-
7

-~
S

ERERREEER)




3=

: :l\\

-
Y

i ¥

&7 |

=
)

BEas M3

=
¥

A

F AR

/

IR B BE FE wm M
HhiHZRE E e M him 25

ﬁm 3
i =

Et
.
.
.
.
.
al
0l
"
.
=
.
.
a
O
0
U
Q
H.
*
¥
*




it

— AT |=E &=, (51 BER
= - HEKHIEEVEEE

- B EANE
- BB S E RN

+ Zx [

Ex)

=B

Hax M THhIHE N




- 0 ,J\.EZK_H*

Y,
/

é%:

RS

%%’r””’ 7(%‘55?5

SOUTH CHINA SEA

SINGAPORE

ETNAM

REEREETSERER
RRENE)

FE2ARREmmiE(E:
FIKF KB NEBE 2 —E
#93,5008 84 %)

R E(E

REEZEFALBMFRA2025FEF AL

EFESAOEEASZH—

¥)

NORTH

CENTRAL

B PR BIER R R

- NORTHEAST

TRUS

The Kingdom of Thailand
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514,000 /A H

Bangkok

Thai Baht(THB)
USD 1=THB 31
TWD 0.97=THB 1

69.1million (2017)
Labor : 39million

Official language : Thai Commercial
language : English

Buddhism 90%, Islam 9%

GDP : USD 490 Billion (2018)
GDP per capita : 7,084(2018)
Sector :

Agricultural 12%

Industry 41%

Service 46%




250000

200000 -

150000 -
M E

100000 - el
(A

50000 -

0 .
2014 2015 2016 2017
-50000
SEELHINE S - H2FZEIEE (EArEEE

ERIERR 2R B E = E (2017 4F)




FEiE[RKIRE
CEAY:
A7
5
xRt TN
52 5] -
(I) EI'J 1I0 1I5 ZIO
= A RE S5 E ORIE3.67%)

ERIERR 2R B E = E (2017 4F)

25

hEIARE
£
B
&t

E/E_':

T+ = Lj 38 i% =
]
]

]

]

0 5 10 15
SEEAREFIMMUIZEOMRS(L.

7%)



f Sk 1,820,154
-
% =] 305,831

281,739

]:Q { N
=5 _
5}% o [38] K fE 220,374
iR
B SR 203,619

\

ag 70,629 (BEBERE )
0 1 2 3 4 5 6

SHRESE(B AL EE/ &%)
RO AR S REEE S (2007EE20174)



= - EBEZRMTIEET

® 2017F EBIERAFAVMHIZREENS12

el

=t —
2<7J0

BLEBFIFRSE.5%-10% - 20204 T

IEEERAREL/ESTT

THB, bn % YoY
200 12
150 EE == =—— 10
100 ————— —————— ——— 8
>0 — = 6
0 4

2016 2017F 2018F 2019F 2020F

e Exports
[ Domestic sales

e DoOMmestic sales growth (RHS)

aassBEB E}{port gr‘DWth {RHS}

Source: Business Monitor International (BMI),
Mote: Export forecast by Krungsri Research

ERRIR : Z=EIKrungsri R{TE E



= REIEERSIMHIEEN

- ElMERERGIRAR ESEFRRRBNEERZHF
. ﬁ?ﬁff BEEMHETEAEENR  VRERBEEEZZM - 2B MRS EmAREE

Chiang ngx .
NI E[R FAITEEPR :
o AERUHEBEMR o BEFEERR o /NEIFhAFZER
o BlEk o PEFhAEERR
o HfttrirER
o RBEEBME o HER) BIfN o LANED . K
RS BENWEE  BEELL  SUEREIBSS
o FERRWE B BAEEREES o EONENER 4
FREEnEN SMLRGECR | LU A
/ * M BT
o BEEMRESR o ERENERER ; igiﬁOFEﬁiﬁfm-Apﬁ
] BB

R /]



= ZEIERBMHISEIT

B EERM BT KT

ANIVA- 5

o N/FRARNBEIRREREKEERE
B80%EAR A ER 2
R AR 75

® H[EETA 1,043 XA ER

® ENREHEELASESXER

® (E{RISHE

o HIMNKEBEREUGREERRM
AR E Z PRl

VA

RBHRUEAS A ERERE
=

ARRE - BEIMEEEHES
hiEtE

51332K Bk - 44%URES
bpn

LOW HANGING FRUIT /35
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THE PRIVATE SECTOR REPRESENTS LOW HANGING FRUIT FOR FOREIGN COMPANIES

SOURCE: BMI, MOPH, BUS INTERVIEWS, AM CAPITAL
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1980

Ages
AGEING SOCIETY .
70-74
65-69
4 E S 60-64
Population pyramids, Thailand ég-gg
1980-2040 i
40-44

35.
30-34
25-29
20-24
15-19
10513
Population (in thousands) 0-4
Ages 2010 Ages
OS54 954
S0-94 90-94
85-89 o 85-89
80-84 80-84
75-79 75-79
70-74 70-74
65-69 65-69
60-64 60-64
55-59 55-59
50-54 50-54
45-49 45-49
40-44 40-44
35-39 35-39
30-34 30-34
25-29 25-29
20-24 20-24
15-19 15-19
10-14 10-14
5-9 5-9
0-4 0-4

2,000 O 2,000 2,000 (s} 2,000
Source: http://www.ipsr.mahidol.ac.th/ipsr-th/population_thai.html POSTgraphics
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THAILAND

THE LEADER IN ASEAN MEDICAL TOURISM

-------
= $4.3 billion

Estimated earnings

/

2.5 million

Number of foreign patients

Singapore Malaysia

$3.5 billion EE= $158 million
Estimated earnin, gs Estimated earnin gs
850,000 583,000
Number of foreign Number of foreign
patients patients

Source: Malaysia Healthcare Travel Council and Singapore Touris m Board
Ipsos Business Consulting :
o — healthcare.bc@ipsos.com
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Devices, as of 2013

6% 4%

‘vitro reagents  Software

.% % FESP/NEE

o BNEF/NEZE - 4% EALTE
o 75%=ZZRBINTE] - 25%Z2INE A E]
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T =S TSI\
« FMFE - JE5Iss - U8
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1. HFHEER-BOIRATFIREEE - (EERETE2020F Ak AEEPOMEBER ML
1 PG

2. Z=BIAZBIRLCH LFA-BFEAHEIEN - EF0HE®S - PE - BEMEKR SR
A OEM

3. SBATNBEREZFINRHEEZFIEN - FEREBERBRKREETIREA
AE MR B ENEERFISEIER - LHEWANE K TR 8Y a0 5 0 480 5 &
E%Hm i

million persons
MNo. of hospitals MNo. of beds
1.4 - ﬁ P

1.2 4 [E323 400 40
1.0 =

: B.i-. 300 o o2
0.8 7L 1D 36

0.6 -+ y—‘ﬁ— 200
44 L Leee®®®ce oo oeae

@ ® 34
0.2 S |7|( 100 * 32
0.0 o T . T - - T - T - 1 _ 30
o o o o o o — — — — — — ~ [=]
~ ~ ~ ~ ~ ~ o o =1 o o o — ~
. . —+ ~ ~ ~ ~ o~ ~ o o
] e Hypertension ———— Heart disease =F o~ =
Diabetes ® ® ® o ® Pneumonia o Hospitals ® Beds (RHS) o~
- e wm = Strokes —— Cancer Z::En
ms=

Source: MOPH
Note: Forecast by Krungsri Research

Source: Ministry of Public Health (MOPH)
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Major share Revenue
Company holders 2016
(THB, m)
Nipro (Thailand) Japanese
Hoya Optics (Thailand) Dutch
Kawasumi Laboratories (Thailand) Japanese
Reckitt Benckiser Healthcare
Manufacturing (Thailand) Thai
Meditop Thai
GE Medical Systems (Thailand) UsS
Eyebiz Laboratory (Thailand) Australian
Emerald Nonwovens International Chinese
Infus Medical (Thailand) Thai

Source: Business Online, compiled by Krungsri Research
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Exports by Type

Reagents

_ and test kits
Durable items 0%

16%

Single-use items
84%

ERIRR ; Z=EIKrungsri IR1TE E

o e A

HAR - RE - TEE
Exports by Destination

Netherlands F
5.6% 54%

Australia

Germany 3.3%
7.7% China
Japan 3.1%
13.1% Belgium
3.1%
Rest of World

29.6%
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« H2500FEM/4LHR - HPAREID 2/ N EFERE BRI
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Number by size Revenue by size
Large
0.4% Small
44%
Small / Medium
98.5% 1.1% Large
36%
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M (24%) + DE AN (14%) - E'ZIK( 2%)

i

FTEEOFKEZE

mE(11%)

EEWKI@E Z)zlz?n:EKEEﬁﬁ**E’“ Fes MU E%EE
ET H - ZHEON—REEzRE - iRINZEEE 7|<7J

QDE’“ seEDEEey  MBRHEET - MEES - S EE s

MUIXFEHKar =5

2B USIEMENS ~ TOSHIBA * OMRON -

/

Imports by Type Imports by Supplier
Reagents . Irland
and test kits Jgarggﬁn Vlg:tgg"%m 5.5%
16% S.Korea
Germany 4.5%
10.9%

Switzerland

Single-use items
3.5%

40%

China J

11.8%
est of World
pur / 26.3%
44% usA -

22.2%
BRI : REIKrungsri IR1TEE
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S imporars Manutactrers

o oebon JENEEEED

Import by suppliers
Iapan Whetrian Irland
93% - 6.0% 3.5%
& yorea + Importers (B0% —
Germary R =" po ( }
10.9%
Switzerland
5 534

China |
11.8%
of world
S 28.5%
22 Eﬁ-

Supplier of producers *

Manufacturers (20%)

- Bubber E | Wetherlants France

- Plastic market Germany . ! |5.I“!’EI-_‘u"l-lisr-sr-;rla

- Others 70% s E * thina

- Impoerting raw material I=pan |, 21%

15.1% Belgium
31%

Source: Compiled by KErungsri Research US.A tofworld

29.2% 22.6%
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—  EESEBEBIMES

> FTEWE /J\Eﬁ”?n':l':%—?—%fwgﬁ; (Thailand Food &
Drug Administration) b 7 B s #1 &l BT

(Medical Device Control D|V|S|on, MDCD)
> ZEbP A3/ - ERgEan ©
1. FmhrRIEE4A
2. -ThEEEH

RBRRESETDAA | B - ERNIETE
oA - MHERERAR IR BIF BN RBA] - T%&:T%%Eﬂfaﬁ
W= EEHLE BﬁthtZ% ' aZAE IR W IR T B EL A B
XRVEIRRIE LSRR MIRE  HEBIREMNE
fith IX[3] BE/ O ] R 4 ﬁl/:|\1’E5FDT5§’J1’E ;




'at

2= [ B8

—\

BEaR M AR

e Z 7 8E:

REE

3\~

Medical Device Class |

Class

Class Il

Class Il

glove, disposable hypodermic
hygienic syringe, disposable insulin
syringe, HIV test for diagnosis &
screening and contact

physical therapy, alcohol
detector test equipment,
silicon breast implant, etc.

Description Medical device to be licensed Medical device to be General medical devices
notified
BEA5IEE Condom, examination glove, surgical medical equipment for All other medical devices,

(about 90% of all equipment
applications)

JE\BREE 1)

aiE

FEFR 10-16 1 A

6-10 & A

SOURCE: THAI MINISTRY OF PUBLIC HEALTH, THAI FOOD AND DRUG ADMINISTRATION, INTERVIEW




— ~ RESEBEBIMER

EZRIE - BEzZEM it AMedical Device Act, B.E. 2551 (2008) -
2 AR CEVU1988FE B M ASE - 23 Akl _EAUL M &)

Class I (Licensed Medical Devices) : BEOZ=HERZEYSIEFRE LB
e VS ERRE R - FolitERE - EOLIKKRE - HRIZRBIFDARERE
KR Class IEB AB5%& :

» Condoms

» Surgical gloves

» HIV Test Kits for Diagnostic use
» Contact Lens

» Blood Bags

\_ /
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@s II(Notified Medical devices) : ﬁétﬁﬂﬁﬁ%%%ﬁﬁ%%ﬂ%
RREmMAL - AR - NEERSE - BBUMNEmBHESFAMANE - 1F
— N EEmZBEREERE - BarZBIFDAREBR Class IIEHHE6
EX

» Physical Therapy Machines/Products
» Alcohol Detector

» Implanted Silicone Breast Prosthesis

» Breast Enhancement (external use)

» Methamphetamine Test Kits

» Ophthalmic Viscosurgical Devices

» Concentrate for haemodialysis

o /
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/Class Il : EmRIAEsE MR - B EES—A 4TS mﬁﬁ%ﬁ%%\
FEFERBER L EmFAFI R RIRER BAEEER(Certificate of
Free Sales, CFS) - BlEHEmIRERM 7 @EEUFoj%3% - FARERR
ZEmMREEMABEREE ZEBEaRM -

> ABRE128KFE258 7 HE s M ZEn

® ZRBIFDAZKFIFBHIZMEmRA « A% ~ TIEERE « IRBLUANEm
ZHEFFHAN B AECERERM X GR " EmEd SMRHIR N 1 5
& AUECEREME U ERAMARGRKIN N FERRBEEmEYE
HEEE -

® FIEEMEmMERBIKIERELMANIFE IR LEHEEREEEE -
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- SR BS AR M B sl 12 AR AR
® B R T it B R A RS

AR 75 Bh AR 7SS
Medical Device Division ,Thai FDA Z8—ZA(E¥H)
4th floor, 2nd building, 08:30 - 15:00

410 Tiwanon Road
Market Place Muang Nonthaburi
11000
Phone: 02-590-7242, 02-590-
7243,

02-590-7244
www.fda.moph.go.th/
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2015

E 5 b Ag (RARF])

i tn (QLIEER) FF

ABRAALM: ARATE
(901050)

LB, AR, EREN
A AE TR B 2 H Ak (841869)

K AE AL A2 F 4 (871420)

AR45., EEHBRA MM R
A, (900490)

H AR B A £ (901890)

U T SR A RARZ KA
&N BRI Ed A
(382200)

FRERBOAE

2.49

2.47

2.28

1.99

1.66

20.21

2016

E & LA (RAIRF)

b BORH e 2 A LA RS R 2
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%k e A A2 F & (871420)
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T XM AT 8L 2 R B Z
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Al M. Ak, ERE S
H A B8 TR H Z H Ak (841869)

ITZERG08E
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2.20
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13.41

2017
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- ZRE B FE a1 E (Thai Medical Device Technology Industry Association) :
BT REEERSVMBENUC27F  SEMASFERIGREERRMHiEHEHR
#x185% - zmERolm R ESHENRD - IMNEHRIRB HENE B Ez M BEFDA
RS - BB B EZInEHE -

i DR

iyt : 11th Fl, Dr. Gerhard Link Bldg.,
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No. Company Name
1 N Health
2 MED-CON (THAILAND) CO., LTD.
3 Techace Co.,Ltd.
4 Future Medical Supply Co.,L.td.
5 E For L Aim Public Co., Ltd.

6 Ouiheng International Healthcare Co.,L.td.

'/ Harnthai Pharma Co.,Ltd.
8 Pacific Healthcare (Thailand) Co.,L.td.
9 Orex Trading Co.,Ltd.

10 Inter Medical Co.,L.td.

Tel.
(+66)2-762-4000
(+66)2-922-4457
(+66)2-934-7360-9
(+66)2-5277-7545-48
(+66)2-883-0871 — 9
(+66)2-886-8600-7
(+66)88-851-5666
(+66)2-881-2488
(+66)2-977-9444
(+66)2-718-3333
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Email Website
nhealth-asia.com https://nhealth-asia.com
alvin@medconthai.com http://www.medconthai.com/
sales@techace.co.th http://www.techace.co.th
info@fmsth.com http://www.fmsth.com

CRM @ceforl-aim.com  http://www.eforl-aim.com
healthinfo@ohi-hc.com http://ohi.co.th

harnthai @kk.co.th http://www.harnthai.com
contactus@phc.co.th https://www.phc.co.th
orex @orex.co.th http://www.orex.co.th

mm@intermedical.co.th http://www.intermedical.co.th
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(1) Establishment registration certificate per issue 1,000 baht
(2) Medical device manufacturing license per issue 10,000 baht
(3) Medical device import license per issue 20,000 baht

(4) Medical device sale license per issue 1,000 baht

(5) Medical device advertising license

(a) advertisement displayed on

distributed item (gimmick) per issue 200 baht

(b) other advertisements per issue 1,000 baht

(6) Medical device manufacturing

notification certificate per issue 5,000 baht

(7) Medical device import notification

certificate per issue 10,000 baht

(8) Certificate

(a) medical device import certificate

1) not exceeding ten items per issue 1,000 baht

2) exceeding ten items per issue 2,000 baht

(b) quality assurance certificate for the manufacture, import and sale of medical device per
issue 1,000 baht
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(c) export certificate, manufacturer’s certificate, origin certificate, product determination certificate
and formula or composition of medical device

per issue 500 baht

(d) label or medical device documentation certificate per issue 1,000 baht

(e) certificate of medical device manufacture for export per issue 1,000 baht

(9) Medical device assessment certificate pursuant to section 22 per issue 1,000 baht

(10) Substitute establishment registration certificate; Substitute license; substitute

medical device notification certificate; substitute medical device assessment

certificate pursuant to section 22; and replacement certificate per issue 200 baht

(11) Establishment registration application per issue 100 baht

(12) Application for license per issue 100 baht

(13) Application for notification per issue 100 baht

(14) Application for relocation or change of place of manufacture, import, sale or storage of medical
device per issue 100 baht
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(15) Application for amendment an item in an establishment registration certificate per issue 100 baht
(16) Application for amendment an item in a licence or other licensed items per issue 100 baht
(17) Application for amendmentan item in a notification certificate or other items

in the notification per issue 100 baht

(18) Renewal of an establishment registration certificate shall be equal to the

fee applicable to each issue of the pertinent type of establishment registration certificate

(19) Renewal of a licence shall be equal to the fee applicable to each issue

of the pertinent type of licence

(20) Renewal of a notification certificate shall be equal to the fee applicable

to each issue of the pertinent type of notification certificate

(21) Other applications per issue 100 baht
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