Partial amendment to the Minimum Requirements
for Radiopharmaceuticals

The Minimum Requirements for Radiopharmaceuticals will be amended as follows:

The following article will be newly established under The Minimum Requirements for
Radiopharmaceuticals.

Fluciclovine ('8F) injection

The particle size analysis under the article of Technetium labelled macroaggregated human

serum albumin will be revised.

The following 10 reagents, test solutions etc. under the section of GENERAL TESTS will be
newly established.

N-acetyl-L-cysteine

Sodium 1-octane sulfonate for liquid chromatography

D20 for NMR spectroscopy

Sodium 3-trimethylsilyl propionate-d4 for NMR spectroscopy

Sodium hydroxide solution 8mol/L

o-Phthalaldehyde

Fluciclovine hydrochloride

Boric acid

Phosphoric acid

Potassium dihydrogen phosphate

The following reagent will be deleted under the section of GENERAL TESTS.

Sodium 4,5,6,7-tetrachloro-2’,4’,5’,7’-tetraiodofluorescein



