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1. ERERLERT OB

(1) EREIRIE

S A DEFHES 2 BT 5 FRIERIIERERIE TH 5, ERERIEIR, BRI OB &
OFF DO T, EEER ORISR K OMAE OFRE, i, AKX OISR S5 E#R
MRS DO RESE | R 2 R EFHERR OB OV TED TV D, 20194EICERBEIHENKIES LD
F T, FE LT, 20084 EREHEARE B UM 9884 (R MM ARIE 1T HE SV TR DT RIEE B 5
I X THBIN 2 EN TV, bob b, 20194FEDEREIEOREEZ S LT, Ao K
O RFEORERLE L3MThI, BiilZBOETEROCERBARINL TN D, 20194
D ESFBEIRE D BIEIZ I TIE, ASEANE SR 57 (ASEAN Medical Device Directive) (ZHE
T 25 Lo, EFESRE Y A7 X—ATHE L BT, EFELRORE L O AIZRE T 280
HIHE 2 ED TN D, AETIE, FrEROWRNBZRVIRY | EEERRIEIT, 2019F OSUE# D=
WA IR T b D LT 5,

(2) TMASROEREOFHRHIE

20194 FE D EFHERRE DO YIEIZ LV BRI D 7 T AT M Thiviz Z LB, 20214500 R,

BE T 22 < O AT L OERENFTICAR I TN D, 20194 O EREEIEOBOERTIC

NRINTETNETROERERN, KRELT, AR DO H L0, EFRERICHEES 53

W7 HRN 2 MR35 BTk, EE LT, iRl ARINTE TAS KOS REONE %2 BifE4

DMEEND D, BEFESREICESWTHIE SN D TAA TR OVERFEIZIL, LTONELZ T,
@ ERIRD T N—T L4 HE

= i 0D S K UM AT £R 2 B Fhoe OFFM (FEMINA S 32 BIEE, i 2 BEE ST
FFAIREDIELT D FHi )

BUESG AT K OV NS OB Gk D BHE . Ffot L OGAF:

PR A D L U

PRI i SRR - NIRRT EBIGRAE DAITIRTEN T S D R R O — TR
FGRY T ISR

IR B i DEE 1L IR 0D FFI

EREGS O NRANZL T, HEH~OYPEHFORE, ROEFRESROEHICRE Y 52 ert
BFEDOEBIZOWTOMREITET 5 HEHE, Tl ORI
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EREETEC B 5 T F MO EREOFEMIL, LFOY =279 A Fn67T 7 & A W[HE
TH b,

(https://www.fda.moph.go.th/sites/Medical/SitePages/New LawlInformation.aspx)

(3) HEEREE

19T H B REIEIT, HEBOREICHT O ERTH Y | B UTERILE, AR
8 AT IR EE R OEEE  HRBEROARNRNEREEFEICOVWTHRAL TWD, 19794
HEERBIECEDERBEBIN TV OHEEREZERFHRIL, HWEENOOEEFELZT
T TrY ., HEEIL, EREGOEAICET 2FHFEICONT, HEEREZESFHRIC
RET 52N TED, WREREZBSFERIL. 2 2oRELZ T, LEIRLT, F
XL, ML R TADREESEEMT DHEREET 5,
2. ERBSBOESR

PR RRIETR AL, TR 2L F O X 5 ICERM T TV D

(1) HEICANDER, #E, Bir L <I3WE., MAEOMNSNCHEMT 2340, id, |
EHELELFFARICL > TSN Z 2R LR, V7 Fo =T 8L <IEZZ2oMmo
W<, o, AXFEITH L TUTOWT IO BNZAT 580, FMXITfhol &
BOINTHER SN ENTR DR,

T REOBW, TR B, R, B

1. AGOZE, T BEHE, B B

T BROMRIE T AR BE L, RO, BIE, R, B, S BT
FANO I
Ay DOHERF RN
WERT ST AR B4R B o 2
PR SRR 2k 2 B ST AR
EREIIZHE I E Lo b 0T, HiFRRaT — % Ol
PR B 0D T 7 AR 1 O

(2) ki (1) LPFETEHINLMBNER

(3) PRIEEERITED HER, #E, Bk, "Lz ohowE
BL, ke (1) OIZE > TAITEOERNIZIEAE UG R, FEEERE L < I3
#y 7 v A NIRRT 2 DO TH > TER B2V,

.\‘fﬁ*?‘%.‘*
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3. ERBEIRORER
201949 H 14 RA Y 2 7 LoVl Uz RS D0 BIC B9 D PrfEE & ( TR &R
(GF) 1) ICXHUE BRI, FE LT Uo7 v —TIcgEasnd,
(1) A2l OERES ( HES2 I EREE )
(2) ISz F R LSt D E R e ( TIRIRSNZ I =R ) )
RON2 T =S S O R RSN 2T SR X, U A7 LU LT & HICBL R4

DD T N—TITHEEND,

ERWIRO T T A JR7 L)L Hii Fe
1 KU = Jei H
2 ® fEAIZK LTH U R XITARS FEAIN A O H A
T L TR Y 2 7 ORSV2 I H
=Y 2
® (K~ U X7 OIS S =R
e
3 ® fEAIZK LTHEU AT XITARS FEAIN A O H A
AT LTH Y 2 7 ORI 2T
=32
O T~ U XY DIERI LW ERE
e
4 YRy Fiad]

AR D7 7 A OFAILLTO@EY Th 5,
(1;%ﬁ%ﬂﬁ%ﬂ%ﬁﬁm%L&Uﬂﬁ&%&m@ﬁ%ﬁﬂﬂ@%ﬁ%@ﬁw~#(7?
Z1

T A SUTARE LT D U A7 OROAS ST I ek

(7)) Tus s hA—F =0, YEREIRICERT 2ENZH AT v 7T 7 e R
TEEMS 272 O DR 2 A9 2 U It O O E

(£) Ta&r MA—F =0 KABKAT > T THEAT L EORE N ET HER
MR 7 L — 7 S E e

(V) BREDORE R

A ARV 22 OIES S W E R

(7) HRREZ LT, BraoRFLEML. HBnEfs 22 UIEA» LR
DMK EWRINT HZ LIk D, A% (mechanical barrier) Z & DA%
HEJ &3 22 TOEEREDS 7/ —7 T ERES
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(1) FEERELEDT. FiR, FEERKR. ZOMOREE L ZTADBEK LT 57
DIZ, XUFZN O Z T 2720 L, A (infusion) # L < IIH KO
P (administration) XUTEN~DOYEDEA (introduction) Z HAYE T 54T
DEFRERR 7V — 7 UL s

(V) HEREEZEDT, DO TORMEEZR S0, I FORBICHEL2nZ &
ML T DR TOERES 7V — 7 UTE RS

a. BEASTEEEPL, BEEEE CET G L THATLZ00L0, 5
N OMERSE (microenvironment) DEFIRA HEYT A IEFEEIRE T,

b, EExBA-T-REEHML, BEREE TETAIHEICH L THEHT 7200 DT,
BED —kiER (secondary intent) OAZHEIETAHED

c. R, HIKHHAL. ZOMOEREE L IIH AR & T 2572010, XiTTth b
BET 572 DIER L, o - KU A7 DL EOEREER 7 L — 7 T E RS
(FF2fd )y B ATRRE B R MR E) &40t L TR <ST2OICHEMT 550

d. IR, ISR, £ OfMOEREE L <IZH A0 & LTHMAT 272010, X
TNOZRT D7D L, 2 oMiROiEiE &35, toOKKEZRRT 5,
MHOEEOEH LT 5, SECZRNT S, SFEO AR 5, USRI
ELRT S22 L2AME LTERT 200 (iR y 7 25T)

e. MK, MOEIESIIMOHEARD LY FEH) UL RV OFHEITHEH L, 220
{iii (infusion) HOWAIOIEMZ HHIE T 50D

£ MR, MO ST OHRIE D WP SRR OFEE . 22> 7 4 12 Y
v, w0 BE (centrifuging) XUT A AF L < IXEAAHIC L HFRIEEICHHT S
HoD

(=) —FFEICEER T 2 BT, IRY 27 OEFRES 7 — 735 L < ITERESS G5 1 ff

R LT D20 DTN 5. T —HRERIICHEN T2 HRYT, fEdhE
Btk as 70— 78 L ITREBENE RS L B I T 5 . UMBHINIR B & IR
) HROB N Z 8@ Ul S IMRIEZ 5 & TOERB G 7V — 7 SUTER S

() AEENGHEICE S E45, HENDHBEICE 550, UTEFLIZI WV TEBIRHAE
M2zl 5, OMRIREZRS) RO ZE U hREE
O BT OEFEMKS 7 Vv — 7 U RS

() —BFRQICHEM 92 BT, AARHIEREG R L L TRV R LEMT 2. SRRREE
O BT OEEML 7 v — 7 UL R
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(F6) WHDERSUTE AR O ek & BE OHIFITRH T D20 0BIHER L, £
MKV BWrd o Z Lz B L D REB R 7V — 7 SUIREB R
(7) BEBNEMRMES 70 — 7 UIREBNERRESR T, O TRk 2 A &3 SUILT

ORI L 220 D

a. TRX—EFIHIZH, K OVEBGTHRENZ B E LT, £ TOIRE CHEM
I 5 HEBh R AR 7L — 7 T RE B R A
b. W @Y A7 OEEHE 7 V— 7 LEEERS (B3 EIEERL) 1N T
5. BRI A REENERE RS 7 — 7 AT FEE) E AR OMEREE R L < 1%
Txu—%HBET D, HLITYEKERES 7 V— 7 L IXEEKES OMERE
WCHEHEREL 52522 HNET D, 2 ToOREIEREKZ 7 V—7 4 L <I36E
c. TARNAX—EMIEL CAERICHINESES Z EI28 0 ZWa21T 9 72 OResh = ik
237 N— 7 XX Redh [
d. HRPEESS (radiopharmaceuticals) DO AAEEZHE< Z L IZ KV 2KE1T O
7= OREFNEEER 7 L — 7 XL REE) E i 2s
e. BEHELNAFPH ot R (vital physiological processes) O XL 7 + 12—
Zil U Ca2Wr 217 5 72 O OB RS 7V — 7 T sEB) R R
f. HEREHTR)/NT A —4— (vital physiological parameters) D7+ 1 —%
U TREEAT 5 - OB EFER 7 /L — 7 U TREE) =R aR
g. BENERIOBRLMEHRIREICH D Z L 2RI T-ODKZH 2 B & T HHedEhE
Frkas 7 — 7 I TResEh [ R 2
h.  EBEAGHR (ionizing radiation) O A B ET 5D, K ORGHRZK X IXE
% Ti6% (interventional radiology) % H®J& 7§ HeEENEREER VL — 7 X%
REENE SR, LRt EREI 7N — 7B L IIERER 2 EHE LIX7 41
— I D EFEEA 7V — 7 L < TEREER. T, ERRoERESR I — T E L
IXEFRBEROMERBICEE R 5. 2 D EFEER 7 NV — 78 L TERESR T &
ﬂo
i EAL KR, UIFEEHAD TH5M0OWEOER X ITHRE B E 35, 2T
D REENEPEREIE 7 L — 7 X T RE BN 2 kg2
(&) AETWRWEM O SUTIREY) (non-viable animal tissues) ZfHAZLTHL
WET DM, ITZEDOWH % &I, DOIEFRERE & Ol (intact skin) DI
AT 5. &2 TOEERK 7 V— 7 U EFEES
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V. ORI T D Z L &2 AR LT DR 7L — 7 USRS

(2) BEEUIMAZENEHABSHELTORITNIR L2V ERER UIERESRD S L
—7 (7T R2+ 75 R3)

R PN

IRILTHY R 7 EH L ATARBEAICK L THEY 227 (7 22) UIEAICK L

TEUAZELLITARBEICH LTHY 227 (75 23) OFEINEHERBGRD 7 v—7

(7)

(1)

(7)

(=)

()

(1)

(%)

(7)

MG, B, SUIBRO oI, Mg, iy, Mk, Mk SUIER T 0%
% SO T O AP BE T A (S 215 5 721, iR IO oM A % H
1y &3 2% R 7 L — 7 TR R

(Chlamydia trachomatis, Neisseria gonorrhoeaes) PEAZIZ & 2 JRYIE D IR JF
R, UTMEAT K 2 BYSE DR IFIR & OBME O T2 Z L2 A e &
B EFHEER 7 L — 7 T E RIS

JMFEBEL (cerebrospinal fluid) MIXMIKN T, (Neisseria meningitidis X
lZCryptococcus neoformans %) FEBIZHBITDHININH D720V A7 RN 5 IHR
B A2 T 72 O EFR G 7V — 7 AT E R A

(Cytomegalovirus ~ (CMV) . Chlamydia pneumoniae, Methycillin Resistant
Staphylococcus aureus DBWIOTZHODHHIF v M) M I A &2 JHIZEHE X
FIRIREZETCIE D, UFTEEREFEICEOE D Y A7 OFEVWIFEIRE ORI 6E
MT 52 Lz B L T 5 BRI 7V — 7 SUIERE S
(RubellaX{IToxoplasmosis (ZxF9 %S eMmlRas) S04 2 02 M 2 ik
T D720z, MERDOIEmD A7 )V —= 7IEHT 52 L2 B E T DHER
a7 N — 7 AT R

(lgamehii B % DEnteroviruses, CMV and Herpes simplex virus (HSV) Miti%)
B I AT, IBEFHOREICBW TREOEMMPNENSINDIREEZH X
MIATRNY AT Din % | JEGE XTGN0I 2 720 OMAIHEN T 5 2 &
EHI & T D R SV — 7 U R g

(NITIES T2 Rk 7 38 O 5-55)  FRROBRE OB R OVE B, IR D HETT R D
A, SUIH o OB DTDITBEDA Y V== I+ 52 &2 B ET
% EFR IR 7 L — 7 T E R

(Huntington’ s Disease, Cystic Fibrosis%) AODOBIETREICHEHNTS Z &

A LT 5 EERE 7V — 7 UL R A
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(#) (Cardiac markers, cyclosporine, prothrombin time testing®) ##rI 2%
PIUZTRR T HOREBICB W CEBEOEMBEHIZE NSO RELZHE R
VAT Db 5, B, WEXTEWFHIBEZROREICHERT 2L 2HNET D
PR 7V — 7 ST R R A

(=) (HCV viral load, HIV Viral Load and HIV and HCV geno — and subtyping®%)
A SRR 72 BYE O B ORI AE I~ 2 72 D O EE R 7V — 7 U R

[mn]

Ar

(#) (Spina Bifida or Down Syndrome®¥) HRVEDHF DAY V—=20 7 IZHEHT
% 1= D EFHERR 7 N — 7 UL RS

(¥) HEMEDTDITHE T 5 720 DERHER 7 L — 7 UL E RS

(R) BEOZIITIT O MEHT AR O MBEDBE T 2 2D O EFEGS 7 v—7
PAEER 3

(B) BN UIBERRHEZ DR VWa Yy hr—F— (control) & LTHEMAT 720D
TR 7L — 7 UL E RS

(V) (7)) b (k) DST, pofrf@E SR (08 ICES< 7 7 AIXLT T R4
DERBES LY L, RIS HERES & LT 5720 D ERES 7
No— 7 TR R

A, B~ U 27 (7T 22) XiFH~@EY A7 (7T A3) OIERINZHT A EFRESS
(7) LT OFREEA MED2R ER R

a. HKBETETLEIH L TERT 2720 0HRMREE DRV ERESR, KO
BEOWERYE (microenvironment) OEFELZ HIE 35 EHEHKLR

b, BEREXCETAHEICGLTHEARAL., 22 2ED kG (secondary intent) 7%
T 5 HINMREEL D2 RS

c. KR, (RMERR. £ OMOWEEE L IIHAO@E L T 572DI2, Tt b2tk
W 2720l fEMT 5. FRRELHEDRVIIT OERE S

c.a Wb EY AT OREBIEREG LT 0 b O

c.b MiED@EEEE LTHEMNT LD

c.c FHEOTOMOWEEELTRIYT 5, UTZLDWEHE LT H7DIHENT 550
c.d FWH. @B O HSUIMEHM A RIS 72 DIEHT 2 b0

c.e  EH, MBIREEHERAE X I OEWZ & Rk N 7
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e, fhORIE . XITF O OHIRD LY AL F ML 5 R4 5 7=
DIHEHAT D, FIRREE D72 ELT O E R
d.a EAWNIZIEAT S (infusion) BAIZIME MG T 27200 D

db Z4nHV 7 wmLTEE (centrifuging) ST A AH L IXEAZHIC L
HIREDT-5HD H D

() LLF SRR Z 5 RS

a.

REBNEMRE SR & O 2 HRY & L, UK Y R 7 ORISR O A & O &
AL+ 2. GMRNEEZERE) HEOMOEHEZE LU TOSFRRELMH

R HRFE A
a.a [REROABUCK L THEMT 27200 b O, TR E O b RGHRkIZ &0 Tk
WENDMBEFEDOH 5 H D

a.b HEHRITHEMNTS72DDH 0
a.c REHIWIEHRT 720080

H U 27 dE ) A7 OREBNE RIS & o2 B E 35, UMRRBEZ bR
<) HIKROB Nz Ul H MR A1 5 EkeR

—RF il 2 B & 35, SABREL S 2 ToERKR (BL. &5
M3 24 R R R . PR CR & ERE T 5 2 L A B & T DR
eEs, KOVDIECSUT RS R DF Iy & BT 2 2 LIk, Zh b
DIFROBZW, 7+ 0 —XIIKMaORIEEZ B & T 2 EEER TS E720)

R ER 2 BN E T2, ARREL LS 2 ToOERES (HL. £
FHRRE G 25, IEME LIRS oE2WINSEL 2N E T
D EF . TARARGR & EBEAL T D 2 L2 AR LT D EEES . DR
SAXHFARAEER ROy & EERRT 5 2 L1280 26 OFRK[DZET,
74— XIIRMEOREE B E 5 ERERITE E 00

EHIICHEMNT 2 2 L2 L L, @) A7 EREGRICES L, I
AEN, SMFHVREEZ M 5 2T OREKE

(7) LUF OREB)EHRE

a.

2T OIRIAE 7 % RE B R hkan

a.a TRNAFX—EFHIZHROTZDD D

a.b fERAZAECLMEMOH D, ENIZED AT, IIESMIEY HF =R LF
—DOFEH IO =D Db D, =RV —FH I OME | B K
O8> &3 5 356 O BB 0O R & & 2o,
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i~ ) 27 ORI 2 EEBIERES OMERROEHE LIZ 7+ —%
HEYL 95, JUTLRERESGS OMRBICEZEY SRz LT L2 L T5,
2T OREBIENR K &

2Wr A B LT 5 2T ORREIERES

ANDHEIZPIR EE L2 =1 F—2 G T2 LICLDZEE AL $52T
DREBIERRIE S (AT HDEHRSUIUT ARSI O JEARD % 835 D E (RIZ IR
D 1o I % R 2 R <)

s EFL S (radiopharmaceuticals) DSAEEEZGL =002 A2 BRI &
T 52T OREENE PR

EEARAEHAAERE (vital physiological process) (IS EZMXIL7 +
0—4 57202k B E T 52 TOREEIEREKS

O, PR DRET) . FARAIR R ORERED 2 LS, (b L7285/ I BE A e
fERefE R A2 b b3, AfM~OEEREFFEHNT A —F— (vital
physiological parameters) % 7 40— 57O D24 B E T 5B =R
e

BEDBRLAOGRIREICH 5 2 L 2 RT 720K ZH 2 Hi & 9 5 Eed)E
AR

BRI (ionizing radiation) OMH A BRI E T 5, ROSEERZH X
VX% 5% (interventional radiology) % HFJE T A rE@NEEMLs. L
LR 2 B A L IX7 4+ a0 —7 S EEELSR. UMY EREEROM:
REIC HE R 2 N T ERESS 2 & T,

KNIZA D, XATEINTH D3EY), (RIE I OWE %2 & B O/ T ALEE 3
5w HE T D TOREEERELS

WHEORE, BT 2 I IRE Sy, PEHEBESUIALELD 75 2R ORI 20> & I
LTERZAECL2BIA08H 5, RNICAD . UIRSMNTH 25, (RSO
MOWE ZEB KO/ TS 2 Z & 2 A& 92 2T OB EREE

(=) AT o@Dy fiRlo B & Ri>% Ofth o R

a.

ATy THRET R SRS 2 ERIRRIC T 5 SJUIHRE T D720 5

HEIREICT 2 7 0 AN T 50N, T LV EER L~V OFEE O]
\CERRIR A AR A T L A A LT B E R

aH T B AORKE, T, T SUIRIEZ Y &35 RIS
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d. EEESUIMAZIT K DIRGER; 1k 00 72 9012 4 % BRI B 2

(3) BBEEXITMAERNT T LZITRITNIIR SR VWEREE X IIERBERO I NV—F (7
5 R4)
7. —RRMERAEZH L T 5, 2 TONARRREEL £ 5 BER S

(7)) PHXFRRE R & L S D720 D H D
(1) DIESOEPHRAFESR R DE & BT 2 Z LIk ZERLOHKOBE, K
faD 7 0 —ATRIEZAT O 128D H D
A EEREREZ RN E T 5. RTONERREL M S EREDSR
(7) EFRIINRE G Z D120 UTEEHE L IEKEDZRINSE L7200 O
(A1) PHCHRRE R & EHR T 572D Db D
(7) DBCSUEPRAEE ROy & EHEEMT 2 2 L2k 2R boRKOBZW, K
D7 + 0 —UTRIEZAT O 128D H D
. BRHIRZRMEREZ B E LT, ERICEDIAZL, ARBURIEL () 5 2T OERESR 7 1 —
7 XIFE RS
(7)) Dl HARTEBR R, SUTHARRRRR & B 5720 D b D
(1) EMHER IR OTZDDO LD
(7) AIZHDATREB AR E T2 b O
(=) AWFRINRE G Z D720, UTEHE L IERKESEZRINSE L7200 60
) FEHZERT D200 H D
() RNOALHIZEAL 2 2§ 7200 b O (AT 2 ERER % R <)
(&) HEANICHOIAD N THAE ET5HD
T. BRSO RICKT 2B & 2EET 2010, BREHELE L TEo—EIC GRFIEIC
Fo <) & LA AT R R AR
. LT O fliriad8E Uiz, UIE LR TOERES
(7) BORRE T A, MR SUTIRAEY
(1) BAEwOMIE, e L < IZIRED, XITBE TS X DM, #Hk
FHLUITIRED (L, AZTH2RVWEY O (non-viable animal tissues) X
(TIRED &AL IR IA B BET D0, TNERRER L L, DOERRBRE & OBk
fili (intact skin) "% ERHEGIIE E7220)

A RYIRIAENICHE DALy, UTHERREZ LD | EE SIS K 2R Gib D 7=
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W2 WD AT O ERE

. MEAEE A L < I3, SUIBHREIZ IS DR O 7= o2, ik, Mgy, e
Al (blood derivatives) . #lfd. #fk. XITEFFBEWN ORGP BY . XIS il 5
W& ODBEEOREE B LT 5, RANZWTH RS

7. EMICERR T, IRIEARREZR IR E b 72 DI BYYR. 58 A7 O@EWIRROFEREY ., X
TS EHEREY & OEMIEOMEZ BRI E 5. (KRI2H T E e
EPRESE DU 27 LIS U EOZEMIIL TO U = 7 A b T 7 AR[RETH 5,

(https://www. fda. moph. go. th/sites/Medical /SitePages/L5Permission. aspx?RootFolder=%
b pn. g g p

2FsitesW2FMedical%2Frelat ive%2F%E0%B8%84%E0%B8%BI%NEO%NBI%SS%E0%BE%A 1%E0%B8%B7%E0%BI%AD

%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%ADNE0%BS%ADRE0%BE%RIINE0%BSNBEHEO%BE%RSDRE0%

B8%B2%E0%B8%95%2E%E0%B8%ABRE0%B8%AS%E0%B8%B 1%E0%B8%S 1%E0%BI%S0%E0%B8%S 1%E0%B8%I3%E0%B

8%91%E0%BI%SCRE0%B8%S 1%E0%B8%B2%E0%B8%A3%E0%B8%S8%E0%B8%B1%E0%B8%94%E0%BS%IBE0%BS%A3

%E0%B8%B0%E0%BI%S0%E0%B8%A0%NE0%B8%I7%E0%BI%S0%E0%B8%E4%E0%BE%A3NE0%NBS%B7HE0%BINESPE0%

B8%AD%E0%B8%87%E0%BS%A 1%E0%B8%B 7%E0%BS%ADNE0%BI%S 1%E0%BSRIERE0%BE%RI 7HE0RBSRA2HE0%RBI%S

CHE0%B8%I5RE0%BS%B2HE0%BE%A 1 %E0%B8%84%E0%BS%ATHE0%BS%B2%E0%BSY%A1%E0%BI%NS0%E0%BSBAAREOD

%B8%B5%E0%BI%88%E0%B8%A2%E0%B8%87&F01derCTID=0x012000D078040E3276B449987C5D85BEF27151

&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CFODD%7D)

4. ¥ A BN &L ASEANEREEE RS (ASEAN Medical Device Directive) BRI
ASEANGEENZ 31T D BRI ER DB AN E B LT D700, ERE A & OS5 @A SCEE O
m—z ML LT, ¥4 2 G e ASEANINELE A3, 20144F 11 H 21 H [T ASEAN[E % B &= 18 &5
( TAMDDJ ) (24 L7z, 20084F0 EFHEARTED T CTlEk, AMDDOFHNIHR > TW Wb DA H
ST Z LMD, 20194 E D ERIESRIEDOWIEIC L 0 . EFHEER O E R K OV S AMDDO JE 1210
9 KO BES N, D REROEREEEL, A, ADD LA TH D, ERBIEIC
SRS TWAHADDD ER a7 MILLFOLEEBY TH D,
(1) EREROEE
PR a1 b O R R O EFR L. ADDIZIS 1T 5 IR O ERITIH 5 KO gES iz, B
L. BEHRESRIEICR T 2 EREISROERIT. ISR b5 & LTV 223, AMDD
DERIT. AMEEHN SN D EFERO B2 RRE L TWDRISEVDRH D,
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https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D
https://www.fda.moph.go.th/sites/Medical/SitePages/L5Permission.aspx?RootFolder=%2Fsites%2FMedical%2Frelative%2F%E0%B8%84%E0%B8%B9%E0%B9%88%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%2F%E0%B8%AB%E0%B8%A5%E0%B8%B1%E0%B8%81%E0%B9%80%E0%B8%81%E0%B8%93%E0%B8%91%E0%B9%8C%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B8%9B%E0%B8%A3%E0%B8%B0%E0%B9%80%E0%B8%A0%E0%B8%97%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87&FolderCTID=0x012000D078040E3276B449987C5D85BEF27151&View=%7B565AB2A8%2DB882%2D469A%2D8D12%2D9626E70CF0DD%7D

(2) EREIRDOHH

2008 DEREEED FTIE, U A7 LoUUZIE Uz BRSO N FIL ST e o 723,
AMDDO FClE, EHHAT. VA7 5B — IS E | 40D 7 TR IN TN D,
LAV, AR LB | RMEE SR (D) IS TS,

(3) EFRMEIBROEE

AMDDIZ I\ T, AMBET, FMBEEOTHICH SN D EREIRICOE, 7120 AHIED
EWNEDOE 2RO BN TWD, Thax) T, ERESORIEE L OEAE L. EFREISRE
BRI SE | B A O EFEZRS (Food and Drug Administration) ( [FDAJ ) (il
G AT A F T ORERE T HRENH D,

(4) ERHRRDBE

AMDDIZ IS\ T, AN E ORI H S 5 EFREERIE. SR EN FE S 2@y 27
DT E > THRRMBEOHFN Y FICBRMIN L2 RZLBESNTND, ZORICEL, ERHE
FHEIZBW T, ERESRORER K O I8 LT, EREISROSFEITS U T, FFTISE.,
FENA OB E TR EEE VPR SN TWD, £, NEER T o ERERO BTz f5
b9 %72, AMDDIZE W % — 55Kk (Common Submission Dossier Template) ( [CSDTJ )
OAEFD T2 DEINIEDERA RO LN TS, DT, ERERE L FFafHeE, MW
BOHE R OJEHICER L TR L 72 5 EHHIT, CSDTORTEITHER L TV D,

(5) 7~

AMDDIZ T, M EIL, EEERRO 7 LT 2 ENEOEEN RO ST\, 2
DRACBEI L. 20204E9 A 22 A 7 N R OEFEHKS U — 7 Ly b OBENIC BT 2 R & r
( MrEEER (T-91) 1) (ZBWT, BFEEGDO 7 LKD) —7 Ly MY 5
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1. BURFE%EE

@ R4 Ministry of Public Health)

88/20 Tivanond Road, Talat Khwan Sub—district, Mueang District, Nonthaburi
Email: saraban@moph. go. th
TEah : 0-2590-1000

Web : http://www. moph. go. th

@ REABLEKOEKNEHMZES (Food and Drug Administration : FDA)

@ FEEEEML U A Ny Y —E AL ¥ — (One Stop Service Center for Health-
Related Products : 0SSC)

88/24 Tivanond Road, Talat Khwan Sub—district, Mueang District, Nonthaburi
Email: saraban@fda. moph. go. th
Hag : 0-2590-7000

Web : http://www. fda. moph. go. th

o REEARMEAVELEEZESHHARER (Import and Export Inspection
Division (Food And Drug Administration Checkpoint) )

PRfE4E FDA N

88/24 Tivanond Road, Talat Khwan Sub—district, Mueang District, Nonthaburi
E-mail: inspection@fda.moph. go. th

EEE - 0-2590-7363
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mailto:inspection@fda.moph.go.th

Web : https://www. fda. moph. go. th/sites/logistics/Pages/Main. aspx

O R EREIE T (Medical Device Control Division Ministry of Public
Health)

RIS &5 L OB B R B AN

iy

Tivanond Road, Mueang District, Nonthaburi

E-mail: md_consultation@fda. moph. go. th

BiE © 02-591-8445

Web: https://www. fda. moph. go. th/sites/Medical/Pages/Main. aspx

O REEEERFE (Department of Medical Sciences, Ministry of Public Health)
88/7 Soi Bamrasnaradura, Tivanond Road, Talat Khwan Sub—district, Mueang District,

Nonthaburi
E-mail: prdmsc@dmsc.mail. go. th
el : 0-2589-9850-8

Web: http://www. dmsc. moph. go. th

@ HEEAR#EZLZES (0ffice of the Consumer Protection Board)
Government Complex Building, Building B, Floor 5 Chaengwatthana Road, Thung Song

Hong Sub—district, Laksi District, Bangkok
E-mail: consume@ocpb.mail. go. th
Tl : 1166

Web: http://www. ocpb. go. th
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O A EEBRR (Department of Business Development, Ministry of Commerce)

563 Nonthaburi Road, Bang Krasor Sub-district, Mueang District, Nonthaburi

E-mail: secretary@dbd. go. th
TEah - 0-2528-7600, 1570 (m—nt& L % —)

Web: http://www. dbd. go. th

® EPi/5 (The Revenue Department)
90 Soi Phaholyothin 7, Phaholyothin Road, Phayathai District, Bangkok

E-mail: saraban@dbd. go. th
HEah 1161 (m—nt ¥ —)

Web: http://www. rd. go. th

® B/ (Custom Department)
1 Sunthorn Kosa Road, Klongtoey District, Bangkok 10110

E-mail: saraban@customs. go. th

HEBaE 1164 (2—BL & —)

Web: http://www. customs. go. th

2. B

@ ¥ 1 T13:#Y (The Federation of Thai Industries)

8th Flr, Creative Technology Bldg. 2 Nang Linchi Rd., Thung Maha Mek Sub—-district,
Sathon District, Bangkok 10120 Thailand

E-mail: information@fti.or.th

A - 0-2345-1000, 1453 (a—/t % —)
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Web: http://www. fti.or. th

® YA B LLEPT (Thai Chamber of Commerce, Board of Trade of Thailand)
150/2 Rajborphit Road, Rajborphit Temple Sub-district, Phranakorn District, Bangkok

10200
E-mail: tcc@thaichamber. org, bot@thaichamber. org
TG : 0-2018-6888

Web: http://www. thaichamber. org

@ 7 A ERMIEIH S (Thai Medical Device Technology Industry Association)
11th Fl., Dr. Gerhard Link Bldg, 5 Soi Krungthepkreetha 4 (B.Grimm),

Krungthepkreetha Road, Huamark Sub—district, Bangkapi District, Bangkok 102400
E-mail: info@thaimed. co. th
Eah : 0-2379-4279-80

Web: http://www. thaimed. co. th

@ ¥ 1 EEFETHS (The Association of Medical Technologists of Thailand)

6 Soi Ramintra 52/1, Khan Na Yao Sub-district, Khan Na Yao District, Bangkok 10230
E-mail: amtt. inter@gmail. com
TEah 0 0-2948-5757

Web: https://www. amtt. org/
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