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HE=S
REB/REEE _KLERE  EAOERNBERAMBER KAZEERER M ERZBHEZ
EREEREY  RTREREER ﬁﬁEﬂF‘ﬁ_ﬂu%F‘?EEEHWE@E%U%ET%Q&KE%
FHHREZEZRRE ] - RBEEEMELEE FMREHSHIRT  BHAZERE - K
SERMRERWT EEEXTREERE 1 EQE%;E-?K;%EEE&XH?&FE%EE? fF
REFEARBHHZELZWE -

RENUER AUHABRBRADIBERAEERS T%Eﬁﬂi] ZETREMSNRIRER (2
PRINEERIR RV D 2 U RS - LT/ D EREBZE R SKOBlE ) BEERPE
REEHEE K E%/sz/—i;—u':'n%%I%%Eﬁiﬁjﬁﬁﬁxﬂ REATRABRRYE
B BREFKALE - MRT & CT FERNEKERRAEKEFER ; BRIRAUE
RERZEFHEESERS MAUBRRFREFRAAENERR " IJ5EM, Mg - B2
hiZERASEZHEENREEEAS TEERBARUHNBEREMTER - £HAX
RRSER 7L BBRERBEBEIRIFZOEHN EBIZEBRATBENGED - BE
AIRZEHSHEEERSEW - B EEEREHERR - R A BITNLEN  mHERE
EELARENERRBSRMET / MBERTAREZRNZEER -

\

MBHERE - SERNERAEEN MRT & CT ZHEFEENS - MmBCHEMEmE
Philips - GE Healthcare £2 Siemens Healthcare £+ ; MERARNEERRZEH
XM REFEEHEREE Z2ERERE  XAFNEEEELIERENAEE
= R E’é%‘%ﬁﬂﬂﬁiigi“‘ REMBNBREEAS BEMEROKEmEAELE -
ASEEFPFORARPEBL - mEEE / B ZSMEFE=RNMTT -

HEMS  XERBUREMEMNIEAERE - ZREERE2ZERET SRR/ HDL&
&, BBRONEZHBENBERAREMEFEZSER - FIEMANEAEEREIIW
AE - HREBELFEHRS HEBZNESKEBERSNEEBSF - BERSHKH
BRAE—ZX  BREEEFPERAZRBEREDROZERHAE - fIW : @ 1R
EERUBDZHEER  BEFEAD/NVIEKERZUSERG  SHAUERKE
MR PHRE P/ NEERNESER - B AREZRBEMHBER - HHERR
B RIsEREFEARSEmhRE " o5, (FE4E - MBI UIRER - RREWEE"
S ZRBEEREZEEERE ;%%Q%%IE}J%T;—u?':ﬁﬁﬁﬂﬁiﬂﬁ%%ﬁ%%u‘%%ﬁﬁﬁ
BIRENEKE - DERAAHEEABOFERBEMRB A CHERE - IREIRE
FHEMINUNEE - &% - ARBhEEFARBERKEREABIRAAT ZEENIR
[ ZEDISHHE A UARERBERMERIRHEERSA - —RIESmETHZRA
E - ZREBREMBBRECKETSHHE ST ERKE -
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REARBLRMERSE _KLER  BEAIMEZ EARRERAERERERETEZ
BRIEARSZERERRERSVEENEXNEN 1 —ERBERERBVMEER
BRME Y — - TFZEBFRNEREREEERB P OEREMEA DT SERILE -
ZERIREBERRFFRASABRRIMATSIIR/EEZL L -

SEEEFRREERRIN BESVMEXEZREBNBEEFREGRKSEHEDR RERNE
ERREER  FEANR - BORBEANEFREBETERRTNERY  fIEEsEE
W2 BEER - B/ HHEEBRERF INBESIVERMR SIS  SEEnREEE
BaMPERZBZUHBHPERE  REETHRENEXRELLRE  BBEXTKERED
BEK - EMBEEE IR EAZRE TS -

RN i EHA=]: )

(—) mEREBERFEEZUBHRET SR MNEBEETZRE -

() P RBEBEREEZHBPRETSNHRFBEDEEERBLRRA -

(=) REREHSHEEREGZUBHRENTEREE - KBZERZARE
(M) YRREBEZEZUBPRENTHREREBREEANS -

(L) FMAEEEREAZBERTGZEUENERENSHM®E BB RHEEELXR-

ot

= - W%EERE

RBERTF - BE—H—REFLX (In-depth Interview, IDI )

2R

11 MERH

30-45 & / §%

BELGZUHIESR - WX - BEK - MRl - CT FHS2E M BE
MBI G 2 IR -

PUBRZEENEENESTS 18 WUBRIENES 2 2 - BER
H&EE /B S5 2 - BEEBRERPF ZEEELBRI FEH2 A
REBERV SN BEREER BEFGHPZHREMSKREE
P - EABHK REREERREZESEANR mEnFHFESERM
R - BERMEHBNEEZSIFREGNEERER  RKMBHHS
EAPkE; - UIREETEREEMSOES -




&l - R

— BREERMEBRRF BB ZEHRETISRE

REEFERMHIHRER 2018 £ 2022 FEZRIBE LFRIRE | BFHHRETE
14 186,900 Bl L - BFEEMERSE 21% ; 2021 FXRFHEMXEBERE &
BB RREEN RS - B 17E 1,990 &=

2018-2022 FxREIBEB M HIBEEE/MRE

Bl BEET
1,719.9
157855 1,597.6
14690 1,485.6 I
2018 2019 2020 2021 2022

EREE © B2 (Fitch ) - MEID Thailand ( Medical Device Intelligence Unit )

IKREERIEE R MERE - L 2022 & 15 12 9,760 BETHBHIGREARG) - BEE

M (AT E%ﬂ‘%%é—ﬁﬁﬁﬁ% ) IELERS (29% ) FEEWEZEREE ( RMATH

Eﬂ%ﬁ’] ZETSCBERE )HWREE _ (21% ) BEEHPRE (NBHERR  TRAERSE )
BEREE ( Orthopedlcs and Prosthetics ) BINEAIZE= (9% )-

2022 FREEFRI BB M IS EE/RIESEE
Bl : BALE

m B AR
LA 3R (5
1,597.6 FEWYRE

BEXETT

m TR
m HthBEmEE

o
S
rHH+

: & (Fitch ) - MEID Thailand ( Medical Device Intelligence Unit )



RERNK  RERPRZIBEWREAITE S (2023 ) FRMAEBGIEERE S FIRE
A RIET - Z3 16 {8 6,700 EXTHHIERE - MERHIZKE - BEAMUBRERE
RNREENTBRGFERABRRBINE EXMERRF 5 FENWRBEBEERSIMT
5 BERMGELUBE S F43 BHREER (RAFIERERS 9.1% ) WK 2027 F
ZHE 2418 7,500 BXTHHSRR | BP - EREEZEHERET S ZFHOMRERE
% 9.4% - W1 2027 F3EH 518 2,574 B 4,000 =75 © 42022 F2 1515 -

B - ARERINERRM LD - DBIRSIEBRERMHIGARK 5 EFNEHHER
EEAK  REZEBESVMOTMERREBREMER -

2023822027 F HE B FRAM B R EE/REZIER
B BBET

2,475.0

1,667.0

2023e 2027f
ERRE : B2 (Fitch ) -~ MEID Thailand ( Medical Device Intelligence Unit )

2R 2018-2022 FE4 2022-2027 FAR R 2 BFEM IS FIINRR

. 2018-2022 2022-2027 ¥
B PSR FHRRER RAFIIHRE
BEMEM 2.2% 10.7%
e ZEHRE 599 9.4%
(RMAT R EANZHFEBREE )
BEWRE 11.0% 7.2%
{82 2.6% 9.8%
TRl -1.9% 6.4%
HitnB &R 0.2% 8.1%

ERAIR . BZ Fitch



- HEMBHENER

(—) EEEZE

BERNREBEEV SRR EERENRAEZEREREHSNETERER
B - Mz B ERE SR RIIEMEZREMNLUT 4 3

1. BERSEHAOMIEN : R=E 2022 FeE AOSEBIAOLEAS 19% - F&fh 2030
FZEBELAZE 27% - Si{ENHEHREBERSMSREERNTE - XOJik
A2 [ET)ABRERAR

1-1 FEERMEREET KGN | /R1E Krungsri Research Eifs} - LEB 2015 £2 2030
FREGFERMERNERTR  SEREZE LANBR— B ARESEEIERNEFAO
B - RRRELERNEF ZEMMHRNZENREAIFEK  REBEHERNSIE
MBENEIR - EMEEHE CBESMATGHMZEEENTEK -

2015812030 F REIFFER M HERBEITER

Bfy:Bath

m 2015 = 2030 27.0
21.0
11.0 11.5
7.8 8.0
2.6 20 3.4

03 04 14 '
- [ |

EMER JERIIE EHEEEmE OLEER WE R R 5 [ B

ERHR © Krungsri Research

1-2 SRAODAHEBERERBERFEENRA | REAHBFEESS ( Ministry of Public
Health ) LRl ANESERIEME - 2/ 2017 £ 2021 EEF &S REETE ( National
Health Development Plan, 2017-2021 ) SREFRA Sk A DB ERETESE | B 2010 F
1 2.1% Z2BIRE E#EZE ( Gross Domestic Product ; GDP ) 1&01E 2021 &£/ 2.8
% - FHRETE ( BHER 2023-2027 F ) AIRREHERBE—SHIUTEE - L8 -
BRIA - EEATDEGRKEFEEEAREBIENSRADAHBERRENEA -

L srREtEE R A 5 ERUTTEIS S ( 5-Year Government Action Plan (2023 - 2027 ))- #i&#: AL
BERERRENEBEEANRIZEROAENNE 2B MBMAEEZERE (dependentelderly ) &
SHREREMLLA - KEEZANEBEREZA (elderly clinic ) BBEMLLA - BF &R EHIBZEKE (afall
or balance disorder ) BB 2 FREEFBREZPN (elderly clinic ) BREMEEAIZ -
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- BEREDCAIERARR  BERB-—ESRmREmmFEE A S ZRERE 2
B Z— MPEREHRBERRBOFRKOBRESEREE( KR EMIERR )
HCEBRSVMES AR EBYZURENRERR - £ e X & 1E 2 A - 26 2019
FREFERGCEHHES 8 8 1,980 &3=7t ; MBEF WM& BRI E S H B EE
% BEEOCHSEWTR 2020 F 9,490 EETHES - REZ 2022 £/ 5 18 6,640
BEm - WAERS (2023 ) FEREZBHEMN UM B ZAIRKE - BREHHR 8
{8 2,160 &3=TAIHA -

2019-2023F = EI BB L E W/ IS RE

Bl : B8ET
819.8 821.6
566.4
296.6
94.9 l
.
2019 2020 2021 2022 2023

ERER . REEERS
st 1 2023FERTRANE

BR 7 BRSNS R IE R B RS ANERI RENFHEBEE NS EERESEN

EXEAHREBESMTHSIERERNRE - ZBEBEERMAZEE ( The Medical Hub

Board )RS 2022 F£E 7 1 Z=BU#E R £ E B Thailand Wellness Economic Corridor -

TWC) W ; BR7TEIREEK - DIBERETHCERE - BUTTINSIRELS TN

AEBLHERER  flU - St SEARAMABKRSEZEE2 ( Gulf Cooperation

Council - GCC) - RiFFE - FE - ANUESHENER - AEEHREEABARS
BERBZEERZEK  HEBHRIEZERS 90 X -

3 RUBRBEABESVMNBERE  ZREAUERBLAUERFEEB XY
%S  HEBRRUENRED - NEREFREVNERY - MiTELERZREM - L0
EABBEEAEED NN EEFRECERNEE RIBNHEHSHE BIRERSEM (&
SRBBMEZHES ) X - UNEZEERSMDSME -

PBEHAEREFEEEREREM - RES - M2 - FiE  DStAHENEAaRE A A= -
7



4 - ZR{@{REtE ( Universal Coverage Scheme ) *B97H4R : 7 2018 Z 2022 &£/ -
ZESUBERZBREEFEISERRT 1.6% (ASFEXRAR  BURKIE &
BREERB37% )  RBEBERMMBEREKIBE ZHKIR - 2022 FREIEG & 781t
REINHEE R ’ﬂ?mﬁﬂj%y E’f—1$1LHE%QIE542WA£§1L1%E'|'$Z—F 5 LT RY
BRERE NIRRT B LB A T B B e MR ERRE R oK -
2018-2022 B REBHFRAIANEERE

Bfy: B8=rn
102 I I I I
2018 2019 2020 2021 2022

HEi} IR - National Health Security Office ( NHSO )

(:)ﬁﬁli

HARBBERSVHSREEREERRE  BEARRSNEER - BOFIERVHRERR

ﬁ,%%—zﬁJZELE'

1+ FMEBELHABRRERBARNES : ARFERAUBERAOKEREFREUT -

E%IZEA?E%BEWE’J%E””\EEI:WMHE-E%‘rﬁﬂi FHTRENAUERELEATHE N
BEAZERLERRESARBESMARE WAKSHBERIVHSNRENMER -

2 PIIBERERFBFEEMNASGSE AN ERSRBEEERMTISHRE (5l
ek BIEESEM ) BROEZRHRE - BERABEONLEEREN  TERERE
FRMIEF - FAIIER Bm%]‘ MR EEEES  MHREMZHNEBERBERAEERSR
DEEPIBEEMMNBANLSIT Y  T8EREBEXEERM - %ﬁ’ﬁ RIEBREERFET
B ( The National Statistical Office - NSO ) &l - ZREF I EBIZBEEMNEENERE
Rz BEEINAS - 2021 82 2022 £ 51E%E 101 82 105 =5t - ‘RIEHAHEES
BREM I EIEEERZSPUERANTRAME EERMNBEEBNRT - WEHER
R B E M IS IE R

3 ZRMEIRETE (Universal Coverage Scheme ) BUEEZ2NEERGAHET - BENREHRERERERE
FERANER (R RAUREER ) vEBERBERBNEEER -
f AN E Fﬁ&ﬁlﬁ%lﬁﬁﬁaﬁ%}‘ﬂﬂ%‘*’;ﬁﬁ%%hﬁ’fﬁ%ﬁﬁ% RESEUTEAREBRERNEE
ESTEHNWEBSLIERESE - HSREMAZPRABEWE X XEETIanamRemnas -
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- REBERMIVEL OIS
2022 FREEFERVRVEDLAL O RIS 18 18 9,800 &=7c# 33 /5 820 F%;—E'T_U'
2018 £ 2022 FEZFIBRRAZER 41%# 04% - /iBE 5 FER D[R - A
H A EIBEARE (2020-2021 £ ) EIR¥EER %%%MK%EE‘JZ}EEL&%%I&D*EE’J%A
12 ZEEESVVENMSER LIEHOMSERERE -

2018-2022 FaEEEERMIEH OEE

FHMER0.4%

FHpREA.1%

5210.3 5208.3 }
32529 3498.6 3308.2
1616 1802. 1962. 1962. 1898.
2018 2019 2020 2021 2022
mEO mEOd

BRI ; ZEEEE - MEID Thailand ( Medical Device Intelligence Unit )

AEAEIEFERMBEAVELOER - L2022 ER6) - 5 ERESRAKNEEFEMIN
75’:\ RHE SR EN ; HOSPEASE OBHEEERFEMAER - R - 825 H
PETRETENNBERMIMA BRIV EE R SEE(44% )BEAH OB AEE(12% )
%EE%EU 32% - R ZEBH IS EANERMN A R M?FE%MT%EES?I\ SV R A LI R -
EORRTE - REEZWERE - HAX - PEIARE - SRIAEEE

2022 FREA R RO HE G O8RS

B BEEM it A 8 g8 4
Z R ; 2278k - MEID Thailand ( Medical Device Intelligence Unit )



£ BEREEEIZEREPHIRETEI ( Magnetic Resonance Imaging - &
# MRI) HERKEIEFH# ( Computed Tomography - &1 CT ) mIlEEm - ’“IT—H—;
HIREOPER DS 2018 Z 2022 ERNEIIERES 13.2% - #AMILSHE
IR REZEN 2018 FRENRRE (2490 &=t ) i - BREHBRFEHE -
BENEORKREAKR - HI9#818 3,720 Bt - BBl MIEEmANTISHEKRER
IBREIBRAVIRES -

ZR MRIE CT RBEDONR - L 2022 E561 - PRIAENERSASR - EOALES 64
% ; BUEIBRAEFIEDREREEAS - SEZBEH 10%8E 9% -

2018-2022 FHREMRIFACTZEM 25

Bl BEET
427
372 397 40.9
] II |I\ II II
2018 2019 2020 2021 2022

ERRIR - =B84 - MEID Thailand ( Medical Device Intelligence Unit )

2022 F ZEIMRIELCT 23 #4 3 O KR B 5 EE

Efl : B8%TT

m ch R KR &3l
LRG| m Hfh

ERIIR : 27884 « MEID Thailand ( Medical Device Intelligence Unit )

* REERFGEDZUHRENERSEMNEED - BORBE - JLURES -
10



M - Bt E OB E AR

EmRNEEEMI REBELRNEBSEEREAENDZE  IEEREEHIEAR BRI EER
MIETEMENES - MERBEEREERI N EnEZYEREa T e BER M RE
FEERERBANBERBEEANSMm  REEMUNEEHBENSBERMEFIRT (M
edical Device Control Division ) FTEZE £ RE - ETHENEBE R ME TG
A RARYRRE BT - IR e EREnAMAe LNEE DIV EZESIER
O] BB ORI FIRRE -

(— ) &T O 55 R 5 P 7 s e L SR
REERLERSEBESMORIE - B 5 -5 - —RBBEAERESERER
BHASMIEI - MEFERE—RA S5 F -

REEERMEE

BREMSE (RER) B e A A RS

e ) FFRAMEEREM HHZE 200 X

o E PR ERREE RAMBESMANEEHE | 150 £ 250 X
BasM

S ERERERT HEARMSHEIFIFRGREE | 200 £ 300 X

ERRE  ZEEBERMESF ( Medical Device Control Division )

() BEAMRITIERBMAERINRE
ERETENERENSZ M B ARERBRE - AETESALEESEIMRINSRT Em -
ERRURBRUARRTENX G - TBHXHEEZSEMiER— -

(=) FAENRE
EREEBSRLFFIRBFFNENFINGZES  RERNEURENRD RRER
BV MEEEDEE -

3
B

(1) MN3EEPFRIZRVIFIAES
tEERMBEERAETERFEAERDS  BRSERENRE U NNRBERIE -
AEREREIA 60 X - AIMIREINRESEIZMBIETEHE (EU NB ) MMEKREEED
( Health Canada ; HC ) HEAE4AZ#4E ( Japan Ministry of Health Labour and
Welfare; MHLW ) /B X Fo 2% B 32 F( Therapeutic Goods Administration; TGA ):
EZHEMEYEEF (US Food and Drug Administration ; US FDA )~ tt R4 24
F2INZENE K TEZE ( WHO Prequalification of In Vitro Diagnostics ; IVD ) £ -
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H-#IEEF - REREERARER

ARIFA7R (PS5 ) REBEREGBEZERET S ARRIAA T LIBTF IR RERN 4 &
- BFEKZMBEED - EREEMRRINTSHRFHEABE - RLATH &R
BEFBESRIRE - KMRRR  FRBPZUEECHEZZERER ; —MRZFTRII)
BERRMAIY - WIREZEARTS - HILEZEEENTREE /) - oIDIRBEAG - hi5E
EHEHZERNEEREEHPZUREZEREE - RBARERREZEAMERE -
2o UBRAN I BERMET SR -

(—) AIEERE (AL )

2022 FEREATBHAES 001 B - Hb 22 AL BB - AHEKBERE -
A 65%H0A T BRI - 275 30 EAM FAORRE 22%5@/\& 38z 7 R BT
31 5/ 90 3 - HERH 13%A T BN AR BAIRIA 91 3 - FRAEHA -

2022 FRENIER (SHEER ) FRBELZ SEE

B Batt

X

B RS KRB 305R

EPREBINT 1131 ~9035R

= RS NS RILE

HRRIR  ZRE@LEER
BEAUBRAABRNRKREIEE  ERREBENSE  FIE AN BERETEEHENZEH
REZEREE - Tykﬁ%/ﬁﬁfﬁ—i/?%%glﬂﬁﬁﬁ PUN S ET I R048 3 22 m B2 AR

1 HERZGHENZEHRERRR
EEQ A SR i %E’JL?EJ: PIUBERESEANRES MRI 2 CT FEE
MEE - HRBRBEIFNTEZRE  SRBEEERAS  £ES

1-1 EREBERFRIITRE

REEMETRRBRE  AUBRASABRAENED  EREBNABRRESRE
BEEREASERERSRVETN - B SENZEEEIREIRT - ALL - HREIFETE
BESVEENBENELERE  AUBRESREEREERVETS NBRRFH
FENT] -
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1-2 BIRWEEFRE

PUBRNZEEERHERBEEUTRERRRS - HAU BRI ERRTE AT
HEAERRXN - Bt - #BEERBWEREREIBTRE - WABRT - AuEbk
—REFDEHERBURSHEIFERSRM -

A - AU BRTISHERREN - REXGBIZEEE ZREEBILIESHRA ;
2 BN Chulalongkorn ~ Siriraj 1 Ramathibodi EREE SIEEBEATIES
IR B i IR A BRI RS - MBS AHEBMN AN - WEIR - £
ENRKEZFREREN  BERRTES -

2 - R

HEREELEREEN  ruBhBERSMRBREEBALT 2FEN - FEREN
FERRE FEAERSEZRECHEA 2/~ 4 EEE : FIERREEGIE - #H1R /
BT RRNLZEEZ , SEROEFEUNAR -

1-1 T ERVRREN B EPE B2
FEREBAFHENEEENAESEBRZIENEEEHEZET ( Terms of Reference
Committee ) ZZEEHERE / RIZREAIEAPEES HC - 5] BEF KL ERIE
RABSHBEL 3 EfEZE -

(1) BENE  BERMUBEREEELIRAIRES - ERAIDERANGEERIEE
EEE’\JIVEEI:WJPKE

(2)F]EEK . ERABERMIEIER K ZZESEZMURAIBKBEAETREE -
%ﬂ%ﬂ?&ﬁﬁﬁﬂﬁﬁﬂ%ﬂﬁé%ﬁf%ﬂ%%Tthﬁ?@%% BRFTENEABE—RA—FH -
(3) BEERB XY XHEABTNERLE - IV 2 T AT AR - HEBNE
BIRBATE - —H2KER - A1IE BE%U.JE’J&Tﬁﬁ‘ﬁ’f‘zﬁiﬁiﬁﬁiﬁ%}]/\%*ﬁ*KEE P —
REREZLESSHEHEDITRER  _RKEBERM ZRGHEREBEEERVE
M EMBLURE - LESh - BART 2 IR AR - SR BINEEABSHEESM RS
RAMBHNREEE  RENGICEEEREESEEZEE

all
I

1-2 R1R / RIREER

BR / /ENEEEMNAKEEEM  —MRARBE  ASFHEAZERE L, HEFW
REABREFSHE  HEBREER - L8 BEIENE  ERZBEP/NEERE
#EB 5 SME enhancement policy ) BaEf o/ 2EBFIRESS#° ( Thai SME-GP)

¢ PNEEBUTRBRHENSEERERNEEREBEFZENEE - A 51%ROB/REERATEAFTE
AYSMEE 1 5%
13



Mo\ D= BB BREER -

1-3 SRERBEER
HORREZEGERIBERE  ATHEF ORR - RARBEFNEERRZFR "3 - E
mORREER - P15, ;ZERFARAA - IR ERS -

1-4 ZEEZPEER

ERESTFNHRERR  BRNZREETHRREVENGREEER AR EERY
% EEREEESRVMELE SMERBRENRE - DURIRIEFM i iR #s F
EETERBERLE -

o - ANV BR—REETHRVRBREFEER LIBRE  BERLIDEES
S o BDRELRIIERRY Sirira) WIRBREERZRA[E - oJUTTTREHEBHH
BREHRE - BURBERED U BERRBEARRE R M ENEERKT - ERE R
SRAMES  BE—RABBLEERE—EREXNER -

~UBKRRBRER

RIE RN R I E

REEQ . BEHEZESE

-~ HEESE FIEEK FRARRAE X HIE

()
\vT.—. _o_e_e_

REEM . AREEY

RE

BERE i T RS SR
: UD
eq M 6EE

HERER : mATRE

7 REFUNERNERREEWNR 3 BHRHKAIESE -
14



3 EmRERAR

ERERESMERNREL  QAUBRRZMRRIREEZERIR - 2RSEMAR
BOpEE - REANRETRRERNEZZHREZENAE - ERKRE - MBRBE /
NEMBERIEEST ERENZERE -

1-1 &1

KEHNFIERG TREIHEBNREZE ST RERBEXHRENTEE LIR - BETE
ESEMNLER - RIFREBERRZER RN ERERBHNRY - SRIBEREM
BENERERUEIMHRREZETHNEE - FE2RBEREERER  AZEGEEEND
SREBENHEED -

1-2 E&IR
PUBERHERRFNBEREZREVROMBIER | HENMBRREENS « BEIR
M AIERSZREHM - —MEBBRENZERAGAE—F—

1-3 mhEEZE / OF

A B M S mEs & HE mME B BREEEAER AmEREECEE - oFf
MERMIMAENRE ; P - OEEEISEUNAREEIEEE - BENSEERE -
= fﬁﬁﬁuuﬁﬂﬁ/iﬁ’\@"ﬁmﬁ%hu=1§HE%§E’JE/% R BBz ERNSFERE
FERE - BHARNE  SABREARDEIZREHEENEBRB MG ZmMESHKE
BEREREE - %m%ﬁﬂ/\‘g"ﬁﬂtﬁlﬁEJZEJ?E’%‘L\VEE/J\ BAD ASINMEETER ; D
FHmEBEE / IBNERIENSR SEKRRERBERBIOMSERARES F
Pk i REEREBZBIFHNMAE N BJC Healthcare®s -

1-4 LE?ET@L@EETZE

B%Tuuﬁi’i & VI BMNELERCHETREERV IEERAYEENSEREE -
Fﬁﬁﬁ&’fﬁﬁ—rﬁﬁtﬂ‘ﬁfﬁ AMXHRIBEED - KBEFITS BBV ETRE -

Tﬁ””nﬂméﬁxﬁ'ﬁﬁﬁzﬂﬁﬁm IEAh - BEER A BT B A REEREBERRT -

TERIERBRSMRLER - TSARABESRENRMBIRRIIERE XD -
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SPACER -

(3) PARAS BN E(o] & fn [ W RO AR
81 (FEAR)-

(4) DIRERIATS £ EmA&ER
AORBL R P Bl 2 HE AR SKRUAR A -
(5) PIRBI L AR ERER
BNARSH (AE) W|E - 815
18 AE AETRYBIANSTH -

(6) LIERBERIRSLZEBEENR
(FSCA) & - BfEfEE FSCA
AETRIPR NS -
(7)&ENIERD - RABERES
RAREN : FEABESEYIRAIIF
EASHINE - ARBETTEY) TR
AR - BBETTEY (WE

¥ ) SRERUEEMEY ( BHK

R ); FERSTEHRESNEN D

Zx MRS Device labelling
B Documentation for medical devices
BREERNWEE - 222U FH#1E ¢ | Summary of Medical Instruments

with the following details :

(1) Provide an overview and
summary of medical instruments.

( 2 ) Table presenting the history of
registration approval or
authorization for market distribution
and distribution records in different
countries.

( 3 ) Table displaying details of any
product withdrawals ( if
applicable ) .

(4 ) Table indicating the status of
pending or ongoing registration or
authorization requests for product
distribution in the market.

( 5) Table presenting reports of
adverse events ( AE) from the use
of medical instruments, including
attached documents specifying AE
details.

( 6 ) Table showing reports of field
safety corrective actions ( FSCAs),
including attached documents
specifying FSCA details.

( 7 ) Provide details of medical
instruments in the following cases :
presence of rendered non-viable
cells, tissues, or derivatives of human
or animal origin, presence of

31




microbial cells, tissues, or derivatives
( microbial ) or genetically
modified microorganisms

( recombinant origin ) , presence of
irradiating components that emit
ionizing radiation

3 | BEE=mAE - 225U NEM | Details of medical instruments,
(1) —AREEMERIEIRE - including the following
(2) fEREM - information :
(3) FER - ( 1) General characteristics and
(4) EERERAR - principles of operation,
(5) BIEMHEE - ( 2') Objectives of use,
(6) fERSZM - ( 3) Applications,
(7) ZILEIE - (4) Instructions for use,
(8) EEFEIE - ( 5) Storage and maintenance,
(9) FEZEIE - (6) Lifespan,
(10) BFREENARTE . ( 7)) Prohibitions,
(11) BRBERZE - ( 8 ) Warnings,
(12) AREEBEEZ:IITTHR | (9) Precautions,
Al E %fo—;f ( 10 ) Undesirable effects from use,
(13 ) BEEFNVERZEK (Em | (11) Alternative treatment options,
RIE) (12 ) Details and properties of
materials used in the production or
components of medical instruments,
( 13 ) Specific requirements of
medical instruments ( product
specifications )
4 | BEXRA Essential Principle
5 | BAEREREANMEN Summary Verification & Validation
6 | EkEoHr > Risk Analysis Document
7 | PIXHRAR B Eae M EERTEAE | Document showing the name and

HANUE - UKRBESRVNEER
Al Sk E mm P A & VAT ER

location of medical device
manufacturing facilities, as well as
information on the production of
medical devices or details of the
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product owner

8 | UXHBEREREEEEZEYMNE | Document showing the methods of
% - BEIVHRAG A (B3R ) | destruction, disposal, or elimination
of waste generated after use ( if
applicable)
9 | BEEENH (ISO/GMP) Manufacturing standards document
(I1ISO/ GMP)
10 | FiR:EE ~ EHMAA ~ 8% ~ 2% | Certificate of purpose of use,
wone - IREEENEMPAIAEN | indications for use, packaging,
EI=EEil labeling certification, and
manufacturer's or product owner’ s
instructions for use
11 | ‘TSR ERRR Declaration of conformity
12 | HEBSEmPMAENERRME | Certificate of distribution history of
iF R SR & HA medical devices by the manufacturer
or product owner
13 | HEENEMmIBENLERER | Certificate of safety assurance by the
AH manufacturer or product owner
14 | EEEREEBEINEEERMIEARIEE | Evidence of authorization from
T RBAR I R AR regulatory authorities responsible
for overseeing medical devices in
foreign countries
15 | R#EE (BEOR) Letter of authorization ( case of
import )
16 | DIt san s #HEEEMBEE - W | Document showing a list of grouped

RHEBERM NI HER (&
EHE) -

medical devices and providing a
rationale for the grouping of medical
devices ( if applicable ) .
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fl ( &E5E / Email )

QC Grow
Co., Ltd.

SEDECAL ;
Canon ;
Konica ;
DRGEM ;
GE ;
INFINITT

33.2

+662-121-7180/
nantaporn@qcgrow.co.th ;

hathaichanok@gcgrow.co.th

Sima-Medic
Co,, Ltd.

Philips

809.6

+662-943-5561 /
srimamedic@srima-medic.co.th

Eforl Aim
PCL.

GE ; Nikon ;
Kohden ;
Hamilton
Medical ;
IRadimed ;
Techmed ;
Airon

1,412.5

+662-883-0871/
CRM@eforl-aim.com

Thai GL Co,,
Ltd.

Konica
Minolta ;
BMI ;
Cisco ;
Barco ;
Jusha ;
WNC;
Drtech ;
Sedecal ;
Canon

1,220.3

+662-559-3524-5 /
sales@thaigl.co.th

Hospitop
Equipment
Co.,Ltd.

AdEchoTech ;
Cybernet ;
Atmos

20.5

+662-096-3310 /
hospitopequipment@gmail.com

Medicia
Instrument

DRTECH, C-
ARM ;

23.5

+6692-563-2661 /
sales@medicia.co.th

0 ZREF/NEFENERDEZEBUNR 3 BRAKNESE -
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RiHERE #8858 om b8 HBEM (E5E / Email )
U0
(BBE%H=K)

Service MediSono
Co.,Ltd.
Simplex Hisense ; 22.8 +6686-329-7285 ;
Service & ZOLL +6681-6891-763 /
Trading Co., simplex.th@gmail.com
Ltd.
Science Drager, N/A +662-561-3691-3 /
Engineer Inspiration info@sei.co.th
International | Healthcare ;
Co., Ltd. Fujifilm ;

Medwork ;

CMI Choyang
Martha ITO ; 74.2 +663-588-1052 /
Group Co., | Conwel ; marthagroup@hotmail.com
Ltd. Pro-Med ;

Shuyou

Surgica ;

Durivo ;

Seirin ;

Medispec
CMC Canon 1,337.5 +662-530-4995-6
Biotech Co.,
Ltd.
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