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

glenmank Distt. Solan Himachal Pradesh l73205,lndia
Ancwrva'tl,ranewrvorl<r Phone: +91-1795249300Fax:+91-l795249310email:glsnCI!1!1@bg[t2Jitr].lgilif

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJIII3A TOTOBOTO IIPOAyKTA
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Name of Product /
HaurrreH oeaHr.re n DoavKur.tr,t

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHrie

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueragoua Oypoara MoHorr4npara cnpeil sa:aarurrfi Aogl.rposaHnurft 50 rraxr

Active Ingredients /
!efi crayroutue BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper coaepxr4T: aeficrnyrouee BeulecrBo: Moueragoua tDypoara MoHorlrapar
5 1.72 urr B nepecr.rere Ha MoNrgra3oHa dypoar 50,00 rtrrr

Strensth / norunoaxa 50 mcg / 50 rrrxr Date of Mfg. / Aara npouraoacroa 09/2022

Dosage form /
Jlerapcraeuuaa Qopma

Metered-dose nasal spray /
Cnpeil uasa,rruurfi
logl{ooaaHHsrfi

Date of Exp. / foaen ao 08/2024

Product code / Koa npoAvKTa sRU030007E04040 r EJ Date of release /.[ara rutnycra 30.09.2022

Batch No. / Cepun J\ir 12220582 Qty. Released / Ko.rr.{ecrso
BbrnvureHo

64,640 BOT I
6raxoHoa

Batch size / Parrr.rep ceptr.r 69,444 BOT / QnarcoHoe
Mfg.License No. /
JIHueHl[q Ha npolt3Boacreo (Homep) MNB/10/832

Inspection Lot No. /
PerlrcrpauuoHHbrfi HoMep aHaJI r{3a

0400004 I 5507 Mfg. License Date /
Jluueurus Ha nDor3Boacrno (aara) 30/04/2020

Package size / YnaKosra 60 Doses / 60 aos GMP Compliance certificateDate I
GMP ceorudurar (aara) 18t06t2020

Market / Pulnor Russia / Poccl.rc
GMP Compliance certilicate No. /
GMP ceprudurar (noruep)

GMP-01556/20ltN

Reference Specilication No. /
CneuuQurcauus roroBoro
nooavrra J\b

sPC-CC-06369r Reference STP No. / CIU.ll! sTP-CC-040947

Ib TESTS / TIOKA3ATENI,I LIMITS / TPEEOBAHHfl OBSERVATIONS / PE3YJIbTATbI
I Description / Onucanue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eroro ao fioqrr, 6eroro rrBera or
nonynpo3paqHoft Ao Henpo3par{Hoft
KOHCr.rcTeHUr.rr4 ryCTar cyC[eH3r4r.

Off-white thick suspension of non-
transparent consistency. /
noq,u 6eroro uBera or nenpospavnofi
KOHCr,rCTeHUr,rh ry CTAfl CyCrreH3Hr.

) Identifi cation / [oAlnsuocrr
a) Mometasone Fuorate /

MoMerasoHa $ypoar
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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. / Bperr,ta yAepxr.tBaHnfl
ocHoBHoro [r{Ka Ha xpoMaTorpaMMe
r4crrbrTyeMoro pacTBopa AoJrxHo
cooTBercTBoBaTb BpeMeHr,l y.rlepxr,rBaHHfl

ocHoBHoro [!rKa Ha xpoMaTorpaMMe
craHAaprHoro pacrBopa

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.
/ Bpeur yAepxr.rBaHx, ocHoBHoro

flr,rKa Ha xpoMaTorpaMMe lrcrrbrTyeMoro
pacrBopa coorBercrByer BpeMeH14

yAepxr,IBaHI,It ocHoBHoro II,IKa Ha

xpoMaTorpaMMe cTaHAapTHoro
DACTBODA

i i)i1., ,,n, qcff :

Prepared By / [Ioaroroer.rn Chpe[<ed By / Ilpooepu"rt \Approved By / 0ao6pu.n
Signature / [Ioanucu (E .-- )
Date / nara

-U f tc laz- lS\roL"gv-_ \5\\rt u'

Name / @l4O Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
[orxuocrs

Oflicer-QA Sr. OIficer-QA Sr. Manager - QA

FCM/QA054/08.00



gLenmank
A ncw wav t'or a nerv world

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

Disff. Solan Himachal Pradesh 173205, lndia
Phone: +91-1795 249300 Pax: +91-1795 249310 email: g-lgnnOrh@bgnZ-yg:_LrcLjU

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@IKAT AHAJITBA IOTOBOTO IPOAyKTA

t3ol
Name ofProduct /
HalrmeHoeaxue nooayruult

MOMAT RINO
MOMAT PLIHO

Generic name /
HenareHrosaHHoe HaH MeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueragoua dvpoa'ra MoHorllrrDara cnoefi ua.garssurfi logl.toosaHHstfi 50 rrlrr

Active Ingredients /
Aeficreyrcune BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mggas
calculated for Mometasone Furoate 50.00 mcg
I 4osa cnpea coaepxr.rr: aeficrryrculee BeuecrBo: Moraera3oHa <Dypoara MoHorr.upar
5 1,72 rvrrr B nepecqere Ha MoMsrasoua dvooar 50.00 uxr

Strength /.Ilogrpoera 50 mcs / 50 Mxr Date of Mfs. /,llara nponreoacrBa 09/2022

Dosage form /
JlerapcraerHan Qoprua

Metered-dose nasal spray /
Cnpeft uasanrHsrft
aognoonansrrfi

Date of Exp. / I-oaeH Ao 0812024

Product code / Koa npoayr$a sRU030007804040 I EJ Date of release I llara BbrrvcKa 30.09.2022

Batch No. / Cepun J\! 12220582 Qty. Released / Koruqecrao
BBITIYTUEHO

64,640B,OT I
drnaronon

Batch size / Parmep cepulr 69,444 BOT / Qaaxouoe
Mfg.License No. /
JIuueHrt-tq Ha lrDoH3Botrcrso (Ho[,reo) MNB/t0/832

Inspection Lot No. /
Perucrpauuouusrfi xorueo aHar u3a

0400004 l 5507 Mfg. License Date /
Jluuexlus Ha rtDon3Boncrno (aara) 30t04t2020

Package size / Ynaxoema 60 Doses I 60 toz GMP Compliance certificateDate I
GMP ceorudurar (aara) t8/06/2020

Market / Pslsorc Russia / Poccus GMP Compliance certificate No. /
GMP ceprrdurar (noruep) GMP-o1556/20lrN

Reference Specification No. /
CneuuQuraut,ts roroBoro
npoayrcra J\!

sPC-CC-06369t Reference STP No. / CIII4 .ll! sTP-CC-040947

Jlb TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHH.fl OBSERVATIONS / PE3YJIbTATbI
Benzalkonium chloride
/ Eenra.nrost,rq xflop[A

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cre in the
chromatogram of the standard solution. / Ha
xpoMarorpaMMe r,rcnbrryeMoro pacTBopa

,uon)KHbr o6HapyNunarrcr ilvKvt, IIo
BpeMeHaM yaepxr{BaHr.rf, coorBercTByrou[e
rrr{KaM roMonoroB 6eH3aJIKOHHrr XJrOpr{Aa

Cn u Crq Ha xpOMaToFpaMMe cTaHtrapTHOrO
pacrBopa.

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 xpouarorpaMMe
r,rc[brryeMoro pacTBopa

ooHapyxHBatorcfl [r,rKrr, no BpeMeHaM

yaepxr,rBaHn, cooTBeTcTByroruue
lr,rKaM roMoJrofoB 6eusarroHug
xJlopr.rAa Co u CA Ha xpoMaTorpaMMe
cTaHAaprHoro pacTBopa.

3. DH From 4.3 to 4.9 I Or 4,3 to 4.9 4.66 /4.66
4. Density / llnorHocrr From 0.950 to 1.050 g/cm3 /

Or 0.950 ao 1.050 r/crrr3

L030 g/cm3 / 1,030 r/crr,r3

5. Viscosity / Bsrrocru From 30 to 130 cPs / Or 30 ro 130 cll: 48.7 cPs / 48,7 ctTz
6. Osmolality /

Ocrrlo.nglunocrs
From 250 to 350 mOsm/Kg
Ot 250 ao 350 uOcnr/xr

292 mOsm/Kg
292 uOcu/xr

7. Leakage check /
llpoaeprca S.lamoHa ua
fepMeTuqHocTb

Absence ofany traces ofleaks / Orcyrcreue
cneAoB npoTeYKr4

No traces of leaks I Crctu rporeqKn
oTcyrcrByrcr

8. Net content / Macca
coaeD)I(uMoro 6JraKoHa

Not less than 9.0 g / He rueuee 9,0 r 9.2 91 9,2 r

Prepared By / lloaroroau.n
Signature / [Ioanucr

\s ,t.lrz^
Akshit Bhardwaj



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

qtenmank Distt. Solan HimachalPradesh l73205,lndia
ArrcwvaltbranervlvorldPhone:+9l-1795249300Fax:+9l.l7952493l0email:@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII43A TOTOBOIO IPOAyKTA

Name ofProduct /
Haunrenosaut,te nDo.Dvrrruu

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenareHrogaHHoe HaltMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerasoHa Oypoara MoHoru,(Dara cnoefi sagaarntlft aoguoosaHnufi 50 rvrxn

Active Ingredients /
,(eEcreyroutl,le BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I losa cnper corepxnT: .qeficrsyrouee BeuecrBo: MoMera3ona @ypoara MoHorr{rpar
5 1,72 uxr B nepecqere Ha Moueragoua dypoar 50,00 rraxr

Strength /.llorupoexa 50 mcg / 50 rvrr<r Date of Mfg. /,Ilara npouraoilcrBa 09t2022

Dosage form /
JIercapcraexrar Qopnra

Metered-dose nasal spray /
Cnpeft uasa.nsHrrfi
ao:uooaauHsrft

Date of Exp, / foaes ao 08/2024

Product code / Koa nporyrcra sRU030007804040 I EJ Date of release I llara BbtnycKa 30.09.2022

Batch No. / Cepnn L\b 12220582 Qty. Released / Ko.nHqecrao
BbrnYueHo

64,640 BOT I
dlraxoHoe

Batch size / Patnrep cepuu 69,444 BOT / t[naxonon Mfg.License No. /
Jlltuenruq Ha rtDor.r3Botrcrso (Hon en)

MNB/10/832

Inspection Lot No. /
Perucrpauuonsulfi noruep aHaJrH3a

0400004 I 5507 Mfg. License Date /
JIuueHgr,rs Ha nDo[3Botrcreo (rara) 30/04/2020

Package size / Ynarconra 60 Doses I 60 nos GMP Compliance certificateDate I
GMP ceorudurcar (aara) 18t0612020

Market / PulHor Russia / Poccur GMP Compliance certificate No. /
GMP cepruduKar (HoMeD) GMP-01556/20ltN

Reference Specification No. /
Cneuu$uraul,lq roroBoro
npoayrcra J\b

sPC-CC-063691 Reference STP No. / C[l.I J{b sTP-CC-040947

-lrb TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / KorI{qecreo
a()3

Not less than 60 doses / He treuee 60 aos 92 doses 192 rcz

10. Pump delivery /
Macca aosul

Individual dose mass: from 85% to ll5oh
of the theoretical dose mass /
LIHAltarAyarbHar Macca aosu: or 85 %o

Ao I l5 oZ orreoperuqecKofi Maccbt Ao3br;

Average mass of the dose: from 90Yo to
I l0% of the theoretical mass of the dose /
Cpe4uan Macca ao3br: or90%o \o ll0yo
oT TeopeTrrqecKoft Maccbr Ao3br

Minimum / Mnnnnryrrl: 91.9%
Maximum / Marcrrrvryu: ll0.l%
Average / Cpe.uuee: 107.1o/o

ll Particle size /
Parruep qacruu
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Particles < 1()pm in size: Not less than90%o
9acrnq pa3MepoM < l0 uru - He MeHee
90%;

Particles < 30pm in size: 100%
tlacruu pa3MepoM < 30 urcm - 100 %

Particles > 30pm in size: Should be absent
tlacruu pa3MepoM > 30 urru -.rloJrxHbr
oTcyTcTBOBaTL

100.0% I t00,lyo

1000% I t00,0yo

Absent / Orcyrcrnyror

Prepared By / Iloaroroou.rr Chegfed By / [Ipoeepr.n f,pproved By / Oao6pu.rr
Signature / [Ioanucu {r ( O--"--
Date / Aara l(,u/tL r S\ro fra'n----

\\\\r\ L,-
Name/ O}IO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
!o.nxuocrs

Officer-QA Sr. Officer-QA Sr. Manager - QA

054/08.00
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Clenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax:+91-l795249310email:glennrArk@born2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJIII3A TOTOBOTO IPOAyKTA

Name ofProduct /
Ha ]r trreHosaH ue n Do.trvKur,lr

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHr.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouera.gosa dvooara MoHonnrrnara cnnefi Hasarsssrfi aoguoogagnrril 50 rraxr

Active Ingredients /
.(eft crnyroulre BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ao:a cnper corepxr4T: Aeficrnyroutee BeulecrBo: Mor'rgra3oHa @ypoara MoHorrrpar
51.72 urr B neDecqere Ha MoMera.solra dvooar 50.00 rur<r

Strensth / -lloruoosra 50 mcg / 50 urn Date of Mfg. /,Il,ara nporraoacrBa 09/2022

Dosage form /

"rlexapcraennar Qopnra

Metered-dose nasal spray /
Cnpefi ua:aarHrri
.qoguposaHHrtft

Date of Exp. / Ioaex ao 08/2024

Product code / Koa nDonyKTa sRU030007E04040 I EJ Date of release I lla'ra BbtnycKa 30.09.2022

Batch No. / Cepun Ne 12220582 Qty. Released / Koruqecreo
Bbr]lYtueHo

64,640B,OT I
rhraroHos

Batch size / Pasnrep cepuu 69,444 BOT / (rlaxouoa Mfg.License No. /
Jluuexlrs Ha npou3Boacrao (rouep) MNB/10/832

Inspection Lot No. /
PerucrpaunoHuslfi norueo aHaJr tr3a

0400004 I 5507 Mfg. License Date /
Jlrluerrrq Ha npou3Borcreo (aara) 30/04t2020

Package size / Ynaroara 60 Doses I 60 tos GMP Compliance certificate Date I
GMP cepru6urar (aara) 1810612020

Market / Prrsor Russia / Poccur GMP Compliance certificate No. /
GMP ceoruduxar (Horr,rep)

GMP-01556/20ltN

Reference Specilication No. /
CneuuQurauHfl roroBoro
nooavrra .l\t

sPC-CC-06369r Reference STP No. / CnI4 .I\& srP-cc-040947

TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
Related Substances / llocropouure npuMecr.l

Impurity 8DM /
IIplruecr.r 8DM

Impurity DMC /
llpr,ruecu DMC

Impurity D /
llpuvecu D

Any individual unspecifi ed
impurity / EAranuqHoft
HeuAeHruSuuuponaHuoil
np14Mecr,r

Total impurity /
Cyrr.rrrra npaMecefi

Not more than 0.15 Yo I He 6onee 0,15 0Z

Not more than 0. I 5 Yo / He 6onee 0, I 5 %

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

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

Not more than 0.60 % lHe 6olee 0,60 %

Not detected/ He o6Hapyxeno

Not detected/ He o6xapyxeno

0.03% /0,030/o

0.01% I 0,0tyo

Spray content uniformity
(Uniformity of delivery
dose) / OAuopoAHocru
Bbr cBo60r(Aae Mor A03br

-,\

Not more than2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than + 25o from the average value and
not any dose can deviate more than + 35oh
from the average value.
lf 3 to 6 doses deviate more than x25o/obut
not more than + 35o/o, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Haua.no:
Minimum / Muuuuyu: 96.3%
Maximum / Maxcuuyrrr: 101 .60/o

Mean / CpeAuee: 100.0%

Prepared By / llo4roroalr.n Cfeqked By / flpoeepu.n \Approved By / Oao6pu.n

Signature / [Iornucu (D -/*
Date / [a'ra tJ/r.1tz- \Sl\o h t \1 t o\ Yt'r'tz
Name / OI,IO Atul Kumar Akhit Bhardwaj Sandeep Semwal

Designation /
.(onxuocrr

Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QAo54/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, 'lehsil: Baddi,

glenmank Distt. Solan Himachal Pradesh 173205,tndia
A new vav ti,ra new w,rld Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@iromZ.vslm

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPT}I@LTKAT AHAJII43A f OTOBOIO IPOAyKTA

Name of Product /
HaumeHoeaHt e npoayruttr

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mqueraroua Qypoara MoHonr.rapara cnpeft saraarsEtfi ro3upoBaHnrrfi 50 rrlrr

Active Ingredients /
{efi creyrcqr.re BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mai as
calculated for Mometasone Furoate 50.00 mcg
I lora cnper corepxlrr: geficreyroulee BeulecrBo: Morrlsra.:osa rDypoara MoHor4apar
51,72 uw B nepecqere na Mol,rera3oHa abyDoar 50.00 rrar<r

Strength / Aosnpoarca 50 mcg / 50 rrarr Date of Mfe. /,llara nDor.rseoacrBa 09/2022

Dosage form /
JlerapcroeHxan Qoprua

Metered-dose nasal spray /
Cnpefi uataaruufi
Ao3upoBaHHbrfi

Date of Exp. / foaen ao 08t2024

Product code / I(oa rponvr$a sRU030007804040 I EJ Date of release /,n[ara aurnycra 30.09.2022

Batch No. / Cepun J\! 12220582 Qty. Released / Koruqecrao
BbtnYuleHo

64,640 BOT I
rfilaronon

Batch size / Parruep cepuu 69,444 BOT / tpnar<onon
Mfg.License No. /
JIHueHl[q Ha nDoH3Boacrao (Horueo) MNB/r0/832

Inspection Lot No. /
_!gq4rrllaur.ronusrfi nouep aHan u3a

0400004 I s507 Mfg. License Date /
Jluuenrus Ha nDo[3Bollcrao (aara) 30/04/2020

Package size / YnaKosra 60 Doses / 60 z,oz
GMP Compliance certificateDate I
GMP ceorudurcar (aara) 18/06/2020

Market / PulHor Russia / Pocclrc GMP Compliance certificate No. /
GMP ceorudr.r rcar (norrr en)

GMP-o15s6/20lrN

Reference Specification No. /
CneuuQnnaqtlfl roroBoro
npoaylcra Jl!

sPC-CC-063691 Reference STP No. / CnI4.I& sTP-CC-040947

Ib TESTS / IIOKA3ATEJII,I LIMITS / TPEBOBAHI4q OBSERVATIONS / PE3YJIbTATbI
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more than +25 o/o from the average value,
and not any dose can deviate more than
r 35o/o from the average value.
He 6olee 2-xuz20 Ao3 (10 HaqarbHbrx.uo3
u l0 roHe,{Hbrx Ao3 us l0 QlaroHoa) rnroryr
r{MeTb oTKJIOHeHI,Te OT CpeaHero 3HaqeHH,
6olee qeru + 25 Yo, 14 H7 oAHa Ao3a He

AOnXHa uMeTb OTKJrOHeHr,re or cpeaHero
3HaqeHr,rq 6olee qerr,r sa + 35 Yo.

Eclu or 3 ao 6 .ro3 r{MercT orK;roHeH[it
6olee qeu + 25 yo, HO MeHee verr,r * 3 5 %o, ro
IlIcnbrrbrBa]or cJreAyroure 20 Qaaronoa.
He 6oree 6 us 60 ao3 Moryr r.rMerb
oTruroHeHue oT cpeaHero 3HaqeHr,rfl 6oJree
r{eM + 25 oh, u Hr,r oAHa .(o3a He AoJrxHa
lrMerb oTKJroHeHue oT cpeAHero 3HaqeHr,r,
6oaee qeu +35Yo.

END / Koseu:
Minimum / Mraruarvryu: 96.7%
Maximum / Marcurvrylu: 103.5o/o

Mean /CpeaHee: 100.0%

Prepared By / lloaroronu.n Chegkqd By / flpoaepun \Approved By / Oao6pul
Signature / [IoAnucr (bl--,--
Date I fiara LS 1t'1L1- f S\to[-"o-n-- \5\\c\ ptr
Name / @I{O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
lolxnocrs Officer-QA Sr. Officer-QA Sr. Manager - QA

00



qLenmapk
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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- 179 5 2493 t0 email: glsJntark@bom2.vsnl.

CERTIFICATB OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I{KAT AHAJIII3A f OTOBOI O TIPOAYKTA

Name of Product /
Ha utvreHoaaH r,te n DoayKutrr,r

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarexrosaHHoe HatlMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMcra3oHa r[ypoara MoHorr4Apara cnpefi uaraarHsrfi roruposaHHrrfi 50 rrarr

Active Ingredients /
!,eI cray rouql.le BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpec coAepxaT: aeficruyrcuee BelrecrBo: MovsrasoHa @ypoara MoHorr4.(par
51,72 urc B nepecqere Ha MoMsra:oHa dypoar 50.00 rurcr

Stren gth /,ILo:r.r po exa 50 mcg / 50 nrr Date of Mfs. /,Ilara nporrnoacrBa 09t2022

Dosage form /
Jlercapcraexuaa Qoprua

Metered-dose nasal spray /
Cnpefi nara,ruurrfi
.qogr4DosaHHrrfi

Date of Exp. / foaen ao 08/2024

Product code / Koa [po]lyKTa sRU030007E04040 1 EJ Date of release I llara BbrnycKa 30.09.2022

Batch No. / Cepur J\b t2220582 Qty. Released / Koruqecrso
BbITIYIIlEHO

64,6408OT /
daaxoHos

Batch size / Parruep cepur.r 69,444 BOT / tlnaxouon Mfg.License No. /
JIuueHsus Ha npoH3Boacrno (xoruep) MNB/10/832

lnspection Lot No. /
PeracrpauuoHu ulfi souep arail ula 0400004 I 5507 Mfg. License Date /

JIllueHluq Ha npou3Bo,[crgo (aara) 30/04/2020

Package size / VnaKoera 60 Doses I 60 Ns GMP Compliance certificate Date /
GMP ceorrduxar (aara) t8/06/2020

Market / PrlHor Russia / Poccur GMP Compliance certificate No. /
GMP ceorndurar (noueo) GMP-O1556/20ltN

Reference Specification No. /
CneuuQurauus roroBoro
npoayrra J\b

sPC-CC-06369t Reference STP No. / CIIU.\e sTP-CC-040947

J\I TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OaHopoaxocru
A03l{pOBaHl,lq

't)
ItY-
Ilr,| -)
\

Not more than I value from l0
measurements can deviate from the average
value more than + 25Yo and none can deviate
by more than+ 35Yo.
lf 2 to 3 vafues deviate more than + 25oh but
not more than + 35Yo, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25o/o and none can deviate
more than + 35Yo.
He 6onee I :uaqesus ra: l0 olpe.ueteuuit
MOXeT OTKJIOHflTCf, OT CpeAHetO 3Har{eHu,
6olee, qeM Ha +25yo, x Hu oAHoro,6olee
qeMHa*350.
Enu ABa vnh rplr 3HaqeHr,tfl r,rMeror
orKJroHeH[fl 6O ee qeN{ +25yo, HO MeHbUJe,
r{eM + 35 Yo, to ucnbrTbrBaroT cneAyrcrl(ue
20 Qnarcouoe.
He 6olee rpex guaqesufi r.r3 30
onpeAereuufi Moryr orKJroHf,Tbc, or
cpe,{Hero 3HaqeHr.i, 6olee, rleM Ha + 25 Yo, u
Hlr oAHoro,6olee qeu na+35Yo.

Minimum / Muuuuytt 9 6.3%
Maximum / Maxcuuyr'a: 101.6%
Mean /Cpeauee: 100.0%

Che,g\ed By / flpoaepu.n
Signature / [IoAnucu

lg I (.1 ?-1- ts1\o\ t-r1P
Akshit Bhardwaj



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

glenmank Distt. Solan HimachalPradesh t73205,lndia
AnewlurrttlranervrveirItlPhone:+91-l795249300Fax:+9l-l7952493l0email:els@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CBPTPI@IKAT AHAJII,I3A TOTOBOIO IPOAYKTA

t13ol
Name of Product /
HaurvreHosaHHe rrDollyKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3ona dypoara MoHoruapara cnpeft nagalrHsrfi rognposaHsurfi 50 uxr

Active Ingredients /
,(efi crey rcu1r.re BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I lora cnper coaepxur: .(eficrsyrcuee BeuecrBo: MoMera3oua <Dypoara MoHorrulpar
5 1.72 uxr B neDecqere Ha MoNaera3ona dvooar 50.00 nrr

Strength /,ll,osu posra 50 mcg / 50 r,arr Date of Mfg. / Aara npouseoacrBa 09/2022

Dosage form /
Jlexapcrnexnan Qoprua

Metered-dose nasal spray /
CnpeI nasaasnuft
,uogunogaggsrfi

Date of Exp. / I-oaen ao 08/2024

Product code / Koa npoayKra sRU030007804040 I EJ Date ofrelease I lara BbrnycKa 30.09.2022

Batch No. / Cepua l\! 12220s82 Qty. Released / Korrqecrso
BbtnYuleHo

64,640 BOT I
6raxoHos

Batch size / Parruep ceprn 69,444 BOT / tpraxor.roa
Mfg.License No. /
Jluueull,tq Ha nDol,l3Boacreo (HoMep) MNB/10/832

Inspection Lot No. /
PerucrpaquoHHslft Houep aHafl lr3a

0400004 l 5507 Mfg. License Date /
JIHuexsl,Iq Ha lrpou3Boacrno (aara) 30t04t2020

Package size / Ynarosra 60 Doses / 60 toz
GMP Compliance certificateDate /
GMP ceprudurcar (aara) t8/0612020

Market / PslHox Russia / Pocorg GMP Compliance certificate No. /
GMP ceorr.rdurar (Horueo) GMP-01556/20ltN

Reference Specification No. /
Cneura$urauus roroBoro
nooavrra J\!

sPC-CC-063691 Reference STP No. / CIII4 J\! sTP-CC-040947

]rb TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
l5 Microbiological Purity / Muxpo6noJrorrqecrcafl qucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uree qncno
a3po6Hbrx 6axrepufi r.r

ApoxxeBbrx r,r rrJlecHeBbrx

rpu6on (cyrr,rvapno)

Not more than 102 cfu per lg (ml) of the
product / He 6olee 102 KOE n I r (rr.ra)

IIpeIIapara

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

Test for Absence of
Specified Microorganism /
Tecr Ha cneuuQuuecrcue
Mr{r(poopraHl|3Mbr:
P s eudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
,KenqevcToh,qrdBbte-' .

rHrF.&a{ff6p;; '-'."\\

/.'.t,'' i, \(i.h.-:'

Absence per lg (ml) of the product /
Orcyrcraue a I r (rr,tn) npenapara

Absence per 1g (ml) of the product /
Orcyrcreue e I r (rral) rpenapara

Absence per I g (ml) of the product /
Orcyrcrwre n I r (n,In) flpenapara

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

Absent / O'rcyrcrnyer

!)

\* n. ..2'!/ Prepared By / llo.qroroou.n ChegJeqd By / Ilpoaepu.l \Approved By / Oao6pu"'r

Signature / Iloaild" - /' 
-'f Lt>--

Date / lara lS ,l t. I a1_ I Sl\o l''<*-- \ Y\to\ )-nr,t--
Name / tDl4O Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
.(o.nxHocru

Officer-QA Sr. Olficer-QA Sr. Manager - QA

a n<,



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

glenmank Distt. Solan HimachalPradesh 173205,India

Ancu,ua,rri,ranerv*,orrd Phone: +91-1795249300 Fax: +9 l-1795249310 email: glpigglk(Pb9!02]lqlll.IEt.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU@TIKAT AHAJITBA IOTOBOI O IIPOAyKTA

E of9 / Crp. E H3

Name of Product /
Hat,tnaeHoaaHue nponyKurrlr

MOMAT RINO
MOMAT PHHO

Generic name /
HenareuroeaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moprgra:ona dvooara MoHorunDara cnoefi Ha:a.nsHsrfi -uogaDosaHurtfi 50 rrlrl'

Active Ingredients /
!,efi creyroulre BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aora cnpes corepxur: AeficrByrouee BeulecrBo: Motugra3oHa <Dypoara MoHorl4Apar
5 1.72 rtrrr B neDecqere na MougragoHa dvooar 50.00 urn

Streneth /.llosrposra 50 mce / 50 Nrxr Date of Mfg. /,ll,ara npoureoacrBa 09/2022

Dosage form /
Jlerapcraeunan Qopma

Metered-dose nasal spray /
Cnpefi Hasanruuft
lotrzposaHHsrfi

Date of Exp. / Foaen ao 08t2024

Product code / Koa rpoayKTa sRU030007E04040 1 EJ Date of release /,n[ara autnycrca 30.09.2022

Batch No. / Cepnn J\b t2220s82 Qty. Released / Koruqecrso
BbtnvureHo

64,640 BOT /
6raroHoe

Batch size / Pasnaep cepur.r 69,444 BOT / <p,raroHon
Mfg.License No. /
Jluueuous Ha npou3Boacroo (romep) MNB/10/832

Inspection Lot No. /
Perrcroauuotrtr utI Horren aHar rl3a

0400004 r 5s07 Mfg. License Date /
Jluuesgug Ha nDoH3Boacreo (aara) 30t04/2020

Package size / Vnarosra 60 Doses / 60 log GMP Compliance certificate Date /
GMP ceoru6nrar (aara) 18t06t2020

Market / Psrxorc Russia / Poccur GMP Compliance certificate No. /
GMP ceoruduxar (uomeo) GMP-or556/20lrN

Reference Specification No. /
CneuuQlr rauufl roroBoro
nooavKTa N9

sPC-CC-063691 Reference STP No. / CIIII J\& srP-cc-040947

J\I TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
r6. Assay / Ko.[l.tqecrBeHHoe onpeAeJreHlre

a) Mometasone Furoate /
Moueta:ona Sypoara

From 85 %o to ll5 oh of the labeled content /
Or 85 oh Ao I l5 %o or 3axerexHoro
co.rlepxaHufl

102.4o/o I 102,4%

b) Benzalkonium chloride /
Eeugalxouaa xJropr,raa

From 80 Yo to 120 Yo of the labeled content /
Or 80 % Ao 120 o/o or 3aruesnoro
coAepxaHr.r,

88.5% l88,5yo

17. Package Size / Ynaxoarca

,,,' '

l'*1;
I'i
I .,.
t::

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made ffom high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / IIo 60 vnv 120 aos
cycneH3r,r14 Bo oJIaKoHe r,r3 noJrr,r3Tr4JreHa

Bucoxoi nrorHocrr.r c ao3apyrorur,rM
ycrpoficrBoM 14 KpbrueqKofi v3
noJrrr3Tr,rJreHa strcoxofi nnorHocrr{. flo I

QnaxoHy BMecre c HHcrpyr(qrefi no
MeAUULHCT(OMy npxMeHeHr,trc B naqKe

KADTOHHOfi.

60 doses of suspension per bottle made
from high-density polyethylene
equipped with a metering device and a

cap made from high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 60 los cycreH3hr.r Bo $raKoHe LI3

IOJII,ISTT,IJIEHA BbICOKOfi IUIOTHOCTI,I C

Ao3r.rpyrour,rM ycrpoficrBoM t4

KpbrueqKofi H3 noJrr,rST[neHa BblcoKor

nJrorHocrra. flo I SraxoHy BMecre c
r.rHcrpyKrlllefi no MealruHHcr(oMy

IIDI4MEHEHI,ITO B NAqKE KAPTOHHOtr.

18. Labelins / Maorunosxa According to ND / B coorBercrauu c Hn
19. Storage conditions /

XpaHeune
Protected from light, at temperature from l5 'C to 25 oC. Do not freeze. /
B:auluureuHoM or cBera Mecre nDrl TeMneDarvDe or l5 ao 25 oC. He 3aMopaxlrBarb,

Prepared By / llogroroau.n Chgcled By / flponepu.l hpproved By / Oao6pu.n

Signature / [Ioanucr --r- utr>---
Date I lara l( I ult. >- r s\\or'€*- r \ \\6\ \91P
Name / tDI,lO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
lolxHocrs

Officer-QA Sr. Oflicer-QA Sr. Manager - QA

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 24.9300 Fax: +91-1795249310 email: glCurerk@bgrn2Jslf_Ll9lj!

CERTIFICATE OF'ANALYSIS FOR FINISHED PRODUCT
CEPTIIOT4KAT AHAJIU3A TOTOBOTO IPOAyKTA

Name ofProduct /
HaurueHoaaHUe n Do.trvKUr,rH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.rsra3oHa Oypoara MoHornApara cnpefi ua:arrsrrfi ,uosl4DoeaHHufi 50 nxr

Active Ingredients /
[eft crsyrcul.re Be ulecrBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I Iosa cnper coaepxr.rr: aeftcrayrouee BeurecrBo: Molaera3oHa @ypoara MoHorr,upar
51,72 uxr B nepecqere sa Mougra:oxa $ypoar 50,00 rrlrr

Strength /,IIorupoara 50 mcg / 50 rum Date of Mfg. / Aara npournoAcrBa 09/2022

Dosage form /
JlerapcraeuHaa Qoprua

Metered-dose nasal spray /
Cnpefi HaraluHufi
no3t,tooaaHHufi

Date of Exp. / I'oaex ao 0812024

Product code / Koa nDolrvKTa sRU030007E04040 I EJ Date of release I llara Bbrnycra 30.09.2022

Batch No. / Cepun J\! 12220s82 Qty. Released / Kofluqecreo
BbrnYueHo

64,6408OT I
dllaxonos

Batch size / Parruep cepulr 69,444 BOT / Snar<ouon
Mfg.License No. /
JIr.ruenslrc Ha rrDoH3Boncrao (HoMen) MNB/10/832

Inspection Lot No. /
Perucrpauuounurfi noruep aHaJr H3a

0400004 I 5507 Mfg. License Date /
JIuuenrng Ha llDorr3Boncrno (aara) 30/04/2020

Package size / Ynaroera 60 Doses / 60 aos
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06/2020

Market / Pulxorc Russia / Poccr.rs
GMP Compliance certificate No. /
GMP ceprudurar (xoruep) GMP-Or556/20lrN

Reference Specification No. /
CneuuQuxaullfl roroBoro
nooavKra J\b

sPC-CC-063691 Reference STP No. / CII]I .It sTP-CC-040947

Ib TESTS / IOKA3ATEJI14 LIMITS / TPEEOBAHPIfl OBSERVATIONS / PE3YJILTATLI
20 Shelf-life / Cpor roaHocrr{ 2yearsl2rota

A ny deviation/In cident/OOS : OOT/t I 0 1 I 2022/ 0046
Orr.noneHus/[IHuureHrsr/OOC: OOT/l I 0 I 12022/0046

Declaration of certification: "l hereby certi$/ that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance witir ttre CUp
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3ax.nrcqenue o coorBercrBrrH: Hacrorurr,rM noarBepxaalo, rrro npeAcraBreHHaq BErue ,r$opraur" flBrflercfl
Aocroaepuofi u roquoft. [auwat cepua 6sI.na npor43BeAeHa (nrolrcvar y[aKoBKy/MapKr.rpoBrry r4 KoHTpoJrb xauecraa) ua
yxa:aHuofi Bblue npoIl3BoAcrBeHHoI lno[raaKe B noJrHoM coorBercrBr4r4 c rpe6oBaHr,rrMu Ha.unexauefi
llpouseo4craeuuofi flpaxrurr.t (GMP) JloKuurbHbrx peryJrflropHbrx opraHoB n rpe6onauurMr4 HopMarr,raHofi AoxyMegraur,rur
JIn-003870-221221 run pbIHKa Poccuz. flpororonrt npor,r3BoAcrBa, ynaroBKx u noKa3areJrr.r KaqecrBa AaHHofi cepuu 6rult
[poaHiInl'I3I4poBaHbI [I cAenaHo 3aKJIK)rleHI,le, qTo oHI{ cooTBeTcTByroT Tpe6oBaH}urrr,r HaAlexauefi [porasao,UcTBeHHofi
flpaxrur<u (GMP).

l. -. ' -' 'q'.1'.
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Prepared By / lloaroroou.n Chegkqd By / flponepu.n $pproved By / Oao6pu"u

Signature / Iloanucr {r
Date I nara 1g 110/L_ I S lro F'++- t rl 1r \ D1^--
Name / rDllo

Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
.(o.nxuocrs

Officer-QA Sr. Officer-QA Sr. Manager - QA


