AMAN WS LANIZVR YN
lodixanol 652 mg/1ml solution for injection, 50 ml vial

GPU 810464

1. Foen lodixanol 652 meg/1ml solution for injection, 50 ml
2. AnusutiANlY
2.1 3Uuuy Huedaunenide
2.2 d@ulsznau Usznaumay iodixanol 652 mg/ml
2.3 MIULUTIY Ussbunvurdmsuenda
2.4 aa1n VUYL LTI AesseyTen dulszneudiendidtuazanunss unde Tuueeny
weiindn waziay nzdouih$uen Poghsdnuuuussgiosi
UUNMYUEUTIEN FoszyTosmielonninnsdn dauUsEnou LA iNARNLSIYEdeN
waviindn Tuvuneny Tidnuuuussiet
2.5 ongveseniidsuey liitfesnin 18 ey duaniudwmeu
3. anauUAnanaila
NamimaﬁﬁLﬂiﬁzﬁ@mmmﬂuiﬂmm Finished product specification wag drug substance specification

N819899nnduirsuatuiieadu wsetdu In house specification laefoslasunisaanyiioudedidnaiu

= a v <

ANYNTTUNITOIMNTHALY NTENTIEG1TUEY NIl ndusinSunldansdeseaduatuiiiisusivielvniniiuinsgu

o

Wy SulamSunile AUUTENIANTENTIAEISITUGY 1309 SPUAITIE WA, 2561 asTudl 6 SuAu w.A.2561 (as

a

Usgnelussfiannpuunsiun 12 nuaniius w.a.2562) wag seusnsien @Uuf 2) w.A.2562 asiuil 3 NIngiau w.a.

]

2562 (aqﬂizmﬂiusmﬁaammﬂmi’uﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification:

VD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 90.0%-110.0% of label amount (lodixanol)
3.1.3 | Osmolarity 260-312 mOsmol/kg

3.1.4 | pH 71.2-7.6

3.1.5 | Inorganic iodide Not more than 25 mcg/ml

3.1.6 | Particulate matter in injection

Size>10 pm Not more than 6000 particle/container
Size>25 pum Not more than 600 particle/container
3.1.7 | Bacterial Endotoxins Not more than 0.21 EU/100 mg
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