua

Metsed-dose nasal spray /
Cupefi uaramuui
nocr,rnogaErGlf,

Date of Exp. / IoAeE Ao 08/2023

Product code / Koa npo.rvma sRU030007547M01EJ Date of release /,[arr rrruYcra 27.09.202t

Batch No. / Cepua Ne 12210534 Qty. Released / Korsqecx'Bo
BLIUVItrCEO

il,280B,OT /
ihraronon

Batch slze / ParMep ceptrtr 69,141B'OT lilrlattolroB
Mfg.Llcense No. /
Jrunernnq Ha rmotr3Bo.ncrBo (nonrep)

MNB/I0/832

Inspecdon Lot No. /
Demcmnnrnss*rfi nouen anraJrnta

M0000349439
Mfg. License Date /
.Irnnerrsfls na trnotrtBo.ltcrBo (IaTa) 30104D020

Package slze / YuaKoBKa 60 Doses / 60,qog
GMP Compliance cerdficate Date /
GMP cepmrbmtar (.[ara)

t8t06t2020

Market / Psrror Russia / Poccus
GMP Compliance cerdllcate No. /
liMP cenmrhrrrar (roueo) GMP-o1556/20lIN

Reference Speclllcadon No. /
Cueqn$ura@s roroBoro
nnorvrre lls

sPc-cc-M0445 Reference STP No. / CIIII Ns STP-CC-030247

onsunvlrroNs / PE3yJIbTATbI

Related Substances / Ilovropouuue uptrMectr

Not detected/ He o6xanS,*

o.ooyoto,o4yo 
( g eEhl?J

\\ ,,\

\d".
Qhurrr.u

Not detected/ He o6xaPlxeno

0.l7\o I 0,17%

Not more than 0.15 o/o / He 6otee 0,15 %

Not more than 0.15 o/o lHe 6orce0'15 yo

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

Not more than 0.20 %o lHe 6otrce 0,20 oA

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

Impurity 8DM i
Ilprrraecr 8DM

Impurity DMC /
flpnuecn DMC

lmpurity D /
flpnriaecr D

Any individual unspecified
impurity i Earuu.mofi
nerlerru$uIutposaluofi
IrpI,lMecI{

Total impurity/
Cyrovra upmreceil

Beg / Haua.no: '--

Minimum / Mrmwryu:. lM.SYo
Maximum / Marczrvrlnr,r: 107.60/o

Mean / Cpe,ugee: 106.3%

Not more than 2 of 20 doses (10 initial
and l0 final doses from 10 vials) can deviate
more than + 25% from the average value and

not any dose can deviate more than + 35yo

from the average value.
If 3 to 6 doses deviate more than * 25%o bnt
not more lhan, * 35o/o, test another 20 vials.
Not more than 6 of 60 doses can deviate

Spray content uniformitY
(Uniformif of delivery
dose) / OgEopoAEocrL
sbrcro6oxlaeMofr Aoshl

Z?toqlazr



qL€nmapk,
A nw vsy fo a sq @dd

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tshsil: Baddi,

Distt. Solan Himachal Pradesh L73205'lndta

Phone: +91-1795 z4g3OOFax +91-1795 249310 email: Slenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYilS FOR FINISIIED PRODUCT
CEPTtr@UKAT ArrAnU3A ToTOBOTO trPOAyKTA

r4EtJUl't vtP'Jst

Name ofProduct /
EanMexoraule [poAyrqtrtr

MOMATRINO
MOMATPIIHO

Generlc name /
If enarenronessoe f, atrMeEoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Movetagosa dypoara MoEorl'rlpara crDefi nasa-Ggrfr AoslDogarr{rrfi 50 Mm

Actlve Ingredlents /
.(efi crryrong e BeqesrBa

iElgof 6" spray 
"ontains: 

Active ingredienl Mometesotre FuroateMonohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

I gora cuper coAepxnr: Aefictgyoqee seqesrBo: Mouerasona @ypoara Morror4[par

5l^72 mn r na Molagra:oaa bYPoar 50,00 l@
StrenEth /IBtrDoBKa 50 mcs / 50 Mm Date of Mfs. / Iara [PoErBoAcrBa 0912021

Dosage fom /
Jlerapcrnemaa r[opua

Metered-dose nasal spray /
Cupefl uararuuufi
rnqmnnamlfi

Date of Exp. / IoIeB Ao 08t2023

Product code / KoA upoAyrra sRU0300075470401EJ Date of release / Jlara srruycra 27.09.2021

Batch No. / Cepua Ne 122t0534 Qty. Released / KoJruqegrso
BEIIIVItrEEO

64,2808OT I
ihnanrosor

Batch slze / ParMep ceprtr 69,4448oT /qrrarorroB
Mfg.Llcense No /
Jknemns Ea rrDolr3BolcrBo (uoruep)

MNB/10/832

Inspecdon Lot No. /
PerusmannongLrfi EoMeD aEartr3a

M0000349439
Mfg. Llcense Date /
JlnrreBtrs f,a nnoxrrorcrno (rara) 3010412020

Package slze / YuaKoBKa 50 Doses I 60 tot GMP Compllance certiflcate Date /
GMP cenrrrbncar (nara) 1810612020

Market / Pusor Russia / Poccus
GMP Compliance cerdficateNo. /
GMP ceptt0mcar (ronrep)

GMP-o1555/20lIN

Reference Speclllcaffon No. /
Cneqgt[uraryf, roroBoro
unorvrra Jtls

SPC-CC-M0446 Reference STP No. / CIItr Ns STP-CC-030247

END / Koneq:
Minimum / Mrurtrlayu:. 97 .2o/o

Maximum / MarcurvrYru: I I 1.3%
Mean / Cpe,qree: 106.4%

more than +25 o/o from the avsrage value,

and not any doss can deviate more than
+ 35% from the average value.
He 6onee 2-xus20 Ao3 (10 saqarrnlrx Ao3

n l0 xone.mror.qos lrg 10 i$naroroa) ruoryr
[MerE orKlrolleHrle or cpeAHel'o 3lraqeHl'If,

6onee qeM *. 25o/o,1I Hu oAHa Ao3a Ee

,qoJDKrra r{MerL orlcIloEelrEe oT cpe,Eero
3rraqeHwr 6onee qeu laa+ 35 %o.

Ecru or 3 ,qo 6 Ao3 ItMeIor orKIIoEeH[f,
6olee qeu *,25 yo, Ho Melree tIgM + 35 0/0, To

ucrrbrTHBaror crreAylouue 20 rlnaroaou'
He 6oaee 6 zs 60 Aos MoI'Yr I{MerE

orKIIOEerrue oT cpeAlrero 3HaqeEu, 6or9e
seM + 25 Yo, u tttt o,&Ea Ao3a He AoJDIGa

IMeTE OTKIIOHeIII{e OT CpeAlrero 3HaqeII}Ig

6onee .reM a 35 o/o.

,{*v As
/..jc-',' '

:r" I
1r\

o\o
*
g

^s/

lalcl't
6)
o
a
\?

-2.2[.112"'r
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa( Tehsil Baddi,

Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 z4g3OOFax +91-1795 249310 email: *lenmark@bom2.vsnl.net.in

CERTTFICATE OF ANALYSIS FOR FII{ISEF',D PRODUCT
CEPTTOUKAT AHAJIU3A TOTOBOTO IPOAyKTA

Pace6ol9/g:-E
Name ofProduct i
IlanueuosaBre trDotryKIIrtr

MOMATRINO
MOMATPLIHO

Generic name /
Henaresrolaruoe trarMeEoBaEtre

Momelasone Furoate Monohydrate Nasal Spray 50 mcg

Morraeragona rbvooara Mouon{trDara cnpefi sagaurnrrfi gorr'ponal**rfi 50 trno

Acdve Ingredlents /
,[eicrayoqre BerqecrBa

esone Furoate Monohydrate 5l'72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I goaa cnper co,qepxut: geficrryroqee Beqecltso: Mouemsora @ypoara MoEorqApar

5 l -72 i,na s neoecsere Ha Morderagona ibypoar 50,00 ma
Strensth / lfocunosra 50 mce / 50 Mrc Date ofMfe. /Jlam trPotr3BoAcrBa 09l202l

Dosage form /
Jlenapcraeunar Qopua

Metered-dose nasal spray /
Cqpefi aa:a;ruufi
roamnnemrii

Date of Exp, / IoAeE Ao 0812023

Product code / Koa trpornrr$a sRU030007547@01EJ Date of release / Jlara rrrrrycra 27-09.2021

Batch No. / Cepur }llr t2210534 Qty. Released / Koruqecrro
BLIIIVItrEEO

ffi280BOT I
firnarogon

Batch slze / PacMep ceprtr 69,44480T lqrraroHoB
Mfg.Llcense No. /
Jlnnemas sa [DolrsBorcrBo (souep)

ruNB/10/832

Inspecdon Lot No. /
Perngroannonnrrfi uorreo aEaJrtr3a

M0000349439
Mfg. Llcense Date /
Jrrner3rs f,tr mtougnolcrBo (Iara) 30t0412020

Package slze / YuaKoBKa 60 Doses i 60 gos
GMP Compllance certificate Date /
GMP cennzrbmcar (nara) 18t0612020

Market / Prrsox Russia / Poccns
GMP Compliance certillcateNo. /
(}MP cenrzibmcar (uouep) GMP-01556/20lIN

Reference Specllicaffon No. /
Cneqn$rraws roroBoro
nnonvrra Nc

SPC-CC-04M46 Reference STP No. / CIItr Ns srP-cc-030247

JTE TESTS / trOKA3ATEJIU LIMITS / TPEEOBAIIIIfl OBSERVATIONS / PE3YJILTAIbI
t4 Uniformity of dosage units

/ O,qf,opoAuocrb
,qoSupoBalrll{

Not than value from 10

measurements can deviate from the average

value more lhai+zs% and none can deviate
by more than + 35%.
ff 2 to 3 values deviate more than * 25%obat
not more than *,35%o, test another 20 bottles.
Not more than 3 values from 30

measurements can deviate from the average

value more than+ 25Yo and none can deviate
more than * 35%.
He 6oree I gnaqerzr rc l0 onpeAereulrfi
MO)I(9T OTKIIOE TCf, OT CpeAIrgrO 3EaqeHtL,

6olee, ueu tla + 25 o/o, vt t*t o4Roro, 6oaee
qev na + 35 7o.

Erua Tprr 3EAqEEIi'

orKIIoEeIIluI 6onee eeN( t25 yo, tro MeHBIue'

'{e\a t 35 o/o, ro raourrEnaloT cngAyloque
20 frnaxonon.
He 6onee rpex gnacerllfi us 30

oupeAeneura7 Moryr orK[oIU(Tbc, or
cpe.ryero 3uaqerr{s 6oree, veu sa L 25 o/o, u
HI,t oAHoro, 6onee qer',I lgla+ 35 %o.

Minimum / Mrauuuy'r 1045%
Maximum / Marcrirvry{: 107.6%

Mean / Cpe,Eee: 106.30/o

6* Ass!{r\
/cr- a) 2.\*Eo

k&.rrr. ""9

O 1, *

9 381''llu '

Preoared Bv / IlotrroroBur Checkre{ By / [poBepnn \Approved By / Ono6pu.lI

Sigpature / Ilognucr .+ \1 J
Date /,[ara -zrX I of larrr es14lz-t rD\ fl\ 79 r{
Name/OtrO Atul Kumar Rohit Singh Shnrleep Semwal

Desigpadon /
,l[oaxnoqr

Officer-QA Offtcer-QA Sr. Manager - QA

.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-179524g3OOFax +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTII'ICATE OF'ANALYSIS FOR FII\IISHED PRODUCT
CEPTUOUKAT AHA)IV3A TOTOBOTO moAyKTA

7of9l
Name of Product /
EauMeuosaBre ttpo[mqrrn

MOMATRINO
MOMATPI{HO

Generic name /
EeuareuroBaEuoe EasMeEoBaEne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMEragosa abvDoara Mouon4[para cnpeil Hasalrrrsrfi Ao3qpoBfu

Acdve Ingredlents /
,4eficraFoqtre BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ,qosa cuper cogepxr.rr: 4eficmyoqee Ber[esrBo: Morraemroua Ol4roara MouortrApar

51.?2 nfia s ueoecsef,e ua MoMera3oga Oypoar 50,00 ms:

Strensth /.llogrpoBrsa 50 mce / 50 Mra Date ofMfe. / Jlara trPoB3BoAcrBa 0912021

Dorage form /
Jlerapcraemas Qopua

Metered-dose nasal spray /
Cqpeft uara;rruui
nocroosattlrrrfi

Date of Exp. / foAeE Ao 0812023

Product code / Koa trDo,mrKTa sRU0300075470/.OtEl Date of release /.Ilara rrrnycxa 27.09.2021

Batch No. / Ceprr }lb 12210534 Qty. Released / Konuqecrlo
BLtnvuleEo

il280BOT t
ihnaroson

Batch slze / ParMep cepnlr 69,ri 44 BOT / QrIaKoIroB
MfgJicense No. /
Jfuuemrs Ea trDon3BolcrBo (soDrep)

MNB/I0/832

Inspecdon Lot No. /
Perqclnannosgrrfi ro*ren agairtr3a

M0000349439
Mfg. Llcense Date /
JftrneE3trf, Ba [DorrnoacrBo (aara) 30104D020

Package size / Yuaronra 50 Doses / 60 tog
GMP Compliance certlllcate Date /
(?MP cenmdrmar (nara) t8106D020

Market / Puruor Russia / Poccus
GMP Compliance certillcate No. /
GMP cenmnbmcar (nouen) GMP-o1556/20/IN

Reference Specllicadon No. /
Cneurr[nrargs roroBoro
nnonvrsa I[g

sPc-cc-040446 Reference ST? No. / Cfl[r N srP-cc-o30247

ATIONS /PE3YJIbTATbITESTS / trOKA3ATEJIU
Microbiologicat Purity / Mrxpo6uouortrqecras qucrora

Less than l0 cfir/ml /
Menee l0 KOE/un

Not more than 102 cfu per 1g (ml) of the
product / He 6onee 102 KOE n I r (rul)
npeIIapaTa

Total aerobic microbial
count and total combined
yeast and moulds count
(oombined) / O6qee wrcno
aopo6ELD( 6arrepurl r
Apo)roKeBErr( rI [JIecHeBLD(

rpu6oB (cyl,oaapuo)

ilat4tq

Absenr / Oroyr*r{tr, 
n acetft

Absent / Otcyrcmyet

Absent / Orcyrcrryer

Absence per 1g (ml) of ttre product /
Orcyromze n 1 r (ua) Epellapara

Abseuce per 1g (ml) of the product /
Orcyrcrrue r t r (w) qperapara

Absenceper 1g (m1) ofthe product/
Orcyrcmne s 1 r (w) Epeuapara

Test for Absence of
Specilied Microorganism /
Tecr na cuequr[r.recrcue
MEKpOOprarrtr3Mhl:
Ps eudomonas aeruginos a

Staphylococcus aweus

Bile-Tolerant
Enterobacteria /
Xemeycroftumue
snrepo6arrepru

'?YlcQf rzr
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road Tehsil: Baddi'

Distt. Solan Himaohal Pradesh l73205,ladia
Phone: +91-1795 24g3OO Far +91-1795 24g3lo email: glenmark(i)bom2.vsnl.net.in

CERTIT'ICATE OF ANALYSIS F'OR FINISHED PRODUCT

CEPTUOUKAT AHAJIUSA TOTOBOTO moAvKTA
8of9/EAYCOVI't LIP'o!r '

Name of Product /
Harlresosasue IrDoJrYKqtru

MOMATRINO
MOMATPI{HO

Generlc uame /
IIetrareEToBaEEoe EatrMeBoBaEue

Momelasone Furoate Monohydrate Nasal Spray 50 mcg

Morraera3osa abYpoara Molron'rApaTa cryefi H

Actlve Ingredients /
Ieficrgforue BeqecrBa

one Furoate Monohydrat e 5l '72 mcg as

calculated for Mometasone Furoate 50.00 mcg

I Aoga cupeg co,qeprol:t: geficmyorqee Be[IecrBo: Mouerasona @ypoara MouoluApar

51.?2 nm r ueoecqece ua Moueraroua i[1poar 50,00 ma

Strenpth /IBtrDoBKa 50 mce / 50 Mrrr Date of Mfe. / Jlara rrpolrgBoAcrBa 0912021

Dosage fom /
Jlerapcraeuuaa tPopua

Metered-dose uasal spray /
Cupeftraramurd
[691,16ggamril

Date of Exp. / fo,(ef, Io 0812023

Product code / KoI uDolyrra sRU030007547MOLBJ Date of release / ,{ara rrnrYcra 27.09.2021

Batch No. / Ceprr Ne 122t0534 Qfy. Released / KoJruqec[Bo
BEIIIyIIlEf,O

64,28080T I
ihneroron

Batch slze / ParMep cepBr 69,444 361, *r"*oro"
Mfg.Llcense No. /
JrrrreBrtr Ea [Dorr3BorgrBo (souep) MNB/I0/832

Inspecdon Lot No. /
PerzcrnanuosnErfi EoMep alraJrtr3a

M0000349439
Mfg. IJcense Date /
-Ilrnerr.tlrc [a [DourgolcrBo (Iara) 30/0412020

Package size / YuaKoBI(a 50 Doses / 50.uor
GMP Compltance certillcate Date /
GMP ceprurbrotar (,uara)

t8/0612020

Msrket / Prrsor Russia / Pocczz
GMP ComPliance certilicate No. /
GMP cenrzibunar (uoruep)

GMP-o1556/20/IN

Reference Specillcadon No. /
Cuequi[rrarus roroBoro
nnonvrcra l\fs

sPc-cc-040446 Reference STP No. / CIra JYb sTP-cc-030247

JTb ffi LTMTTS / TPEEQE4TT4Z_] oBSERVATTONS / PE3vJrbT^drq

r6. Assay / KonurlecrBeHuoe otrpege.[eHne

a) Mometasone Furoate /
MoMsragoua Qlpoam

from AS %oto ll5 % ofthe labeled content /
Ot 85 %,qo 115 % or sa.sBnel{lroro
coreDxaHrfi

105/% I 105,4%

b) Benzalkonium chloride /
Eensanrora.r xnopuga

from SO o/o to 120 Yo of the labeled content /
Or 80 % lo 120 Yo or 3arlBJleruroro

colleDxaurlf,

97.1o/o 197 
'l%o

17. Package Size /YuaKosra 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 wittr the package insert per a

cardboard box. / IIo 60 wu. 120 tgg
jcycuenrur no (lnarone rrs troJlugrlrreua
lsucorofi uJroTnocTr c,qo3lrpyrcql{M
ycrpoicraou r xprmre'xofi rl3

uont.rsrl{Jleua sucorofi nlornosru. flo 1

$naxony BMecre c unctplmrgei tro
MeArqwrcKoMy rIPuMeIreElrK, B rlatme

KADTOEEOfi.

60 doses ofsuspension 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.
/ 60 aos cycren3rll ro (fuaaroue zs
rroJtlrarrlJlerra arrcoroi rIJIorE@T[ c

Ao3r,rp)4ouu.rM ycrpoicTaou a
KpxrnrgqKgfi I,I3 uonugTl{Jlena sbrcorofi
ruroruocrrl. flo 1 $narory BMesre c

nnctpyluuefi rro Melg, qrlrrcKoMy

rm[IMenerrtrIo B IIaqKe rapromrofi.

18. tabelins /Manrcrnosra Accordine to ND i B cooracrsrBrl c HA

19. Storage conditions /
XnaseRne

15 'C to 25 "C. Do rLotfresze' I
B saE[llqennoM or cBera Mgcre rlpt4 reweparype cn 15 Ao 25 oC'He saMW
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road Tehsil Baddi,

Distt. Solao Himachal Pradesh l73205,ll.diz
Phone: +91-1795249300 Fax +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIT'ICATE OF ANALYSIS FOR FIMSHED PRODUCT
CEPTUOTKAT AHAJM3A TOTOBOTO mOAyKTA

Name ofProduct /
EauMesosasne rmolryrrrtrn

MOMATRINO
MOMATPI4I{O

Generlc name /
Eenarerroganf, oe EatrMegoBanre

Momeiasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerasosa ibyDoara MorronuDara cupefi rasanrmrfi .uogr.morarsufi 50 ura

Actfue Ingredlents /
,{eficrayorpe BeqecrBa

I dose of the spray contains: Active ingredient Mometosone Furoate Monohydrate 51.72 mcg as
calsulated forMometasone FuroaG 50.00 mcg
I gom cuper cogepxrr: Aeficmyoqee Beq@rBo: Mouerasoxa @14loara MouorqApar
51.72 ma r neoecqere na Morraera3oga ibvooar 50-00 rrarr

Streneth /.IlGupoara 50 mcq / 50 nara Date of Mfs. /Iara rmonrBolrcrBa 09l202l

Dosage fom /
'Jlerapcraexnaa r[oprua

Metered-dose nasal spray /
Cqpefi ua:aarmrfi
rogmosarrrrsrfi

Date of Exp. / foAef, Ao 08/2023

Product code / KoA npo,uyr, a sRU0300075470401EJ Date of release / .llara sLmYcrca 27.09.202t

Batch No. / Cepna.Ilb t2210534 Qty. Released / KonrsecrBo
BLIIIVItrEf,O

64,2808OT I
rbnarogor

Batch slze / Paguep cepnn 69,14480T I qrlar(ouoB Mfg.License No /
Jlnuesgzs Ea rmon3BorrcrBo (nouen) MNBil0/832

Inspecdon Lot No. /
Perngpa[u osrrrfi so[reD agaJrnta

040000349439 Mfg. Llcense Date /
Jlruemnc Ea rmotr3BolrcrBo (aara) 3010412020

Package slze / VuaKoBKa 60 Doses / 60.qog
GMP Compliance certiflcate Date /
(]MP cenmrhmqr lnqrql t810612020

Market / Psrsor Russia / Poccur GMP Compliance certillcate No. /
GMP cerrzrbmcar (soDleo) GMP-01556/20lIN

Reference Speclllcadon No. /
CneqgrDurarys roroBoro
uporvrcra Jtlb

sPc-cc-040446 Reference ST? No. / CIII Ns STP-CC-030247

J\tb TESTS / trOKA3ATEJIU LIMITS / TPEBOBAHI(fl I OBSERVATIONS /PE3YJI6TATLI
20 Shelf-life / Coox roruosrn 2 years I 2rota

Any devtadon/IncldenUOOS: Not applicable
Orx.nouennsl[nqrlenTEr/OOC: re nprnuenravo
Declaration of certification: "I hereby certiS that the above information is authentic and accurate. This batch ofproduct has
been manufactured, including packaging and quality control at the above mentioned site in full oompliance with the GMP
requirements of the looal Regulatory Authority and with the normative document no. JIII-003870-280916, Amend. No I dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, pagkagrng and analysis
reviewed and found to be in compliance with GMp.'
3arurroqeuue o coorBercrButr: Eacrortru{M rroATBepxAaro, trro rrpeAcraBJrenHarr BErrrre raaQoprraargar swlr,e rgg
gocroaopnoi z towoff. [anuar cepl{, 6EDIa trpon3BeAerra (rxnrouar yuarorry/uaprorpoBry }r KoETpoJrE KarrecrBa) Ha
yrararuofi BBIme nporsaogcraerurofi [JrorrlaAre B rroJruoM ooorBercrtsuu c rpe6orauzrnru HaAaexaqefi
flpousrogcmennofi Ilparctmu (GI{P) roKalEsLD( peryn :ropEED[ oprauoB rt rpe6oBauutrMu rropMarr{Brroi AoKyMeETar[tr
II-003870-280916, Iulru. Ns I or 15.04.2019,I{sM. Ns 2 w 05.02.2020 gnr punra Poccru.
yrlaKoBKlr I{ troKtutareJlrl KaqecrBa garurofi cep}ra 6BUtr{ [poarraJru3rrpoBaHLr r{
coorBerorByror rpe6orarurxnr HaAnexaqefi flporsroActrerrofi llparrzrol (CN{P). /-)/o
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Prepared By / IloAroroBtrJr Checked Bv / IIooBeDrur [Anproved Bv / Oao6pu.r
Slgnature / Iloffrncr 5- l4(-v- >1
Date /,(ara zalql'u"^ *xlalw r-0to\t2eL{
Name/@[O AtuI Kumar Rohit Singh Sandeep Semwal

Designation /
,[oaxuocrr

OIficer-QA Ofiicer-QA Sr. Manager- QA

FCIWQA054/08.00


