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Glen mark pharmaceuticals Ltd
, Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Hirnachal pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 ernail: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLIOI,IKAT AHAJILI3A TOTOBO|O IIPOAyKTA

Name of Product /
Hauuesoaauue n Donvrutrn

MOMAT RINO
MOMAT PHTIO

etof8/Crp.lur

Generic name /
HenareHroeaHHoe HaHMeHoBaH re

rvrurne[asone lvletereo-dose Nasal Spray 50 mcg/dose
Moprera:oua cnpefi ua:a,rrsuil 4o:uponaH usr ii 50 ru xr/ao:]a

Active Ingredients /
lefi croyrculue BeulecrBa

I dose ofthe spray contains: Active lngreaie
calculated for Mometasone Furoate 50.00 mcg
I losa cnper coaepxr.rr: neficrnyrcruee BeurecrBo: Molrera:osa $ypoara MoHor.HApar
5 1,72 urr B repecqere Ha Mouera:oua dvooar 50-00 vxr

Strength / norupoerca 50 mcg/dose / 50 urrho:a Date of Mfs. / -Ilara nnournoflcrB, 07t2024
Dosage form /
JlerapcrreuHas donma

Metered-dose nasal spray I Cnpeit
gagalrH urfi AorHposar-rH srfi

Date of Exp. / foAeH ao 06/2026
Product code / Koa nDorvKra sRU030007E04040 I DK Date ofrelease I nara BbllvcKa 26.07.2024
Batch No. / Ceprr J\! t2240751 Qty. Released /

Kofluqecrso Bbtnv[reHo
32,3208OT I
tbraxoHos

Batch size / Parruep cepr.rr.l 34,722 BOT / d,rarouon
Mfg.License No. / JIrueHruq Ha
n por.r3BoAcrBo (sonaeo) MNB/10/832

Inspection Lot No. /
Perucrpaqr.rosHulfi souep aHaJru3a

040000536623 Mfg. License Date / Jlxqerl.rc Ha
npollleoncrso (aara) 30/04t2020

Package size / Ynarosrca 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceprudnrar (aara) 18t06/2020

Market / Prruor Russia / Pocchq GMP Compliance certificate No. /
GMP cenrudurar {Horuen)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQuraulrq roroBoro
rpoaYrcra J{!

sPC-CC-063688 Reference STP No. / CtIIt.Itlb STP-CC.
040944

API name / Harmenosaxue A@C
Mometasone Furoate Monohydrate/
MouerasoHa Qypqara MoHorr.r.[par API Batch No / A@C cepr.rn Jtlb

MFM-
23425(JM-01)-
001

Manufactured bv / [Iooureolrrerr' 4.arti Pharmalabs Li mited, Indi a./ Aapr, @upn ara6i Jlr*rrea,Hrra*
J\I TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,I^fl OBSERVATIONS /

PE3YJIbTATbI
I Description / OnucaHne White to off white thick suspension of

semitransparent to non-transparent consistency. /
Or 6eloro Ao rroqrrr 6eloro uBera or
ronyflpo3paqHofi Ao Herpo3paqHofi xoscr.rcresquu
rycTa, cycfleH3rrfl.

Off-white thick suspension of
non-transparent consistency. /
floqru 6eroro UBETA

He[po3par{Hofi xoncucreuquu
rycTa, cycfleH3rrfl.

1 Identifi cation / I,IaeHrHOr r?uuq
a) Mometasone Furoate /

Molrera3oHa Qypoar .

The retention time of the main peak in ttre
chromato'gram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bperua yAepxr.rBaHu, ocHoBHoro [rrra
Ha xpoMaTofpaMMe r.rcnbrTyeMoto pacTBopa
AOJIXHO COOTBeTCTBOBaTb BpeMeHr,r yAepxnBaHnr
ocHoBHOrO flr,rKa Ha xpoMaTorpaMMe cTaHAapTHOtO
pacTBopa (fi,1. pa3Ael <KoruqecreeHHoe
onpeaereuue>).

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 / Bperraa
ynepxHBaHH' OCHOBHOTO nHKa
HA xpoMaTotpaMMe
r.rcflbrryeMoro pacrBopa
cooTBeTcTByeT BpeMeHr4
yAepxr.rBaHH, ocHoBHOrO flrrKa
Ha xpoMaTorpaMMe
cTaHAapTHOrO paCTBODa.

Prepareffir / lloArorosr.tu'l Checked By / Ilporepu.n Approvefi$y / Oao6pu.n
Signature / IIo4nrcr /Y, {-f {/"w4
Date I [ara "11lo1 1Lau"l 11r"l l".\ Atl r"llrt rt ,
Name / <DI{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore
Designation /
flo.nxHocrr

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

.00



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

Distt. Solan I'limachal Pradesh 173205. lndia
219300 1- ry ; +9 1 -1 1 9 5 2493 1 0 emai l : slen mark@bom2.vsnl.net. in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OI{KAT AHAJII,I3A IOTOBOI O TIPOAyKTA

2of8/Cro.2urE
Name of Product /
HanMeHosaH ue nDoavKulrl.l

MOMAT RINO
MOMAT PHHo

Generic name /
HenareHrosaHHoe HauMeHoBaH ue

Mometasone Mctcred-dose Nasal Spray 50 mcg/dose

MoMerasoHa cnpeil Ha:a,rruufi .{o:uponaunurfi 50 urr/aoga

Active Ingredients /
lefi crnyrcutne BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper co.{epxlrr: leficrnyrcutee BeulecrBo: Moueralosa Qypoara MoHoruApar

5 1,72 ur<r B repeclrere Ha Moneragosa $ypoar 50,00 urr
Strensth / nornooera 50 mcg/dose / 50 uxr/ao:a Date of Mfe. / nara npoursorcrBa 07t2024

Dosage form /
JIeKa DcrseH Haq 6opi,ra

Metered-dose nasal spray I Cnpeia
ua:aaruulfi aorlrooeaHHurfi

Date of Exp. / foaen ao 06t2026

Product code / Koa [DorIvKTa sRU030007E04040 r DK Date of releas e I nara Bbtnycra 26.07.2024

Batch No. / Cepun J\I 12240751 Qty. Released /
Korrlqbcreo BbtnYuleHo

32,3208OT I
6raroHos

Batch size / Parnaep cepur.r 34,722 BOT / Q,rarouon
Mfg.License No. / JluueHrun ua

nDou3BoacrBo (nonaep)
MNB/10/832

Inspection Lot No. /
PerucroaunouHsrft soueo aHaJrr{3a

040000536623
Mfg. License Date / Jlnuenrrq Ha

nnournoncrno (lgrr) 30t0412020

Package size I Vnaroera 120 Doses I 120 noz
GMP Compliance certificate Date /
GMP cepruOurcar (aara)

18t0612020

Market / Puruorc Russia / Poccnc
GMP Compliance certificate No. /
GMP ceorudurcar (nonaep)

GMP-
01556/20lIN

Reference Specification No. /
CneuuQuraullfl roroBoro
nnorvrra.Il!

sPC-CC-063688 Reference STP No. / CIII'I Jlt
STP-CC.
040944

API name / HarMenosaHue A@C
Mometasone Furoate Monohydrate/
Morr.rsra3oHa Qypoa'ra rr,touorl.rapar

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

Manufactured bv / Ilpoureoarreru Aarti Pharmalabs Limited, India/ Aapru <Dapuala6c lluuure[, Vttrus

.N& TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ Eensarxonnq xropuA

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 xporrlarorpaMMe
r,rcnbrryeMofo pacTBopa AoJrxHbI o6Hapyxl4BaTbcfl

rrr,{Krr, ro BpeMeHaM yAepxI,IBaHI4t

cooTBeTcTByrorque nr{KaM roMoJlofoB 6eHsaJlxoHl,l,

xJlopuAa Crz u Cru Ha xpOMaTorpaMMe

craHAaprHoro pacrBopa (cu. pa3Aen

<<KoruqecreeHHoe onpeAeJreHr4e))).

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

standard solution. I Ha
xpoMaTofpaMMe I,IclblTyeMofo
pacrBopa o6HapyxllBalorcf
[rrKI,I, [O BpeMeHaM

yAepxlrBaHI.Ifl

cooTBeTcrBylolu[e III,IKaM

roMoJroroB 6eHaarxoHtts
xJIopI,IAa Co u Cu Ha

xpoMaTorpaMMe cTaHAapTHoro
DACTBODA.

3. DH From 4.30 to 4.90 / Or 4,30 Lo 4,90 4.6391 4.639

4. Density / Illornocru From 0.950 to 1.050 {cm3 I
Or 0,950 ao 1,050 r/crr,r3

1.010 g/cm3 / 1,010 r/cm'

5. Viscositv / Bqsxocru From 30 to 130 cPs / Or 30 ao 130 cfls 43.3 cPs I 43,3 cllz

Prepagc$ By / llo4roroau.n Checked By / llponepn.n ApprqveS lly / Oao6pu.n

Signature / IIoAnucs w K $""'
Date / Aa'ra ;-1 to1'\ )-L\ zrt",llq ltlatlntvt
Name / OLIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.nxxocrs

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

4/08.00



Glenmark pha rmaceuticals Ltd
Village: Kishanpura" BaddiNalagarh Road. Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

qLemf*aml* Phone: +91-17s5 249300 pax; +91 -1795 249310 ernail: glenmark@born2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@I,IKAT AHAJIIT3A f OTOBOIO IPOAyKTA

uioI

Name of Product i
HaurueHoeaHue n poAYKu[t

MOMAI"RINO
MOMAT PI4HO

Generic name /
HenareHro ga HHoe Har.t MeHoBaH He

Mometasone Mctered-dose Nasal Spray 50 mcg/dose
Mouera:oua cnpcfi Ha3a,'IsHur il xo':nposaH rrslfi 50 u rr/aosa

Active Ingredients /
.(eft crayrcurue Be [lecrBa

I dose of the spral,contains: Active ingredient: Mometasone Furoate Mohohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

I no:ra crrpeq coaepxuT: neficrayroulee BeulecrBo: Moueraloua $ypoara MoHor[Apar

51.72 rrarr B neDecqere ua Mouera:oxa drypoar 50,00 urr
Strenpth / nosfinosra 50 mcg/dose / 50 N,rrr/aosa Date of Mfe. /.lla'ra npouraoAcrBa 07t2024

Dosage form /
Jlera pc'rneH Has dop*ra

Metered-dose nasal spray I Crryeia
sa:ar su srfi ao lhpoeaHHsrfi

Date of Exp. / foaeu Ao 06t2026

Product code / Koa npo,uYKTa sRU030007E04040 r DK Date of releas e I llara BbInYcKa 26.07.2024

Batch No. / Cepua J\! 12240751 Qty. Released /
Kofluqecreo BbrnYueHo

32,3208OT I
6raroHos

Batch size / Parruep cepuu 34,722 BOT / rluaronon
Mfg.License No. / JInuenrus sa
trnou?RorrcrRo ( tloa,reo)

MNB/10/832

Inspection Lot No. /
Perucroauuosuuft nonaeD aHaJrIr3a

040000536623
Mfg. License Date / JluqeHclaq Ha

nnoursoncrno (nara) 30t04/2020

Package size / Ynarosrca 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceorr.rdr.r rcar (aara)

18t0612020

Market / PurHorc Russia / Poccus
GMP Compliance certificate No. /
GMP ceprudurar (Holuep)

GMP-
01556/20ltN

Reference Specification No. /
QnsqllQIlrcauus roroBoro
nooavrra Ns

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

API name / HarMenosaHue AOC
Mometasone Furoate Monohydrate/
Morraera:oua Qypoara MoHorl4.4par

API Batch No / AIDC cepur J\!
MFM-
23425(JM-0r)-
00t

Manufactured by / llpoussoAlrreru Aarti Pharmalabs Limited. India/ Aapru @apuana6c Iluuuret,Llu+tts

.Irlb TESTS / TIOKA3ATEJII'I LIMITS / TPEEOBAHLIq OBSERVATIONS/
PE3YJIbTATbI

6. Osmolality /
Ocnao.lrqflsHocrs

From 250 to 350 mosm/Kg
Or 250 .qo 350 nrOcnr/rr

291mOsm/Kg
291 rraOcru/xr

Net content / Macca
coAepxHMoro oraKoHa

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

8. Number of deliveries per
container / Koafl .recrso

A03

Not less than 120 doses (discard the first pumping)
/ He naenee 120 aos (ue cuura,r [epBltqHyto
npoxavxy)

152 doses / 152 z'oz

9. Pump delivery /
Macca aorsr

Individual dose mass: from 85% to I 15% of the

theoretical dose mass /
l4.la.I.usu[ya;lbHafl Macca Ao3bI: or 85 %o rc ll5 Yo

oT TeopeTnqecKofi Maccbr Ao3bI;

Average mass of the dose: from 900/o to ll0%o of
the theoretical mass of the dose /
CpeAnar MaccaAo3bI: or90Yo no ll0 7o or
TeoperruecKoft Maccbr Ao3br

Minimum / Mnunrrayu: 93.0%
Maximum / Marcnuyu: 106.7%
Average / Cpeguee: 103.0o/o

Prepareffi y / lloAroroer.ur Checked By / flpoeepul Approved $y/ Oao6pu.l

Signature / IIoAnucr /il <1 \eh\,
Date / Aara ul) lo1 \ ?,ot-'1 1-1 l4 l-\ I dn{lrl-ot^,
Name / <DIIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

DesignaJion /
.(oraruocru

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

FCIWQA054/08.00



Glenmark pha rmaceuticals Ltd
Villa-g,e: 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
CEPTITOUKAT AHAJIIT3A IOTOBOTO IPOAyKTA

4of8/Cro.4urE
Name of Product /
HalrrueHosaH ue nDoayKuHH

MOMAT RINO
MOMAl'PhHO

Generic name /
HenareHroeaHHoe HanMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mouera:osa cnpefi ua-:a,rruLrfi ,rog[posan xurfi 5 0 nt Krhosa

Active Ingredients /
[efi crayroutr.re BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aora cnper corepxuT:4eficrayrcu1ee BelrlecrBo: Mouera:osa Qypoara MoHornApar

5 I,72 rnlcr B nepecqere Ha Moueragoua Oypoar 50,00 urr
Strensth / -lloruoosra 50 mce/dose / 50 urrho:a Date of Mfg. /,llara nporreoAcrBa 07t2024

Dosage form /
JleraocreeHHas 6opma

Metered-dose nasal spray / Cnpeft
ua3a,rsHrrfi ao:HposaHHsrfi

Date of Exp. / foAes ao 0612026

Product code / Koa nDonvKTa sRU030007E04040 I DK Date of release I llara BbrnvcKa 26.07.2024

Batch No. / Cepua J\b 12240751 Qty. Released /
Ko.[l,tqecreo Bbrny[leHo

32,3208OT t
dlraronos

Batch size / Parruep cepnn 34,722 BOT / i[naronon
Mfg.License No. / JInueHrrq Ha

npou3BoacrBo (Honaep)
MNB/10/832

Inspection Lot No. /
Perucrpauuoxsufi Honep aHaJm3a

040000536623
Mfg. License Date / JlltueHrus ua
nooussorcrro (aata) 30t04t2020

Package size / Ynarconra 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP cepruduxar (aara) r8t06t2020

Market / PrrHor Russia / Poccnq
GMP Compliance certificate No. /
GMP ceptudurar (nonrep)

GMP-
01556/20lIN

Reference Specification No. /
CneulrQurcauur roroBoro
nnonvrra.ili

sPC-CC-063688 Reference STP No. / Cm'I J\I
STP-CC-
040944

API name/ I{auruexoeaxue A@C
Mometasone Furoate Monohydrate/
Monera:osa $ypoara lroHoruApar

API Batch No / AIDC cepr.rr .ll!
MFM.
23425(lM-0r)-
001

Manufactured by / llporiseoArrenu Aarti Pharmalabs Limited, India/ Aaprra @apvala6c Jh,ntureA, I,Inrtrr

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

10. Particle size /
Pasmep qacrr,ru

Phrticles < l0pm in size: Not less than90o/o
rlacrnq pa3MepoM < l0 urcru - ne ueuee 90 %o;

Particles < 30pm in size: 100%
9acrnu pa3MepoM S 30 rvrrrvr - 100 o/o

Particles > 30pm in size: Should be absent
rlacruuur pa3MepoM > 30 urru - AoJIxHbt
oTcyTcTBoBaTb

r00.0% I t00,0vo

100.0% 1100,0%

Absent / Orcyrcrnyrcr

t1 Sedimentation Stability
CeAumenraqlloHHaq
ycrofirrr{Bocrb

Not less than 5 min / He uenee 5 uuu. Complies /
Coornercrnyer

Preparedlly / [IoArorosur Checked By / Ilporepu.tt Approved By, / Oao6pult

Signature / [IoAnr.rcs H-, WcY
Date I nara r1\u11t tt t.al-^'11 g.tltt tlq,ry.t
Name / @I{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.nxHocru

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

.00
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Glenmark pharmaceuticals Ltd
Village: Kisharrpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Hinrachal Pradesh 173205. India
Phone: +91-1795 249300 Fax: +9 l-1195 249310 email: slenmark@bom2.vsn[.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOUKAT AHAJIT,I3A f OTOBO|O TIPOAyKTA

l|3Uol

Name of Product /
HaunaenoeaHl,te rt oo.trvKuil14

MOMAT RINO
MOMAl- PI4HO

Generic name /
Henarenro gaHHoe HauMeHoBaHue

Mometasone Melered-dose Nasal Spray 50 mcg/dose
MoueragoHa cnpeir ua:arrHrrfi ao:uposaHnsril 50 Nrrr/aosa

Active Ingredients /
[efi crayrou{ne Be[IecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnpeq correpxur: 1eficrnyrcu1ee BerlecrBo: Mouera:osa $ypoara MoHoruApar

5 1.72 r,txr B rreoecqere ua Mouera:ona drvpoar 50.00 uxr
Strensth / Aolrposrca 50 mcg/dose / 50 nr<r/ao:a Date of Mfs. / nara npoursoacrBa 0712024

Dosage form /
-llerce ncrnessaq rhonua

Metered-dose nasal spray / Cnpefi
Halaluustfi aoluposaHHsrfi

Date of Exp. / foaen [o 06t2026

Product code / Koa npoAyrra sRU030007E04040 1 DK Date of release I Ilara BbtnYcKa 26.07.2024

Batch No. / Cepun J\! 12240751 Qty. Released /
Ko.[uqecrso BbrnYrueHo

32,320BOT I
draKoHos

Batch size / Parruep cepuu 34,722 BOT / rlrnaronon
Mfg.License No. / JIHueHlrq Ha

nnoulBorrcrBo (Horuen) MNB/10/832

Inspection Lot No. /
Perucroauuonnrrft xoueo analruga

040000536623
Mfg. License Date / Jluqexrrs Ha

nooilrsoac'rso (aara) 30t04t2020

Package size / Ynarosra 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceorlrdlrrar (aara) 18t06/2020

Market / Purnor Russia / Poccns
GMP Compliance certificate No. /
GMP ceo'rnduxar (Homeo)

GMP-
0 I 556/20lIN

Reference Specification No. /
CneuuQuraurnfl roroBoro
NPO,UYKTA JQ

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

API name / HaurueHoeague AIDC
Mometasone Furoate Monohydrate/
Movsra.:ona $ypoara uonoruupar

API Batch No / A<DC cepun .llir

MFM-
23425(JM-01)-
001

Manufactured bv / [Inournoau're.ls Aarti Pharmalabs Li mited, I ndia,/ Aapru @apl.rala6c Jhl utr e t, Vg aus

Jr& TESTS / TIOKA3ATENI4 LIMITS /TPEEOBAHI,Iq OBSERVATIONS /
PE3YJIbTATbI

12. Impurities / llpunaecn

lmpurity 8 DM /
llpuuecu 8 DM

Impurity DMC /
flpuuecr,r DMC

Impurity D /
Ilpurvrecu D

Any individual unspecifi ed

impurity / EAunnquoft
nen4eHruQlrqupoBaHHoI
rrpr,rMecH

Total impurities /
Cyuuu flpr,rMecefi

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

Not more than 0. l5 %o I He 6onee 0, I 5 %o

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

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

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

Not Detected/ He o6napyxeno

Below LOQ /Huxe IIKO

0.01% 10.01%

0.02%/0,02yo

0.l2Yo / 0,l2oh

Signature / [IoAnucu

1{ t."l/zr,\ \o1 \ r "1,\
Yogesh Kumar Mehta

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

Distt. Solan Himachal Pradesh l73205, India
Phone:+91-1795 249300 Fax:+91-1195249310 ernail: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOITKAT AHAJII,I3A f OTOBOI O TIPOAyKTA

Hi tlof

Name of Product /
HaunreHoaaH ue n poayKur.rr.l

MOMAT RINO
MOMA'T PI4HO

Generic.name /
HenarenroeaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oua cnpefi Ha:a,qrHurfi aosrzpoeauHsrfi 50 Mrr/aosa

Active Ingredients /
[efi crsyrour.re BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ro:a cnpeq coaepxr4r: aeftcrnyroulee Ber{ecrBo: Mouera:oua $ypoara MoHornrpar
5 1.72 urr B rrepecqere Ha Moueraloua Oypoar 50.00 urr

Strensth / noruooerca 50 mce/dose / 50 nar<r/aosa Date of Mfs. /,llara nponrsoacrBa 0712024

Dosage form /
JlexaDcrseHHaq doprua

Metered-dose nasal spray I Cnpeia
ua:alugufi lo:unosaHHLIfi

Date of Exp. / foaex ao 06t2026

Product code / Koa npoayKTa sRU030007E040401 DK Date ofrelease I Lara BbrnYcrca 26.07.2024

Batch No. / Cepun Jlir 12240751 Qty. Released /
Koruqecreo Bbrnyuleuo

32,3208OT I
dr nar<onon

Batch size / Parruep cepuu 34,722 BOT / <[.naronon
Mfg.License No. / Jluueurus Ha

nnoulRoncrRo (nomen) MNB/10/832

Inspection Lot No. /
PerucrnauuoHnrtfi no*ren aHaJrlt3a

040000536623
Mfg. License Date / Jlnuenrrq xa
nnoursoacrao (aara) 30/04/2020

Package size / Ynaroera I 20 Doses I 120 l,os
GMP Compliance certificate Date I
GMP cep'ruduxar (aara) 18t0612020

Market / Psruox Russia / Poccuc
GMP Compliance certificate No. /
GMP ceprudurar (noruep)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQuraullfl roroBoro
nooavrra.l\!

sPC-CC-063688 Reference STP No. / CIILI Jl}
STP-CC-
040944

API name / HauMegoeaHue A@C
Mometasone Furoate Monohydrate/
Mouerasona Qypoara MoHorrrApar

API Batch No / AIDC cepun .l\!
MFM.
23425(lM-o1)-
001

Manufactured bv / [Inouseoaurefls Aarti Pharmalabs Limited. India/ Aaoru <Daonrara6c lluuuret.Lkttun

.Nt TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpegnaa
AOCTaBJrfleMaf AO3a Ir
oAHOpOAHOCTb

IOCTaBJTfleMOT .[O3br

Not more than 2 of20 doses (10 initial doses and l0 final doses
from l0 vials) can deviate more than + 20%o from the average
value and not any dose can deviate more than + 25% from the
average value. The mean should not exceed + 15 % of label
claim
If 3 to 6 doses deviate more than + 20%o but not more than +
25Vo,test another 20 vials.
Not more than 6 of 60 doses can deviate more than + 20 9/o 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 + I 5 % of label claim.
He 6olee 2 us20 loz (10 navansuux ao: r.r l0 xoseqHstx ao:)
Mor).T fiMerb orruroHenue or cpeaHero 3HarieH[.r, 6oree .{eM

+20yq U HH OAHa Ao3a He AOIDI(Ha IrMeTb OTKJIOHeHfie OT

cpeAHero 3HaqeHu, 6oree qeu +25oA. Cpeanee 3HaqeHne He

aonxHo [peB6rurar6 + 1 5 7o o'r :aqrreHuoro.
Ecln or 3 ao 6 ao: HMercT orKJroHeH[q 6oree \eu *20yo, uo
MeHee .teM + 25 Yo,ro HcnLrrsrBaror cJreayroUrle 20 $laroHor.
He 6oree 6 u: 60 Ao3 Moryr HMer6 orKroHeHLIe or cpe.4Hero

3HaqeHr.rfl 6o.nee qeu + 20 yo, n HIl oaHa .uo3a He aoJu(Ha fiMerb
orKJroHeHHe or cpeaHero 3HaqeHrr, 6oree qeu +25 Yo. Cpemee
3HaqeHHe KarrAoro onpeAeJreH[ur He aoJD(Ho npeusrruarr + l5 7o

oT 3iuBreHHoro.

Beg / Hava.no:
Minimum / Munlauyu: 95.8%
Maximum / Marcuuyu: 103.1%

Mean / CpegHee:100.0%

END / Koneu:
Minimum / Muuutrrytvt: 96.8%
Maximum / Marcnuyu :102.1oh
Mean / Cpeauee: 100.0%

Prepared Bv / lloaroroer.ur Checked By / llpoeepu.tt Approved By/ Oao6pul

Signature / [IoAnucs ,V {^W^'
Date / nara )-1\cn \ ?.o1"1

.?,? 1.1 / z-\ l1ln,llnnn
Name / OI{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
[o.nxxocru

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

FCrWQAos4/08.00



Glen ma rk pharmaceuticals Ltd
Village: Kishanpr.rra, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@I4KAT AHAJII43A IOTOBOIO IPOAyKTA

oIE / H3

Name of Product /
HailrrreHoeaHLte noonvKuult

MOMAT RINO
MOMAT PHIIO

Generic name /
HenareHrosaHHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Moure'rasouacrDefi ua:arsssrfi ,rosr.rDogaHurrfi 50 narr/aosa

Active Ingredients /
fleficrayrcuue BeuecrBa

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

calculated fbr Mometasone Furoate 50.00 mcg
I losa cnper conepxur: neiicreyrcutee Ber{ecrBo: Moueratoua r[ypoara MoHortrApar

5l,72 vrr B rrepecr{ere Ha Mouera:osa ibypoar 50,00 urr
Strensth / noruoosrca 50 mcg/dose / 50 rnrrr/aora Date of Mfe. /.llara nponrsoacrBa 07/2024
Dosage form /
Jlerapcrnes Has 6oprr.r a

Metered-dose nasal spray I Cnpeir
na:a,ruHsrfi Ao:HpoeaHHurfi

Date of Exp. / foaeu ao 06t2026

Product code / Koa npoayKra sRU030007E04040 I DK Date ofrelease I nara BbtnYcKa 26.07.2024

Batch No. / Cepua Jl! 12240751 Qty. Released /
Ko.[l,tqecreo BbrnvrueHo

32,3208OT I
ibraroHos

Batch size / Parnaep ceplru 34,722 BOT / t[raxouor Mfg.License No. / Jluuexrus sa
nno[lnoflcrRo (noruen) MNB/10/832

Inspection Lot No. /
PerucroauuonHrrft Horreo aHaJrrr3a

040000536623
Mfg. License Date / Jluuenruq Ha

nnnurnoncrnn {nnra) 30t04t2020

Package size / Ynaroara 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP cep'rxdura'r (aara)

1810612020

Market / PslHorc Russia / Poco.rs
GMP Compliance certificate No. /
GMP ceorudurcar (nonrep)

GMP.
01556/20lIN

Reference Specilication No. /
CneunQurcaqur roroBoro
nnoavrcra.l\!

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

API name / HaurueHoeaxue AIDC
Mometasone Furoate Monohydrate/
Monaeragoua dypoara ruouornapar

API Batch No / A@C cepun .l\!
MFM-
23425(JM-01)-
00r

Manufactured bv / lloonseoaureru Aarti Pharmalabs Limited. India/ Aaoru tDaoruara6c JluM.uret.Ilunus

.Itlb TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4g OBSERVATIONS /
PE3YJIbTATbI

l4 Microbiological Purity / Mnrcpo6uo.nornqecKafl qrcrora

Total aerobic microbial
count / O6qee qr,rcno

a3p06Hbrx
MHKpOOpraHr,r3MOB

Total yeast and moulds
count / O6utee .rucao

ApoxxeBbrx r,r rurecHeBbrx

rpu6oe

P s eudomonas aeruginos a

Staphylococcus aureus

Not more than 102 cfu per 1ml of the product / He
6oree 102 KOE s I ul npenapara

Not more than l0r cfu per I ml of the product / He
6oree 101KOE e I ur npenapara

Absence per I ml ofthe product / Orcyrcrnne n I
Mn flpenapaTa

Absence per I ml ofthe product / Orcyrcrnue r I
MJr npellapara

Less than 10 cfu/ml /
Mesee l0 KOE/un

Less than l0 cftr/ml /
Meuee l0 KOE/rral

Absent / Orcyrcrnyer

Absent / Orcyrcrryer

15. Assay / KorIflqecrseHHoe o[peAeJreHr{e

a) Mometasone Furoate /
Mouera.:oua ibvnoa:r

From 85,0 % to I 15,0 %o of the labeled content / Or
85,0 % Ao I I 5,0 7o or sarsreHHoro coAepxaHrl

t01.3% l10t,3yo

b) Benzalkonium chloride i
BensanxoHr,rc x:roorrtr

From 80,0 oh to 120,0 o/o of the labeled content / Or
80.0 % tro 120.0 oh or zaswesHoro co[epxaHr.rt

92.1Yo 92,70

Prepared4v / [Ioaro'rosrr Checked By / [Iporepu.tt Approved S / Ono6pu.n

Signature / IloAnucr /v.. hh',--
Date I fiara "1110'l \),L"1 :r1 t,r 1.,.1 qel tnqlno+r,
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
{o.nxnoc'rs

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

FCN,VQA054/08.00



6*.mrcxearulc
I if\r'\i,ri ii,r u tnl l"ot:lri

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

Distt. Solan Hirnachal Pradesh 173205, lndia
Phone: +91-1795 249300 Fax: +91-179 5 249310 email: qlenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr4Or,rKAT AHAJrr,r3A f OTOBOI O TIPOAyKTA

Any deviation/Incident/OoS: Non-applicable
O'rr,roHenus/necoorsercre[q/OOC : He [pr4MeHr4Mo

Declaration of certification: "I 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. JIll-Nt(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."
3arcnrcqeHue o coorBercrBlrr{: HacrorrrluM noATBepxAaro, rrro rlpeAcraBneHHa, BbIIue r,rnQopuauux {BJlrercr
gocroeepHofi u roqnofi. fiaruat cepua 6rrla [por.r3BeAeHa (nurcvar ynaxonry/naapKr.rpoBKy I,I KoHTpoJIb ravecrna) ua
yraeanHoft Bbrrrre npor,r3BoAcrBeHHoii nnoulaAKe B rroJrHoM coorBercrBr,rrl c Tpe6oaauurrvru Haalexaqefi
Ilpouseogcrneuuoft flpaxruxu (GMP) JroKrrJrbHbrx peryJrrropHbrx opraHoB u rpe6onauuflMr.t HopMarl,Inuofi 4oxyueHrautlu
JIII-Nr(O01710)-(P[-RU)-230123 wrt pbrHKa Poccun rr yrBepxAeHHo[ cnequQuxaquefi Ne SPC-CC-063688. flpo'roxoln
lpol3Bo.I(crBa, ynaKoBKI,I u noKa3areJII,I KaqecrBa Aaunofi cepuu 6ulu npoaHilrrl3trpoBaHrr r,I c.[eJIaHo 3aKJIIoqeHI,Ie, qro oHI,t

coorBercrByror rpe6onauzrrr.r HaAnexaulefi flpon:noacrgeHHofi flparrlrxn (GMP).

Name of Product i
HaHruerosaHue n poavKur{u

MOMA'I RINO
MOMAT PHHO

Generic name /
HenarexroeaHHoe HauMeHoBaHlle

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoneraloHa cnpefi sa^rarusslfi aogflposaHnuii 50 urxr/aora

Active Ingredients /
flefi creyrcutue BeulecrBa

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 conepx[T: leficruyrcuee Ber[ecrBo: Monerasona Qypoara MoHorlrApar
51.72 urr B rreDecqere Ha Mouera:oua dtvooar 50.00 urr

Streneth /.lloruoosra 50 mcs/dose / 50 Mxr/aosa Date of Mfe. /,llara npournoAcrBa 07t2024

Dosage form /
JlerancraeHHas 6oorua

Metered-dose nasal spray / Cnpefi
Ha:a.nr,uurfi aosuooeaFrH srft

Date of Exp. / foaex ao 06t2026

Product code / Koa npoAyKTa sRU030007E04040t DK Date ofrelease I llara BbInYcKa 26.07.2024

Batch No. / Cepua )& 122407s1 Qty. Released /
Kofluqecreo Bbrnv[reHo

32,320BOT t
dllarosos

Batch size / Parmep cepuu 34,722 BOT i Qraxouon
Mfg.License No. / JIuueHsuq Ha

nnoH3BorrcrBo (Honaeo)
MNB/10/832

Inspection Lot No. /
Perucrnauuonxurft uouen aHaJrr{3a

040000536623
Mfg. License Date / Jluuentus ua
nnnurnonerno /nara) 30t04t2020

Package size / YnaroeKa 120 Doses I 120 ros
GMP Compliance certificateDate I
GMP ceprudrxar (aara) r8t06t2020

Market / Puruor Russia / Poco.rs
GMP Compliance certificate No. /
GMP ceprudurcar (Homep)

GMP-
01556/20/IN

Reference Specification No. /
CneuuQuraul,lq roroBoro
nooavrra J&

sPC-CC-063688 Reference STP No. / Cm,I J1!
STP-CC-
040944

API name / Hau*reHosaHlre A@C
Mometasone Furoate Monohydrate/
Monaera:oua Qypoara MoHorr,upar

API Batch No / AIDC cepun Ne

MFM-
234zs(tM-Ot)-
001

Manufactured bv / [IpollrsoanreJrs Aarti Pharmalabs Limited. India./ Aapru (Dapva,ra6c lluv,nrel.Vgrvts

.t\b TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / Ynarosrca 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 aoe cycrreH3r.u{ Bo $naKoHe u3 rroJur3Tr4JreHa BbrcoKo[ moruocrn c

Ao3l.rpyrour,rM ycrpoficrBoM r,r Kor[ar{KoM r,Is [oJII43TI.{JreHa srtcorofi nnorHocrl,I. flo 1

$naxorry BMecre c I,rHcrpyKrrlrefi no ueAuulrHcl(oMy [pI,IMeHeHI,trc B rlaqKe KaproHHof.

Prepay6{ By / Ilogroronu.n Checked By / llponepua Approved $y/ Oao6pua

Signature / [IoAnucr /Y,, Wbr-
Date I [ara -Ia\c1\ LL"4 .-rl lol lan, ll loqln otu,
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
Ao.nxsocts

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

.00


