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In recent years, with the rapid development of biomedical technology, diversified and
new types of nuclear medicine radiopharmaceuticals have been widely used in the
diagnosis and treatment of diseases. Thanks to the efforts of the Ministry of Health
and Welfare, Taiwan has now joined a number of international medical organizations
such as the International Pharmaceutical Inspection Agreement. (Hereinafter referred
to as PIC/S) and the International Association for Pharmaceutical Regulations
(hereinafter referred to as ICH), this will not only help Taiwan's pharmaceutical laws
and regulations to synchronize with the international, but also expand Taiwan's
pharmaceutical industry to the world. In this way, the Institute of Nuclear Energy
Research, Atomic Energy Council, Executive Yuan will promote Taiwan’s high-
quality nuclear medicines to Asia-Pacific countries in line with the Executive Yuan’s

new southward policy and the 5+2 flagship plan to benefit patients in need.
The implementation of this plan is as follows

(1) By collecting foreign (Japan, Indonesia) regulations and data, and analyzing the
differences between domestic regulations, and producing research reports on
nuclear medicines in Asia-Pacific countries (Japan, Indonesia) for the participation
of nuclear research institutes, it is also available Reference for domestic
manufacturers.

(2) Holding the "Asia-Pacific Nuclear Medicine Regulations Training Course" and
visits to the National Pharmaceutical Regulatory Agency Consortium Medical
Products Inspection Center (hereinafter referred to as CDE) to cultivate domestic
and international regulatory talents through the "Asia-Pacific Nuclear Medicine
Regulations Training Course" and visits The domestic pharmaceutical regulatory
agencies should strengthen the ties with the domestic regulatory agencies and have
a thorough understanding of domestic regulations, which can then suggest that
domestic nuclear drug manufacturers need to strengthen their directions and

implementation policies.



(3) Signing a letter of intent for cooperation with foreign nuclear medicine units
(hereinafter referred to as MOU), and finally signing an MOU with the Cho-Ray
Hospital of Vietnam, which can expand the differences in the use and regulations
of nuclear medicines in Vietnam and jointly promote nuclear medicines Research

and development and clinical application.
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» Guideline on radiopharmaceuticals

The guideline covers the following products (1) ready-for-use
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radiopharmaceuticals, (2) non-radioactive components,

radionuclide generators, and (4) radionuclide precursors.

Drug substance
1. Radionuclide generator

2. Radiopharmaceutical kits

3.2.S Drug substance
3.2.S.1 General information:
3.2.S.1.2:Structure
3.2.S5.1.3: General properties
3.2.S.2 Manufacture
3.2.5.2.1: Manufacturers
3.2.5.2.2: Description of manufacturing process and process
controls
3.2.5.2.3: Control of materials
3.2.8.2.6: Manufacturing process development
3.2.S.3 Characterization
3.2.8.3.1 Elucidation of structure and other characteristics
3.2.5.3.2 Impurities
3.2.5.4 Control of drug substance
3.2.5.4.1 Specification
3.2.5.4.3 Validation of analytical procedures
3.2.5.4.5 Justification of specification
3.2.8.5 Reference standards or materials
3.2.S.6 Container closure system
3.2.8.7 Stability

3.2.P Drug product

3.2.P.2 Pharmaceutical development
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-Radiopharmaceutical kits
-Radionuclide generator
3.2.P.3 Manufacture
3.2.P.3.2 Batch formula
3.2.P.3.3 Description of manufacturing process and process
controls
3.2.P.3.4 Controls of critical steps and intermediates
3.2.P.3.5 Process validation and/or evaluation
3.2.P.5 Control of drug product
3.2.P.5.1 Specifications
3.2.P.5.2 Analytical procedures
3.2.P.5.5 Characterization of impurities
3.2.P.5.6 Justification of specifications
3.2.P.6 Reference standards or materials
3.2.P.7 Container closure system
3.2.P.8 Stability

> Q&A:

Q1: 2 Lutathera 7 ] » P #» single use 77 dosage 57— 1 dose vial =+

Y E_20-25mL - # 5 w2 < X E_200-250 MBq/ patient » 2 " % iy
REHRF > B w‘%%“l%?;f%l‘i'%é“l‘““ 4 A 5-6 53 F L E

A KR sampling € 2 -+ X 2/3 0 F E 2 #-single dose 47 = 4

B dosage > = niﬁfu% ¢ H_20-25mL » ¥ ¢ fj‘%{S mL > ¢ single dose

HE R0 X ASFL 0 M PL R PERE AL 9

Al: 12 Release e= Fia— B3R 5 2 F i eng * B R 2 fa

sample SR ZE » PIREFEFERPN TR > 2473 T R Ay o

Q2: 4-¥twh — B FP XL A ff H ¢ % > 10 mL vial ] &)1 543 - f§ 47

FOAEAGR O BB R R 250mL ch e g gL T A 1Y

¢ g i TP B A R o e 2\ m{ri»??lj‘gliq_\ | A e i s A S ¥ =

Hr 3 10mL- #7352 » & & A KEH F Lu-177 ¢ injection solution
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