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

Distt. Solan Himachal Pradesh 173205, India
Phone : +9 1 - 1 7 9 5 249300 Fax: +9 1 - 1 79 5 2493 1 0 emai 1 : glemu't@lguZystlLlsll:t

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr,I@trKAT AHAJIII3A TOTOBOTO IIPOAyKTA

H3of
Name of Product /
Har,l naeHoean lle n Do.trvrculu{

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HallMeHoBaHr-re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MougragoHa dvooara MoHornnDara cnoeft saga,rrHsrfi aogfiDosaHHu[ 50 rraxr

Active Ingredients /
flefi crryrcurue 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 coAepxr.rr: aeficrnyrouee BeulecrBo: Monera:ona <Dypoara MoHon4rpar
5 1.72 rrarr B neDecrrere na MoNrera3oHa dvooar 50.00 r'rxr

Strength /.ILosnposra 50 mcs / 50 N,rxr Date of Mfg. /.llara npor.rsoacrBa 09/2022

Dosage form /
Jlerapcraexuan Qopma

Metered-dose nasal spray /
CnpeI HasaaruurE
.uogupoeaHHurfi

Date of Exp. / foaen ao 08t2024

Product code / Koa nDorvKra sRUo30007E04040 I EJ Date ofrelease I llara BbrnYcna 29.09.2022

Batch No. / Cepnr .ll! t2220583 Qty. Released / Koruqecreo
BLlnvIIteHo

63,680 BOT /
rbraroHoe

Batch size / Parruep cepnu 69,444 BOT / <[raxonoa
Mfg.License No. /
Jllrueurns Ha nDou3Bo.rrcreo (Horueo) MNB/r0/832

lnspection Lot No. /
PerucroauuoHnulft Honren aHaJrrr3a

0400004 1 580 I
Mfg. License Date /
JIHueH:ltq Ha lrDo[3Botrcrao (aara) 30/04/2020

Package size / Ynaxoera 60 Doses / 60 aos
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06t2020

Market / Pursox Russia / Poccar GMP Compliance certificate No. /
GMP ceprndnrar (Horuep) GMP-01556/20/tN

Reference Specification No. /
CneuuQurauufl roroBoro
nooavrra .ll}

sPC-CC-063691 Reference STP No. / CtlI4 J\t srP-cc-040947

Jl! TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
I Description / OnucaHue White to off white thick suspension of

semitransparent to non-transparent
consistency. I
Or 6eloro Ao noqrlr 6eloro uBera or
noJrynpo3paqHofi Ao Henpo3paqHofi
KO HCT4CTeH Ur,IU ryCTa' CyCIIeH3I,tr.

Off-white thick suspension of non-
transparent consistency. /
noqTu 6eloro uBera or uenpospavuofi
KOHCr4CTeHUr4n ryC'rAn CyCneH3}rfl .

,, Identifi cation / [IoAnnuaocru
a) Mometasone Fuorate /

MoruerasoHa Sypoar

1,J 1

.ii.\
.Jl
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I
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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. / Bper',tr y[epxr.rBaHr,t.,r

ocHoBHofo rrr4Ka Ha xpoMaTorpaMMe
HcnbrryeMoro pacTBopa AonxHo
cooTBeTCTBoBaTb BpeMeH14 yAepxr{BaHn,
ocHoBHoro rltKa 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.
/ Bpeut yllepx.uBaHtf, ocHoBHoro

rrr{ Ka Ha xpoMarorpaMMe r.rcnbrTyeMofo
pacrBopa coorBercrByer BpeMeHr.r

yAepxr,rBaHr,r, ocHoBHofo rrr4Ka Ha

xpoMaTonpaMMe cTaHAaprHoro
DACTBODA

Prepared.By / llogroron]ur pproved By / Oao6pu"rr

l5/tol*



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

Elgnf*** phone: +et-t,e.,-ffitffIiiii#'1fiifi':Jli1fu
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTI,I@I,IKAT AHAJII,I3A TOTOBOTO IPOAyKTA
rl3ol

Name of Product /
Hau*resogaHue fl DolrvKur.l,l

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe Har.rMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mol.rera3oHa fr ypoara MoH orHrDara cnpefi ualar r s ut ft .(ogttposaH Hrt il 50 rrlxr

Active Ingredients /
[efi crayrculne BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnpes coaepxur: reEcrByrouee BeluecrBo: Moraera3oHa @ypoara MoHorrutpar
51,72 uxr B nepecqsre Ha MoMcra3oHa Oypoar 50,00 ruxr

Strength /,IIoupoera 50 mcs / 50 rrarr Date of Mfg. / Aara nporoeoacrBa 09/2022

Dosage form /
JlexapcreeHnan Qoprua

Metered-dose nasal spray /
Cnpefi Ha:arrurrfi
,rolnooaangxlil

Date of Exp. / Foaex ao 08/2024

Product code / Koa npoayKra sRU030007E04040 I EJ Date of releas e I llata BbrnYcKa 29.09.2022

Batch No. / Cepun Ne 12220583 Qty. Released / Kort{qecreo
BI'INVUTEHO

63,680 BOT /
6laxoHos

Batch size / Pasruep cepuu 69,444 BOT / Qnaronon
Mfg.License No. /
JIuueHtrlq Ha npo]r3Borcrao (noruep) MNB/10/832

Inspection Lot No. /
Perucrpauuosxulfi somep aHarr,t3a

0400004 I 580 l Mfg. License Date /
JIuueHluq Ha npo[3Boacrso (aara) 30t04/2020

Package size / Ynaxoara 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP ceprlrdurar (aara) 18t06t2020

Market / Puruor Russia / Pocqrs GMP Compliance certificate No. /
GMP ceprudurar (nomep)

GMP-01556/20llN

Reference Specification No. /
CneuuQurauue roroBoro
npoayrra Jl!

sPC-CC-06369r Reference STP No. / CIII4 .l\& srP-cc-040947

Jlb TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHNq OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ Eeusarronnq xflop[A

.:

.i,\
;f,

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cu in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe r4cnbrTyeMoro pacTBopa

AOJTXHbT OoUapyNunarrcr nvKV, [o
BpeMeHaM yAepxlrBaH[fl cooTBeTcTBy]orJtr.{e

rurKaM roMoJroroB 6eHsanroHr.rq xJropr4Aa

CD u Crq Ha xpoMarorpaMMe craHAaprHoro
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz

and Cra in the chromatogram of the
standard solution. / Ha xpouarorpaMMe
r4crrbrryeMoro pacTBopa

o6uapyxuearorctr nl,lKll, no BpeMeHaM

yAepxr{BaH[f, cooTBeTcTBylou[e
[rrKaM foMoJIOTOB 6engarxoHl.Ig

xJlop[.(a Cn u Cu Ha xpoMarofpaMMe
craHAaprHofo pacTBopa.

3. DH From 4.3 to 4.9 / Ol 4,3 to 4.9 4.66 /4.66
4. Density / fhoruocru From 0.950 to 1.050 glcmr I

Ot 0,950 ao 1,050 r/crvr3

1.037 !cm3 I 1,037 rlcu3

5. Viscosity / Bcsrocrr From 30 to 130 cPs / Or 30 ro 130 cII: 46.5 cPs I 46.5 ctlt
6. Osmolality /

OcttorqrsHocrr,
From 250 to 350 mOsm/Kg
Or 250 tro 350 ruOcrra/xr

292mOsm/Kg
292 rvtOcu/w

1 Leakage check /
Ilponepxa QlaroHa ua
TEDMETI{Tf HOCTL

Absence of any traces of leaks / Orcyrcraue
cJreAoB nporerrKr4

No traces of leaks / Caetu rporer{Kl,I

oTcyrcrByror

8. Net content / Macca
co.leDxrrMoro dflaKoHa

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

Prepared By / [Ioaroronu.n Checkq! By / [poeepr.n \Approved By / Oao6pu.n

Signature / [Ioanr.rcu /)- (t>--
Date / Aara tJ'l uf n-z--

r S[roFt<.'^- \\1 rt \ tll,"
Name / @lIO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
[,o.nxuocrs

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

FCM/QAos4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,India
Phone: +91-1795 249300 Fax: +9 l-1795 249310 email: gl-e-lmark@bom2.vsnl

CERTIFICATE OF ANALYSIS TOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJIII3A f OTOBOTO IPOAyKTA

3 of9 / Cro.3 uc
Name of Product /
HaurueHoeaHHe rr Dollyruulr

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mone'ra.:oHa dypoara MoHorH.rIDara cnoefi Hasaassufi aogt,lDoeaHHrrfi 50 rvrxr

' Active Ingredients /
.{efi crayroune BeuIecrBa

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 corepxur: .{eftc'rayrcu1ee BeulecrBo: Moraera3oHa @ypoara Mogorr4.[par
51,72 uxr B nepecqere ua Mougrasoua $ypoar 50,00 rtlxr

Strength /.[orupoara 50 mcg / 50 r'rrr Date of Mfs. /./[ara npou:eoacrBa 09/2022

Dosage form /
JlercapcrneuHan Qoprua

Metered-dose nasal spray /
Cnpefi uasaarusrft

Aogr.rposaHuurfi
Date of Exp. / I-oaex ao 08/2024

Product code / Koa npoayKra sRU030007E04040 I EJ Date of releas e I lara Bbr nycKa 29.09.2022

Batch No. / Cepra Ne 12220583 Qty. Released / Koruqecrao
Bbt]IvIIreHo

63,680 BOT /
ihraroson

Batch size / Parruep cepun 69,444 BOT / <pnaronon
Mfg.License No. /
JIrlueryrc Ha nDorl3Bo.trcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perucrpauuonxulfi soruep aHaJr l,t3a

040000415801 Mfg. License Date /
Jluuenlus Ha nDolt3Boncreo (aara) 30/04t2020

Package size / Ynaroera 60 Doses / 60 aos
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06t2020

Market / PsrHox Russia / Poccrls GMP Compliance certificate No. /
GMP ceprudnrar (xoruep) GMP-01556/20ltN

Reference Specification No. /
CneuuQr.lxauuq roroBoro
npoayrra J\!

sPC-CC-063691 Reference STP No. / C[Il J\t sTP-CC-040947

J\t TESTS / TIOKA3ATEJII,I LIMITS / TPEBOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Korllqecrso
A03

Not less than 60 doses / He naeHee 60 aos 95 doses / 95 tos

r0. Pump delivery /
Macca Ao:ur

Individual dose mass: from 85% to l15%
of the theoretical dose mass /
Vll.,lasulyailbHafl Macca aorul: or 85 0Z

Ao I I 5 0/o or reopeurqecKofi Maccbr Ao3br;

Average mass of the dose: from 90Yo to
I l0% of the theoreticalmass of the dose /
CpeaHra Macca Ao3br: or90Yo to ll0o
or TeoperrrqecKofi Maccbr .rlo3br

M inimum / Muuuuyr"t: 89.9Yo

Maximum / Maxcnrrayu : 1 10.6%
Average / Cpeanee: 105.2%

ll Particle size /
Parnaep qacrflq

r -li

:/'\

t.'i -, ,1

'r A, .''-/
f. ' ",'' ;r --r '- r^ 'l " t/
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Particles < 1Opm in size: Not less thang}oh
tlacruu pa3MepoM < l0 urcu - He MeHee
90 o/o;

Particles < 30pm in size: 100%
qacruu pa3MepoM < 30 rvrxnr - 100 %

Particles > 30pm in size: Should be absent
tlacruu pa3MepoM > 30 urcrvr - AonxHbr
oTcyTcTBoBaTb

100.0% I t00,lyo

100.0% / 100,0yo

Absent / Orcyrcrayrcr

Prepared By / lloarororu.n Chealed By / flpoaepr.ur Approved By / Oao6pu.n
Signature / IIoAnucs .-r -7trr
Date I fiara l< 1 (Dl't1- 'sl*IF-Name / tDI,lO

Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
.(orxHocru Officer-QA Sr. Oflicer-QA Sr. Manager - QA

FCM/QA054/08.
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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +9 I - I 79 5 24931 0 email: glEnmart<@bqrn2,yqUlrct ::r

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AHAJII,I3A TOTOBO| O IIPOAyKTA

ll3ol
Name ofProduct /
Ha ll rueHoaan ue n Do,tryKuu]t

MOMAT RINO
MOMAT PI4HO

Generic name /
Hena'rexrogaHHoe HatlMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monsragoua Oypoara MoHorltrpara cnpefi sala,rusrrfi rogapoaannurfi 50 ruxr

Active Ingredients /
!,eft crayroull.re BerrtecrBa

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 co,(epxxT: Aeftcrgyrcuee BeulecrBo: MoNaera3oua @ypoara MoHoruapar
5 I,72 uxr B nepecqere Ha MoNaera3oHa dvpoar 50.00 uxr

Streneth / nosgnoera 50 mcg / 50 rrrrr Date of Mfg. /.I(ara npor.reoacrBa 09/2022

Dosage form /
JlexapcroerHar Qopma

Metered-dose nasal spray /
Cnpefi HararuHrrfi
aogr{poeaHrrrrfi

Date of Exp. / l-oaen ao 08t2024

Product code / Koa nDo.trvKTa sRU030007E04040 I EJ Date of release I [ara Bbrnycrca 29.09.2022

Batch No. / Cepur J\! 12220583 Qty. Released / Konuqecrso
BbI]IYUIEHO

63,680 BOT /
dr.naronos

Batch size / Parruep cepuu 69,444 BOT / rpnaxouon
Mfg.License No. /
JIuuexrHc Ha trDou3Boncrso (HoMeo) MNB/t0/832

lnspection Lot No. /
PerucrpauuouHurft uoueD aHar ll3a

04000041580r Mfg. License Date /
JIl.tueHl[q Ha nDo]r3Boacrso (aara) 30/04/2020

Package size / Vnarosrca 60 Doses / 60 aos
GMP Compliance certificate Date /
GMP ceprndurar (aara) t8t06/2020

Market / Pulxor Russia / Poccl.rc
GMP Compliance certificate No. /
GMP ceprudnrar (somep) GMP-or556/20lrN

Reference Specification No. /
CneuuQr.rrauufl roroBoro
npoavrra.lE

sPC-CC-063691 Reference STP No. / C[I4 J\! sTP-CC-040947

Ib TESTS / IIOKA3ATEJII4 LIMITS / TPEBOBAHI4.fl OBSERVATIONS / PE3YJIbTATbI
12. Related Substances / llocroponnue fiprlMecu

Impurity 8DM /
flpurrrecu 8DM

Impurity DMC /
llpr.rrr,tecn DMC

Impurity D /
flpnrraecu D

Any individual unspecified
impurity / EaraHuqnofi
ueuAeHru0aqupoBaHHoft
npuMecr,r

Total impurity /
Cyrrarr,ta npr,rMeceft

Not more than 0.15 Yo I He 6olee 0,15 %

Not more than 0.15 Yo I He 6orce 0,15 Yo

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

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

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

Not detected/ He o6napyxeno

Not detected/ He o6napyxeno

0.02% /0,020

0.01% 10,01%

0.05% 10,05%

,'.'
/."it;!*

1..
I -..
ri)
\ 1,.\t fi)ot'"

13. Spray content uniformity
(Uniformity of delivery
dose) / OAuopoAuocrr
B br cBo6ozKIaeruofi [orur

Not more than 2 of 20 doses ( I 0 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 + 35Yo
from the average value.
lf 3 to 6 doses deviate more than +25Yobut
not more than + 35Yo, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Hava.no: -'-<--*'l- .-'
Minimum / Mnnnrrryu: 98.9%
Maximum / Marcuuyu: l0l .2o

Mean lCpeaHee: 100.0%

.t
-., i

,l

.'7,,/

Signature / [IoAnucu

lj'l t" l>r-
Name / IDIIO

Atul Kumar Akshit Bhardwaj



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

glenmank Distt. Solan HimachalPradesh 173205, India
i\ncvsi1\.tt]ItnewworldPhone:+9l.1795249300Fax:+91-17952493l0email:gl,s@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLIOIIKAT AHAJII,I3A TOTOBOIO IPOAYKTA

l{3lCrof
Name of Product /
HauLreHosaHI.re ll DorrvKUrru

MOMAT RINO
MOMAT PHHO

Generic name /
HenarexroeaHHoe HallMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mougragona tbypoar:a MoHoFH.[Dara cnoefi HasanuHufi aoguoosaHnslfi 50 uxr

Active Ingredients /
!efi creyroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aora cnper coaepxxr: aeftcrsyrcuee Beu{ecrBo: Moveragoua <Dypoara MoHon4.rlpar
5 1,72 rraxr B nepecqere na Molrqrasoua dvooar 50.00 urr

Strensth /,IIorrooera 50 mcg / 50 r'.rr<r Date of Mfg. /,Ilara nDouseoacrBa 09/2022

Dosage form /
Jlexapcraexxar Qopma

Metered-dose nasal spray /
CnpeE nasaatHrrfi
rogHposaHHrrfi

Date of Exp. / foAen ao 08/2024

Product code / Koa npoavKTa sRU030007E04040 I EJ Date ofrelease I llara BbrrycKa 29.09.2022

Batch No. / Cepnn J\it 12220583 Qty. Released / Konuqecrso
BbtnvureHo

63,680 BOT /
drnat<oHon

Batch size / Parruep cepuu 69,444 BOT / r[raroHor Mfg.License No. /
JIuueNl[q Ha nDo]rsBofl creo (Hoilren) MNB/10/832

lnspection Lot No. /
Perucrpauuonxsrfi norueD aHalr u3a

0400004 I 580 r Mfg. License Date /
Jllrueurus Ha nDolr3BoacrBo (aara) 30t04t2020

Package size / Vnaroera 60 Doses / 60 aog
GMP Compliance certificateDate I
GMP ceprudrxar (aara) l8/0612020

Market / Prrnox Russia / Pocol.fl GMP Compliance certificate No. /
GMP ceprudrrar (nomeo) GMP-o1556/20lrN

Reference Specification No. /
Cneuu$urautlr roroBoro
npoayxra Ng

sPC-CC-063691 Reference STP No. / CIIU l\t sTP-CC-040947

Ib TESTS / TIOKA3ATENI4 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATBI
more than +25 yo from the average value,
and not any dose can deviate more than
+ 35o/o from the average value.
He 6oree 2-x nz 20 Ao3 (10 HaqirJrbHbrx Ao3
14 l0 KoHe,rHbrx Ao3 us l0 $naxouoB) Moryr
r4MeTb oTKJIOHeHIZe OT CpeAHerO 3HaqeHr,r,
6olee qerrr + 25 yo, u Hvt oAHa Ao3a He

AOJTXHa r,rMerb oTKJroHeHr4e oT cpeAHero
3HaqeH[, 6olee qeu ua+ 35 oh.

Ecla or 3 ao 6 Ao3 uMeror oruoHeHr,r,
6oree qeM +25 o , Ho MeHee eeM * l5 /e,1s
ucnbrrbrBaror cneayloIIII,re 20 Qnaxonoa.
He 6onee 6 us 60 ao3 Moryr l.rMerb
orruroHeHue or cpe,rlHero 3Har{eHxfl 6onee
qeM + 25 o/o, u Hr,r oAHa ,AO3a He AonxHa
I4MeTb OTKJTOHeHHe OT CpeAHero 3HaqeHr.r,
6oree qeu + 35 o/o.

END / Koueq:
Minimum / MuHur,ryu: 98.1%
Maximum / Marcr.uuyrr,r: l0l .6%
Mean /CpeAuee: 100.0%

Prepared By / Ilogroroen.n Cherked By / llposepr.rr \pproved By / Oao6pun
Signature / [IoAnucu fi- (E>-
Date I fiara lf ? (.l,l"t__ l(ltoh's"r-= \ 5\r*1r-r u-
Name / IDIIO

Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
,(onxHocrs

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

FCI!,t/QA054/08.00



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

Distt. Solan Himachal Pradesh 173205-lndiaqLenmank
A ncw rvav tirr a new rvorld Phone: +91-1795249300 Fax:+91-1795249310 email:slennrark@hom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJIII3A f OTOBOIO IPOAyKTA

6ot9 I U3

Name ofProduct /
Hau rueH oeaH lle n Dorvxurrr,l

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe Hal,lMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moprera-:osa 0ypoara MoHorunpara cnpefi saga.nusrrfi aoguDosaHHrrE 50 rrlxr

Active Ingredients /
[efi crsymrqlle BeulecrBa

I dose of the spray contains: Active ingre dient: Mometesone Furoate Monohydrate 5 t .72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper coAepxr4T: leficrnyroruee BeruegrBo: MoN,tera3oHa <Dypoara MoHor-rupar
5 I,72 lrxr B nepecqere Ha MoMera3oHa dypoar 50,00 errr

Strength /,llorupoara 50 mcg / 50 Nrxr Date of Mfe. /,llara npoucsorrcrBa 09/2022

Dosage form /
Jlercapcrnenuan Qopnra

Metered-dose nasal spray /
Cnpefi Ha.:a.nrHufi

.[O3},IDOBAHHI,Ifi
Date of Exp. / foaex ao 08/2024

Product code / Koa [Do.trvKTa sRU030007E04040 I EJ Date of release I Aa'ra BbrnycKa 29.09.2022

Batch No. / Cepun J\b t2220583 Qty. Released / Kornqecrso
Bbt]IvureHo

63,680 BOT /
dtlaronon

Batch size / Parruep cepuu 69,444 BOT / Qrar<oHon
Mfg.License No. /
JIuueHrt,tq Ha lrDorl3Boacrao (uomeo) MNB/t0/832

Inspection Lot No. /
PerucrpaunoHuulfi xoruep aHaJl u3a

0400004 I 580 r Mfg. License Date /
JIilueHrltq Ha lrpo[3Boacrso (aara) 30/04/2020

Package size / Vnarconra 60 Doses I 60 l.os
GMP Compliance certi{icate Date /
GMP ceorrdurar (aara) l8/06/2020

Market / Pursox Russia / Poccl.rg GMP Compliance certificate No. /
GMP ceprudrrar (aorueo) GMP-or556/20nN

Reference Specification No, /
CneuuQr.rxauufl roroBoro
npoavrra J\!

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

Jrb TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage units

/ Oqnopognocrs
AO3HpOBaHl,lfl

,'4. -nlt"l1L^ ..;,

Not more than I value from l0
measurements can deviate from the average
value more than + 25%o and none can deviate
by more than* 35o .

lf 2 to 3 values deviate more than * 25Yobut
not more than + 350/0, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25Yo and none can deviate
more than + 35%.
He 6onee I gnaqeHus u: l0 onpegeaeHufi
MOXeT OTKIOHqTC' OT CpeAHerO 3HaqeHr.r,
6olee, r{eM Ha +.25 o/o, r4 Hr,r oAHoro, 6olee
qeM Ha + 35 %.
Enu [Ba vtu rpr,r 3Har{eHu, r,rMeror
OTKJIOHeHT4, 6OIee qeNr *.25yo, HO MeHb[Je,
r{eM + 35 %o, ro HcnbrTbrBaIOT cneIyrculHe
20 Qrarouon.
He 6oree rpex gnaqeutfi Lt3 30
onpeAereHufi Moryr orKJroHtrbc, or
cpeAHero 3HaqeHrq 6oaee, qeM Ha +25 Yo, u
HI4 oAHoro, 6olee qeu aa + 35 Yo.

Minimum / Muuuuyt'r 9 8.9%
Maximum / Marcuruyrvr: 101 .2%
Mean / CpeaHee: 100.0o/o

Date / {ara l, I (.ltr_ \ \]r.\ 1)Lt*'
Name / OI4O Atul Kumar Akshit Bhardwaj

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

Distt, Solan Himachal Pradesh 173205,lndia
Phone:+9|-l795249300Fax:+9l-1795249310email:@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII43A IOTOBOI O TIPOAYKTA

Ll3of
Name ofProduct /
HaHrueHosaHue tl poavKuur.t

MOMAT RINO
MOMAT PHHO

Generic name /
HenareuroeanHoe HauMeHoRrHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moutera.gona dypoara MoHongnDara cnoeft Haga,rsnulfi aogrDosaHnrrfi 50 rrarr

Active Ingredients /
!eilcrayrcu1r.re BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnper corepxr4r: ,qeftcruyrcuee BeulecrBo: Moraera3oHa @ypoara MoHorr.rrpar
51,72 ut<r B nepecqere Ha MoNaera3oHa $ypoar 50,00 vxr

Strensth /.lloruooexa 50 mcg / 50 Nrrr Date of Mfg. /.llara npolrceoacrBa 09/2022

Dosage form /
Jlercapcraeunaa Qoprua

Metered-dose nasal spray /
Cnpefi Ha.rarsurril
AoslrposaHHrrft

Date of Exp. / foaeH ao 08/2024

Product code / Koa npolryKra sRU030007E04040 I EJ Date of releas e I Aara BbrnycKa 29.09.2022

Batch No. / Cepun J\t 12220583 Qty. Released / Koruqecrso
BblnvureHo

63,680 BOT/
rh,raroson

Batch size / Parmep cepnlr 69,444 BOT / <firarouoa Mfg.License No. /
JIHueHlHq Ha nDoH3Bo.trcrno (sorueo) MNB/10/832

Inspection Lot No. /
PerucrpauuoHuulfi xorueo aHaJr l,l3a

0400004 I 580 I Mfg. License Date /
Jllruenlus Ha nDou3Borrcrao (aara) 30t04t2020

Package size / Ynarosra 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP ceprudurar (aara) 18t06t2020

Market / Pulnon Russia / Poccus GMP Compliance certificate No. /
GMP cenrudurar (xoruep) GMP-o1556/20ltN

Reference Specification No. /
CneuuQrrauHfl roroBoro
npoayKTa .]\l!

sPC-CC-063691 Reference STP No. / ClI,l J\t srP-cc-040947

.Nb TESTS / IIOKA3ATEJII4 LIMITS / TPESOBAHl4fl OBSERVATIONS / PE3YJIbTATbI
l5 Microbiological Purity / Murpo6uoJrorrqecKafl qtrcrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qucno

a3po6Hbrx 6axrepuhu
ApoxxeBbtx r,r [JIecHeBbtx
rpa6oa (cyurr,rapuo)

Not more than 102 cfu per lg (ml) of the
product / He 6o,ree 102 KOE e I r (rr,ra)

rlpenapara

Less than l0 cfu/ml /
MeHee 10 KOE/rraa

Test for Absence of
Specified Microorganism /
Tecr Ha cnequSnvecrcne
Mr.rKpoopraHl|3Mbr:
P s eudomonas aeruginosa

Staphylococcus oureus

Bile-Tolerant
Enterobacteria /
Xenueycrofruuaue
anrepo6axrepun

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

Absence per lg (ml) of the product /
Orcyrcrene n I r (rral) npeflapara

Absence per lg (ml) of the product /
Orcyrcraue e I r (rran) rperapara

Absent / Orcyrcrayer

Absent / Orcyrcrayer

Absent / Orcyrcrayer

Date / lara tS'/ rrc lL)_ \r \ t, \,L.-

Atul Kumar Akshit Bhardwaj

Officer-QA Sr. Manager - QA



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

qlenmank Distt' Solan HimachalPradesh t73205,tndia
Ancwrvayrirranervworld Phone: +91-1795249300Fax:+91-1795249310email: gpggg"lk@,bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLI@I,IKAT AHAJII43A TOTOBOI O IIPOAyKTA

8 of9 / Cro.8 u:9lt3

Name of Product /
Hauueuoaauue n poryKurtt

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HauMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNrgra3oHa Oypoara MoHorr4rpara cnpefi HasanuHsrft rogttposaHHrri 50 nxr

Active Ingredients /
[eft crayrcutue BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4ora cnper coaepxuT: 4eficrnyroulee Be[lecrBo: Morr,lgrasoHa @ypoaT a MoHornapar
51,72 urc B nepecr{ere Ha MoNrcra3oHa &ypoar 50.00 rtarr

Strength /,(oruponra 50 mcg / 50 rrrrcr Date of Mfe. /.llara npoussoacrBa 09t2022

Dosage form /
Jlerapcraenuaa Qoprua

Metered-dose nasal spray /
Cnpefi uaraasHrrfi
aogl,rposaHHrIfi

Date of Exp. / loaeu ao 08/2024

Product code / Koa nDo/rvrcra sRU030007E040401 EJ Date of releas e I [a'ra BBrnycKa 29.09.2022

Batch No. / Cepun J\b 12220583 Qty. Released / Koruqecrso
BbITIYUIEHO

63,680 BOT/
6raroHos

Batch size / Parruep cepuu 69,444 BOT / tlrarconoa
Mfg.License No. /
Jluueslus Ha nDou3Borlcreo (Homeo) MNB/t0/832

lnspection Lot No. /
Perucrpauuoxuurfi Horuep aHafl u3a

0400004 I s80 r
Mfg. License Date /
JIuueHguq Ha nDon3Bolrcrso (aara) 30t04t2020

Package size / Ynanoerca 60 Doses I 60 a.os
GMP Compliance certificate Date /
GMP cenrudurar (aara) t8/06t2020

Market / Pursom Russia / Poccr.ts
GMP Compliance certificate No. /
GMP ceorudurcar (Houep) GMP-01556/20ltN

Reference Specification No. /
CneuuQuraut,tfl roroBoro
npoayrra J\!

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

Jtb TESTS i NOKA3ATEJII,I LIMITS / TPEEOBAHPIg OBSERVATIONS / PE3YJIbTATbI
t6. Assay / Konll.recrneHHoe onpeaeJreHlre

a) Mometasone Furoate /
Mouerasona $ypoam

From 85 o/oto 115 % ofthe labeled content /
Or 85 % Ao I l5 %o or:aqsreHxoro
coAepxaHr,rfl

98.6% 198,6%

b) Benzalkonium chloride /
Eertsalxo ul,rs xJropr,raa

From 80 oh to 120 o/o of the labeled content /
Or 80 % N 120 oZ or :aqsreuHoro
co.IlepxaHr,rfl

86.s% /86,5%

17. Package Size / Ynaroerca 60 or 120 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. / IIo 60 vtlu 120 tos
cycneH3lrr,r no Qnaxoue rr3 rroJrr.t3Tr.rJreHa

BbrcoKoil nJroTHOCTr,r C Ao3r,tpyrcUr,rM
ycrpoficrrou r,r KpbrrueqKofi r.r3

nonr,r3TrrJleHa srrcoxofi nnonrocru. flo I

SnaxoHy BMecre c r.rHcrpyKur.refi rto
MCAI,IIIHHCI(OMY NPHMEHEH}I}O B NAqKE

KAPTOHHO[.

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.
I 60 toz cycreH3ur.r Bo $raKone H3

IOJII{3TI4JIEHA BbICOXOT IUIOTHOCTI,T C

Ao3Hpylour,rM ycrpoilcraou u
KpbrueqKofi [r3 noJrr,r3Tl,rjreua nrtcoxofi
nJrorHocrr,r. flo I Qraxony BMecre c
uHcrpyxqueft IIo MeAr4uHHcKoMy

lpr4MeHeHr,[o B naqKe KaproHHofi.
18. Labelins / Maorcunosra Accordine to ND / B coorsercra wu c HII
19. Storage conditions /

Xpaneune
Protected from light, at temperature from I 5 oC to 25 'C. Do not freeze. I
B sauuulennoM or cBera Mecre rrptr reMleparype or l5 ao 25 'C. He 3aMoDaxuBarb.

Prepared By / lloaroroau.n Chrtk€d By / flpoaepu.n ,\pproved By / Oao6pu.n
Signature / [Ioanncs (tr>--
Date / Aara

| ( 'l t.l1-?- lSlto[-,t+- \5\r,1 u\-
Name / <DIIO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /

Ao,lxuocrr
Officer-QA Sr. Officer-QA Sr. Manager - QA

FCIWQA054/08.00



gLenmank
A ncu, v".av tor a new umtlrl

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone : +9 1 - 17 9 5 249300 Fax : +9 1 - l 79 5 2493 l 0 emai l : glCurgrL@bSlrzJilr-Llgljl

CERTIFICATE OF ANALYSIS BOR FINISHED PRODUCT
cEPTrr@r{KAT AHAJrrr3A IOTOBOTO IPOAyKTA

Any deviation/Incident/OOS: OOT/I 10 I 12022/0046
Orxfl oHeH nqllrlu rruAeHrur/OOC : OOT / l l 0 I /2022/ 0046

Declaration ofcertification: "l hereby certit/ that the above information is authentic and accurate. This batch ofproduct has
been manufactured including packaging and quality control at the abovementioned site in full compliance witir the GMP
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."
3aK.nroqeHt,te o coorBercrBrrlt: HacrorulnM [oATBepxAaro, qro npeAcraBJreHHafl Bbnue uHQopuaqua flBrflercfl
rocroaepuofi n roqnofi. fiaruuat cepua 6rtra [por,r3BeAeHa (aurcuar ynaxoaxy/uapxr,rpoBKy r.r KoHTponb xavecrna) na
yxa:auHofi Bbllue npozsno.ucrneuuofi nJrorrlaAxe B [olrHoM coorBercrBr,ryr c rpe6oaaurruu Ha.urexauefi
Ipou:noAcrsenuoft flpattrraxra (GMP) JloKitJrbHbrx peryJrrropHbrx opraHoB u rpe6oaauurMrl HopMarr,rsHofi Aoxyrvre Hralluu
JIII-003870-221221 run putura Poccau. llporoxoabr nporr3BoAcrBa, ynaKoBKr4 r.r noKa3areJra Kar{ecrBa Aannofi cepuu 6rrar.r
npoaHilru3r,rpoBaHbr 14 cAeJraHo saxrrcueaue, r{To oHl,r coorBercrByrcr rpe6onauralr Hauexauefi llpou:eoacrseHHofi
flpar<rr.rrn (GMP).

Name of Product /
Ha u rrreHosa H l,te n ]ro,ttyKutr]l

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HauMeHoBaHrie

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNteragoHa Oypoara MoHorr4npara cnDefi uala.nrsrrfi .4ogr.rDosaHnurfi 50 vxr

Active Ingredients /
.(eft creyrourne BeurecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper coaepxlrr: aeficT syrouee BeurecrBo: Mouerasona Oypoara MoHorHrpar
51,72 uxr B nepecqsre Ha MoMerasoHa $ypoar 50.00 r'arr

Strength / Aol.rpoena 50 mcg / 50 rrar<r' Date of Mfg. /,nlara nporreo.rlcrBa 09/2022

Dosage form /
JlexapcreeHuaa Qop*ra

Metered-dose nasal spray /
Cnpefi Ha.:a,rsHrrfi

AO:HDOgAHI-ITIft
Date of Exp. / fo,qeH ao 08t2024

Product code / Koa npoavrTa sRU030007E04040t EJ Date of releas e I nara BbtnycKa 29.09.2022

Batch No. / Cepun j\! 12220583 Qty. Released / Ko,ruqecrao
BbrnYueHo

63,680 BOT /
6,raroHos

Batch size / Parruep cepr.rx 69,444 BOT / r[rarouon Mfg.License No. /
JIuueHluq Ha noou3Boncrso (HoMep) MNB/10/832

Inspection Lot No. /
Perucrpaunonuufi xorueD aHaJr u3a

0400004 I s80 r
Mfg. License Date /
JIHuenlNq Ha nDou3Borrcrso (aara) 30/04/2020

Package size / Ynaroexa 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP cepru6urar (aara) l8/06t2020

Market / Pulsor Russia / Poccl.r-c
GMP Compliance certificate No. /
GMP ceorudurcar (Houen) GMP-or556/20lrN

Reference Specification No. /
C neur.rQr.r rca uur roroBoro
nooavxra -llt

sPC-CC-063691 Reference STP No. / C[[I .]tlb srP-cc-040947

Ib TESTS / TIOKA3ATEJI14 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
20 Shelf-life / Cpox roanocrr,r 2yearsl2rota

Prepared By / llorro'ronr.r.n

lJ?trttr--
Akshit Bhardwaj


