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ANANYULIAWIZYBI81 Brinzolamide @o mg/mL eye drops & mL

Foun Brinzolamide @o mg/mL eye drops & mL

yuAfideanis asazasUsrnidely o ml Usenausmiediendfg Brinzolamide eo mg
Wl Tgdmiungenm

AnaNTRAlY ®. Generic Product Use eigosncey
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vy, @uiindn, lwazdoumiuelivam
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AANTEIANE
Finished product specification
@. ldentification test by HPLC and Chiral Complies
. Assay by HPLC
.® Brinzolamide ¢ - @o& LA
.o Benzalkonium chloride «o - e®0 %LA
. Di-Sodium edetate o - e@o %LA
. Degradation products (Exclude S-isomer)
en.® Des-Ethyl Brinzolamide Not more than o.& %
el Any unspecified degradation product Not more than o.& %
o.en Total degradation products Not more than le.o %
& S-lsomer Not more than e.¢ %
& pH 0.0 - .0
o. Particle size (HIAC)
o.e Particles < @o pum Not less than «&& %
©.lo Particles < & um Not less than we.& %
.o Particles < &o um Not less than se.«& %
o.& Particles < ed& um Not less than @oco %
o. Viscosity at o¢ °c wo - @&o mPa.s
. Osmolality oo — mno MOsm/kg
«. Sterility test Sterile
®@o. Resuspendability Not more than e& seconds
asla.......... 72/ W UsEsnunssunig - aede.... %?T??.“@,‘?f!ﬁﬂr‘ﬁsmmﬁ asde... B Asms
(mqangw%m lanyuvn) (WE13057 Fuiadies) (W8T Tm veuygn)



Roulvdug

o. fduwluddynstunsdoumivenveansensesasisnigy

. findidesusennasgiunsndneinuvdninasiuazisnsTiRlun1nan (GMP) ¥8ansEnsne
assuguvievesaalidn lumnagiausye (nsdldusmdnlulssndlng e
PNANYSEINA uEaU)

o, oiaueidugnfiuisndudranviaduiumusminglagnse

& TduunenansAuanyisYee farteluil

<0 HANTITIATIEiRuAHARSUTvBNAR (Certificate of analysis) vesnguiithandy
fhegrsluniiauemean ranvienhsnuiinsensiansnsuguiuses

<o HaNMIATIVTATIEIANNIWIRGAY (Raw material) wossaendndyiililunsnanandgrdn

¢ Tvimseienvesiunisudn (Lot. No.) 3nlsauguan visannsaingrmansnisunnd g
dFoudululinsgivesiummdnifeafuiumegnaithinuanduiulnges

o. flauennezsesdsiieinaenetnuioy e Mheussiusliiuna Tsmeuna Sudusuny
uansswazdenlinsudunuiitmusluhdenuautAmluteu

A9T0.......... .2 Y3857UNITUAT aa%a..@%...@?.?ﬂfﬂl).@fnﬁunw a9%0.... ATINATS
(Wead@nam lanyunn) (W91 3AnT fuedies) (Wnesiand MUy




