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Which of the following best describes the difference between Class Il and Class IlI
medical devices in Taiwan?

A. Class lll devices are more expensive than Class Il devices.

B. Class lll devices are more complex than Class Il devices.

C. Class Il devices are used for more serious medical conditions than Class Il
devices.

D. Class Ill devices require a more rigorous regulatory review process than Class Il

devices.

A medical device is a structured system of procedures and
processes covering all aspects of design, manufacturing, supplier management,
risk management, complaint handling, clinical data, storage, distribution, product
labeling, and more.

A.1SO 14971

B. 1SO 10993

C.1SO 17025

D. Quality management system (QMS)

The term "medical device clinical trials" shall refer to the systematic studies on
the of medical devices carried out in human.

A. Duration of validity

B. Diagnosis and treatment

C. Medical advertisements

D. Safety or effectiveness

Which of the following is not a key element of a QMS?
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A. Quality policy and objectives
B. Sales strategy
C. Organizational structure and responsibilities

D. Document control

What is the purpose of chemical testing for medical devices?

A. To determine the device's biocompatibility

B. To evaluate the device's performance

C. To identify potential chemical hazards associated with the device
D. To assess the device's durability

Which of the following is not a medical device?
A. COVID-19 rapid test kit

B. Surgical scalpel

C. Dental floss

D. Hyaluronic acid

Which of the following circumstances would not be considered as defective
medical devices?

A. The duration of validity or storage life has expired.

B. Some materials that affect product quality are mixed or packed.

C. Toxic or hazardous substances are contained, resulting in harm to the health of
human body.

D. The performance or specification is consistent with the content that has been

approved in registration, listed, or announced.

P RREA R FREHLE 2 o 2 BT CHERAVEES B FEET
TR Flpt g B FR EH DL E M

A. 2 AR IR

B. E{FW rlht

C. &% (%) skt

D. ri by A

U EH U T P AFREH > B2 FRAEHEFIR 0 £ 04
f%‘% 1r-r'5ﬁ?’? m % KER(QMS), 2

A GBSz BRFREH ek B L1 kb

&%—3@{%%% wFRCY

CEr2iPn@FRERHULrv L% - S5FREH  doa b A

2



11.

12.

13.

14.

15.

O SUBHDAREE R AR A T R £ 3 BB A R S R 5
D KEEREESE "s

Biotechnelogy and Pharmaceutical Training Center Taiwan Salt and Light Biotech Institute

4 A - KPR DFFEN  SEALELAFR T XA ER T
A B A Nk e I

KR T op TR A ST EE G A

B T Sl A

KA Ty EAF R Z EAFR Y DS &
RERATEF LR g

\.‘.!JH-

/H‘ ‘“w \EN— ‘E“r‘
_1

o0 ® >

ITE 4 2 g M 4ad UDI (Unique Device Identification) e F 2 & p &
& 7

3 ﬁ—ﬂ A S 38

l*-,ﬁ/%‘ BMFTEF I

f? éw“’* 12 DI ’F 1=

SRR A S

Wi

S0 w >
Wi

—1—%%%%1‘4’ eI ’1&“‘1"”1'*’q_F%ﬁs:éIE,{r?w%?*i%gf}‘;a’
Gl 2 U EEL L o GR T ARRL Re Vi 2 2 d
BAED

» H

rr,‘;,?;j‘_:f_.}n

P i

O 0w >3

T 7 e fA R B ¢ & Software as a Medical Device (SaMD) & & ?
A. = pEd ) Bk B App

B. & A 82 HKNAlF £+ L

C. 47w TRk R 2 9 App

D. F P lif K # 5L 4 st

Which of the following medical devices is not classified as an IVD?
A. Blood glucose meter

B. Cardiac stent

C. HIV test kit

D. Pregnancy test kit

What does GDP mean in medical device?
A. Good dispensing Practices

B. Good devices practice
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C. Gross domestic product

D. Good distribution practice

What is the purpose of the Medical Device Regulation (MDR) in the European
Union?

A. To regulate the export of medical devices outside of the EU

B. To regulate and harmonize the approval process for medical devices across EU
member states

C. To provide guidelines for the use of medical devices in home settings

D. To regulate the use of medical devices in clinical trials

What is ISO 149717

A. A standard for medical device sterilization

B. A standard for medical device clinical evaluation
C. A standard for medical device risk management

D. A standard for medical device design control

Medical device manufacturers shall not commission other manufacturers to
manufacture or accept the commissioning to manufacture medical devices in
Taiwan, unless otherwise

A. certified by WHO

B. authorized by the commercial agreement

C. accredited by the international foundation

D. approved by the central competent authority



