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.ERTIFICATE oF ANAL'.IS FoR FINISHED *R.DUCT

CEPTI4@I4KAT AHAJII,I3A f OTOBOI O IIPOAyKTA
lurCrlof

Name of Product i
Hau$.reHoeaHt,te n DoavKuur.r

MOMAT RINO
MOMAT PHI'IO

Generic name /
Henarenro sa HHoe HaI{MeH oBaH He

Mometasone Metcred-dose Nasal Spray 50 mcg/dose
MoveragoHa cnpcfr ua^ran rurr ii rxosrrposaH Hufi 50 t.t rr/Aosa

Active lngredients /
[efi creyrourue Be[tecrBa

I dose of the spra1, contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I aosa cnpeq corepxhr: reficrsyrculee BeulecrBo: Mot'.teraroHa $ypoara MoHorrlApar

51,72 urr B repecqere sa Mouera:osa tbypoar 50.00 turr
Strensth / ,Ifounoera 50 mcg/dose / 50 naxr/,rosa Date of Mfe. / Aara npoureoAcrBa 0712024

Dosage form /
JIercaDc'reeHHaq 6opMa

Metered-dose nasal spray / Cnpefi
HasanrHsrfi Ao:upoeaHHsrfi

Date of Exp. / I-oaen .qo 06t2026

'Product code / Koa rooayKra sRU030007E04040 I DK Date of release I llara BbtnYcKa 26.07.2024

Batch No. / Cepnr Jl! 12240756 Qty. Released /
Korilqecreo BblnvureHo

r 9,360 BOT /
dllaronon

Batch size / Parruep cepr.rra 20,833 BOT / $,raronon
Mfg.License No. / JlrueHrrq Ha

nnoil1RorrcrRo (nonren) MNB/10/832

Inspection Lot No. /
Perucroauuougufi gonaen aHa.[u3a

040000536808
Mfg. License Date / JIuueHsuq Ha

nnoureoacrso (aara) 3010412020

Package size / Ynaroaxa 120 Doses / 120 zls GMP Compliance certificate Date /
GMP cenrndrrcar (aara) 1810612020

Market / Pulsorc Russia / Poccns
GMP Compliance certificate No. /
GMP ceprudurar (nomep)

GMP-
01556/20lIN

Reference Specification No. /
Cneur.rQr.r rcauuq roroBoro
nooavrra.lll

sPC-CC-063688 Reference STP No. / C[I,I J{!
STP.CC-
040944

API name / HauneHosaHue A<DC
Mometasone Furoate Monohydrate/
MoMerasoua t[ypoara rrr ononu4par

API Batch No / A<DC cepur J\t
MFM-
23425(tM-01)
001

Manufactured bv / llnournoaure.nu Aarti Pharmalabs Limited, India/ Aapru @apnrana6c Jluuurer' Vlrlus.

.l& TESTS / TIOKA3ATEJII,I LIMITS /TPEEOBAHI,H OBSERVATIONS /
PE3YJIbTATbI

I Description / Onucasue White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eroro Ao rrorrrr,r 6eloro uBera or
[onynpo3paqHoft Ao He[po3parrHo[ rcoscllcreHul,tu
FVCTaq CVCneH3lIr.

Off-white thick suspension of
non-transparent consistency. /
floqru 6eroro uBera
He[po3paqHofi roHcucreHrII4lI
ryCTA' CYCIIEH3I,I'.

I Identifi cation / I4aenru6rKaura
a) Mometasone Furoate /

Mouerarona 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). / Bpeua yAepxr,rBaHnfl ocHoBHoro rII,rKa

Ha xpoMarorpaMMe r{crrbrryeMoro pacTBopa

AOJTXHO COOTBeTCTBOBaTb BpeMeH[ yAepXr{BaHLIfl

ocHoBHoro nr,rKa Ha xpoMarorpaMMe cTaHAaprHoro
pacTBopa (0rr. pil3Aen <KorrqecrnenHoe
oIIpeAeneHlre)).

The retention time of the main
peak in the chromatogram of
sample preparation coffesponds
to the retention time of the main
peak in the chromatogram of
standard preparation / Bpeux
yAepxI4BaHLIfl OCHOBHOTO [I{Ka
Ha xpoMarorpaMMe
r,rcrrbrTyeMoro pacTBopa

coorBeTcTByeT BpeMeHI,I

yAepxr,rBaH[, ocHoBHoro nl,lKa

Ha xpoMaTorpaMMe
CTAH.IIADTHOTO DACTBODA.

Prepar/d Ily / Iloaroroanl Checked By / llponepu.tt Approvedhr / Oao6pult

Signature / [IoAnncr tLl/-- Y1%
Date I [ara rl\oa \ t -/( r)r r4/n1 lllpll nnrw
Name / <DIIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(onxuoctu

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJIII3A IOTOBOI O TIPOAyKTA

2of8l 2nr8
Name of Product /
HaltrueH oeaH r,re nDo,trvKu]r u

MOMAI'RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HauMeHoBaHue

Mometasone Melcred-dose Nasal Spray 50 mcg/dose
Movera3ona cnDeft salansusr fi rogr.rDosaHusrfi 50 Nt rr/nosa

Active Ingredients /
,[efi crryrouqr.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 4ora cnper corcpxuT: aeficrnyrcutee BeurecrBo: Mouerarona rpypoara MoHorunpar
5 I,72 urr B repecrrere Ha MoN,rerasoHa Oypoa, 50,00 r,,trr

Sfrenqfh / [orHnosrcr 50 mcs/dose / 50 ur<r/-nora Date of Mfs. / nara noolrlsotrcrBa 07t2024
Dosage form /
JlexapcrseHHaq 6oorua

Metered-dose nasal spray / Cnpefi
ga3a,t uH srfi AorupoeaHHutft

Date of Exp. / foaeH ao 06t2026

Product code / Kon nDotrvKTa sRU0300078040401 DK Date of release I na^ra BbrnycKa 26.07.2024

Batch No. / Cepua Jlb 12240756 Qty. Released /
Korrrqecrao BbrrytueHo

19,360 BOT /
draroHos

Batch size / Parruep cepuu 20,833 BOT / Q,rarouon
Mfg.License No. / Jft.rueucr.rq Ha

nDo[3BoacrBo (Homep) MNB/10/832

Inspection Lot No. /
PerucrDaur.ronnsrfi soneo agaJrn3a

040000536808
Mfg. License Date / Jh.ruexcrs xa
nnnurnoncrno {nera) 30t04t2020

Package size / Ynarcosma 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceorlrdurcar (aata) 18t0612020

Market / Puxorc Russia / Poccug
GMP Compliance certificate No. /
GMP ceorr,rdrarar (uonren)

GMP-
0r556/20lrN

Reference Specification No. /
Cneuu0r.rrcaqfifl roroBoro
nooavrra.]\&

sPC-CC-063688 Reference STP No. / Cru,I J\t
STP-CC-
040944

API name / HarMeHoeaHxe A@C
Mometasone Furoate Monohydrate/
MoN{erasoHa t[ypoara MoHorr,rApar

API Batch No / AIDC cepur ili
MFM-
2342s(rM-0t)-
001

Manufactured bv / Ilooraseoarreflr Aarti Pharmalabs Limited. India,/ Aao'ru Oaouara6c Jluv,urel.Vy.tus

.l\! TESTS / IIOKA3,{TENI4 LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ Eensa.nroru{fl xJroprl.q

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
I,IcnblryeMoro pacrBopa AoJrxHbr o6Hapyxl,IBarbc,
frr,rKr.r, no BpeMeHaM yAepxr,rBaHr,r,
coorBercrByroull{e [rrKaM roMoJroroB 6eurarxosua
xJIopI.IAa Cn u Ctq Ha xpoMarorpaMMe
craHAaprHoro pacrBopa (cu. pa3.rlen

<Korlr,recrBeHHoe o[peAeJreHr,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. / Ha
xpoMaTolpaMMe I,IcflblTyeMoI.o

pacrBopa o6Hapyxl,rBarorcff
[HKI,i, [o BpeMeHaM

yAepxI'IBaHLIt
cooTBeTcTByloxlue rI,IKaM

roMoJloroB 6ensailxonuq
xJIOpllIa Co V Crq Ha

xpoMarorpaMMe craHAaprHoro
DACTBODA.

3. pH From 4.30 to 4.90 / Or 4.30 ao 4.90 4.6041 4,604
4. Density / lhornocrr From 0.950 to 1.050 glcm3 I

Or 0.950 ao 1.050 r/crr,r3

1.013 g/cm3 I 1,013 rlcn3

5. Viscositv / Bqsxocru From 30 to 130 cPs / Or 30 lo 130 cfls 43.7 cPs I 43,7 cllt

Prepared B3z( [Iogro'ronr.t.n Checked By / Ilpoeeprut Approve{B;r / Oao6pur
Signature / [oAnucs f/, a- \GUE
Date I fiara r-r \01 \ t-r I ,14 t.'? l.^/\ l'1la.tl rwv-t
Name / <DI,IO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
flo.nxuoctr

Oflicer-QA Sr. Officer-QA Deputy General Manager - QA

FCrWQA0s4/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@LIKAT AHAJII,I3A TOTOBOIO IPOAyKTA

lt3ol
Name of Product /
Har.r ilrenoaaH r.re n Doavrul.r,

MOMAT'RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe HaLMeHoBaHue

Mometasone Metcred-dose Nasal Spray 50 mcg/dose
Mouera:oua cnpefi saga,rsHsrfi .4otfiposaHnsrfi 50 urcr/no:a

Active Ingredients /
[,efi crnyrourue BeruecrBa

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 corepxr4r: 4eficreyroutee BeulecrBo: Mouera:oua r[ypoara MoHorr4Apar

51.72 urr B rreDecqere ua Monera:osa dvDoar 50.00 r'rr<r

Strensth /.Ilorupoera 50 mcs/dose / 50 Mxr/,rosa Date of Mfg. / nara nooureoacrBa 07t2024
Dosage form /
JIerca pcraenHaq donrvra

Metered-dose nasal spray I Cnpeia
uagalrnufi .[o:r.r DosaHH ufi Date of Exp. / foaen ao 06t2026

Product code / Koa nooavKra sRU030007E04040 I DK Date of release I llara BbrnYcKa 26.07.2024

Batch No. / Cepun JII 12240756 Qty. Released /
Ko.luqecrro BbrnyueHo

19,360 BOT /
tbraxoHos

Batch size / Parruep cepr.rr.r 20,833 BOT / Qraxonon
Mfg.License No. / Jluueurus xa
n Dou3Bo.trcrBo ( uorueo)

MNB/10/832

Inspection Lot No. /
PerucrDaurosnufi uouep aHaJrr{3a

040000536808
Mfg. License Date / Jluuexrus ra
nnomsoncrso (nara) 3010412020

Package size / Ynaxoexa 120 Doses I 120 l.oz
GMP Compliance certificate Date /
GMP ceorudurar (aa'ra) 18t06t2020

Market / Psrsorc Russia / Pocclrc
GMP Compliance certificate No. /
GMP ceprudurcar (sonep)

GMP-
0t 556/20lIN

Reference Specification No. /
Cnerlr.rQurauufl roroBoro
nnonvrra.l&

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

API name / HarMeHosaHue A@C
Mometasone Furoate Monohydrate/
Mouera.:osa t[ypoara v ouorlq par

API Batch No / AOC cepun.l&
MFM-
2342s(JM-01)-
001

Manufactured bv / Ilpoureoarrenu Aarti Pharmalabs Limited. India./ Aaprr.r @apr,,rara6c Jluunr er. Vurus

.I{b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI.g OBSERVATIONS /
PE3YJIbTATbI

6. Osmolality /
Ocuorqrsnocrs

From 250 to 350 mOsm/Kg
Or 250 Ao 350 uOcu/xr

290 mOsm/Kg
290 r'rOcr'a/xr

Net content / Macca
coAepx[Mofo oraKoHa

Not less than l8 g / He rraenee l8 r 18.3 g / 18,3r

8. Number of deliveries per
container / KoaI{qecreo
a()3

Not less than 120 doses (discard the first pumping)
/ He uenee 120 uos (ue cvnrar flepBrlrlHyro
nporauxy)

154 doses / 154 toz

9. Pump delivery /
Macca Aossr

Individual dose mass: from 85% to 1 15% of the
theoretical dose mass /
VnAusvAyanbHa, Macca Ao3br: or 85 oh lo 115 Yo

oT TeopeTr.rqecKofi Maccbr Ao3br;

Average mass of the dose: from 90%oto 110% of
the theoretical mass of the dose /
Cpe4ura Macca Ao3br: or 90 o/o,uo 1 l0 % or
Teoper[rrecxofi ruaccu Aogu

Minimum / Muuunyr,r: 98.6%
Maximum / Marclauyr'a :l 06.4Yo

Average / Cpeauee: 103.5%

Prepared[y / [IoAroroau.n Checked By / llponepu.n Approved By { Oao6pu.n

Signature / [IoAnucu
/<1. V,.tlp-

Date / flara 5r \o't \LoLtl l"=e t"'l l^l lqlnluryt
Name / @I4O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
flo.nxuocru

Ofliper-QA Sr. Officer.QA
Deputy General Manager - QA

FCrWQA0s4/08.00
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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
CEPTI4OI,IKAT AHAJIIT3A f OTOBOI O TIPOAyKTA

u3 tlol

Name of Product /
Haurr.teHoeaHue nDotryKuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenareurobaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mouera:oHa cnpeft ua:arsHsrfi AolttpoeaHusrfi 50 vrr/.4o:a

Active Ingredients /
[eft crsyrculue BeurecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ao:a cnper corepxfiT: aeficrnyrculee BeurecrBo: Molaera:]oHa Sypoara uoHorr.{par
5 1,72 urr B rrepecqere Ha Mouerasosa Sypoar 50,00 uxr

Strensth / lloruoonxa 50 mcg/dose / 50 Nrrrfuosa Date of Mfs. /.ll,ara npor.IrsoAcrBa 0712024

Dosage form /
JlerapcrseHHaq 6opira

Metered-dose nasal spray / CnpeI
ua:a.nrs srfi ,EorHDoeaHHurfi

Date of Exp. / foAen lo 0612026

Product code / Koa nporYKTa sRU030007E04040 r DK Date of release I nara Bbrnycxa 26.07.2024

Batch No. / Cepnn Ns 12240756 Qty. Reloased /
Ko.nr.r qecrao Bbr nvureHo

19,360 BOT /
drnaronon

Batch size / Parnep cepuu 20,833 BOT / tlrnarouon
Mfg.License No. / Jh.rueHrrlq Ha

n Don3Bo,rlcrBo (Honaep)
MNB/10/832

Inspection Lot No. /
Perucrnauuonnrrft HomeD aHaJrI,I3a

040000536808
Mfg. License Date /JlrueHrttq Ha

nnoucnancrno {nnre)
30t04t2020

Package size / Ynaroera 120 Doses I 120 l.oz
GMP Compliance certificate Date /
GMP cenrudurar (aara) 18106/2020

Market / PsrHox Russia / Poccuc
GMP Compliance certificate No. /
GMP ceorudunar (Honaep)

GMP-
01556/20lIN

Reference Specilication No. /
(nsunQnrauus roroBoro
nnoavrcra.llir

sPC-CC-063688 Reference STP No. / CflI'I Ns
STP-CC-
040944

API name / Harnenosanue A@C
Mometasone Furoate Monohydrate/
MoN,rera3oHa tpypoara MoHorl,upar

API Batch No / A@C cepun .ll!
MFM-
23425(JM-01)-
001

Manufactured bv / llDoucso,q[reJtb Aarti Pharmalabs Limited, lndia/ Aaprlr @apvala6c JluvureA, HHAUc

.ir& TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4.g OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Paruep rIacrIrII

Particles < lOpm in size: Not less than 90oh
rlacruu pa3MepoM < 10 rrrcn - He ueuee 90 7o;

Particles < 30pm in size: 100%
rlacruu pa3MepoM < 30 nrxvr - 100%

Particles > 30pm in size: Should be absent
rlacruuur pa3MepoM > 30 nrrna - AoJtxHbI
oTcyTcTBoBaTr,

100.00 /l00,ooh

100.0% I t00,0yo

Absent / Orcyrcrayrcr

ll Sedimentation Stability
CeAnrvrenraqrroHHafl
ycrorqnBocrb

Not less than 5 min / He uesee 5 ruun. Complies /
Cooraerc'rnyer

Signature / [Io.[nrcs

lr4/^+.Date I lara ir \or\LnUvl
Yogesh Kumar Mehta



Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOUKAT AHAJII,I3A f OTOBOI O TIPOAyKTA

olE/Cro.5ur
Name of Product /
HannreuoeaHue n DolrvKuul.l

MOMAT RINO
MOMAT PHHO

Generic name /
Henarent.osaHH oe HatrMeH oBaH r{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oua cnDefi ua:a,rsHsrfr nograDosaHHufi 50 vxr/ao:a

Active Ingredients /
[efi crayroutue BeurecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper coirepxHT: leilcrnyrouee BerrlecrBo: Moue'ra:osa tpypoara MoHorurpar
51,72 rraxr B nepecqere na Mouera-:oHa dypoar 50,00 rrarn

Strensth / noruoosxa 50 mcg/dose / 50 nrr<rhora Date of Mfs. / nara noourao.rrcrBa 07/2024
Dosage form /
JlerapcreeHHaq 6oorra

Metered-dose nasal spray I Cnpeir
sa-:a,r ss rtfi aor uoo gaH H sril

Date of Exp. / foaen ao 06t2026

Product code / Koa [Do]rvKTa sRU030007E04040 I DK Date ofrelease I Lara Bbrnvcra 26.07.2024

Batch No. / Cepnn J\! 12240756 Qty. Released /
Koarlqecreo BbrnyrueHo

19,360 BOT /
dr,rarouon

Batch size / Pasuep cepnr.r ?0,833 BOT / Q,raroHon
Mfg.License No. / Jluueurus ua
nnorr3BotrcrRo (uorren) MNB/t0/832

Inspection Lot No. /
Perucrpauuoxltsrfi Homeo aHaJru3a

040000536808 Mfg. License Date / Jllruexrug ua
nnournoncrno /nara) 30t04t2020

Package size / Vnaroera 120 Doses / 120 z.oz
GMP Compliance certificateDate I
GMP ceprudurcar (aara) 18106/2020

Market / Psruorc Russia / Poccuq GMP Compliance certificate No. /
GMP ceprudumar (xomen)

GMP.
01556/20lIN

Reference Specification No. /
CnequQuraquq roroBoro
nDonvKTa Jl!

sPC-CC-063688 Reference STP No. / Cm,I .ll!
STP-CC-
040944

API name / HauMeHosaxne A<DC
Mometasone Furoate Monohydrate/
MoMera3oHa Qypoara ru ouorrupar

API Batch No / A@C cepun J'{!

MFM-
2342s(JM-01)-
001

Manufactured bv / llnoussoalrrers Aarti Pharmalabs Limited. India/ Aapru @apnra,ra6c lluuuret Hgtus

J\I TESTS / TIOKA3ATEN'I LIMITS / TPE6OBAHI4q OBSERVATIONS /
PE3YJIbTATbt

t2- Impurities / Ilpnnaecn

Impurity 8 DM /
llpuuecn 8 DM

Impurity DMC /
Ilpuuecra DMC

Impurity D /
flprarr,recu D

Any individual unspecified
impurity IE1uuw,tll.oia
ueugeuru$urIHpoBaHHo ft
IIpr.rMecr,r

Total impurities /
Cynaruu flpr.rMecefi

Not more than 0. l5 Yo I He 6onee 0,15 %o

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

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

Not more than 0.20 %o I He 6orce 0.20 Yo

Not more than 0.60 %o /He 6oree 0,60 %o

Not Detected/ He o6napyxeuo

Below LOQ /Huxe IIKO

0.01% 10.01%

0.05%/0,050/0

0.14% I 0,t4yo

Prepar/d !y / llorroroeur Checked By / llponepu.rr Approved B;rx/ Oao6pu.rr

Signature / [Io4nucr ut, I<-1 v^w_-
Date I nara -I1)101 \ fa1-v1 11 Lv1 l^,a l.tlfilnn*t
Name / @I{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
[o.nxnocrr

Officer-QA Sr. Officer-QA
Deputy General Manager - QA

FCIv'l/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kisharrpura. Baddi Nalagarh Road. Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia

Phone: +91-1195 249300 Fax: +91 -1795 249310 ernail: glenrrark(Obom2.vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJITT3A IOTOBOIO TIPOAyKTA

6ofE/C 6u3

Name of Product /
HauMeHosaH lre npoayKulrtl

MOMATRINO
MOMAT PHHO

Generic name /
HenatenrosaHHoe Ha tlMeHoBaH Ire

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoNaera3oHa cnpefi Ha:rarrsstfi ao:taposaHnurfi 50 Mxr/Aosa

Active Ingredients /
[eft crryrcutue BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I lOSa Cnper co:lt€pxr.rTi neilcreyroutee BeuIecTBo: Mouera:oua r[ypoara MoHol'uapaT

51,72 uxr B repecqere sa Movera:oHa r[ypoar 50'00 urr
Sfrensth / Ilol.rnoera 50 mcs/dose / 50 n,rKriaosa Date of Mfe. / Aara npouraoacrBa 0712024

Dosage form /
JIexaDcrseHHaq 6oprra

Metered-dose nasal spray / Cnpeil
sa.:a,r sn srfi lo g uoonaH s ufi

Date of Exp. / foaes ao 06t2026

Product code / Koa rDoaYICra sRU030007E04040 I DK Date of release I na'ra BbrnycKa 26.07.2024

Batch No. / Cepnn J\! 12240756 Qty. Released /
KoJuqecrso BbInYlueno

19,360 BOT /
rhraronos

Batch size / Patruep cepuu 20,833 BOT / Snaroxon
Mfg.License No. / Jluueusuq Ha

rr Do r-r3BoncrBo ( nom ep)
MNB/10/832

Inspection Lot No. /
Perucrnaultonnsril gonaeo aHaJru3a

040000536808
Mfg. License Date / JluueHrnq Ha

nnorirsoacrso (aara)
30t04t2020

Package size / Vnaroera 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP cepru0urar (aara)

18t0612020

Market / Pulnorc Russia / Poccus
GMP Compliance certificate No. /
GMP ceprn0nrar (nonreP)

GMP-
0 l 556/20lIN

Reference Specification No. /
QngquQurautlq roroBoro
nnoavrra IE

sPC-CC-063688 Reference STP No. / CIII4.l\!
STP-CC-
040944

API name / Haumeuoaauue A<DC
Mometasone Furoate Monohydrate/
Monrsra3oua Qypoara naouorlupar

API Batch No./ AIDC cepnr.lYr
MFM-
23425(IM-01)-
001

Manufactured bv / llponreoaureJrt Aarti Pharmalabs Limited, India./ Aapru (Dapr'la.na6c lluuurer, Vtrrus

.I\t TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,I.fl OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeannn

AOCTaBJrfeMaf Ao3a I{

oAHOpOAHOCTb

AOCTaBJTfeMOfi AO3bl

Not more than 2 of20 doses (10 initial doses and l0 final doses

from l0 vials) can deviate more thart+20%o from the average

value and not any dose can deviate more than + 25Yo from the
average value. The mean should not exceed * 15 %o of label

claim
If 3 to 6 doses deviate more than + 2}ohbut not more than +.

25Yo,tesl another 20 vials.
Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
+ 25%o from the average value. The mean of each determination

should not exceed + 15 yo oflabel claim.
He 6o.nee 2 uz 20 l1oz (10 ua,ralturtx ao: u l0 xoueuustx ao:)
Moryr uMerb orKJroHeHue or cpe.qHero 3HaqeHl'trl 6olee qeu

+20oh, Lt HH oaHa ao3a He aoJIxHa HMerb orKloHoHue or
cpeAHeno 3HaqeHIi, 6olee qeu +25oh. Cpepee 3HaqeHl're He

aoJrxHo fipeBbruarL + l5 7o or :a-ss,leHHoro.

Ecln or 3 ao 6 ao: llMetor orKroHeHuq 6oree qeu +20yo, *to

MeHee qeM + 25 o/o,to ncrrbrTblBaK)T CJIeA)',IOUUe 20 $laroHor.
He 6o,ree 6 u: 60 ao3 Mor)'r tlMerb ormoHeHtle or cpeaHerc

3Har{eH[.f 6o,ree qen +20o/o, t4 HIt oAHa Ao3a He AonxHa IMeTE

orKJroHeHHe or cpeAHero 3HaqeHH, 6olee qeu +25 %o. Cpelr.ee
3HaqeHne KzuxAoro onpeaeJreHll, He,4oJDI(Ho flpeBbllxarb + 15 %o

OT 3II'BJICHHOIO.

Beg / Hava.no:
Minimum lMunuuyu:.96Yo
Maximum / Maxcnrvryu : I 047o

Mean / Cpeauee:100%

END / Koneu:
Minimum / Mnuur'ayrra: 98%o

Maximum / Maxcr.rrrayu: I 03%
Mean / Cpe.(Hee: 100%

Preparp{ By / lloAroronr.r.n Checked By / Ilpoeepn.n Approved fiy / Oao6pn.n

Signature / [oqnucu t"v VW
Date /.llata 11\ 0-1 \1-t \ -zt l-1 J-w.. lqln-tlnnryt
Name / IDI{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
flo.nxHocru

Oflicer-QA Sr. Officer-QA Deputy General Manager - QA

.00



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

Distt. Solan Himachal Pradesh 173205. India
*tr*mmexBy Phone: +9 l-1795 249300 Fax: +9 l-1795249310 ernail: glenmark@born2.vsnl.net.in
{"{*-mil {fl $ fdh&{K
,\ r:*',i'*r lirr rr lcu vorLi

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OI4KAT AHAnr43A f OTOBOIO IIPOAyKTA

ofU / i,

Name of Product /
HauMeHoeaHr.re nDollvKuuu

MOMAT RINo
MOMAT PHTIO

Generic name /
HenareHroeaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oHa cnocil ua-la,rruurfi aostapoeaHuuil 50 urr/ao:a

Active lngredients /
flefi crnyrourlre BeulecrBa

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 coAepxur: leftcreyroulee BeulecrBo: Mouera:loHa $ypoara MoHorl{npar
51.72 urn B nepecqere Ha Moveraloua dypoar 50,00 r'rr<r

Strensth / norfinosra 50 mcs/dose / 50 urrilora Date of Mfe. /.llara npoNrsoncrBa 07t2024
Dosage form /
JlexancrseHHac doni{a

Metered-dose nasal spray / Cnpeft
ga:alugslft lotnoosanHstil

Date of Exp. / foaeH ao 06t2026

Product code / Koa npollyKra sRU030007E04040 I DK Date of release / nara BbrnycKa 26.07.2024

Batch No. / Cepnn Jl! 12240756 Qty. Released /
Koruqecrso BbrnyuleHo

19,360 BOT /
6raroHos

Batch size / Parruep cepur.r 20,833 BOT / tf,raronoa
Mfg.License No. / JIrqeHrns xa
nDol,l3BoncrBo (nomep) MNB/10/832

Inspection Lot No. /
PerucrDauuonnuil uonep aHaJru3a

040000536808
Mfg. License Date / Jlnuenrus Ha

nnotltsoacreo (aara) 30t04t2020

Package size / Ynaxosrca 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceprudurar (aara) 18t06t2020

Market / Psrnor Russia / Poccuc
GMP Compliance certificate No. /
GMP cepru0urar (uoruep)

GMP.
01556/20/IN

Reference Specification No. /
CneuuQuraqtas roroBoro
npoavrra I!

sPC-CC-063688 Reference STP No. / C[Lt J&
STP-CC-
040944

API name / HarMeHoeaHue A@C
Mometasone Furoate Monohydrate/
Molteragoua <$ypoara MoHorr4rpar

API Batch No / A@C cepr.rn j\!
MFM-
23425(JM-01)-
001

Manufactured bv / llnonrsoaurens Aarti Pharmalabs Limited. India./ Aaoru Oapnaara6c Jluunret,Idurus

JIb TESTS / TTOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATIONS /
PE3YJIbTATbI

t4 Microbiological Purity / Mnrpo6uororuqecKafl q ucrora

Total aerobic microbial
count / O6uee qucro
a3po6Hbrx
Mr.rKpoopmHx3MoB

Total yeast and moulds
count / O6uee 'rucao
ApoxxeBbrx r,r [JrecHeBbrx
rpu6on

P s eudomonas aeruginos a

Staphylococcus aureus

Not more than 102 cfu per lml of the product / He
6olee 102 KOE s I ur upenapara

Not more than 10r cfu per I ml of the product / He
6onee 101 KOE e 1 ul npelapara

Absence per I ml ofthe product / Orcyrcrnne a I
Mn llpeflapara

Absence per 1 ml of the product / Orcyrcrrne r I
Mn rrpeflapara

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

Less than l0 cfu/ml /
Meuee l0 KOE/ur

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

15. Assay / KonnqecreeHHoe onpeAeJreHrre

a) Mometasone Furoate /
Moueragosa 6woar

From 85,0 Yoto 115,0oh of the labeled content / Or
85,0 o no I 15,0 Yo or zatsrgHHoro coAepxaHll

99.8% t99,80

b) Benzalkonium chloride /
EeH:alxosltr xJroDHn

From 80,0 yo to 120,0 % of the labeled content / Or
80,0 % Ao 120.0 %o or:aqsIeHHoro coAepxaHll

91.5% 9t,5yo

Prepar,Cil\By / lloaroros ur Checked By / [Ipoeepu.tt Approved B:r-l Oao6pu.rI

Signature / IIoAnucu v .r rqe
Date / [ara L..)\01\l"oLtl q4 t"ll..^ I"qlro.lln-o')^l
Name / <DIIO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
[o.nxuocru

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCN,!/QA054/08.00



6L*mexanE<
.,\ tcry *,ir jr)i,i [(\r $ijd(]

Clenmark pharmaceuticals Ltd
Village: Kishanpura" Baddi Nalagarh Road. Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII'I3A f OTOBOI O TIPOAYKTA

8 of 8 / 8nr8

Any deviation/Incident/OOS : Non-applicable
OrK.[oHeH[q/necoorsercrsnq/OOC : He rrpr{MeHr4Mo

Declaration of certification: "l hereby certify that the above information is authentic and accurate. This batch of product 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-N(001710)-(P|-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP."
3arcnrcqenue o coorBercrBrrr{: Hacrorrqr,rM noATBepxAaro, r{To rrpeAcraBneHHa, Bbrure un0opr*aaur,ra ,BJrrerc,
gocronepnofi u roquofi. ,{auuar cepux 6rura npor.BBeAeHa (axlrcvar yuaxonry/naapKupoBKy r.r KoHrpoJrb ravecrna) na
yrcasannoft BbIIue [pol43BoAcrBeusoft [noulaAKe B [oJrHoM coorBercrBr,ru c Tpe6oraalraulr HaAnexaueft
flpousnogcrneuuoi flpaxruru (GMP) JroK€rJrbxbrx peryn ropHbrx opraHoB u rpe6onauurMn HopMarr.rnuofi goryueHrarlnu
JIn-Ilb(0O1710)-(PI-RU)-230123 utt pbrHra Poccr.rr.r rr yrBepxAeHHoft cueurQuxasueir Il! SPC-CC-063688. llporoxorlbl
npol,r3BoAcrBa, ynaKoBKH I,I nor€BareJrr,r KarrecrBa Aasnoft cepuu 6ttttw flpoaHanrr3r,rpoBauLl H cAeJraHo 3axJrroqeHue, qro oHH

coorBercrBylor rpe6oBaHr,rru HaAlexaulefi flpou:eogcrneuuofi llpaxrnxlr (GMP).

Name of Product /
Hauruesoaauue nponyKuurr

MOMA'| RINO
MOMAT PHI.IO

Generic name /
HenarexrogaHHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray' 50 mcg/dose
M ou era:ou a c npeil Ha:a,r uu ur ft .qo:l r4po eaH nur fi 5 0 rr,r x n/ao:t a

Active Ingredients /
flefi crayroutue BeurecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated fbr Mometasone Furoate 50.00 mcg
I losa cnper coaepxur: 4eficrnyrcuree BerrlecrBo: Moueraloua Qypoara MoHoru,upar
5 1,72 uxr B nepecqere sa Mouera:oua Oypoar 50,00 vxr

Streneth /,llosnposrca 50 mcs/dose / 50 nxrhosa Date of Mfe. /.Ilara npoulaoacrBa 07/2024
Dosage form /
JleKaocreexxaq 6oorua

Metered-dose nasal spray / Cnpeft
Ha,:alsu rtfi .aogLrooeaHHrrfi

Date of Exp. / foaeH ao 06t2026

Product code / Koa nDoavKTa sRU030007804040 I DK Date ofrelease I nara BErnycKa 26.07.2024

Batch No. / Cepur J\! 12240756 Qty. Released /
Ko:ruqecrgo BLInvrneHo

19,360 BOT /
d;raronon

Batch size / Parruep cepnn 20,833 BOT / QnaroHon
Mfg.License No. / JluqeHrus Ha

rrDou3BoacrBo (uomep) MNB/10/832

Inspection Lot No. /
Perrcroauuoxsufi uomeo aHaJU3a

040000536808
Mfg. License Date / Jlruenrrq Ha

npourgoacreo (aara) 30t04t2020

Package size / Ynaroera 120 Doses I 120 z.os
GMP Compliance certificate Date /
GMP ceorndurar (aara) t8t06t2020

Market / Puuorc Russia / Poccun
GMP Compliance certificate No. /
GMP cen'rudurar (norueo)

GMP-
01556/20lIN

Reference Specification No. /
CneuuQuraqr.rr roroBoro
IIDOTYKTA Jl}

sPC-CC-063688 Reference STP No. / CnI4 It STP.CC-
040944

API name / HarMeHogarre A<DC
Mometasone Furoate Monohydrate/
Movera:oua $ypoara MoHonuApar

API Batch No / A@C cepur.ll!
MFM-
23425(JM-01)-
001

Manufactured by / [Ipo]rseoarrrers Aarti Pharmalabs Limited. India./ Aapru @apua.na6c llnuurel*Iy',y.z.us,

.ll{b TESTS / IIOKA3ATEJII4 LIMITS /TPEEOBAHI,I.fl OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / Ynaronra 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. /
IIo 120 aos cyctreH3lrr{ Bo Qnarone r,r3 rroJrr.rorr.rJreHa Bbrcoroff moruocrn c

Ao3upyouruM ycrpoficrsorr,r I{ KoJInarrKoM r,r3 noJIIz3Tr,uIeHa gHcoxofi uorHocrr. flo I
Oraxony BMecre c lrHcrDyKrrrleft uo ueru,rur,rHcKoMy rrpr.rMeHeHr,fio B narrxe KaproHHoil.

Preparg( By / llo4roronu.n Checked By / Ilponepu.tr Approved ffy / Oao6pnr
Signature / [Ioanr.rcr PP,, YJW"--
Date I [ara Yr1\t1\totrr "Lr ta,7/an r r lnrln or-q
Name/ (D}IO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
.(o.nxuocrr

Officer-QA Sr. Officer-QA
Deputy General Manager - QA

FCIvUQA054/08.00


