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AMANYUSIANISUIYN lobitridol 9u"0 €o mL

You lobitridol ¥uA &o mL
YPUIANRBINTS Juansiiusedeiin lodinated contrast media AMUIUTUYDY lodine evdo mg/mL
AaNUENILY o faanvselenatstiive ssyleansiniaen, vune, 351, Tunie, Tu

wune1e, 1viindn, laanzidousiuelidaau
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o. Generic product use (GPU) goceox

AMANWTLANE
@. Identification test IR UITIsEYd MR
. Assay (lodine content) men.en — . %wW/V
o. pH D.& - .5
&. Extractable volume ®o0o - ®@®o % nominal Vol
&. Particulate matter
&.e Particulate 2 @o pm < lo&/mL i volume > @oo mL
&lo Particulate 2 @o pm < 'D,000/U79
&.en Particulate 2 & um < a/mL i volume > @oo mL
&.« Particulate 2 lo& um < Doo/VIN
. Purity test
o.e lodides Not more than &o pg/mL
¢. Absorbance @&o nm Not more than oc.@0

. ldentification test of excipients
@.® Sodium calcium edetate Positive
<. Tromethamine Positive

«. Assay of excipient

«.® Sodium calcium edetate 0.00& ~ o.06lb %wW/V
@o. Sterility test AIIANUY
®e. Bacterial endotoxins Not more than & EU/mL
px ﬂ“@ o %m W 5
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(WBuaLAng ATnNasIve) (191N Fuadies) (WeATIAN MINYRNIN)



Joulvdug

o. ﬁ?’i’%m‘luﬁ'\ﬁzymﬁvumLﬁau@i’w%’uawaqm:mwmmmq‘u

. dndsdosuseunasgrunsudnemundninausiuas 3Bn1srlunsHAn (GMP) UaInIgnTas
assgusovensemadudn lunnnoiauens (nsdiduswdslutsemalng et
PNARYTEINA AWEIRU)

o. orfiaueiduenivisndudnanviodudunudinunelnense

< fdunenasaudnunrvese fselui

<o HARTIVIATIEIRNNMHERTYive ik (Certificate of analysis) vesenguiitmidy
shagslumsiaueriean guaaviewmhsnuiinsnsnasisaguiuses

<o NaMINTITUATIIRUNWIRGAU (Raw material) voashend Wyl lumsnananguan

¢ fluiinnzrignvesunisnda (Lot. No.) anlssnugudn vdeannsuinermansnisunnd ng
souduluimszivesjumsnandenfufufogisiithuuandluiudaves

o. JaupARBIdseg et o wihsussietlituma Tsmeruna Saduduny
uamaswazdunldasuiunuiifmuslumndenuauifiiludiiu

o & \ a
AIUD e, UIe51UNTIUANS awa,.%..,?ﬁ%{mmmms NUVD.... PP 7. .NI5UANT
(Wrewaudnd §Tanading) (W19a1273951 Fuiatios) (W85 Al ¥aauygwIn)




