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ﬁmﬁ'n"ammawqwawﬁ Brinzolamide @o mg/mL eye drops & mL

Brinzolamide @o mg/mL eye drops & mL
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Finished product specification
Identification test by HPLC and Chiral
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Assay by HPLC
v.® Brinzolamide

b.lo Benzalkonium chloride

v.en Di-Sodium edetate

Degradation products (Exclude S-isomer)

an.@ Des-Ethyl Brinzolamide

elo Any unspecified degradation product

en.en Total degradation products

S-Isomer

pH

Particle size (HIAC)
o.@ Particles < @o Pm
o.lo Particles < & um
. Particles < &o um
. Particles < e¥& um
Viscosity at o¢ c
Osmolality

Sterility test

®o. Resuspendability
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Complies

*& - @o& LA
Ko — @®@o WLA
o - @@o WLA

Not more than o.& %
Not more than o.& %
Not more than .o %
Not more than e.& %
@.0 - Q.0

Not less than <& %
Not less than ««.& %
Not less than &x.c& %
Not less than @oo %
bo - @&o mPa.s

oo — meno MOsm/kg
Sterile

Not more than e¢ seconds
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o. fdnuluddiynstunsadoumhiveveansensasisaay

. SintidefuseunasgiumsndneimumdninaeiaziBnsinunisuda (GMP) veensensis
aosguievesuvaluan lumnaediaueuis (hsdiduswanluusvindlne viedwdn
INANYUTENA AE6U)

o, fiauaidueiudenduddnsodudumudminelagnse

«. fdnenansaudnumrvoan duelui

<. HAATITIATIANNWKARSuYvsNAR (Certificate of analysis) vosenguiithandy
feglunisiausuiean ranviemiisnuiinsevsnansisaguiuses

&lo HANIATITAATIRMANIRGAU (Raw material) vossend eyildluniswananguan

¢ fluliaseievosqunisniia (Lot. No) 91nlsenuguiin ieannsaidvenmaninisuwng log
Fouduluiinsivesiumandnfierfuduiegnaithiuanduiudngos

o. flaussAnazfosduiiatnigiagnatios e mirsussyasiliiume Tsmewe Saduduny
wanswasdenlfasudunuiitmusludenuautimludei
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