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lobitridol 65.81 g in 100 ml solution for injection
d1u 5,500 Vials
Tsawgunaveuusiu
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3.1 Finished product specification : lobitridol 65.81 g in 100 ml solution for

injection
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Ha Test items specification
t | identification ATV

2 | WSunudierdndy BV

3 | Bacterial endotoxins w38 Pyrogens ATIVI

4 | pH , AT

5 | Steritity ATV
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Test items specification

6 | Particulate matter

- Size = 10 pm NMT 6,000 particles/container
- Size 2 25 um NMT 600 particles/container
7 | Volume in container 100 - 110 % of L.A.

WUEWR - NMT = Not more than
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- Drug substance specification Ansananluiinmeivaiuds drug substance wialuiiasey drug
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MIRRLARaN SANTIATNTAININTWIER e de

4. FBn1sRnendusuu Comparative  studies  wuu Case-control  studies | 10 AsLuy
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1. antuviedsufuRnmsivimsneilushalsuvediosdivdnguuanainlduns
panFuINdIinNuALENITINISEIUITLEYET NTENTRETITMEULED Idmiunsdlen
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2. WmsRnwondu Randomized crossover design w3a Parallel design (n3giandl
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iUy HIV
4. $nnufeteitnededlidennd 12 au warduiunsfnsuu Parallel $1uau
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Feflszpzianatiaion 5 whvea t1/2
7. mafusiethadendenfustaies 9 ga - rouldien, 2 yadiessdusiddy, 3
I8V Cmax, uae 3 JaTsviunmdes ssosnaifuionedanustinien 3 i
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# TEMsagay pdie azuuy (Sovaz)

N | Assay or Potency 40

v | Identification 60

P | Uniformity of dosage units (Frdotumat finished

1 | Dissolution

— - product specification)

% { Related substances w58 Organic impurity 38 Chromatographic

il S1BAITAREDU E1dn  azuuy (Seuay)

fi | Assay or Potency 40

9 | Identification 60

f | Uniformity of dosage units (Fadodumny finished

1 | Bacterial endotoxins product specification)
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