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Certificate of Analysis for Finished Product /
CepruQurcar aHaJrr.r3a Ha roroByrc [poAyKurrK)

lof9l ll3
Name of product /
HaurrleHosaH r.re rr Do.rrvKUr.rlr

Momat Rino Advance /
Mouar PHuo Aasanc

Generic name I
HenareHrosauHoe
HAI,lMCHOBAHI{C

Azelastine + Mometasone metered dose nasal spray /
A:e,'racrfi H * Molr era:os clp efi ua:a,rrusrfi Aolupo eau urrfi

lefr creyrcutue BeulecrBa
Each spray delivers lKaxlas ro3a cnpeq conepxrir:
Mometasone Furoate BP 50 mcg / Mouera:oHa Sypoar Bpur.O. 50 mxr
Azelastine Hydrochloride BP 140 mcg / AseracrlrHa rr.L{poxrropuA Epr.rr.O. 140 lmr

Strength /.{orupoerca
140 mcg + 50 mcg / dose
140 rrrxr + 50 Mxr / aosa

Date of Mfg. /
nara nnoussoacrsa

0412023

Dosage form /
JlercaDcreeHHaq dooN{a

Metered-dose nasal spray /
Cnoefi nasamnrrfi aoglroosaHHsrfi

Date of Exp. / foaen ao 03t2025

Product code /
Koa nnoavrra sRU030008246040 1 DM Date of releas e I [ara BbrrycKa 05.07.2023

Batch No / Cepua N 12230374 Qty. Released /
Korllqecrso BLrtryueHo

22,880 BOT
22,880
rbraKoHoe

Batch size / Pasmep cepuu 25,395 bot I 25,395 t[rarouon
Mfg. License No. /
llpoulnoacrseHHaq JruueHllrq .ll!

MNB/10/832

Inspection Lot No
Kosroo.nunvenaas cenllq J\b

040000456563
Mfg. License Date /
lIDo[lso.ucrneHHaq fl 14ueH3llq (aara)

3010412020

Package size / Ynaroerca I 50 doses / I 50 ros GMP Compliance certificate Data I
GMP ceprudurcar (aara)

18t06t2020

Market / Psruox Russia / Poccuc
GMP Compliance certificate No /
GMP cenrudlrrcar J\!

GMP-
0 I 556/20ltN

Reference specification No /
Cneuudurcauuq J\!l

sPC-CC-034990 STP No /
CTIT{ J\&

sTP-CC-026675

API information /
trIHQopruaulrr o6 AtDC

Azelastine Hydrochloride /
Ageracru ga rr4-trDoxJroDr4.rr

Batch No /
Cepuq }li!

F400-22003
Mfg by /
llporreoa.

Urquima S.A., Spain /
Yor<suN,ra C.A.. Hcnauuc

Mometasone Furoate /
MorraeragoHa $ypoar

Batch No /
Ceplra J\!

MTC-
002121L21605
AI

Mfg by /
llpouraol.

Sterling S.p.A., Italy /
Crepruur C.n.A., Vrw:'las,

No TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI4q OBSERVATION / PE3YJIbTATbI
I Description / Onucauue White to off-white suspension I Betas

I4JII{ noqrr4 6erar cycneulur
Off-white suspension /
floq'ru 6e.nas cycneH3lr,

2. Identifi cation / [Ioa.nnunocru

a) Azelastine hydrochloride /
Azut a c mu n a z u d poxnop u d

In the test of assay, the retention time of
the main peak in the chromatogram of
the sample solution should correspond to
the retention time of the main peak in the
chromatogram of azelastine
hydrochloride standard solution / Bpeur
yAepxuBaHu, ocHoBHofo rrrrKa Ha

xpoMaTorpaMMe r{cnLrTyeMoro
pacTBopa AoJIxHo cooTBeTcTBoBaTr,

BpeMeHu yaepxHBaHH, ocHoBHofo rurKa
Ha xpoMaTofpaMMe pacTBopa

The retention time of the main peak in the
chromatogram of the sample solution
correspond to the retention time of the main
peak in the chromatogram of azelastine
hydrochloride standard solution / Bpeue
yAepxr{BaHH, ocHoBHoro [I4Ka Ha

xpoMaTorpaMMe HcnbrTyeMoro pacTBopa

cooTBercTByeT BpeMeHr,r yaepxl,IBaHu,
ocHoBHoro nr{Ka Ha xpoMarofpaMMe pasrBopa

craH.4aprHofo o6pa:ua a3eJracrrrHa

rrrlpoxnopruIa

rupoxJ.ropuAa (cpr. pa3aeJr

<Ko,ru.recrBeHuoe onpegeleuue>).

t li,"$ t
km^"9

I

Prenarefbv / floaroroereHo Checked bv / [InoseneHo Apnrortd bv / Oao6peuo
Sisnature / Iloanncu t4., T Cr
Date I ilara Vt d\o- I 11o1,1 ,-2"'l -f 1.Ut tDlo')flv"">
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Aiav Kumai Gars
Desisn ation / ]Io.nrmrocrr, Officer -OA Officer -OA Asst. Manaser -0A

FCI\.4/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Vilfage: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 661200 Fax: +91-1795 661299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprn$urcar anaJrrr3a Ha roroByro rr poAyKrI rrK)

2of9/Cro.2ut9
Name of product /
Hal,lrr.reHosaH Lte n Do-rrYKrrr4 r!

Momat Rino Advance /
Mouar PuHo ArsaHc

Generic name I
Hena'reurosaHHoe
HAI{MEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A:elacruH * MolaerasoH cnpefi ua.:alruufi losuponaHuufi

.il,eft creyroulue BeulecrBa
Each spray delivers / KaNaas .rlo3a cnpefl coAepxr4r:
Mometasone Furoate BP 50 mcg / Mor'aera:oua ibypoar Bpur.@. 50 nrr
Azelastine Hvdrochloride BP 140 mcs / AsenacruHa rilnDoxrroou-u Bour.@. 140 naxr

Strength / fiosr.rponra
140 mcg + 50 mcg / dose
I 40 urr + 50 Mxr / aosa

Date of Mfg. /
nara nnolrsoacrsa

0412023

Dosage form /
JlerapcreeHHas 6oprua

Metered-dose nasal spray /
Cnpeft Ha,:anrHrrii losupoeaHHsrii

Date of Exp. / foAen Ao 03t2025

Product code /
Koa nooavrra SRUO30008246040 1 DM Date of releas e I fiara BbrrrycKa 0s.07.2023

Batch No / Cepur J\! t2230374 Qty. Released /
Ko.[l,tqecrao BErnyuleHo

22,880 BOT
22,880
6raronoe

Batch size / Pasrvrep cepur.r 25,395 bot I 25,395 ipnaroHon
Mfg. License No. /
llooureoacreeHHaq rHueHllrq .ll!

MNB/10/832

Inspection Lot No
Konrpo.lupvemaq cenlrq .ll!

040000456563 Mfg. License Date /
llDouceoacrseHHae JruueH3r.rq (aara)

3010412020

Package size / Ynarorrca I 50 doses / I 50 los GMP Compliance certificateData I
GMP cenrr.rdurar (tara)

18t06/2020

Market / Punor Russia / Poccuq
GMP Compliance certificate No /
GMP ceorudurar.l{}

GMP-
01556/20lIN

Reference specification No /
Cneurduxaur.rq .l\!

sPC-CC-034990 STP No /
CIII,I Jtb

sTP-CC-026675

API information /
I4uQopmaqr.rr o6 A@C

Azelastine Hydrochloride /
Agelacru ga f lulDoxJroDr{n

Batch No /
Cepuq J\!

F400-22003
Mfg by /
flnouseor.

Urquima S.A., Spain /
Vprsr,rl{a C. A., l4cr,alrus.

Mometasone Furoate /
Monera.:ona Qypoar

Batch No /
Cepun J\!

MTC-
002t21L21605
AI

Mfg by /
llpouseog.

Sterling S.p.A., Italy /
C'repruur C.n.A., Vratus.

No TESTS / NOKA3ATEJII4 LIMITS / TPEBOBAHT{' OBSERVATION / PE3YJIbTATbI
b) Momelasonefuroate /

Mouematoua Qypoam

In the test ofassay, the retention tirne of
the main peak in the chromatogram of
the sample solution should correspond to
the retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bpelrr y.rtepxrrBaHlr{
ocHoBHoro nrrKa Ha xpoMaTor-paMMe

ucnLrTyeMoro pacTBopa lo.rrxHo
cooTBeTcTBoBaTL BpeMeHH

yAepxr,rBaHr4, ocHoBHoro rrHKa Ha

xpoMaTorpaMMe pacTBopa

craHraprHoro o6parua MoMera3oHa
ipypoara (cu. pa:ael <<Koru.{ecrBeHHoe

onpelereuue>).

The retention time of the main peak in the
chromatogram of the sample solution
correspond to the retention time of the main
peak in the chromatogram of mometasone
furoate standard solution / Bpenar yaepxuaauur
ocHoBHofo rr{Ka Ha xpoMaTorpaMMe
ucnbrTyeMofo pacTBopa cooTBeTcTByeT

BpeMeHH yAepxrrBaHr.rs ocHoBHoro rluKa Ha

xpoMarorpaMMe pacTBopa cTaH.qapTHoro

o6pasrla MoMera3oHa Qypoara.

ffi
Preparodrbv / [IoarorosreHo Checked bv / llnoeeoeHo Anorortd bv / Oao6neHo

Sisnature / [Ioanucs lY-/ I ail-'
Date I llara 7'l-\c11\-u, azl lo.\ \rUrl / rol o'trlY Y\
Name / @I{O Yogesh Kumar Mehta Atul Kumar Aiav Kuftar Gars
Desisnation / no.nn*rocrs Officer -OA Officer -OA Asst. Manaeer -OA

FCN,r/QAo54/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 667200 Fax:+91-1795 667299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQuxar aHaJrr{3a Ha roroByrc rpoAyxulrx)

3of9/ 3 u:9
Name of product /
HatrmeHosaHHe nDoavKut lt

Momat Rino Advance
Molrar Purio AasaHc

Generic name /
HenareHroeaHHoe
HAUMCHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3elacrnn * Mouera:os cnpeii HaealrHuii 1o:uponauurtii

[eilcrryrcutue Be[tecrBa
Each spray delivers / Kax<aac Ao3a cnpeq corepxr.rr:
Mometasone Furoate BP 50 mcg / Movera:osa Qypoar Epur.O. 50 urr
Azelastine Hydrochloride BP 140 mcg / A:e,'ractuHa rr.t.upoxilopr.a Epur.(D. 140 uxr

Strength / [ol.rponrca
140 mcg + 50 mcg / dose

140 rrarcr + 50 vxr / ao:a
Date of Mfg. /
nara noofireoactsa

0412023

Dosage form /
JleKapcrseuHaq 6opMa

Metered-dose nasal spray /
Cnpefi Ha3ansHrrii Ao:uposaHHrrfi

Date of Exp. / foaen Ao 0312025

Product code /
Koa npoaYrra

sRU0300082460401 DM Date of releas e I [ara BLItrycKa 05.07.2023

Batch No / Cepun J\! 12230374 Qty. Released /
Koruqecrso BbtnyrueHo

22,880 BOT
22,880
draroHos

Batch size / Parruep cepr.ru 25,395 bot I 25,395 Qrarouon
Mfg. License No. /
llooulsoacreegxas ruueH3llq ]l!

MNB/10/832

Inspection Lot No
KoHrDoanDyeMaq cepllq .ll]

040000456563
Mfg. License Date /
flnoureorcrseHHaq JIrueH3uq (aara)

3010412020

Package size / Ynaxoexa I 50 doses / 150 los GMP Compliance certificate Data I
GMP ceprudr.rrcar (aara)

18t06t2020

Market / Puruox Russia / Poccrzg
GMP Compliance certificate No /
GMP ceprr0nrcar J\!

GMP-
01556/20lrN

Reference specification No /
Cneuuduxaulrs .l\!

sPC-CC-034990
STP No /
CTII,I J\I

sTP-CC-026675

API information /
I4HQopmaur,rn o6 AIDC

Azelastine Hydrochloride i
A:elacruna fHnDoxJIoD[n

Batch No /
Cepnq.l\!

F400-22003
Mfg by /
flnouqnon-

Urquima S.A., Spain /
Vpr<sr4Naa C. 4.. klcnasus

Mometasone Furoate /
Morrae'ra:osa $ypoar

Batch No /
Cepun J\!

MTC-
002t2tL2t60s
AI

Mfg by /
llponrno.q.

Sterling S.p.A., Italy /
C'rep.nuHr C.n.A., klrar.rts

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,I.fl OBSERVATION / PE3YJIbTATbI

c) Benzalkonium chloride /
Eeuzanxonun ruopud

In the test of assay, the chromatogram of
the sample solution should contain peaks

conesponding to the retention times of
peaks of benzalkonium chloride
homologues Co and Cu in the
chromatogram ofthe standard solution /
Ha xpoMarorpaMMe r.rcnbrryeMoro
pacrBopa AonxHbr o6uapyxunarrcr
rrr,rKr4, cooTBeTcTByrourre rro BpeMeHaM

yAepxHBaHH, nlrKaM noMoJrorog Crz u
Crq 6enearxonfiq x;ropuaa Ha

xpoMaror-paMMe cTaHAaprHoro
pacrnopa (cn. pa:.{e,r <Konr.rqecrBeHHoe

onpege.nenue>).

The chromatogram of the sample solution
contain peaks conesponding to the retention
times of peaks of benzalkonium chloride
homologues Crz and Cra in the chromatogram of
the standard solution / Ha xporraarorpaMMe

ucnbrryeMoro pacrBopa o6uapyxnratorcr
nHKI,r, COOTBeTCTByIOUUe nO BpeMeHaM

yAepxuBaH[r, nrrKaM roMoJloros Crz 14 Cu
6eHsa,rroHnc xnopllAa Ha xpoMarorpaMMe
cTaHIapTHOfO pacTBopa.

3. pH From 4.0 to 5.0 / Or 4,0 ao 5.0 4.61 t 4,61 _"-:.., lil';-*
4. Density / [I.noruocrs From 0.90 to 1.10 g/cmj /

Or 0,90 ao 1,10 n/crral

l.0l g/cm3 . ,r;li'r: "',' 
, \

l.0l r/cv3 ,l(i' ,,, .fA\,
5. Viscosity / Bqsrcoc'ru Not less than 5 cPs / He nreuee 5 cflg 50.2 cPs I s0,2 cllz li \h\J ,/ ^$f 

u'1,

(/t" ;,i

Atul KumarName / <Dtr{O Yosesh Kumar Mehta

krur*#Y
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Glenmark Pharmaceuticals Ltd
Viflage: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 667200 Fax: +91-1795 661299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroBylo rIpoAyKulrm

4oI9l 4 ut9
Name of product /
HaurreHonan ue n poayKulru

Momat Rino Advance /
Mor,.rar PuHo AlsaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
AgeracruH -| Moue'ra:los cnpeil ua:al;uufi 1oauponauustft

leilcrryrcuue Berr1ecrBa

Each spray delivers lKaxa.as Ao3a cnpeq co.[epxr4r:
Mometasone Furoate BP 50 mcg / Mouera:osa {ypoar Epur.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / Aseracrr4Ha rurrDoxJrooru Eour.@. 140 urr

Strength / floruporrca
140 mcg + 50 mcg i dose
140 ruro + 50 Mrr / lo:ia

Date of Mfg. /
rlere nnournoncrna

0412023

Dosage form /
JlerancraeHHan 6ooma

Metered-dose nasal spray i
Cnoefi sa:a,rrnrrfi rosnoosaHHsrii

Date of Exp. / foaeH ao 0312025

Product code /
Koa nnoavxra sRU030008246040 l DM Date of release I fiara Bbt[ycKa 0s.07.2023

Batch No / Cepr.rr J\! 12230374 Qty. Released /
Ko,rHqecreo BbrnyuleHo

22,880 BOT
22,880
drnaxogon

Batch size / Pasruep cepuu 25,395 bot I 25,395 Q,rarcoHoe
Mfg. License No. /
IlooursoacreeHHas ruueHlllq ]E

MNB/10/832

Inspection Lot No
Kouroo.nuovenaaq ceouq .llt

0400004s6563
Mfg. License Date /
flnoulsoacreeHHas Jrr{ueH3Irq (aara)

3010412020

Package size / Ynarosrca l50doses/ l50lo: GMP Compliance certificateData I
GMP cepru0urar (Aara)

r8t0612020

Market / Punorc Russia / Poccuc
GMP Compliance certificate No /
GMP ceprudurcar }lil

GMP-
0 l 556/20lrN

Reference specification No /
Cneuudrrcauuq .llb

sPC-CC-034990
STP No /
CIII{t\! sTP-CC-026675

API information /
[IuQopruaur.rn o6 A@C

Azelastine Hydrochloride i
Age:racrana rrtnDox]roDr.rn

Batch No /
Ceouq J\!

F400-22003
Mfg by /
flnovrson-

Urquima S.A., Spain /
Yoxg[N.{a C. 4.. Vcnasus

Mometasone Furoate /
Movera:oua $ypoar

Batch No /
Cepua J\b

MTC-
002t21L21605
AI

Mfg by /
llpournog.

Sterling S.p.A., Italy /
Crepruur C.n.A., Vruus.

No TESTS /IIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI

6. Mass of the released dose /
Macca nsrcso6oxraenaoft aosu

Single dose / OrAe.rsHaq Ao:a:

85.0 to I 15.0 % of the claimed delivered
dose amount / 85,0 - 115,0 % or
3turBJreHHoro srrcso6oxraerr4oro
KOJI14qCCTBA

Average dose / Cpegnnr ao3a:

90.0 to I 10.0 % of the claimed delivered
amount / 90,0 - I10,0 o% or saqBrreHHoro

ssrceo6oxlaeN.roro KoruqecrBa

Minimum / Muuuv.yv.: 9 4.7 o/o

Maximum / Maxo.uraynr: 105.9%

Average I Cpea.uee: 97.5Yo

7. Mass of the vial content /
Macca cogepxu ruoro $.namoHa

Not less than
lle ueHee l4

4.175 g I
75r

14.59I
r4,5r -n{;'[|;:.,-

8. Dose number / Korllqecrso aor Not less than
first pumping)
crrr4Ta, nepBu

50 doses (disregard the
/ He rraesee 150 aos (ue
nyro npoxavr<y)

rT3dosesttT3toz 

/_f) , ^#]
9. Particle size / Pasrrrep qacrru 90 % ofparticles less than l0 pm /

90 o/o qacruu pzBMepoM uenee l0 lrru
100 % ofparticles less than 30 pm /
100 o% qacrpru pa3MepoM ueuee 30 rr.rrrr.r

Particles of more than 30 pm should be
absent / 9acruuu 6o;ree 30 urlr
AOIXHLT OTCyTCTBOBaTB

t 

ro, ro*r' 
"!^1,,..,r- Wj"#

Absent / O'rcyrcrnyor

Preparedrby / [IoArorosreHo Checked bv / Ilooseneuo Apprdved by / Oao6pexo
Signature / Iloanucr llXt +*-
Da& I nara Y1r'\o-l \ i",v] -:-alqla\ 'lzloTlAtU\
Name / <DI{O Yoeesh Kumar Mehta Atul Kumar Aiafu KCmar Gars
Desisnation / .llo.rxsocrr Officer -OA Officer -OA Asst. Manager -QA

FCI\4/QA0s4/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 661200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar auaJrrr3a Ha roroByro rpoAyKIIIrK)

5of9/ 5ur9
Name of product /
HaunaeHoeaH r4e n ooavKur{ 14

Momat Rino Advance /
Monar PuHo ArsaHc

Generic name /
HeuareHrosaHHoe
HAUMEHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
A:lelacruu * Movera,:or-r cnpefi Ha:a,rruufi lo:luporaHusrii

[efi crnyrouue BerqecrBa
Each spray delivers / KaNaaq ao3a cnpe, coAepxr4T:

Mometasone Furoate BP 50 mcg / Mouera:oua $ypoar Epur.@. 50 urcr
Azelastine Hydrochloride BP 140 mcs / Aserracrr{Ha runpoxlopraa Epur.(D. 140 uxr

Strength / [,orupoara
140 mcg + 50 mcg i dose
I 40 urcr + 50 uxr / losa

Date of Mfg. /
nara nnouseoacraa

0412023

Dosage form /
JIercaocrseHHas donua

Metered-dose nasal spray i
Cnoefi ua:a,rsnrrfi ro:nooeaHHr,rfi

Date of Exp. / foAen Ao 03/2025

Product code /
Koa nDoayrra sRU030008246040 I DM Date of release I lara BHrIycKa 05.07.2023

Batch No / Cepua Ne t2230374 Qty. Released /
Koruqecrso BbrnyueHo

22,880 BOT
22,880
draroHos

Batch size / Parrvrep cepuu 25,395 bot I 25,395 S:rarouos
Mfg. License No. /
IlpolrtsoacrseuHaq JrtlueHlI,rq J\}

MNB/10/832

Inspection Lot No
Konrpol u overuas cepus J\!

040000456563
Mfg. License Date /
llpourao.ucrseHHaq fl HueH3t{fl (rara)

30/04t2020

Package size / Vnaxoera I 50 doses / I 50 ao:
GMP Compliance certificate Data I
GMP ceprudnrar (aara)

18t06t2020

Market / PsrHor Russia / Poccuq
GMP Compliance certificate No /
GMP ceorudnxar J\!

GMP-
01556/20/IN

Reference specification No /
Cneuudurauuq .llb

sPC-CC-034990
STP No /
CIII,I ]\b

sTP-CC-026675

API information /
trIuQoprraqun o6 AtDC

Azelastine Hydrochloride /
Ale.uacruna rr,rnDoxroou n

Batch No /
Cepuq J\!

F400-22003
Mfg by /
flnor-r:soa.

Urquima S.A., Spain /
VpxsuNra C. 4.. lrlcna:,:,us

Mometasone Furoate /
Moue'rasoua $ypoar

Batch No /
Cepun J\!

MTC-
002t21L21605
AI

Mfg by /
llporreoa.

Sterling S.p.A., Italy /
Creprnur C.n.A., klraslas

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

10. Sedimentation Stability /
CeallrueHrauiloHnaq
ycrofivnnocru

Not less than 5 min / He uenee 5 rraun Complies /
Coornercrnyer

ll Related substances / PoAcrnesuure trpuMecll

a) Azelastine lrydrochloride /
As an a cmua a eu dpo xttopu I :
Single unspecified impurity /
E guttrtrtuat Heu.qe nru ip uqxpoBaHH aq

nplrMecr,

Total impurities / Cyuua npuuecefi

b) Mometasone furoale /
Mouemasoua fiypoama
Impurity D / Ilpr.ruecs D

Single unspecified impurity /
Equuuuuar ueuleuru$uqupoBaHHarr
npr,rMecb

Total impurities / Cyrr,rua npralaecefi

Not more than 0.89 Yo I He 6orce
0,89 0/o

Not more than 2.0 o/o I He 6orce 2.0 o/o

Not more than 1.0 o/o I He 6onee 1,0 o/o

Not more than 1.0 o/o / He 6orce 1.0 %6

Not more than 2.0 o/, I He 6onee 2.0 %6

0.03o/o / 0,03o/o

0.03% t0,03%

0.03% I 0,03yo

0.03o/o I 0,03%o

0.10y, I 0,100

\<Arrnac;?

Prepardhy / lloaroroereno Checked bv / llponepeno Aoorovdd bv / Oao6neno
Sisnature / floanucu l\,/ .-f q{
Daft I nara l.a\o'l\ lor.B .L, lo.l l,L( 'tnlotlwY)
Name / @IIO Yoeesh Kumar Mehta Atul Kumar Aiav Kumhr Garp
Desisnation / no.nxHocrs Officer -OA Officer -OA Asst, Manaser -QA

FCI\,{/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

TeL.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@.bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroByrc rpoAyKulrrc

6 ol 9 / CTD.6 rr3

Name of product /
Ha[rrueHoeau lle n DonvKur,rH

Momat Rino Aclvance /
Morraar Pilno AAeaHc

D

'(:,
*J

v

Generic name /
HenareHronauuoe
HAUMEHOBAHI{E

Azelastine + Mometasone metered dose nasal spray /
Ageracruu f Morraerason cnpeil ua:a.nsuufi losuporauuslfi

flefi crnyrcutue BeulecrBa
Each spray delivers / Kaxlar ao3a cnpe, coAepxur:
Mometasone Furoate BP 50 mcg / MoNrerasoHa rlypoar Epur.@. 50 rrarr

Azelastine Hydrochloride BP 140 mcg / Aseracrl4Ha rl4Apoxnopua Bpur.@. 140 nrcr

Strength /,ll,oruporra
140 mcg + 50 mcg / dose
140 rrarr + 50 Mrr / losa

Date of Mfg. /
nara nnou3soactna

04t2023

Dosage form /
JIeKapcrsenHaq 6opMa

Metered-dose nasal spray /
Cnoefi na3a.rrHrrfi ro:r,roosaHHsrii

Date of Exp. / foAeH ao 0312025

Product code /
Kor nDoayrcra

SRUO30008246040 1 DM Date of release I Aala BErrIycKa 05.07.2023

Batch No / Cepun J\! 12230374 Qty. Released /
Ko.[laqecrso BbrrryueHo

22,880 BOT
22,880
draxoHos

Batch size / Pasruep cepuu 25,395 bot I 25,395 <lraxoHon
Mfg. License No. /
fInoureo.trcrneHH as rllueHruq .]{I

MNB/10/832

Inspection Lot No
KosrDo.trIrDvenr aq ceDuq .Il!

0400004s6563
Mfg. License Date /
llpoureoacrseHHaq ruueH3r.rq (Aara)

30t0412020

Package size / YnaKoera I 50 doses / I 50 los
GMP Compliance certificateData I
GMP ceprudr.rrcar (aara)

18t0612020

Market / Pursorc Russia / Poccnc
GMP Compliance certificate No /
GMP cep'ruduxar J\!

GMP-
01556/20lIN

Reference specification No /
CneuudNrauus .Ili

sPC-CC-034990
STP No /
CNI,I JI}

srP-cc-026675

API information /
I,InQopruauun o6 A<DC

Azelastine Hydrochloride /
A:lelacruHa rilrnoxJIooHn

Batch No /
Ceorq J\b

F400-22003
Mfg by /
llnouraoa.

Urquima S.A., Spain /
Ypr<slrN.ra C. 4.. Vcnaquq

Mometasone Furoate /
Moue'ra:oua Qypoar

Batch No /
Cepua J\!

MTC-
002121L21605
AI

Mfg by /
flpournog.

Sterling S.p.A., Italy /
Ctepruur C.n.A., I,lra;rus

No TESTS / TIOKA3ATEJII,I LIMITS /TPEEOBAHI4' OBSERVATION / PE3YJIbTATI,I

12. Spray content uniformity
(Uniformity of delivery dose) /
O.qno pog nocu, ao3r.r poBa Hrr q

(OanopoaH ocrr nsrcso6ox.qaeruofi
gorsr)

9 of I 0 doses: 7 5 %o to 125 %o of the
mean:
I 0 of I 0 doses: 65 Yo to 135 %o of the
mean
lf 2 or 3 results are outside 75 - 125 %,
test other 20 doses. Not more than 3 of
30 values may be outside 75 - 1250
range and all the values should be within
65 to 135 Yo I
9 us l0 .qo3: or 75 o/o Lo 125 Yo or
cpeAHero 3HarreHu,

I 0 u: I 0 ao3: or 65 Yo to 135 o/o or
cpeAHero 3HarleHr.r-fl

Ecnu2 uttu 3 pe:ymara BLrila,nalor Ir3

npe.qenoB 75 - 125 Yo, ucr]turaufie
npoBoAqr c 20 apyrnuu AosaN{r-r. He

6oree 3 Hs 30 suaqeHufi rraor,T

BbrxoAr,rrr, 3a rrpeAenbr 75 - 125 Yo, u
Bce 3HaqeHu, ao.[xHrI 6rtrr e

npenenax or 65 lo 135 %.

Azelastine Hydrochloride /
Aleracruna rllApoxJropuA:

Beg / Haua,to:
Minimum I Mu:auv,yv: 94.6%o

Maximum / Marcur'ayna: 108.2o/o

Average / Cpeauee: 100.0%

End / Koueq: _/--T_---\
Minimum / Muurauy:r,r: S8. l"/p/-t\\\ AS'":],'r;r
Maximum/Marcurr.tytt: 10,&&:' "d)
AverageiCpelHee: l00.0l0' / \ -.r.--c- 6 l"kid'
Mometazone Furoate / td /,P\o
M;;;;;;;; ovp""', \e- " W'

V,o^ ^-"d
Beg / Haaa,to, \S9P-
Minimum / Muuurrayn: 90.0%o,

Maximum / Marcunryrta: ll3.3Yr,
Average / Cpeanee: 100.0%

End / Rone4:
Minimum I Muauuyv.: 96.40/o,

Maximum / Marcuuyu: 103.l%o,

Average / Cpeanee: 100.0%

Prep/rld bv / lloaro'roe,reHo Checked by / llpoeepeHo Aonrovdd bv / Oao6oeno

Sisnature / lloanucu t\t ,--f- +-
Date I ilart \/rr\ b-l I \,t 1,1 -2,1"11,r1 \-olo|\l}.t\5
Name / @tr{O Yosesh Kumar Mehta Atul Kumar Aiav Khmaf Gare
Desisnation / no.nxuocrs Officer -OA Officer -OA Asst. Manaser -OA

FCM/QAo54/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.:+91-1795 667200 Fax:+91-1795 661299 email: glenmark@bom2.vsnl.net.in

Certilicate of Analysis for Finished Product /
CepruQurcar aHaJrr{3a Ha foroByrc rIpoAyKIIIrrc

7of9l l ttt9
Name of product /
Har,rMenoeaHr,re n DonvKuI{l,l

Momat Rino Advance /
Mott,ra'r PuHo AasaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
AgeracruH * Mouera:oH cnpefi ua:amHsril no:upoaaHuufi

flefi crayrcutue BeulecrBa
Each spray delivers / Kaxla.n.{o3a cnpe, coAepxur:
Mometasone Furoate BP 50 mcg / Mol.rera:osa $ypoar Epzt.@. 50 narr
Azelastine Hydrochloride BP 140 mcs / Aseiracrr,rHa rr,LrrpoxnoDua Epr.rr.@. 140 urr

Strength / [oruponra
140 mcg + 50 mcg / dose
140 naxr + 50 uxr / ao:a

Date of Mfg. /
-lIara n nor,rgsolcrga

0412023

Dosage form /
JlercaDcrnennaq dopMa

Metered-dose nasal spray i
Cnpefi sa:a,rssrril ao:upoganHsrfi

Date of Exp. / foaeH ao 03t2025

Product code /
Koa npoaYrra

SRUO30008246040r DM Date of release I [ara Bbtnycrca 0s.07.2023

Batch No / Cepur J\! 12230374 Qty. Released /
Kornqecrso B[,InyureHo

22,880 BOT
22,880
drraxonon

Batch size / Parnep cepulr 25,395 bot 125,395 ifrarouou
Mfg. License No. /
llpor.nsoacrseuuas ruueHsuq Jl!

MNB/10/832

Inspection Lot No
KoHroo.nu ovenaaq cep[q .]l!

040000456s63
Mfg. License Date /
llpousaoacrseHHaq rLrueH3ilq (zaral

30t04t2020

Package size / Ynaroerca I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP ceprudr.rrar (rara)

1810612020

Market / PulHor Russia / Poccrrq
GMP Compliance certificate No /
GMP cenrudrrar J\!

GMP-
01556/20lIN

Reference specification No /
Cneurdnrauuq J\!

sPC-CC-034990
STP No /
CTII4 J\&

sTP-CC-026675

API information /
I,[nQopruauun o6 AIDC

Aze lastine Hydrochloride /
Age:racrusa rvnpoxJropfi n

Batch No /
Cepuq J\!

F400-22003
Mfg by /
flnor.rssoa.

Urquima S.A., Spain /
YprsuNla C.A..Ilclrasus

Mometasone Furoate /
Molrera:osa rlypoar

Batch No /
Cepua llit

MTC.
002121L21605
AI

Mfg by /
llpournog.

Sterling S.p.A., Italy /
Creprunr C.n.A., llrar.us

No TESTS / TIOKA3ATEJIII LIMITS /TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

13. Microbiological purity / Murcpo6uo.rroruqecKar qrrcrora

Total aerobic microbial count /
O6uree .ruc.no a:po6nrx
Mr,rKpoopraHr,r3MoB

Not more than 102 cfu per I ml of the
product/ He 6oree 102 KOE s I N.ur

npenapara

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

Total yeast and moulds count /
O6uee qlcro ApoxxeBrrx r.r

trrecHeBr,rx rpu6oe

Not more than l0' cfu per I ml of the
product / He 6onee 101 KOE e I rar
apenapara

Less than 10 cfu/ml / Menee l0 KOE/ur

Pseudomonas aeruginos a Absence per I ml of the product /
Otcyrcrrue n I ur npenapara

Absent / O'rcy, crnyet

Staphylococcus aureus Absence per I m[ of the product /
Orcy"rcrnue n I ur npenapara

Absent / Orcyrcrnyer

14. Assay / KoflHqecrseHHoe onpeAeJreHr{e

a) Azelastine hydrochloride /
Ale.nacruHa r[ApoxJropnA

From 85 oh to ll5 % of the labeled claim
of Azelastine hydrochloride I Or 85 o/o

Ao ll5 %o Or saqsleHHoro KoJIHqeCTBa

a3enacTr4 Ha rr4apox,''ropHAa

89.3o/o I 89,3%o ,/;si$ r.Drdr4.).

e'h,^../'tc
b) Mometasone furoate /

Moruer:alosa Qypoar

From 85 'yoto 115 % ofthe labeled claim
of mometasone furoate I Or 85 o/o lo
115% or 3iuBJreHHoro KonuqecrBa
MoMera3oHa $ypoara

88.0% / 88.0%

Preparedrbv / lloaroron.reso Checked bv / llponepeno AnnrovAd bv / Oao6oeuo

Signature / lloanucr \
Date I llara V1.a\ r\ \ \,,qL1 ,zo1o.1 1n-r 12lc\l)av5
Name/ @IIO Yosesh Kumar Mehta Atul Kumar Aiav KfumCr Gars
Designation /,IIo.nxnocrr Officer -OA Officer -OA Asst. Manaser -0A

FCI\4/QA054/08.00



qtrcnmawk
A nerr v'ar tirr ,i ncrr vrrli

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.:+91-1795 667200 Fax; +91-1795 667299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQuxar aHaJrrr3a Ha roroByro [poAyxurrx)

Any deviation/IncidenUOOS: IN/l I 0 I /2023 I 0064, OOS lll0l 12023 I 0052
OrKroHeHrq/HecoorBercrBug/OOC: INlIl}l 12023 10064, OOS/l I 0 I 12023 I 0052

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 above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. ll[-003328-241221 and submitted specification no. SPC-CC-034990. The
batch processing, packaging and analysis reviewed and found to be in compliance with GMP."

It3ol
Name of product /
Harlrr,renosaH r-le n DoavKur.ru

Momat Rino Advance /
Mouar PLrHo AasaHc

\
t.

l
I
)

Generic name /
Henarenronanuoe
HAI{MEHOBAHI'E

Azelastine * Mometasone metered dose nasal spray i
AseracrfiH * MoueragoH cnpeii ua:a,rruufi .qosuposauHnfi

[efi crnyroutlre Be[tecrBa
Each spray delivers / Kaxaa-q Ao3a cnpe, corepxr.rr:
Mometasone Furoate BP 50 mcg / Morr,reragoHa r[ypoar Eprar.@. 50 rraxr

Azelastine Hvdrochloride BP 140 mcs / A:erac'rraHa rflnDox,.roorz.u Eonr.O. 140 urr

Strength / floruponra
140 mcg + 50 mcg / dose
1 40 urr * 50 naxr / ao:a

Date of Mfg. /
firra nnonrgoncrga

04t2023

Dosage form /
Jlerapcrneu saq doDrrr a

Metered-dose nasal spray /
Cnpefi nasamnrrfi aogupoeaHHsrft

Date of Exp. / foaen Ao 03/202s

Product code /
Koa nooavrcra

sRU030008246040 IDM Date of release I [ara BbrrycKa 05.07.2023

Batch No / Cepraa J\! 12230374 Qty. Released /
Korlrqecrso BbrrryuleHo

22,880 BOT
22,880
tbraxoHos

Batch size / Parnep cepulr 25,395 bot I 25,395 g,raronon Mfg. License No. /
IlooulsoacrseHH aq fl uueH3us .Il!

MNB/10/832

Inspection Lot No
Kosroo.lr u ovemaq ceofis .]{b

040000456563
Mfg. License Date /
flnouraoacreeHHaq JllueH3uq (aara)

3010412020

Package size / VnaKoeKa I 50 doses / I 50 los GMP Compliance certificate Data I
GMP cenrlrdurcar (aara)

t8t06t2020

Market / Psruor Russia / Pocorc GMP Compliance certificate No /
GMP cenrudurar J\!

GMP-
01556/20ltN

Reference specification No /
Cneuudurcaurq .l\il

sPC-CC-034990
STP No /
CTII4 J\b

srP-cc-026675

API information /
I,InQo pruaqr.rr o6 AIDC

Azelastine Hydrochloride /
A:e;rac'ru na ruJlpoxnopun

Batch No /
Ceonq J\b

F400-22003
Mfg by /
flnourson-

Urquima S.A., Spain /
Ypxsul{a C.A., Hcnanng

Mometasone Furoate /
Moueragosa tpypoar

Batch No /
Cepur J\ir

MTC-
002l2tL2t60s
AI

Mfg by /
llpoureog.

Sterling S.p.A., Italy /
crepnuHyQ11fl.trS,Sq

No TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHTIfl OBSERVATIoN / fFq)t'Jlbrarst ?i
c) Benzalkonium chloride /

Eesla.nrcoHus xJropuAa
From 80 yoto 120 % ofthe labeled claim
ofbenzalkonium chloride i Or 80 % ao
l2Oo or 3arBneHHoro Korrr{qecrBa
6eHgarroHaq x;roplfla

88.4Yo l88.4Yo ilk'
C

o;

15. Package size / Vnarcosrca 75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / flo 75 u

150 Ao3 Bo Q.naxoH u3 fl3BII,
cua6Neunufi Ao3r4pyroulr,rM
ycrpoficrnou r,r HutsaJrbHBrM aAanrepoM c

3aurr4THEIM KoJInaqKoM. @larou c

uucrpyrcqnefi no nplrMeHeHlrro
rroMe[IaroT B KapToHHyro flaqKy.

150 doses in a HDPE pla$
with a metering device a
protective cap. Bottle with
carton box. / 150 lo: no Q

cHa6NesHufi ro3l4pylo[Il4M
Ha3aJrr,HbrM a"qanrepoM
KoJr[aqKoM. tDlaxog c ]

rrpr{MeHeHr4to noMe[IaroT B K

kuffi$r,ffir
leaflet placed in

rraKoH I43 II3BII,
ycrpoficrnou u
C 3[II{I'TH6IM

ancrpyrcquefi ro
rproHHyo naqKy.

l6 Labeling / Maprcupoarca According to ND / B coo'rsercrsura c H!,

t7 Storage / Xpanenue Store at 15 to 25 "C. Do not freeze. I flpu reuneparype or l5 Ao 25 oC. He :a.uopaNuna'rr.

l8 Shelf-life / Cporc roAHocru 2years l2rota

Preoarefbv / [IoarorosreHo Checked bv / llnoseneHo AnprovDd by / OaobpeHo

Signature / Iloanucr 19( t ( q
Date I llara lzr\ o'r\ \n r,1 ,z.o 

1 n1 'le-'l tl-oloVlMV)
Name / <Dtr{O Yogesh Kumar Mehta Atul Kumar AiavlKurliar Gars
Designation /,llo.nxsocrs Officer -OA Officer -OA Asst. Manaser -QA

FCIWQA0s4/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 667200 Fax: +91-1795 661299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /

9 of9 I Cro.9 llz9

3arurroqexue o coorBercrBut : HacrorrquM noATBepxnaro, .rro npeacraBneHHa, uuure uut[oprra\ur. aB.l^rercs.4ocronepnofi u roqnofi.
.flauuar cepr,r-u 6ula nporr3BereHa, BKruoqa.f, ynaxoery/uapKr4poBKy, r4 npoKoHrponupoBaHa Ha yxasauuofi BLrtue npol43BoAcrneusoii
trnouanre B noJrHoM coorBsrcrBr.ru c rpe6onaHu-ruu Haarexaulefi flpol.rreolcrseHHoft llparruru (GMP) u rpe6oeauuruu Hopuarunuoil
AoKyMeHraur,II4 JltI-003328-241221 u y,ruepx.ueuHofi cnequrpnraquefi Nq SPC-CC-034990. flpororo:ut npor3BoAcrBa, ynaKoBKH I,l

npoBeAeHHbx aHaJrlr3oB arq AaHHofi cepr,ul 6rr:ru npoaHa!.rrr3r.rpoBaHbr H cAenaHo 3aKJrror{eHue, qro oHr4 coorBercrByror rpe6oraHuru
Ha"qneNarqefi flpoNseo.4crneuuofi flparrurcra (GMP).

CepruQnxar aHaJru3a Ha roroByro npoAyKIIIrrc

Name of product /
HaHNrenosaxHe nponyKur{ll

Momat Rino Advance /
Mouar PHHo AasaHc

Generic name /
HenarenroeaHHoe
HAI{MCHOBAHI4E

Azelastine + Mometasone metered dose nasal spray /
A:e,racrnn * Moueragou cnpefi ua:a.nuusrfr .4o:rzponaHuufi

flefi crnyrcutue BerrlecrBa
Each spray delivers / Kaxaaq Ao3a cnpefl coAepxr4r:
Mometasone Furoate BP 50 mcg / Moraera3oHa $ypoar Epur.@. 50 lrxr
Azelastine Hydrochloride BP I 40 mcg / AseracrhHa rrr,qpoxnopr.r.u 6pnr.<D. 140 r'rxr

Strength /.{orupoexa
140 mcg + 50 mcg / dose
140 vrr + 50 urr / losa

Date of Mfg. /
flala noou3eoacrsa

0412023

Dosage form /
.IIerce ncrnessns rhonun

Metered-dose nasal spray /
Cnpefi Ha-sansnbrfi -uogrioosaHHsrfi

Date of Exp. / loAeu ao 0312025

Product code /
Koa nooavrcra

sRU030008246040 r DM Date of release I lara BblttycKa 05.07.2023

Batch No / Cepua J\! 12230374 Qty. Released /
Ko.nnqecrno BbrnyueHo

22,880 BOT

22,880
ibraronos

Batch size / Pasruep cepur.r 25,395 bot I 25,395 Q,rarouoe
Mfg. License No. /
flnollseoacrseHHaq Jr[ueHgnq ]l]

MNB/10/832

Inspection Lot No
Kosroo.nr.rnvemaq cen[s .llt 040000456s63

Mfg. License Date /
flnorrrsorcreeHHaq rrl[eH3ug ( l,atal

30t04t2020

Package size / YnaxosKa I 50 doses / I 50 ao:
GMP Compliance certificate Data /
GMP cenrudurar (aara)

18t06t2020

Market / Puruox Russia / Poccur
GMP Compliance certificate No /
GMP ceprudnrcar J\E

GMP-
01556/20lIN

Reference specification No /
Cneurduraur.rq .lli!

sPC-CC-034990
STP No /
CIII,I J\b

srP-cc-026675

API information /
I{n$opruaqur o6 AIDC

Azelastine Hydrochloride /
Alelacruna rurpoxnopr4A

Batch No /
Cepnq J\b

F400-22003
Mfg by /
ffnournon-

Urquima S.A., Spain /
VprsraN.{a C.A.. I4cnanraq

Mometasone Furoate /
Moueraeoua $ypoar

Batch No /
Cepur J\t

MTC-
002t21L21605
AI

Mfg by /
llpou:no.q.

Sterling S.p.A., Italy /
Crepauur C. n.A., Vrasus

ffi&U:J
Prenared,lfl / floaroroeneHo Checked bv / Ilnoneneno Appro ed bv / Oao6peno

Sisnature / [Ioanlrcx m,./ ( (-.

Date I ilara (/ "t^\01\ \a1.) 2a lo'\ fra3 ?>Cl|:{l\o'v.>
Name / <DI,IO Yogesh Kumar Mehta Atul Kumar AiavlKunlar Gars
Designation / .llo.nxnocrs Officer -OA Officer -OA Asst. Manaser -OA

FCrU/QA054/08.00


