
Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII43A TOTOBOTO IPOAyKTA
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TESTS / TIOKA3ATEJII LIMITS /TPEEOBAHI,T.g OBSERVATIONS /
PE3YJIbTATbI

Off-white thick suspension of
non-transparent consistency. /
floqru 6eroro uBera
Heflpo3paqHofi xoucucreHul{rI

Description / Ouucaune White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6elOrO AO rrorrTr4 6eloro UBeTa oT

flonyflpo3paquofi Ao Henpo3paqHofi roncucrenuralr

Identification /
The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bperrar y.(epxr{BaHr4, ocHoBHoro nI,IKa

Ha xpoMarorpaMMe ucnbrryeMofo pacTBopa

AOJTXHO COOTBeTCTBOBaTb BpeMeHr,r yAepXI4BaHI,r'

ocHoBHoro nr{Ka Ha xpoMarorpaMMe cTaHAaprHoro
pacrBopa (cru. pa3Aen <Korrqecrnensoe
onpe4eleuue>).

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 / Bperrra

yAepxr,rBaHl4, OCHOBHOTO rII4Ka

Ha xpoMarorpaMMe
rrcrrbrryeMoro pacrBopa
cooTBeTcrByeT BpeMeHLl

yAepxrrBaHI4JI oCHOBHOTO [I4Ka
Ha xpoMarorpaMMe

a) Mometasone Furoate /
Moueralona Qypoar
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u1/Crof
Name of Product /
Ha r.rnren oeaH ue rr p oay Kur{ rl

MOMATRINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoveragoHa cnpefi ua:ralruufi rosuponansuil 50 NtKr/Aosa

Active Ingredients /
[efi crnyroulre Be ulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I qosa cnpea conepxur: leficrnyrculee BerrlecrBo: Mouera:roua t[ypoara MoHorlrrpar
5 I,72 uxr B nepecqere sa Mouerasosa Oypoar 50,00 urcr

Strensth / -Ilorrnoera 50 mcs/dose / 50 Mrr/aosa Date of Mfe. / nara npouseoacrBa 07t2023
Dosage form /
JlerancrseuHaq 6onMa

Metered-dose nasal spray I Cnpeir
sagalrg rtfi -uogrzoosaHHrrfi

Date of Exp. / IoAeH Ao 0612025

Product code / Koa rporyrcra sRU03 0007804040 I DK Date of release I nara BbtnycKa 17.07.2023

Batch No. / Cepun J\! 12230660 Qty. Released /
Kofl uqecrso B[,IrtvureHo

32,480 BOT /
dlrarosos

Batch size / Pasnaep cepun 34,722 BOT i Qnarouon
Mfg.License No. / JIHueHruq Ha

rr po lr3 BoAcrBo (uorrr ep)
MNB/t0/832

Inspection Lot No. /
PerucrDauuonHrrfi HorvreD aHaJrI{3a

04000047r818
Mfg. License Date / JluueHrus Ha

npol,lsaoacrso (rara) 30t04/2020

Package size / YnarosKa 120 Doses I 120 tos
GMP Compliance certificate Date I
GMP cenrudurcar (aara) 18t06t2020

Market / Puuolc Russia / Poccus
GMP Compliance certificate No. /
GMP ceorr.rdurar (uoruep)

GMP-
01556/20lIN

Reference Specification No. /
Cneur.rQr.r rcauur roroBoro
nooavrra.l{!

sPC-CC-063688 Reference STP No. / C[I{ J\}
STP-CC-
040944

API name / HauMeHosaHue A@C
Mometasone Furoate Monohydratei
Monera:ona Qypoara uouorlrapar

API Batch No / A<DC cepua .ll!
MFM-
23405(JM-01)-
002

Manufactured by / [Ipouraoa[reJru Aarti Industries Limited. India / Aaprrz Vulracrpuz JIuMureA, HEAH-g

Prepaydfl By / flosroroeu,r Checked By / [Iponepu.rr Appro.ved By / Oao6pu.n

Signature / [IoAnucs fi{. .-)- a,

Date I Aara '-'l8l01l1,.L.) 1{1u1Yt-3 '^rtlo!/,isP>'>

Name / @tr{O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
[o.rxuocrs

Officer-QA Officer-QA Asst. Manager - QA

FCI\4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
one:+9l-1795249300Fax.,+91-1795249310email:.-i,,:,.',.

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI4KAT AHAJII,I3A f OTOBOTO IIPOAYKTA

2of8/ 2 uz8
Name of Product /
HaHnreHoealrr.re n poayKrru l.l

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenareHrosaHHoe HarrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcgidose
Mouera:roua cnpefi HagalrHsrfi aolupoeannu[ 50 Mrr&osa

Active Ingredients /
leilcreyroune BeurecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnpes coAepxlrr: leficrnyrouee BeulecrBo: Moueragosa $ypoara MoHorl4rpar
51.72 rraxr B flepecqere Ha Mouera.:osa tbypoar 50,00 uxr

Strensth / nosnnosrca 50 mcs/dose / 50 Mrr/aosa Date of Mfe. /.llara npoussoacrBa 0712023

Dosage form /
JlerapcrseHHaq 6opMa

Metered-dose nasal spray I Cnpeia
Ha:a,r lH srfi ao:u oosaHHsrfi

Date of Exp. / foaen Ao 0612025

Product code / Koa rDoayrcra sRU030007E04040 I DK Date of release I nara BBrnYcKa t't.07.2023

Batch No. / Cepur Jl! 12230660 Qty. Released /
Koruqecreo BblnyuleHo

32,480 BOT /
rhlaronos

Batch size / Parrr.rep cepur.r 34,722 BOT / $raroHor
Mfg.License No. / JIuueHruq xa
nDou3BolrcrBo (norueo) MNB/10/832

Inspection Lot No. /
Perucrpauuonusrfi uouep aHaJrll3a

040000471818
Mfg. License Date / JluueHruq Ha

nnournoncrao (nara) 30t04t2020

Package size / YnaKoeKa 120 Doses I 120 llz GMP Compliance certificate Date /
GMP ceprudurcar (aara) 18t06t2020

Market / Purnorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceorudurcar (Horvrep)

GMP.
0t 556/20lIN

Reference Specification No. /
CneunSnrcaqus roroBoro
nnoavtcra.Il!r

sPC-CC-063688 Reference STP No. / CIII4 ]G
STP-CC-
040944

API name / HaHrueHosaHue A@C
Mometasone Furoate Monohydrate/
Moueragoua Qypoa'ra MoHorr,Lqpar

API Batch No / A@C cepua J\t
MFM-
23405(JM-01)-
oo2

Manufactured by / Ilpoursoalrrenu Aarti lndustries Limited, India / Aapru I4n.{acrpus Jlurraurer, I,IHrr.rq

.l& TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4g OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ EeusaaroHllq xropHA

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

and Cr+ in the chromatogram of the standard
solution (refer to Assay). / Ha xpouarorpaMMe
r4c[brTyeMofo pacrBopa AoJrxHbr o6Hapyx[BaTbc,
[IrKr4, rro BpeMeHaM yAepxL{BaHI{,
cooTBeTcTByloul[e [uKaM roMoJroroB 6enearroHuq
xJIopI,IAa Cn u Crt Ha xpoMaTorpaMMe
craH.4aprHoro pacrBopa (cu. pa3Aen
(Konu.recrBe HHoe o[peAene Hr.re))).

The chromatogram of the
sample solution contain peaks

corresponding to the retention
times of peaks of benzalkonium
chloride homologues Crz and
Cr+ in the chromatogram of the
standard solution. I Ha
xpoMaTofpaMMe 14cIIbITyeMoro

pacrBopa o6HapyxfiBarcrcf
[r,rKI4, IIO BpeMeHaM

yAepxI4BaHI,L

cooTBeTcTBylolque III,IKaM

roMo;roFoB 6eu:alxonua
xrlopr,IAa Cn u Cru Ha

xpoMarorpaMMe cTaHAaprHoro

DacTBOpa.

3. DH From 4.30 to 4.90 I Or 4,30 Lo 4,90 4.70 14.70
4. Density / [horuocrs From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/cna3

I .0 16 g/cm3 / I ,0 I 6 r/cu3

5. Viscositv / Bqrrocrr From 30 to 130 cPs / Or 30 ao 130 cIIs 54.5 cPs I 54-5 cllz

Preparg{ By / lloaroroeu,'r Checked By / flpoeepun Approved By / Oaofpu.rr

Signature / IloAnucr ff, d--
Date / Aara vtSloJ lLou) I 71e'11,n-1 .'Eloda"V)
Name / OI{O Yogesh Kumar Mehta Atul Kumar AjaykuAar Garg

Designation /
!o.nxHocru

Officer-QA Officer-QA Asst. Manager - QA

FCI\4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia
+91-1195 249300 Fax: +91-1795 2493 10 email: . .

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJII,I3A TOTOBOI O IPOAyKTA

Pase 3 of8 / Cro.3 ur 8

Name of Product /
HailrueHoeaH r.re n Do.lvKur.u.t

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroaaHHoe Hal,lMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mousra:ona cnpeft Ha:a,rssstfi .qosr4posaHnufi 50 Mrr/.qosa

Active Ingredients /
[efi crnyrouue BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcgas
calculated for Mometasone Furoate 50.00 mcg
I .qora cnper coaepxur: geficrnyroutee BeutecrBo: Molrerasoua $ypoara MoHorlupar
51.72 urr B nepecqere Ha Monera:osa 0ypoar 50,00 vrr

Strensth / .ILosr.rpoarca 50 mcg/dose / 50 vrrhosa Date of Mfe. /.llara npournoacrBa 07t2023

Dosage form /
Jlerancrnennaq 6onlra

Metered-dose nasal spray / Cnpefi
ua3a-l us srfi .&olr,rposaFr H utft

Date of Exp. / foaen Ao 06t2025

Product code / Koa rpoayKTa sRU030007E04040 I DK Date of release I nara BbrrlycKa t7.07.2023

Batch No. / Cepur J\! 12230660 Qty. Released /
Kort,lqecrso BbrnvttreHo

32,480 BOT /
draxoson

Batch size / Pa:ruep cepun 34,722 BOT / t[raxonon
Mfg.License No. / Jluuenrr.ls ua
nDou3BolrcrBo (norueo) MNB/10/832

Inspection Lot No. /
PerucrpauuonHurft HomeD aHaJrrl3a

040000471 8t 8
Mfg. License Date /Jluuesrus na
nnoursoacrso (aara) 30t04/2020

Package size / YnaKoeKa 120 Doses I 120 z.os
GMP Compliance certificate Date I
GMP ceprudr.rrar (aa'ra)

18t06t2020

Market / Psruor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudnrcar (HoueD)

GMP-
01556/20lIN

Reference Specilication No. /
CneunQurcaulrq roroBoro
nooavrra.ll!

sPC-CC-063688 Reference STP No. / C[I4 Ns
STP-CC.
040944

API name / HarrueHoeaHue AIDC
Mometasone Furoate Monohydrate/
Morr,rera,:ona Sypoara MoHorr.rApar

API Batch No / AIDC cepran .l\!
MFM-
23405(JM-or)-
002

Manufactured bv / llnourso.trurerr Aarti Industries Limited. India / Aapru I4gracrpug Jluuurer' Vwus

OBSERVATIONS /
PE3YJIbTATbI

LIMITS / TPEEOBAHI4.flTESTS / TTOKA3ATEJII4

From 250 to 350 mosm/Kg
Or 250 Ao 350 rvrOcrra/ru

291 mOsm/Kg
291 r',rOcrra/xr

Osmolality /
OcrrlorqfluHocrr

l8.2gll8,2rNot less than l8 g / He r',tenee 18 rNet content / Macca
coAepxr{Moro oraKoHa

170 doses / 170 tozNot less than 120 doses (discard the first pumping)
/ He nrenee 120 ao: (He cvrlraa repBl,Iqn)rc
upoxa.rxy)

Number of deliveries per
container / Koruqecreo
A03

Minimum / Muunruyu: 95.0%
Maximum / Maxcnuyrra : l09.UYo

Average / Cpe4Hee: 104.9%

Pump delivery /
Macca Ao:sr

a 46"ii,

Individual dose mass: from 85% to I 15% of the
theoretical dose mass /
VulusugyatrbHafl Macca Ao3bI: or 85 oh lo ll5 Yo

or reoperr4qecKofi Maccbt Ao3Lr;

Average mass of the dose: from 90o/oto 110% of
the theoretical mass of the dose /
CpeAuar Macca Ao3br: or 90 ohao 

1 l0 % or
TeopeTrrqecKofi Maccbr Ao3r,I

Approqed By / Oao6pu.nPrepaT,qd By / lloqrororu.n

t 8lo'tl 1ar) \rt61\1-]
Ajay Kirmar GargYogesh Kumar Mehta



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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.ERTTFT.ATE oF ANAL''IS FoR FINISHED *RODUCT
CEPTr{@IKAT AHAJTTI3A IOTOBOIO TIPOAyKTA

ui tlolU
Name of Product /
Hal,lrueHoeaH ue nl]oayrslrru

MOMATRINO
MOMAT PI4HO

Generic name /
HenateHrosaHHoe Har{MeHoBaH r{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oga cnoefi na:la,rbHr,rfi .nogHooeaHuufi 50 ltxr/ao:a

Active Ingredients /
{eft creyroutue BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I nosa cnper coAepxvr:4eficrnyrcqee BeluecrBo: Moueralosa Qypoara MoHonl.qpar

51.72 urcr B nepecqere sa Mouera-:oHa frypoar 50,00 uxr
Strensth / nosrnonrca 50 mcs/dose / 50 N,rrr/aosa Date of Mfe. /,Ilara npousao.[crBa 07/2023

Dosage form /
JlerapcrseHHas dopnra

Metered-dose nasal spray / Crtpei,t
ga:a.r un stil nogl.r posaHH srfi

Date of Exp. / foaeH ao 06t2025

Product code / Koa rpo,rryKTa sRU030007E04040 r DK Date of release I nara BbrnycKa 17.07 .2023

Batch No. / Cepua J\b 12230660 Qty. Released /
KoJuqecreo BbrnyueHo

32,480 BOT /
dlnaronos

Batch size / Parruep cepnu 34,722 BOT / SnaroHon
Mfg.License No. / Jluuesrus na
nnou?RoncrRo (gorren) MNB/10/832

Inspection Lot No. /
Perucrpauuounurft xoruep aHaJIrr3a

04000047r818
Mfg. License Date / Jluuensus ga

nnougsorcrso (aara) 30t04/2020

Package size / Ynaroera 120 Doses I 120 zos
GMP Compliance certificate Date /
GMP ceprrdurcar (aara) 18t06t2020

Market / Psrnor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceorudurar (soruep)

GMP-
01556/20lrN

Reference Specification No. /
Cneqr.rQurcaqufl roroBoro
nnolvrra.Il!r

sPC-CC-063688 Reference STP No. / C[I,I Jlb
STP-CC-
040944

API name / HauruenosaHue A(DC
Mometasone Furoate Monohydrate/
MolrerasoHa Qypoara MoHorr4Jlpar

API Batch No / A<DC cepr.ra.Ili
MFM-
2340s(JM-01)-
002

Manufactured by / [Ipoursoafirers Aarti Industries Limited, India i Aapru I4H.(acrprs IluM,urer,, Llldnus

.l& TESTS /fIOKA3ATEJII4 LIMITS /TPEBOBAHI,I.g OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Pa:nrep qacrrrrl

Particles < 10pm in size: Not less than 90Yo
Ilacrlrq pa3MepoM < 10 *rrru - ue rueuee 90 %o;

Particles < 30pm in size: 100%
rlacruu pa3MepoM < 30 rurc*r - 100 %

Particles > 30pm in size: Should be absent
tlacruqsl pa3MepoM > 30 urcru - AonxHbl
oTcyTcTBoBaTb

100.0% /100,00

100.0% I t00,0yo

Absent / Orcyrcrnyrcr

il Sedimentation Stability
CeAun.renraurroHHar
ycroftrrI{Bocrb

Not less than 5 min / He nrenee 5 ruus.

,; ui i..'.
',t-

?

Complies /
Coornercrnyer

Preffied By / llogroronu.n Checked By / flponepu.n App4oved By / Oao6pu.n

Signature / [IoAnncr tT-, .-r" CY
Date / Aara "l 8lo1 I LruJ 6r'114! \6\o1)rD
Name / @IIO Yogesh Kumar Mehta Atul Kumar Ajay kunlar Garg

Designation /
[o.rxuocrr

Officer-QA Officer-QA Asst. 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 2493 10 email: , , , ,. : :

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr4@r4KAT AHAJrlr3A TOTOBOI O IIPOAyKTA

5 of 8 / urE

Name of Product /
HaunrenosaH rre n Do,[yKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHr,re

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MouerasoHa cnpefi Ha:a,rssstfi rosnposaHnrrii 50 uxrhosa

Active Ingredients /
fleft croyrcutue BeutecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51 .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I no:a cnper co!epxr,rr: Aefic'rsylouee BeulecrBo: Mouera:roua rlypoara MoHol'I{apar

5 I,72 vrr B rrepecqere na Moueta:ona Sypoar 50,00 rurr
Strenpth / norunosrca 50 mce/dose / 50 Mrrfuosa Date of Mfe. / nara npoursoAcrBa 07t2023

Dosage form /
"IIercaDcrseHHaq 6opMa

Metered-dose nasal spray / Cnpeil
ua:a,run urfi lo:u ooeaH H rtfi

Date of Exp. / foAex ao 061202s

Product code / Koa nponyKTa sRU030007E04040 1 DK Date of release I Ilara BbtnYcKa 17.07.2023

Batch No. / Cepun Jlb 12230660 Qty. Released /
KorHqecrso BLrny[reHo

32,480 BOT i
6raronos

Batch size / Parnrep cepur.r 34,722 BOT / S.nar<oHoe
Mfg.License No. / Jluueurus xa
rlnouiBo/rcrBo (sonaen) MNB/10/832

lnspection Lot No. /
PerlrcrpaquonHrrfi norvrep aHaJru3a

040000471818
Mfg. License Date / JIuuen3M Ha
nnnurnnncrno (nara) 30t04t2020

Package size / YnaKosrca 120 Doses / 120 toz
GMP Compliance certificateDate I
GMP cepruduxa'r (aara)

1810612020

Market / Pusor Russia / Poccus
GMP Compliance certificate No. /
GMP cenrlrdlr rar (uorueo)

GMP-
0 l 556/20lIN

Reference Specification No. /
CneuuQurauuq roroBoro
nnoavrra Il!

sPC-CC-063688 Reference STP No. / ClLl J\b
STP-CC-
040944

API name / HalrMenoeaHne A(DC
Mometasone Furoate Monohydrate/
Moner:asoua $ypoara MoHorlrApar

API Batch No / AOC cepnn J\!
MFM-
2340s(JM-0r)-
002

Manufactured bv / llpoussoAureflu Aarti Industries Limited, India i Aapru I4n.qacrpras lluMureA, I4H.ql.rq

OBSERVATIONS /
PE3YJIbTATbI

LIMITS / TPEEOBAHI,I.flTESTS / TTOKA3ATEJII4

Impurities / [IpuruecH

Not Detected/ He o6HapyNeHo

Not Detected/ He o6napyNeuo

0.01%10,01%

0.04%10.04%

0.17o/o I 0,17%

lmpurity 8 DM /
Ilpnuecu 8 DM

Impurity DMC /
[Ipr.rrr.recu DMC

Impurity D /
llpuuecu D

Any individual unspecified
impurity /Eg'ur.u,ntoit
He r.rAe Hr r.r 0 r4ur4p oB aHHo fi
npr,rMecrr

Total impurities /
Cyrr,ruur npuuecefi

Not more than 0. l5 oh I He 6onee 0, l5 %

Not more than 0. 15 oh I He 6otee 0,15 %o

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

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

Not more than 0.60 o/o lHe 6otee 0,60Yo

Approved By / Oao6pu.nChecked By / llporepu.rIBy I flo4roroelr.r
Signature / IIoAnucr

fio1 I L'L) rfl{ l4l
Ajay Kumar GargYogesh Kumar Mehta Atul KumarName / <DIIO

FCI\.4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1195 249300 Fax: +91-1795 249310 email: ,. , ' , : :;

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,r@r4KAT AHAJrrr3A f OTOBOI O IIPOAyKTA

6()lu u1

Name of Product /
HaurueHosaHue nDoryKu[tll

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe Har{MeHoBaHr{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mouera:oua cnDeil sa:a,rsHstfi loglrposaHnuft 50 rr.rxr/Aosa

Active Ingredients /
fleft croyrcutue BerqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4osa cnper conepxl4r: .qeficrnyroqee BeruecrBo: Morr,terasoHa rlypoam MoHorurpar

51,72 urr- B nepecr{ere Ha MoNaera-soua $ypoar 50,00 uxr
Strensth / nosuoosra 50 mce/dose / 50 Mr<r/losa Date of Mfs. / nara nDourao.ucrBa 07t2023

Dosage form /
JlerapcreeHHaq dopura

Metered-dose nasal spray I Cnpeir
sa:a,rruufi .qoaHpo gaHusrfi Date of Exp. / foaes ao 0612025

Product code / Koa rpoaYKTa sRU030007804040 r DK Date ofrelease I Lara BbrnycKa 17.07 .2023

Batch No. / Cepur J\! 12230660 Qty. Released /
Korllqecrso BEIny[reHo

32,480 BOT /
d.[aroHog

Batch size / Parrr,rep cepuu 34,722 BOT / Qrarouon
Mfg.License No. / JluueHsr.rq xa
nDorr3BotrcrBo (nomeo) MNB/10/832

Inspection Lot No. /
Perucrpauuosnrrft Honaep aHaJII{3a

040000471818
Mfg. License Date / Jluqesrns xa
nnoursoncrRo (.nara) 30t04t2020

Package size / Ynaroera 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceprudurar (Aara)

t810612020

Market / Puuor Russia / Poccur
GMP Compliance certificate No. /
GMP ceorudnrcar (Honaep)

GMP-
01556/20lrN

Reference Specification No. /
CneulrQurauns roroBoro
noonvrra I!

sPC-CC-063688 Reference STP No. / Cm.{ J\!
STP-CC-
040944

API name / HauilreHosanr.te A<DC
Mometasone Furoate Monohydrate/
Mouerasoua Sypoara MoHoru,4par

API Batch No / AOC cepnr.ll!
MFM-
23405(JM-01)-
002

Manufactured bv / Ilooursoa[reJs Aarti Industries Limited" India / Aapru lluracrpvs Jluuulet, Vuaus

nb TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,I.g OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpelnrn
AOCTaBJrfleMaq AO3a U

oAHopoAHocrb
nocTaBJrfleMofi ,[o3br

Not more than2 of 20 doses (10 initial doses and l0 final doses

from l0 vials) can deviate more than + 20oh from the average

value and not any dose can deviate more than + 257o from the
average value. The mean should not exceed + 15 % of label
claim
If 3 to 6 doses deviate more than + 20oh bul not more than +

25%o,lest another 20 vials.
Not more than 6 of60 doses can deviate more than + 20 7o from
the average value, and not any dose can deviate more than
+25o/ofrom the average value. The mean of each determination
should not exceed + 15 yo oflabel claim.
He 6oree 2 nz20 lioz (10 uava,rrnrrx ao: u 10 xoHeqHrtx aol)
MoD/T HMer6 orKJroHeHrie or cpeaHero 3Har{eHut 6o,lee qelt
+20yo, t4 HH OAHa AO3a He AOJIXHa HMeTb OTK,rIOHeHile OT

cpeAHero 3HaqeHfi, 6olee qeu *25o/o. Cpelr:'ee 3HaqeHlle He

aonxHo rrpeBbruar6 + I 5 7o or :asareHuolo.
Eclu or 3 ao 6 ao: HMetor orKJloHeuuq 6oree qeu +20o , ao

MeHee qeM +25 oh,ro HcrrsrrbrBzllor cJreA),rouue 20 $laxouoo.
He 6o,ree 6 u: 60 ao3 Mory-r lrMerb orKJIoHeHue or cpeaHero

3HaqeHr,rc 6o,ree'reN4 + 20 o, v Hu oaHa .4o3a He aoJDKHa ltMerb
orKroHeHr4e or cpeaHero 3HaqeHrrfl 6olee qelt +25 oh. Cpeauee
3HaqeH[e Ka;xnoro ofipeaeneH]'rfl He AoJDr(Ho npersrma'rr * l5 7o

OT 3ZUIBJIEHHOTO.

Beg / Ha.ra.no:
Minimum / Mr.trnuyu: 96.2%
Maximum / Maxcutrlyrra : | 02.3Y;o

Mean / CpeaHee:100.0%

END / Koneu:
Minimum / MuHauyru: 94.3%
Maximum / Maxc ut'.lyrra : | 02.9Yo

Mean / Cpe4uee: 100.0%

' 1,.\\ , q/ -.
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Prep4.red By / lloaroroeu.n Checked By / [Ipoeepu.rr Approyed By / Oao6pn.n

Signature / llo.lnncu /l ., N
Date / [ara 4glor I tNLl r31.11'.1] \s\'zb"Y>
Name / <DllO Yogesh Kumar Mehta Atul Kumar Ajay Itumlr Garg

Designation /
.(o.nxuocrs

Officer-QA Officer-QA Asst. Manager - QA

54108.00
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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: ..,, , :. i, rl,l

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

H3EofE
Name ofProduct/
HaumeHosaH rre n Do.[vKur{H

MOMAT RINO
MOMAT PHHO

Ceneric name /
HenarenroeaHHoe HarrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoNrerasoHa cnpefi Haga,'rsusrfi noguposaHHufi 50 Naxr/aosa

Active Ingredients /
left crnyroulne BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper co.qepxuT: 4eficrnyrouee BeulecrBo: Moue'ra:oua Qypoara MoHorl4Apar

5 I,72 vrr B nepecqere na Molrera:oHa dypoar 50,00 urr
Strensth / nosr.rnonxa 50 mcs/dose / 50 MKr/aosa Date of Mfe. / Aara npourroacrBa 07t2023

Dosage form /
JIercapcrseHHar 6opnaa

Metered-dose nasal spray I Cnpei,r

na:a,r ru ufi ao:u oosaHH brI
Date of Exp. / foaeu ao 0612025

Product code / Koa nponyKTa sRU030007E04040 I DK Date ofrelease I nara BbrnycKa 17.07.2023

Batch No. / Cepun J\ir 12230660 Qty. Released /
Ko.nnqecrno BbrnYrueHo

32,480 BOT /
tbraroHoe

Batch size / Parruep cepuu 34,722 BOT / S.narouon
Mfg.License No. / Jluqensuq na

n Dou3 BoncrBo ( uorvr eo)
MNB/t0/832

Inspection Lot No. /
PerucrDauuonHrrft Homep aHaJIll3a

04000047r 8r 8
Mfg. License Date / Jluuenrnq Ha

nnoureoacreo (rara) 30t04t2020

Package size / Ynarcoera 120 Doses I 120 lot GMP Compliance certificate Date I
GMP cep'urdurar (lara) 18t06t2020

Market / Psrnorc Russia / Poco.rq
GMP Compliance certificate No. /
GMP ceprudr.r rar (Horuep)

GMP-
01556/20lrN

Reference Specilication No. /
QnsquQuraqufl roroBoro
nooavrcra.ilit

sPC-CC-063688 Reference STP No. / CIII4 Jlb
STP-CC.
040944

API name / HaunaenoeaHue A(DC
Mometasone Furoate Monohydrate/
Mouera:ona $ypoara naouorr4lpar

API Batch No / AIDC cepur Il!
MFM-
23405(JM-01)-
002

Manufactured by / llporreoAureflr Aarti Industries Limited. India / Aapru Vu!;aqpuz Iluuure[,Illg4us

J\b TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHT,I.g OBSERVATIONS /
PE3YJIbTATbI

t4 Microbiological Purity / Murpo6no.norrqecKafl rrHcrora

Total aerobic microbial
count / O6uee qlrcno

asp06Hbrx
Mr.rKpoopraHr,r3MoB

Total yeast and moulds
count / O6ulee qucno

ApoxxeBbrx r,r rrJrecHeBbrx

rpu6on

P seudomonas aeruginos a

S t ap lty lo coc cus aur eus

Not more than 102 cfu per lml of the product / He
6onee 102 KOE e 1 nr,r npenapara

Not more than l0' cfu per I ml of the product / He
6oree 101 KOE s I r'an npenapara

Absence per I ml ofthe product / Orcyrcreue n I
MJr rrpenapaTa

Absence per I ml ofthe product / Orcyrcrnue r I
Mn flpe[apara

Me,ee .:rlrm*%

Less than l0 cfir/ml /
Menee 10 KOE/un

Less than l0 cfi/ml /

Absent /

Absent /

"'"'ff1"),t j
.Byer ^8At-r--^^.os*Y

()
(",

15. Assay / Ko.[uqecrseHHoe o[peAeJreHr{e

a) Mometasone Furoate /
Moruera:oua dvooar

From 85,0 ohto ll5,0o/o of the labeled content / Or
85,0 %,qo 1 15,0 7o or saqsleHHoro coAepxaHlrrl

102.9% / 102,9y;o

b) Benzalkonium chloride /
BeusanxoHur xJropn.rl

From 80,0 oh to 120,0 o/o of the labeled content / Or
80,0% Ao 120,0 0Z or laqsreHHofo coAepxaHl,L

100.0% I t00,0yo

Prelrpred By / floaroroeu,r Checked By / Ilponepu,r Approved By / Oao6pn.n

Signature / [IoAnucu F{- (- lDa
Date I fia"ra

*l8l01 
| ?/ol > t??.1tn: r(\tr)hr)'>

Name / TDLIO Yogesh Kumar Mehta Atul Kumar lja) Cumar Garg

Designation /
.(olxHocrr

Officer-QA Officer-QA Asst. Manager - QA

FCr\4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 113205,lndia
795 249300 Fax: +91 -1795 249310 email: ,. ,. . .. ,:l

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@IIKAT AHAJII,I3A f OTOBOTO IPOAyKTA

;-r -(ql"^lLl Di
'.,1 , d/.-r c l-rl

Declaration of certification: "I hereby certify that the above information is authentic and accui$1e. tttij batctr of prodlrct has

been manufactured including packaging and quality control at the abovementioned site in ft\if,rqgmpliance witfut/e CUf
requirements of the local Regulatory Authority and with the normative document no. :(ry9fl"2-fQff-nu) dt.

23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-0636S8)ftiASakf processing,
packaging and analysis reviewed and found to be in compliance with GMP."
3arcnrcqenue o coorBercrBrrrr: Hacrorrrlr4M noATBepxgaro, qro npeAcraBneHHafl BbrIrIe ranSoprrtauux sBr,flercfl

Aocroeepuoft u ro.{Ho[. [au:aat cepua 6rma npor,r3BeAeHa (nxlrcvar ynaxonry/napKl.rpoBKy I,I KoHrponb xavecraa) na
yxa:auuofi Bbrrle npold3BoAcrBeuuofi rrJrotr{aAxe B rroJrHoM coorBercrBrru c rpe6onauuxur.r HaAleNaulefi
flpou:ao4craeunofi llpaxrraxra (GMP) JroKirJrbur,rx perynflropHbrx opraHoB ra rpe6onauurM!r HopMarl{nuofi 4oryueHraul{I{
nn-J\!(001710)-(Pf-RU) or 23.01.2023 utt pbrHra Poccuu r{ yrBepxAeHHofi creqrQuxauuefi .}l! SPC-CC-063688.

flpororolrr npor,r3BoAcrBa, y[aKoBKLI 14 [oKa3areJru Kar{ecrBa Aasuofi cepr.ru 6srlu [poaHanI,I3LIpoBaHbI I4 c.ueJlaHo

3aKJrroqeHr,re, rrro oHr.r coorBercrByror rpe6onauHqNa HaArexauleil flpou:noAcrBeHHoil flpamuxn (GMP).

8 of 8 / 8u:
Name of Product /
Hau[reHosaHue nDonvrcur.lu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenroaaHHoe HalrMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oua cnDefi ua3a,rlnbril rognDosaHurrfi 50 Mrr/ao:la

Active lngredients /
flefi crnyrourue BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qora cnper coaepxfiT: geficrnyrculee Be[IecrBo: Mouera:oHa r[ypoara MoHorl{apar

5 1,72 vxr B nepeclrere ua Mouera-goua <bypoar 50,00 vrn
Sfrensfh / /Iol,rnosra 50 mcg/dose / 50 narn/lo:a Date of Mfs. /.Ilara noolrseoacrBa 07/2023

Dosage form /
JIemancreeHHas doorua

Metered-dose nasal spray / Cnpeil
nagalrnsrfi .4oguDoeaHurrfi

Date of Exp. / foAen lo 06/2025

Product code / Koa nDoayKTa sRIJ030007804040 I DK Date of release I Lara Bbrnycra 17.07 .2023

Batch No. / Cepun.l\! 12230660 Qty. Released /
I(ofl [r qecrso Bbr nyuleHo

32,480 BOT /
draronos

Batch size / Parruep ceplrn 34,722 BOT / t[.naxouon
Mfg.License No. / Jluueurus ua
nnoHrBo/IcrBo (gonren) MNB/10/832

Inspection Lot No. /
PerncrnauroHnsrfi sorueo aHaJrr.r3a

040000471818
Mfg. License Date / JlnueHsuq xa
nnolrseoacreo (aara) 3010412020

Package size / Ynaroera 120 Doses / 120 llz GMP Compliance certificate Date /
GMP ceprudurcar (aara) 18t06t2020

Market / Psrxor Russia / Pocq.rg
GMP Compliance certificate No. /
GMP ceorudlrxar (xoruen)

GMP-
01556/20lIN

Reference Specification No. /
CnequQurcauufl roroBoro
nooavrcra.l\E

sPC-CC-063688 Reference STP No. / CIII4 J\E
STP-CC-
040944

API name / HaurueHosaHue AOC
Mometasone Furoate Monohydrate/
Mouera:osa $ypoara MoHorr,r.qpar

API Batch No / AOC cepun }lb
MFM-
23405(JM-o1)-
002

Manufactured bv / [Ioou:soaurerr Aarti Industries Limited, India / Aaprrz Vugacrpuz JTul.z.uret, Idl:lus

J\t TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHITIfl OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / YnarcosKa 120 doses of suspension in a high density polyethylene vial with a dosing device and a

high density polyethylene cap. I vial and patient information leaflet in a carton pack. I
flo 120 los cycrteu3l,Iu no $naxoue LI3 TIoJII,IoTI{JIeHa BblcoKofi nlornocru c

Ao3npyrour,rM ycrpoficrBoM u KoJrrraqKoM r43 [oJrlr3rLIJIeHa BblcoKofi [norHocrl,I. flo 1

draxonv BMecre c ltHcrpvKul{eii ro MeAI,Iq}rHcKoMy nprr"r"uadET&a}t aproHHo[.

Any deviation/Incident/OOS: Non-applicable
Orruonenllq/uecoorsercrs[q/OOC : He [pltMeHr4Mo

,'.'i-,)t'''
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Prepqrld By / llogroronnl Checked By / flpoaepu.n Appro\ed By / Oao6pur

Signature / [IoAnucr t/,, d X
Date I Aara v lblotl t"u) I ,1"11 23 \s\07)"7
Name / @l{O Yogesh Kumar Mehta Atul Kumar Ajay Klmar Garg

Designation i
[o.nxuocrs

Officer-QA Officer-QA Asst. Manager - QA

FCI!'llQA054/08.00


