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(3) 487t 24 # A& MF
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Pz 2o u7]71E S5317] flaiAe X dgdle] A elth dx figQle
FAdd Frbr desty, FAA4IA 2 A5A (. MDSAP, ISO 13485 <154,
GDPMDS(Good Distribution Practice for Medical Devices) 154 5)7F &€t}

Class A 9|87]7]= AF TFolA WAldrt 28y FE5dxs D] goldlz 4134
Al MEDICS(9l5717]  AHX  §4  Al~=®  Medical Device Information
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WAHGZEE 9871719 bd % A5 E 492 (Essential principles for safety and
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Class B, C, D 9&57]7]+= o8 H7} 7% Z(Evaluation routes) & 3stU=S X el3}lo]
5% F At AU F2Z+ AA H7HFull Evaluation), £.¢F ¥ 7HAbridged
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- HSA 3 af¢] 3z w7t 55 A4 oF gls
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& 10. A7FE 2 Class C, D 987|171 A& A/
AA 8 oF ECR-1,
BA A N ] EDR ICR
7t 37} ECR-2
BRI Vv vV vV v Vi
TAE YrE ¥ vV Vv v Vi
e FHx o7kl QATA - v V V V
e Fx =7ke] viAY oy - - v - -
obd Al S AN - ECR-1 - v
Vi
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HE
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E 11 A7t22 o8 7)7] §7F 28 7|3t
Z] x|
S 20 5% A% 5% ad g amwn AT
Class B AZE Z A - 100 160 120
Az FA
Class C (= mupel glo] 120¥ 160¥ 220 165¢
2
Class D - 180« 220 310« 235<
| D
Class : 220 3109 -
() oFE T 8717))
1) 2ZESC] A% W FEA AR (BF Zuldde] F3), AWt 4F 2



3.2. ZH# o] Ao}

1) FAZ# 2 3d 99

dafl ol AJote] 98 7])7] TFA7] BHS Medical Device Authority(MDA)o] W, 2 o] Ao}
i FJdse, oj5r)7]e Bdd e »Ad
o
H

& EFA@Y. gurile a7V

RHAR A3 7|Boz o2y We Alds)
2 obd EAE Astm, 9877 4t
(Medical Device Act 2012)3} 2] 57]7] 3+7% (Medical Device Regulation 2012)°l w2}
T A E T

(2) 98771 A9 € 5F &F AA

=77l Aele mTI7IMelA Aolww, ik 129 vt ¥ EFol wet Class
A B, C DE Tu& &7, 871719 AH&54, HF A3 A5 AL, oF=olu
AUAE A=A AAF 55 n#ste] ZAH AL Class A AYE, Class D= X
e 71719 sfFEth. Zeo] Ao AMDDSF 23tE TH B AA 2 4FHe A}

3 Atk Qw57 BRe S39 9wy dAE E 133 2o

[¢]

il
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(i) a3 wme A HAo 2AL wA, £4 £ A
(iv) A% FA4 =& A4d
(v) 944 =4
(vi) 9571719 &%=
(vii) Fgghd, ey w= gAY Fas S8 AAdA e AA dgh
TH g &S A Ee AT ol e T grdE VTS
A Qs = Q= Ao FEFF FR A HAE B3I 985 e g
E48 913 AR AT
3130 ZH ol Alof BTV TH T
Ta $1¥= (Risk Level) ol @ 717] <A
A A €13 (Low Risk) Fe=g AA7], A=A
B A-% $1% (Low-moderate Risk) FAE, EF A
C Z-1 9% (Moderate-high Risk) Z%&7], 4893 JdZIE
D 1 9% (High Risk) A e, o] A E AlAE 7]
(3) As7 A& € AE AF
o] Alotell o7V 7|E TEe7] YeldE dA diglcle] BaAolth dAA gl
FdE 9% 29 & 7HEstablishment License)& R fdloF a9, 9577 ¢+ %
#2] 7]%(GDPMD,Good Distribution Practice for Medical Devices) ¢1=o] 27
o577l 7 At 2871708 29 13 2ow Class A9 Class B, C, D¢

&7 Ak g A 7|3kl Aol 7t St
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STAGE 1: CONFORMITY ASSESSMENT BY CAB

Classily the medical device ClassA Submit application to MDA
according to risk classification via MeDC@St

ClassB,CD

Medical Device without approval Appoint CAB for Medical device with approval
from recognize countries N conformity assessment from recognize countriesMDA
Full conformity Conformity assessment CABTAT Is
assessment (by way of verification process) approx.1.5months
CAB TAT is approx. 2 months. l
Issuance of asssement report & The CAB varticxiion spor wil b prepaned
certificate of conformity to local ""”“‘,"’L‘“"“.'“'"”MG“:‘;,";'Y P
manufacturer/AR Verification Process Documeant.

Submit application to MDA
via MeDC@St

STAGE 2: APPLICATION TO MDA

l

Pay application fee <

Class A" 14-20 working days”

Class B, C, D' 30 working days™ R o
*upon submission of complele eskTament

documents for new and re-registration

application® e

Pay registration fee and issuance
of medical device registration
number and certificate

Iy 1. ZEolAlo} o777 F7F dx}
A Ty o] Ao} MDA &3 o] %]
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Class A 95717+ x| AAL glo] 221 Ato] E(MeDC@St(Medical Device
Centralised Online Application System))E &3 AF TFS & 4 At} Class A
w7719 AE AMF= F149 2

Class B, C, D =771+ A3 717 & (Conformity Assessment Body, CAB)<
ol A HrtE we O ARA HIMAE EEdolop vk AR HUF ol F
MeDC@StE &3 MDAl 55& A 5 vk A W7F dapes Jdsos
1571l A 2709 &8 5™, MDA 552 309 &89t

Class B, C, D 91871719 A& AFE * 149 2o "42 CSDTE A =3 of
s, ISO 13485 Q15A, a9l =z =7te] o5 T, 45U AAY=E, e,
AT, AFE A, AxA AR, A dF: 2 F24 A5 55 A=
deo]alotoll A Q1A= dfe] Fx =7k w=, ¥, Aud, S5, A3, e,

FxTo| AFS WAH P A

=t

H W A AAE BEE A

¥ 14, T olAlo} 777 AEF AMF
A QFAe Class A Class B, C, D
9]?4—7]7] l:o‘:\g' V \V
95717 sd sk A v -
o877l dwrd AHn Vi v
5717 2F3t Vi v
Vv
F7F 874N (54, E@e, A7} 95717 B) ) -
Al
ANZAF AR \ v
Vv
3 Az 27 52 o)y
Hel =z =7t 5 | Ao A Vi
A 3d H7HA - v
Alg 3 AR 2 ZHA] Vv N,
A AAA Vv v
CSDT - Y
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3.3. 9l = Y| Ao}

1) FAZ# % Bd 43

Sl Alole]l olgr] 7] FAI7]|#HS B FE(Kemenkes)o|™, BAF kst A of 2
915 717] F=(DGPSM, Directorate General of Pharmaceutical Services & Medical
Devices) W2 ¢ 57]7] ¥ (Medical Device Production and Distribution Service)
A =77 AP H AR B7E ¢ Alx: #E(GMP) /1S 55 Hddth

77|71 BT, Aed o7r)] 2 7HEE AAEE AFE st #d BiR

T4 62/2017° wat A # ok

(2) 987171 B¢ & TF5 &7 AA

AEUlAlole] o5 7]7] Hoe ® 169 2o
Class A, B, C, D2 SH<& EHF3th Class AE A9YE, Class D= 1298 7]7]9)
g et = Alel= AMDDS} o

Fol e AF A5e @asha 9lx e

BN
Lo
i
ol

Me

AW oy, Ad, s 2 AFeta, A4E Amsty, AFS s, A4 ]
5 G NS W A E B TS Yr BE /T, ZA, A
B/EE JEGE

>3 €= (Risk Level)
A A 918 (Low Risk)
B A-% 918 (Low-moderate Risk)
C -1 918 (Moderate-high Risk)
D 3 ¢3 (High Risk)
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(3) 487t 24 # A& MF

AmjAlofel] F5 7715 &3] HeiAe A diglqle] Aotk dA gl
8775 9] T #ey] 9 98717 §% F7HIDAK, Izin Distribusi Alat
Kesehatan)& H.-faloF 3k, 957]7] 4 f& #E 7] (CDAKB/GDPMD, Good
Distribution Practice for Medical Devices) USAE FH5slokF ol F5 37kt
CDAKB SISAE FHAS3 o]F, 9877 555 AT 5 3

o577l s7F Axke a® 29 oW, RV FELS 2 AloJE
(https://regalkes kemkes.goid/) & T3l o]|FoJX i, SHol mE 37F X Fol=

gltt.
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e

i HIHEol ofet dAL
AA} 7]

Saja A 159, S~ B/C 30 S~
D 459 :13mHe|
HME EE7HT] ELlE FHeE Ut

(B2ro| AT H20(8t)

SeiA A B,C 10U 2 7t HjofE Miz B

2~ D: 152 o|Lhol HEsto| HiE 7t Lioll HIEE 4= Gl= 39

(858 220lEH B} Sof
oigt & wim| A _—

ZS|AFI0] Chet BTt 7[5 Lholl HISE 4 Ql= 29 &
SeiA A/B/C/D 102 0| = X3 MYS UIEsHE HHS B 4 SlNE 29

e =2le] E2

SESPIHS gof

a9 2. EuAel 9 57]7] 87 d A
E2: A7 EFL. FLI 98577 A AE. 2023

AmUlrjotell A 87715 TFet7] flsidE & 173 Aol ISO 13485 15 A,
A5 o S A (Certificate of Free Sale), 2H¥ &, &, A& A, AA #AZ
2 FEAA A5 & AFdlok g Jl=vAol= CSDTE IF= 2 36kxl o
CSDT 2 @53 FARSE A A1 A S AAstolof gtk & 1839 zFol Al oH
g Alz/9 ol Fel met 55 7)) Aol flom, £ Class B ¢&7]7]%= 30

o
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- A 5= (Lot/Batch/Serial number)
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3.4. H=

1) FAZ# 2 3d 99

= o577l FA7]|BS Thai Food and Drug Administration(TFDA)o] ™,
TFDA®9 2 &7]7] &8 F(Medical Device Control Division, MDCD)o| A o5 7]7] =
#FE gt o577+ 957171 BE 2551(2008) ¥ BE 2562(2019)° whel A H o).

(2) 5771 B 2 55 F AA
1, 2, 3, 42 oS &7stH, 987|719 A&EA, 4F A AF AR, gEoly
A& ddst=A oF 55 adEste] ZA-4HE Class 12 A9d, Class 4% 1L

A7 71710 gt B2 Class 1, 2, 3, 42 o9 = 7ot o5 BH2 tE
fw
H

A%k, AMDD¢ %314 &
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® 19. = 5717 A9
(1) AZxPA Ee= 2527 By T std ol HAor Atd e w7
GRo®m e xest ARG RS R V9 A, VA, =, AEUE,
AP Wl AREHE A9 A Ao Aw, AZE o] E= V] A
s
(a) A®ol ek, o, RUHY, A7 = 23t
(b) F72e] W, RUE Y, A&, 23} == B
(c) -3 == A A AL WA, 4 = A9
(d) A7 A E=e= A4
(e) ¥9) = A2 A
(f) ool et A e 1A
(g) F#=3 AAY A HAALE 8 o4 3 AR A&
(h) °J871719] &%
(2) (el wet o5 7]7]eF A ALE3H7] g F&5F
(3 57171=A e TA AA-" 7171, 719 714, =T AlE e VlE 55
¥ 20. Bl 98577 5F =&
=3 €= (Risk Level)
1 A 218 (Low Risk)
2 A-% 9189 (Low-moderate Risk)
3 Z-1 $9¥ (Moderate-high Risk)
4 1 ¢3¥ (High Risk)
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(3) 487t 24 # A& MF

flo

gzl Sm7]7lE sFs7] fsiAe @A digle]l 5ot dA o
9L $13 49 3] 7HEstablishment License)E H.-38floF gt}

o Class 1 9 :7]7]= HE9 AAL glo] 22kl Al2=dlo] Ao AF 555
T Atk

Class 2, 3, 4 9=57|7]1+ % 213 #o] 37HA 7} A= F stvds Hddste &
st = ot HUE A2+ dA H7HFull Evaluation), £¢F 7 Z(Abridged Pathway),

i)

o
R

i)

Jfu

B7FEE HSA 4584 Z2 19 (Reliance program with HSA Singapore) © & bl th
TFDACIA Q1A st= el 2 =7te] 55 offd wep Add des Jd9d
ek & FHFE IZvte 5T2FH A$, 29 4 ZE(Abridged Pathway)2 S =8
Ko, v, FH, Ay, 35, dES Fx IR - vk 13, AVEEE
ARFsERE 2295 3 5 & Utk

Tw 2 Hut AR met AAF 712 2ol e, A @ 7HFull Evaluation) &
2504 el Al 300, £.°F 74 =2 (Abridged Pathway)E 1509 elule] F5e] o] Folxitt,
A7FE2 HSA As5dA Z2Z a9 (Reliance program with HSA Singapore)S =3l
55T A9 AAIE 150Y A 60U 2 Fo] £

Class 1 9571719 A& AFE % 229 Zow Class 2, 3, 4 9571719 A=

AMiFe 3 239 2ok AlE AFE CSDT dAle® Aol sh, ISO 13485 Q15-A,
B9 FrTe) 5 FW, BEAY A2 2E, Y, AGRN, AF A, AzA
AR, A4 A% W KEY AR 5L Eeor Ak ¥rh A2 mel 4R AR
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1) FAZ# 2 3d 99

Ao 9 57]7] A7 3S Food and Drug Administration(FDA)e] ™, FDA$]
Abskel BV A, WA A R AFAE(Center for Device Regulation,
Radiation and Health Research, CDRRHR)°IA 95 7]7] 5% 2 t4] dF & T3
sheh, "l ¥ 39 (Republic Act No. 97119 whe} FDACIA <& 7]7]9] A%,
o, 91, & 5 FAStE 2low, FDA AW H(2018-0002)1 4 2 &7]7] 5=
U DA

& A 9l

(2) 987171 B¢ R TF5 &7 AA
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F 24 299 w5717 A9
AZAA7F GS5S BHo 2 AlFd A g5 o7 L= 235le] ALEEEE o =3
BE 71, ZAX, =, V1A, 710, AEFEE, A Y Ao EeE BRAEH 4AX
Edo], AR =& 7E FAF BE dE X
- AWl Jd, o, RUHH, A5 T ¢}
- e A ERUHY, A5, &3t B B
- e e YA Ao AL wA, A = A9
- A 2] E=E A
- 4 o
- dAal =4
- 57|79 AF
- AAANA FE= HAY AL HAE T o5ty dd AR AF
¥ 25 2949 9577 59 B
53 Y3 = (Risk Level)
A A 98 (Low Risk)
B A-% 913 (Low-moderate Risk)
C Z-1. $J38 (Moderate-high Risk)
D 3 913% (High Risk)
(3) A87 A& € AE AF
Ao 957715 F537] fsiAe d# digle] HxAolnh dx digde
Az £ FE5AAMDDC, Medical Device Manufacturer or Distributor) 2% <
3] 7HLTO, License to Operate)S H-fafoF 3t}
e 20189 A= (2018-0002) S F3] ASEAN Zx3} 7|& Q7o A% o=
7171 7 dgF AFS HEY o] FAHH wel Class A 987 7]E Al

(Certificate of Medical Device Notification, CMDN)3}1, Class B, C, D 9|5 7|7+

5 2 (Certificate of Medical Device Registration, CMDR) 3] oF
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(Device Labelling)




¥ 27. 3219 Class B, C, D 21&7]7] A& AMF

& e

o T

BRER -

9974 -

ISO 13485 Q154

CE 54 = ks A5A] -

Aol Are Ay AR -

7§ 2 (Executive Summary)

S G5 A S EE AR #7) oY

A% 2} A (Device Description)

- e B ALY, 89 AR

S ArE AaYsE

297 2 HA = A 2(E ial -
ETEA X AYS8 s Ar=(Essentia . ‘
- A AN, NFAR, VI8 S 5

Principles and Evidence of Conformity)

AA A= 2 FE3AH L% (Summary of - AESHH <A I
Design Verification and Validation) - 5= AY
- s AlY
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- B AL
- 2ZEY] FEA &<
- 94 =7 (Class C, Dol 33l
- A& H7} (Class C, Dol 3+-3h)
- 717]e A]_}l obdA 2 faA Fd
3 AKX (Class Dol 3%+gh)
_ - RS xAke] gpdof et AMwsk Ae AR
AE 2w 2 (Device Labelling) ] I ael H
- Ao AFEHE BEe AR 2 AF
A9 E4(Risk Analysis) - 9% BA Ay
_ Ezlﬁoﬂ/\]iaﬂ Ay
A ZA A X (Manufacturer Information) meee e
- Ax3TH
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3.6. HIEY

1) FAZ# 2 3d 99

HEG o577 fAI7|#e BAR jbete] o 57]7] @ A A (Infrastructure
and Medical Device Administration, IMDA)o| ™, 9]87]7] 52 4 A 4% 9%
shtk omv)7l= olm7]7] #EW(98/2021/ND-CP, 2022) % o=7]7] e A=
(07/2023/ND-CP, 2023)el whe} 5f # € o},

(2) 487171 A9 2 FF £7F AA

HEGS o577 Aoje & 289 Zom, 299 #o] 99 &7l we Class
A, B, C, D& S35 BFstH, 957|719 ARERA, "5 AR A5 A%, k&l
qUAE A=A AF 52 nHste] ZAH AL Class A2 AYE, Class D= L
Ag 71710 sideh. MEW-S AMDDY s 55 BF AH 2 935S ALS
&} A 2k(Circular No. 05/2022/TT-BYT), 54 o w7]7]1d tid +94 37 &/ &2

e Fh aFAgel Qe A Holt 9l

=
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Z 938 (Low Risk)
k3]

A-% 9% (Low-moderate Risk)
1 9% (High Risk)

9 3¥ = (Risk Level)
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(3) 87 dAa £ AE A7

HE o577 s538t7] fsiAe A tieldde] Ao, o577 sHel
wet & 7F Haprb Aelsttt. olw77IE SHel Wl frE SUHAEET Aldl e
TE)E AAsY #F% WE(Circulation No.)& Fofwtolol sln 54 9 57]7]
= B 9 s7F eq-dln o mv)7] s7F dAe 19 33 2t

Class A, B 987171 F924 2AA 9] s A&xE g AHs ok g,

AgHE Al AAE AW BAZA AnAE wel £del FASE FA Azt
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Sale) == #37tE A5 49, A& F50] bt sle] FE AR E v,
53, MUY, A EU 3|9, g, 29240t sgdsiy, 20229 A2 9 27]7)
ol A A (98/2021/ND-CP)ell whe, gh=3 Fo] F7t2 FHATH
Class C, D 9]87]7]¢] 5= Alo] CSDTE A&Eslodof 314, 5= Aa= 9 87]7]9
upe} 30l A 459 LowT)

E 30. HlEY 9877 AF AFH

Class A, B Class C, D
A LA 24 A
EFAAGA =" QAFA ISO 13485 QA 5A
A% EEE
FARZ AAJSA (AF Al FARZT AAJSTA (3F Al
A3 HedA EE A EEA A4 A
ARE A A ARE AT A
Ex o
A 2l Z9A A gl FHA
CSDT

- Al PHE A B A S H LA
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ABSTRACT

Analysis of Medical Device Regulatory Frameworks in Southeast Asia
for Market Entry

This study aims to analyze and compare the medical device regulatory frameworks of
six major Southeast Asian countries (Singapore, Malaysia, Indonesia, Thailand, the
Philippines, and Vietnam) and to propose practical insights for developing an integrated
regulatory strategy by identifying regulatory commonalities and differences among them.

In 2015, ASEAN member states introduced the ASEAN Medical Device Directive
(AMDD) to promote regulatory harmonization. While many countries have adopted
classification systems and technical documentation structures aligned with AMDD, each
country continues to enforce its own specific requirements based on national contexts.

This study examines key regulatory elements such as medical device definitions,
classification, registration processes, and documentation requirements across the target
countries. Based on this analysis, it proposes a unified document package and
country-specific market entry strategies. In particular, a unified document package based on
the Common Submission Dossier Template (CSDT) is suggested to minimize redundant
documentation and improve regulatory efficiency. Furthermore, the study suggests a
two-phase entry strategy based on the certification status in overseas reference countries,
allowing Korean companies to tailor market entry scenarios to their existing approval
status.

The results of this study are expected to serve as a practical guide for Korean
companies and regulatory professionals seeking entry into the Southeast Asian market,
supporting the development of strategic market entry plans and efficient preparation for

medical device registration.

Key words : Southeast Asia, ASEAN, Singapore, Malaysia, Indonesia, Thailand, Philippines,

Vietnam, Medical Device
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