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

Distt. Solan Himachal Pradesh 17 3205, lndia
Phone: +91-1195249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJITT3A TOTOBO| O IIPOAyKTA

H3EolE

Name of Product /
Hal,trrrenosaH He n DoavKulr ri

MOMAT RINO
MOMAT PHHO

Generic name /
HenareH.roeaHH oe Har4 MeHoBaH r{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mov eragoHa cnpeii Hata,r rubt il .{os t{posaH nufi 5 0 la rcr/.(osa

Active Ingredients /
[eft creyroutr.re BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper corepxr,IT: Aeiicrsyrculee BeulecrBo: Mouerasona Qypoara MoHorl{npar

51.72 uxr B neDecqere ua MouerasoHa 0ypoar 50,00 urr
Sfrensth / llorunoerca 50 mcg/dose / 50 vr<r/.qora Date of Mfe. /.llara npoursorcrBa 07/2023

Dosage form /
JleraocreeHHaq 6opila

Metered-dose nasal spray / Cnpefi
Ha.ga,rssufi Aos HposaHH rrfi

Date of Exp. / foaeH ao 06t2025

Product code / Koa nDoavrcTa sRU030007E04040 I EJ Date of release I na'ra BbtnycKa 24.07.2023

Batch No. / Cepur J\t 12230666 Qty. Released /
Koluqecrao Bbrny[IeHo

64,160 BOT /
6raxoHos

Batch size / Parruep cepr.rr.r 69,444 BOT i $naronon
Mfg.License No. / JIuueHsuq Ha

rr Dor.t3 BotrcrBo ( rto na en)
MNB/10/832

Inspection Lot No. /
Perncroaunoultuft noruen aHaJIll3a

0400004'72142
Mfg. License Date / Jluuentus Ha

nDoHrsoacrno (Aara)
30t04t2020

Package size / Ynarosra 60 Doses / 60 aos
GMP Compliance certificate Date I
GMP ceprvdurar (Aara)

t8t0612020

Market / Psrnox Russia / Poccuc
GMP Compliance certificate No. /
GMP cepruduxar (Horuep)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQurcaurre roroBoro
npoavrra .Il!

sPC-CC-063691 Reference STP No. / CILI J\]
STP-CC-
040947

API name / HarrueHoaaHue AIDC
Mometasone Furoate Monohydrate/
Morr.r sragona $ypoara MoHort4lpar

API Batch No / A<DC ceplrn Il!
MFM-
23405(JM-O1)-
002

Manufactured bv / llponleoaureru Aarti Industries Limited. India / Aapru I4u.uacrpng llranat rea, Hnarq

J\} TESTS / TTOKA3ATEJII,I LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

I Description / Onucauue White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eroro ao IIoqrI,I 6eaoro IrBera or
fiony[po3paquofi Ao Heflpo3pai{Hofi roncucreHuuu
fYcTafl cvcneH3I4,.

Off-white thick suspension of
non-transparent consistency. /
lloqru 6enoro IIBera
Henpo3paqHofi xoncucteHIIHI,I
fVCTAfl CYCTIEH3I,I'I.

7 Identifi cation / I,IaenrndrKaur{fl
a) Mometasone Furoate /

Monrerarona 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 (refer
to Assay). / Bpeur yAepx[BaHrlfl ocHoBHoro fllrKa
Ha xpoMarorpaMMe lrcflblTyeMoro pacrBopa

AOnXHO COOTBeTCTBOBaTT' BpeMeHLI yAepxL{BaHI{fl

ocHoBHoro nuKa Ha xpoMarorpaMMe craHAaprHoro
pacrBopa (ctu. pa3Aen (KorlrqecrBeHHoe
orrpeAeJreHue)).

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 / Bperrlr
yAepxI,IBaHI4' OCHOBHOTO [IrKa
Ha xpoMarorpaMMe
r4crrbrTyeMoro pacTBopa

cooTBeTcrByeT BpeMeHIr

yAepxIrBaHI4t ocHoBHOrO rII{Xa

HA xpoMaTofpaMMe

craHnaDTHoro DacTBopa.

Signature / Iloanucr

6>{oR\uLlfila 8 \ lLL

Atul KumarName / IDI{O Yogesh Kumar Mehta

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

Distt. Solan Himachal Pradesh 113205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email:glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOLIKAT AHAJII43A f OTOBOI O IIPOAyKTA

lI3ol'll
Name ofProduct/
Har.rnreHoeaH lle rr poavKu14 r.t

MOMAT RINO
MOMATPHI{O

Generic name /
HenareHrosaHHoe Hat,tMeHoBaHI{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:osa cnDefi saga,rrsrrfi aosuoosaHuufi 50 uxr/no:a

Active Ingredients /
[efi crryrcurue BeutecrBa

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 co.qepxur: neficrnyroulee BerrlecrBo: Mouera:osa Qypoara MoHorurpar
51.72 tutin B repecqere Ha Mouera^:osa dvpoar 50.00 uxr

Strensth / noguoosra 50 mcs/dose / 50 Mxr/aosa Date of Mfe. /,llara npoureoAcrBa 0712023

Dosage form /
JleraDcreenHaq doolra

Metered-dose nasal spray I Cnpeir
Ha:a,ruH rrfi .4ol14 DoeaHH srfi

Date of Exp. / foAen Ao 06t2025

Product code / Koa rrDo.rrvKTa sRU03 0007E04040 l EJ Date of release I Aara Br'rnycma 24.07.2023

Batch No. / Cepua J\ir 12230666 Qty. Released /
Ko;Irlqecrso Bbrny[leHo

64,160 BOT /
6,raronos

Batch size / Parnrep ceplru 69,444 BOT / Q:raronon
Mfg.License No. / JInueHsuq Ha

rr no H.lRorrcrBo ( sorrr en)
MNB/10/832

Inspection Lot No. /
PerucrDauuosHurfi uouep aHaJrH3a

040000472142 Mfg. License Date / Jluuenruq Ha

nnolrseoacreo (aara) 30t0412020

Package size / Ynarosra 60 Doses I 60 z.oz
GMP Compliance certificate Date I
GMP cenrudurar (aara) 18t06t2020

Market / Psrxor Russia / Poccrzr
GMP Compliance certificate No. /
GMP ceprudurar (Horuep)

GMP-
01556/20lrN

Reference Specification No. /
CnequQr,rrcauuq roroBoro
nooavrra.l&

sPC-CC-06369r Reference STP No. / CIII4 J\!
STP-CC-
040947

API name / HarilreHosaHue A@C
Mometasone Furoate Monohydrate/
Molrera:osa Qypoara uonorzlpar API Batch No / A@C cepua .il!

MFM-
23405(JM-0r)-
002

Manufactured bv / llpournoanre.nr Aarti Industries Limited. India i Aaoru Vstacrouz Jluv,urel'Vriltuq

Jlb TESTS / IIOKA3ATEJII,T LIMITS / TPEEOBAHI,I,fl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ BeH:a.nronuq xrop[A

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 xporraarorpaMMe
[cnbrryeMoro pacTBopa AoJrxHbr o6uapyNnnarrcr
fII,IKI,I, nO BpeMeHaM yAepxr,rBaHlrrr

c oorBercrBylorq rre IIH KaM roMoJloroB 6eurarxo uu-s

xllopl4Aa Cn u Ct+ Ha xpoMaTorpaMMe
crauAaprHoro pacrBopa (cu. pa3AeJI

<KorutuecrseHHoe ottpeAeneHr.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
xpoMaTorpaMMe r,rcrrblTyeMoro
pacrBopa o6HapyxrBarorc,
fl}IxIlI, IIo BpeMeHaM

yAepxLIBaHLIt

cooTBeTcTByIoxIue TIHKaM

roMoJroroB 6engarxonrl.a
xJIopI.{Aa Cn u Cru Ha

xpoMaTorpaMMe craHAaprHoro
DACTBODA.

3. pH From 4.30 to 4.90 I Or 4,30 Lo 4,90 4.71 I 4.71

4. Density / flnornocrr From 0.950 to 1.050 glcm3 I
Or 0,950 ao I,050 r/cna3

1.016 g/cm3 I l,016r lcu'

5. Viscositv / Bqsrcocrs From 30 to 130 cPs / Or 30 Ao 130 cll3 45.8 cPs / 45.8 clls

y / Ilogroronu.t Checked By / Ilponeplr;r
Signature / [IoAnncs

01 lo g \t^.t.: o}{or \ ut-l
Yogesh Kumar Mehta

FCN.,r/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1195 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

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

Hi llof

Name of Product /
Hal,lrvreHoeaH r,re n poayKuH u

MOMAT RINO
MOMAT PHHO

Generic name /
HenareuroeaHHoe HallMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMerasoHa cnDefi na.galrsstfi aosuposaHnslfi 50 MKr/Aosa

Active Ingredients /
fl eft creyrcuue BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I go:a cnper coaepxl4T: Aeficrsyrcuee BeIIIecrBo: Morraeragoua $ypoara MoHorllApar

51,72 vnr B nepecrrere sa Mouera-:oHa $ypoar 50,00 rrarr

Strensth / norlloosrca 50 mce/dose / 50 urnhosa Date of Mfs. / nara nporrsoacrBa 0712023

Dosage form /
JlercapcrseHuaq doprua

Metered-dose nasal spray / Cnpefi
ua:al su rrfi lo:r.roosaHHstfi

Date of Exp. / foaen Ao 06t2025

Product code / Koa rpoayKra sRU030007E04040 I EJ Date of release I llara BbInYcKa 24.07.2023

Batch No. / Cepun J\i 12230666 Qty. Released /
Kofl r.rqecrso Bbrnv[reHo

64,160 BOT /
ibraronos

Batch size / Parnrep cepuu 69,444 BOT / SraroHon
Mfg.License No. / JIHueuruq Ha

nDor.r3Bo.trcrBo (noru en)
MNB/10/832

Inspection Lot No. /
Perr,lcrnauuoHnsrfi noruen aHaJru3a

040000472142
Mfg. License Date / JlrqeHruq Ha

npoussoacrao (aara) 30t04/2020

Package size / Vnarcoexa 60 Doses / 60 lo: GMP Compliance certificate Date /
GMP ceorudr.rrar (aara) 18t0612020

Market / Prrnor Russia / Poccus
GMP Compliance certificate No. /
GMP cenrudurcar (Honaep)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQurcauur roroBoro
nnoavrra J\b

sPC-CC-063691 Reference STP No. / C[I4 l\& STP-CC.
040947

API name / HauMeHosaHue A<DC
Mometasone Furoate Monohydrate/
Morraera:oua Qypoara MoHornrpar

API Batch No / A@C cepun Nr
MFM-
23405(JM-0r)-
002

Manufactured by / llpoussoAnrers Aarti Industries Limited. India i Aaprra I,lnracrprs Jluuuret, llj,rtavq

OBSERVATIONS /
PE3YJIbTATbI

LIMITS i TPEEOBAHI4flTESTS / TIOKA3ATEJII4

295 mOsm/Kg
295 naOcu/rr

From 250 to 350 mOsmiKg
Or 250 lo 350 tvtOctrr/xr

9.3g19,3rNot less than 9 g / He uenee 9 rNet content / Macca
coAepxllMoro oflaKoHa

70 doses / 70 l,ozNot less than 60 doses (discard the first pumping) /
He rueuee 60 .qos (ue cvuraa flepBrlqHylo
npora.rrcy)

Number of deliveries per
container / Koruqecrso
A03

Minimum / Mr,Innuyu: 93.6Y,
Maximum / Maxcnuyu: I 05.8%
Average / Cpe4nee: 103.3%

Pump delivery / Individual dose mass: from 85% to 115% of the
theoretical dose mass /
HHAusuAyanbHafl Macca Ao3bt: or 85 Yo lo ll5 %o

or reoperr,rqecrofi uaccrt 4o:rt;

Average mass of the dose: from 90o/o to 110% of
the theoretical mass of the dose /
Cpe4uaa MaccaAo3br: or90yo ao 110 % or
TeopeT[.{ecKofi Maccbl .uo3br

Preparey'{y / [IoAroro erar Checked By / tlponepu.n Approted By / Oao6pu.n

Signature / [IoAnr.rcs //- <"
Date I [ara (-zx1lo 8\lrl) k1\''n'\'L3 o>\(B\t_rLl
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
!,o.nxnocrs

Officer-QA Officer-QA Sr. Manager - QA

FCM/QAO54/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91 -1795 249310 email: glenmark@bom2.vsnl'net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJITT3A |OTOBOIO IIPOAyKTA

H3oIE

Name ofProducti
HaraMenosaH ue n Do.trYKttI4tl

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mouera:oua crpefi sa:aarHufi aogupoeaHurlfi 50 t'.trr/aosa

Active Ingredients /
fleft crnyrcurne Bel{ecrBa

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 co.qepxr4r: AeficT syrcuee BeIIIecrBo: Moueraloua Qypoara MoHorl'I.4par

5 1,72 uxr B repecqere na Mouera:osa $ypoar 50,00 uxr
Stren gth / .ll,osr.r poerca 50 mce/dose / 50 urr/ao:a Date of Mfs. /.llara npouceoAcrBa 0712023

Dosage form /
.IlerancreenHac donlra

Metered-dose nasal spray / Cnpeit
nagaarnsrfi .{o:riDosaxHHfi

Date of Exp. / foaen Ao 06t2025

Product code / Koa rpoaYKTa sRU030007E04040 I EJ Date of release I nara BbtrlvcKa 24.07.2023

Batch No. / Cepua J\! 12230666 Qty. Released /
KoJr,r qecteo Bbr nvuleHo

64,160 BOT /
tbraxouos

Batch size / Parmep cepr.ru 69,444 BOT / rfraroHoa
Mfg.License No. / Jlnuesrus ua
nDor{3BotrcrBo (uorrr en)

MNB/10/832

Inspection Lot No. /
Perncrpauxossurfi uorueD aHaJIu3a

040000472142
Mfg. License Date / Jluqes:us na
nnouenoncrso (nata) 30t04t2020

Package size / Ynarcosra 60 Doses / 60 aor
GMP Compliance certificateDate I
GMP cenrudrrcar (aara)

18t06t2020

Market / Puruorc Russia / Poccus
GMP Compliance certificate No. /
GMP cenrudurcar (nouep)

GMP-
01556/20lrN

Reference Specification No. /
Cnequ$urcauuq roroBoro
nooavrcra .ll!

sPC-CC-06369r Reference STP No. / CnU J\b
STP-CC-
040947

API name / HaurueHosaHue A<DC
Mometasone Furoate Monohydrate/
Morrlera:oua r[ypoara rr,rouoruapar

API Batch No / AIDC cepur Nr
MFM-
2340s(JM-01)-
002

Manufactured by / llpolrrnoAureru Aarti Industries Limited. India / Aapru Vsracrpuz Jluv.urel'kfulg.us

J\& TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHI,Ifl OBSERVATIONS /
PE3YJIbTATbT

10. Particle size /
Parmep qacrr{u

Particles < 10pm in size: Not less than90oh
tlacrnu pa3MepoM < 10 rurcrvr - ne ruenee 90 %o;

Particles < 30pm in size: 100%
rlacruq pa3MepoM < 30 nrru - 100 %

Particles > 30pm in size: Should be absent

9acruqrr pa3MepoM > 30 urcu - AoJIxHbI
oTcyTcTBoBaTb

100.0% I 100,00h

100.0% 1100,0%

Absent / Orcyrcrnyror

11. Sedimentation Stability /
CeAuuenraurloHHaq
ycTofirrr{BocTb

Not less than 5 min / He uenee 5 rtun.

,\
ol

Complies /
Coorne'rcrnyer

l'arn",-,,rgit1
\ |- z

Prepared ffi / Ilo4roroelr.n Checked By / Ilpoeepu.n Approded By / Oao6pu.rr

Signature / IIoAnr.rcs /Y-' -(
Date / [ara -o"? I o$l 74L) Ut\-41'r'1 aHoR\ )-rLl
Name / (D[IO

Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
{o.nxnocru

Officer-QA Officer-QA Sr. Manager - QA

FCN/VQA05
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
249300 Fax: +91 -l 795 249310 email: slenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJIIT3A f OTOBOI O TIPOAyKTA

tr3ol tt

Name ofProduct/
HaurueHosaH r.re n poryKurl rd

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHIie

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Molrera:osa cnpefi saga,rrubrfi Aosuposannufi 50 ur<r/.qo:a

Active Ingredients /
fleft crayroulre BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnpe.r corepxlrr: qeicrnyroulee BelqecrBo: Movera:ona Qypoara MoHorI'IApar

5 I,72 rrarr B [epecr{ere Ha Mouera:oHa $}Doar 50,00 urr
Strensth / noruoosra 50 mcs/dose / 50 r,,rxrfuosa Date of Mfs. /.llara nporreoAcrBa 0712023

Dosage form /
JlercapcrseHHaq dopMa

Metered-dose nasal spray / Cnpefi
Ha3ar6Hr,rfi rogrzooeaHHstfi

Date of Exp. / foaen Ao 06t2025

Product code / Koa nDoayKTa sRU030007E04040 r EJ Date ofrelease I Lara BbInYcKa 24.07.2023

Batch No. / Cepua JII 12230666 Qty. Released /
Koflrlqecrso BbrnyureHo

64,t60 BOT /
draronoe

Batch size / Parruep cepr,ru 69,444 BOT / tluarcouoe
Mfg.License No. / Jluueurus na
rr norniBorr crBo ( noru en)

MNB/10/832

Inspection Lot No. /
Perucrnauuonxsrfi no*ren aHaJrla3a

040000472142
Mfg. License Date / Jluuenruq Ha

nnnurnoncrno /nara) 30t0412020

Package size / Vnarosrca 60 Doses / 60 ao:
GMP Compliance certificateDate I
GMP ceprr0urar (qara)

18t06t2020

Market / Psrnor Russia i Poccus
GMP Compliance certificate No. /
GMP ceprudurar (nouep)

GMP-
01556/20ltN

Reference Specilication No. /
QnsqltQrlraufiq roroBoro
nnoavrcra.ll!

sPC-CC-063691 Reference STP No. / CIILI J\]
STP-CC-
040947

API name / flauuesonaune ArDC
Mometasone Furoate Monohydrate/
Morraera:oua Qypo ara MoHorxApar

API Batch No / A<DC cepue Jl!
MFM-
2340s(JM-01)-
002

Manufactured bv / [Inollrsoaureflr Aarti Industries Limited. India i Aaoru Hruacrpug Jluuuret, I,lsnus

t\& TESTS / IIOKA3ATEJII4 LIMITS / TPEBOBAHI4f, OBSERVATIONS /
PE3YJIbTATbI

12. Impurities / Ilpunecu
Impurity 8 DM /
Ilpuuecu 8 DM

Impurity DMC /
flprarraecu DMC

Impurity D /
llpznecu D

Any individual unspecified
impurity /E1ntu.tuoia
Her,rAeHrr40 rau[poBaHHor
[pr{Mecr{

Total impurities /
Cyrr,rurr lrpr.rMecefi

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

Not more than 0. 15 Y:o I He 6oree 0, I 5 7o

Not more than 0.20 o/o / He 6orce 0.20 Yo

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

Not more than 0.60 Yo I He 6olee 0,60 %c,

,!. ..' q,.,.,\

Not Detected/ He o6napyxeuo

Not Detected/ He o6uapyxeno

0.02%/0,0204

0.04%/0,04%

0.18% /0.'18%

(

ffir' a:
+-- I

,ht

h
ri'

a v

Prepared $y / Ilogroroou.rr Checked By / llposeplt.n Apprlved By / Oao6pu.rI

Signature / [IoAnucr /"y'--
Date /.(ara usll og I )n>j -nt-a \B e)-\ c 81 l_e Ll
Name / tDtr{O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
.(orxuocrr

Officer-QA Officer-QA Sr. Manager - QA

00

ip
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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: +9 l-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
C EPTI,IOI'IKAT AHAJII,{3A f OT OB OTO fIPOAYKTA

of8 i u1

Name ofProduct /
HalrMeHoeaHHe ttDo,[vKuuu

MOMAT RINO
MOMATPI4HO

Generic name /
HenareHroeaHHoe HauMeHoBaHI{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Moueratosa cnpefi uasa,rrusrfi aognposaHnufi 50 lrrrho:a

Active Ingredients /
,(efi crnyrourue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I lora cnper conepxnr: Aeficreyrcuee BerrlecrBo: MoMerasoHa $ypoara MoHorr.rApar

5 1,72 ut<n B rrepecqere sa Monaerasosa dypoar 50,00 vrr
Strensth / noernoera 50 mcs/dose i 50 Mxr/aosa Date of Mfe. / nara npoureoacrBa 0712023
Dosage form /
JlexancrseHHaq donMa

Metered-dose nasal spray I Cnpei,t
na.:a,rrsufi .no:IaoosaHHsrfi

Date of Exp. / foaeH ao 06t202s

Product code / Koa rDonyKTa sRU030007E04040 I EJ Date of release I nara Bl,rrrYcKa 24.07.2023

Batch No. / Cepr.rr J\t 12230666 Qty. Released /
Koru.recrgo BbrrryureHo

64,160 BOT /
6raronoe

Batch size / Parruep cepuu 69,444 BOT / ipraronor
Mfg.License No. / JluqeHrus ua
nnoulRorrcrBo /sorren) MNB/10/832

Inspection Lot No. /
PerucroauuosHstft uoneo aHaru3a

040000472142
Mfg. License Date /Jlnuenrus na
nnor.rlsolcreo (aara) 30t04t2020

Package size / Ynaroerca 60 Doses / 60 ao:
GMP Compliance certificate Date /
GMP ceprudnxar (aara) t810612020

Market / PuHorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudr.r ra'r (uon:eD)

GMP-
01556/20lrN

Reference Specification No. /
CnequQr.rrauufl roroBoro
noorvrra Ns

sPC-CC-063691 Reference STP No. / CIII| J\!
STP-CC-
040947

API name / HaunaeHonanue A@C
Mometasone Furoate Monohydrate/
MorraerasoHa r[ypoara uonorrzgpar

API Batch No / A<DC cepua Jl!
MFM-
2340s(JM-01)-
002

Manufactured by / [Ipoureoaurefls Aarti I ndustries Limited. India / Aaoru l4slacrou g lluuur e t. I,Igl,us

J\& TESTS / TIOKA3ATEJII'I LIMITS / TPEBOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / CpegHra
AOCTaBJIfleMaf AO3a Lt

oAHOpOAHocTb

AOCTaBrqeMOfi AO3br

,..>"

0)

:;
').

Vu^,

,lr 
^;q'

(
(;

t-1 l;.

e/
'o.'

sui'flarmac

frudo

Not more than 2 of20 doses (10 initial doses and 10 final doses
from 10 vials) can deviate more than + 20o/o from the average
value and not any dose can deviate more than + 25Yo ftom lhe
average value. The mean should not exceed * 15 % of label
claim
If 3 to 6 doses deviate more than + 20oh buI not more than +
25o/o,tesi. another 20 vials.
Not more than 6 of60 doses can deviate more than + 20 %o from
the average value, and not any dose can deviate more than
+ 25yo ftofi the average value. The mean of each determination
should not exceed a l5 7o oflabel claim.
He 6oree 2 uz20 loz (10 uauarsHux ao: n 10 xoueuurrx ao:)
Mor)"T uMer6 oruoHeHhe or cpeaHero 3Har{eHr.r, 6o:ree ,ieN.r

+20o/o, *t HLI OAHa AO3a He AOlIxHa LIMeTb OTKIOHeHIe OT

cpeAHerc 3Har{eHu, 6olee qetr +25o Cpeg:Hee 3Har{eHue He

aonxHo npeBr,ruaTr, + 15 7o or :a.suessoro.
Eclu or 3 ao 6 aos r.rMeror orxroHeulu 6o,ree qeu *20o/o, Ho

MeHee qeM + 25 y:o, To HcrrbrTbrBruoT cJre.4),Iouue 20 $raxonoa.
He 6o,ree 6 uz 60 ao3 Mory'r uMsr6 oruoHeHue or cpeaHero
3HaqeHH.'r 6o,ree qeu + 20 o/o, u HH oaHa /Io3a He AoJDr(Ha HMeTb

orKroHeHr,re or cpeAHero 3HaqeHufl 6oree qeN{ +25 o/o. Cpeguee
3Hal{eHr.re KilKAoro onpeaereHr.rr He AonxHo npeBbrurarr + l5 7o

OT 3A'BJICHHOTO.

Beg / Hauano:
Minimum / Mnuuuyru: 99.1%
Maximum / Maxcnrraylr:101 .7Yo

Mean / Cpeauee: 100.0%

END / Koneu:
Minimum / Munuuytr.t: 98.4%
Maximum / Maxcnuyu: 101.6%
Mean / Cpe4nee: 100.0%

Checked By / flponeplr.n

Signature / [Ioanucr

1lo ts\'tnvl 6;1s t\ L! Lt
Yogesh Kumar Mehta Sandeep SemwalAtul Kumar

FCI\4/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91 -1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII,I3A f OTOBOTO IPOAyKTA

U?of
Name of Product /
Hal,lDreHoeaHue nDonvKUuu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HaInMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcgidose
Mouera:oua cnpeil sa:a,rrsrrfi nosr4posaHurrfi 50 prrr/ao:a

Active Ingredients /
[efi crayroutr.re BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4o:a cnper coAepxlrr: .{eficreyrcutee BeulecrBo: Moverasoua rfypoara MoHorr,rApar

5 I,72 urr B nepecrrere Ha Mouera:osa ibypoar 50.00 urcr
Sfrenqfh / .Ilorunonrce 50 mcg/dose / 50 rraxr/aosa Date of Mfe. / nara npoussoacrBa 07t2023
Dosage form /
JlercancreeuHaq 6oolda

Metered-dose nasal spray / Cnpefi
ua.galunuft ,n03HoosaHHslft

Date of Exp. / Ioaes ao 06t2025

Product code / Koa rpolyKTa sRU030007E04040 I EJ Date of release I nara Bbrnycrca 24.07.2023

Batch No. / Cepun Jlb t2230666 Qty. Released /
Kon r-r qecrgo BbI nvtlreHo

64,160 BOT i
drnaronon

Batch size / Parnrep cepr.lr.r 69,444 BOT / t[raxouon
Mfg.License No. / JIHuensr.rq xa
rr po r.r3BoacrBo (soru ep)

MNB/10/832

Inspection Lot No. /
PerucrpaquoHnsrfi nouep aHaJrr.rga

040000472142
Mfg. License Date / Jluqenruq Ha

nnouennncrno (nare) 30t04t2020

Package size / Vnarcosra 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP ceorudNrcar (aara) 1810612020

Market / Puxorc Russia / Pocorq GMP Compliance certificate No. /
GMP ceorr.rdurar (uoueo)

GMP-
0 I 556/20lIN

Reference Specification No. /
CneuuQr.rraquq roroBoro
nnorvrra .]\{i

sPC-CC-063691 Reference STP No. / CIIII Jt]
STP-CC-
040947

API name / HaurueHosaxue A<DC
Mometasone Furoate Monohydrate/
Monaeragosa Qypoara uouorr.rgpar

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

Manufactured bv / llnonssorrrenr Aarti Industries Limited, India / Aaprra HHgacrpus lltruure!,, Vgrus,

J\b TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,IS OBSERVATIONS /
PE3YJIbTATbt

t4 Microbiological Pu rity / Murcpo6uo.rroruqecKaq qtrcrora

Total aerobic microbial
count / O6ulee qucro
aspo6Hbrx
Mr.rKpoopmHlr3MoB

Total yeast and moulds
count / O6ruee qucro

ApoxxeBbrx r,r IIIIecHeBbrx

rp[16oB

P s eudomonas aeruginos a

Staplrylococcus qureus

Not more than l0' cfu per lml of the product / He
6olee 102 KOE e I lu npenapara

Not more than 10r cfu per I ml of the product / He
6olee l0r KOE s I ul upenapara

Absence per I ml ofthe product / Orcyrcrnue n 1

Mn flpe[apara

Absence per I m1 of the product / Orcyrcrnue n I
Mn rrpe[apaTa

''"tt''"'t-

Les tharvlo eirYmt r
MeHee /diov",

{r {^vs.,t
ebsent \QrcyrcrByer

\ r",t. , A. \

Absent f Or{taftru,r:;.

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

15. Assay / KorllqecreeHHoe orrpeAeJreHrre

a) Mometasone Furoate /
MoN.rera,soHa dypoar

From 85,0 % to 115,0 % of the labeled content / Or
85,0 yo Ao I15,0 Yo or saqs];reHHofo coAepxaHwl

97.3% /97,30h

b) Benzalkonium chloride /
Eeu:alxoHr,rr xJroprrA

From 80,0 o/o to 120,0 oh of the labeled content / Or
80,0 % Ao 120.0 %o or sa,^srilel,]^Horo conepxaHll

98.5% 198,5%

Signature / IIoAnr.rcu

.t 
1,, X lUt > |'B\UL\

Name / TDIIO
Yogesh Kumar Mehta Atul Kumar

Sr. Manager - QA

FCI!,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: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII43A f OTOBOIO IIPOAyKTA

of 8 / Lt3

Name of Product /
Hal,trr.reHoeaH lte fl Donvrcrrtr r.r

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroaaHHoe HarrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oHa cnpeft Ha:a,rrurrfi ao:r.rponanuufi 50 naxr/Ao:a

Active Ingredients /
[efi crnyroulr.re BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper conepxur: geficrryrorqee BerqecrBo: MouerasoHa r[ypoara MoHorr.rlpar
51,72 ry.xr B rrepecqere na Mouera:ona tbypoar 50.00 uxr

Sfrensfh / Ilornnonre 50 mcg/dose / 50 Mr<rirosa Date of Mfe. /,llara npoursorcrBa 0712023
Dosage form /
JlexaocrsenHaq 6onMa

Metered-dose nasal spray / Cnpefi
uala,rrHufi ao:uposaHHslfi

Date of Exp. / loaeu ao 06/202s

Product code / Koa nDoayKTa sRU030007E04040 I EJ Date of release I ilara BbrrrvcKa 24.07.2023

Batch No. / Cepua Jl! 12230666 Qty. Released /
Koru.f ecrso BbrrrvrueHo

64,160 BOT /
tb,naroHos

Batch size / Parnrep cepr.rr,r 69,444 BOT / g:raronon Mfg.License No. / Jluueusus xa
nnoffqRotrcrRo (xouen) MNB/10/832

Inspection Lot No. /
Perucrpauuosnuft uoruep auafl r.r3a

040000472142 Mfg. License Date / JlrueHrrq Ha

noolllsoacrso (aara) 30t04/2020

Package size / Ynarosra 60 Doses / 60 los
GMP Compliance certificate Date /
GMP ceprudurcar (aara) t&t06/2020

Market / PsrHor Russia / Poccur GMP Compliance certificate No. /
GMP ceprudurcar (sorueD)

GMP-
0 I 556/20lIN

Reference Specification No. /
Cneur.rQr,r raqllfl roroBoro
NDONVKTA J\}

sPC-CC-063691 Reference STP No. / CIII{ J\n
STP-CC-
040947

API name / HaunaenoeaHue A@C
Mometasone Furoate Monohydrate/
Morraeraroua Qypoara MoHorurpar

API Batch No / A@C cepua .l\E

MFM-
23405(JM-01)
002

Manufactured by / llporreoaureJru Aarti Industries Limited, lndia / Aapru Hngacrpus lluv.uret,Vwus

J\b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHH.g OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / Ynarcosrca 60 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. /
IIo 60 aoe cycrreu3r{r.r Bo Qlaxoue r,r3 rroJrrr3TrrJreHa BbrcoKoft ruornocru c

AO3I{pyrcXIuM yCTpOTCTBOM r,r KOnlaqKOM r,r3 Ro[.r3Tr.rneHa BbTCOKOT rrnOTHOCTr,r. fIO 1

Snaxony BMecre c HHcrpyKur{efi [o MeAr,rur,rHcxoMy(rrpr4MeHeHr{ro B rraqKe KaproHHofi.

Any deviation/Incident/OOS: Non-applicable
Orxroueuuq/Hecoorsercrn[q/OOC : He rrpr{MeHr,rMo fi'tt":
Declaration of certification: "I hereby certify that the above information is authentic and Ea.purate. This batch of product has
been manufactured including packaging and quality control at the abqy,qnpntioned si.qe- ih full compliance with the GMP
requirements of the local Regulatory Authority and with the normXiVd.dopurh-blk'no. JIII-Nr(001710)-(P|-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specificatioi-no.3i;c-CC-063691. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP."
3arcnroqeHue o coorBercrBrrr{: Hacrof,rrrr4M [oATBepxAaro, rrro [peAcraBJreHHa, Bbrrrre r,ruQoprraaqza ABr,fl,ercfl,

4ocronepuofi x rotlHoft. [aurua'. cepnr 6rura [por.r3BeAeHa (nx;rrcvar yraxorxy/uapKr..rpoBKy r.r KoHrpoJrb KarrecrBa) Ha
yKa3aHHofi BbIuIe npousno4crneunoil rrJrorrlaAKe B [oJrHoM coorBercrBr,pr c rpe6oBaHI,IflMI,I HaAlexauef
llpou:no4crneHHoft flpaKrr.rxn (GMP) JIoKaJrbHbrx peryn ropHbrx opraHoB u rpe6oBaHr4flMr4 HopMarlrBHof AoxyMeHraur{a
JIII-J\e(001710)-(P|-RU) or 23.01.2023 p.nq pbrH(a Pocorr lt yrBepxAenuofi cnequ$uraqr.refi l\! SPC-CC-063691.
llporoxolu npoI,I3BoAcrBa, y[aKoBKI,I u troKa3areJrr,r KaqecrBa AauHofi cepurr 6brnr4 npoaHr]Jrrr3npoBaHbr !r cAeJraHo

3aKJIIoqeHI,Ie, r{To oHI4 coorBercrBylor tpe6onanurv Ha4lexatlleii llpori3BoAcrseHHoft llpaxTuxu (GMP).

Checked By / flposepur
Signature / [IoAnucr

o) l"gl ?PL b1 \-711] &9 \ 2-! Ll,

Yogesh Kumar Mehta

FCrvl/QA0s4/08.00


