Qmé’nwmmawqwaam

lobitridol 65.81 ¢/100 ml solution for injection, 50 ml vial

GPU 829078
1. Foen lobitridol 65.81 ¢/100 ml solution for injection, 50 ml vial
2. AauauATalY
2.1 Uuuy Huedausenide
2.2 dulsznau Usznaumau@len lobitridol 65.81 ¢/100 ml Tu 50 ml vial
2.3 AYULUTTY ussglunuzedanaande
2.4 2810 UuMUr LTIy fesseylenn dulsznousendiduazaunss Tunde Sunueeng

weviindn waziay nzdouii$uen Poghsdnauuuussgsiosi
UUNYUEUTIEN FoszyTosmietovnninnsdn danuUsEnou wazuNARNLIYedeN
waviindn Tumuneny TidnuuuusIiost
2.5 ongueseniidwuou litesndn 1 T duaniudsey
3. auautAnanaila
Namim?fﬁLmﬁzﬁﬂmmmﬂumg}m Finished product specification wa¥ drug substance specification
fig19deannindudsuatuiieatu u3ewdu In house specification Taedealdsunisaansifouneditnau
ANENTTINITOWITUALE NTENTHATITUAY Tadl LndasinFuilidadadeaduatuiifieusimielminianssu
wndusin$uladnfunils muUsznAnTEMsNaIsITEY 39 spyinTen e, 2561 astuil 6 furnau w.A.2561 (A

o

UsemAlussfiannpuuneriun 12 nuatius w.a.2562) wag seussien @UUN 2) w.A.2562 asiuil 3 nsngnau w.a.

a

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

3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay lodine 28.5-31.5 %w/v
3.1.3 | Sterility Meet the requirement
314 | pH 6.9-7.6
3.1.5 | Bacterial endotoxins Not more than 1 Ul/ml
3.1.6 | Absorbance at 450 nm Not more than 0.1
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