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Abstract

Taiwan's pharmaceutical industry output mostly goes to the domestic market,
while exports account for only about 20%. Due to the impact of health insurance policy
on drug price controls, the future potential of the overall market remains limited.
Boosting export market penetration is currently one of the key issues of concern for
manufacturers. In addition, TFDA's full implementation of PICS/GMP in recent years for
enhancement of pharmaceutical quality has resulted in increased drug costs on the part
of pharmaceutical companies. Many pharmaceutical companies have therefore actively

sought-export pipelines in order to boost sales revenue.

The United States, Europe, Japan, -and other advanced countries have large
pharmaceutical markets. However, their Compound Annual Growth Rate (CAGR) is
less than that of emerging markets. The CAGR in advanced countries from 2012-2016
was less than 5%, while the CAGR of BRIC countries and ASEAN countries has
reached double digits. The great development potential of emerging markets has

therefore attracted the attention of Taiwanese manufacturers in recent years.

The Industrial Economics and Knowledge Research Center (IEK) of Industrial
Technology Research Institute (ITRI), has extensively studied the pharmaceutical market
in China and assisted manufacturers in gaining entry into China with quite good results.
On the other hand, ASEAN countries will form an "ASEAN Community" in 2015. In
addition to tariff-free trade, ASEAN countries have also taken the initiative to
standardize pharmaceutical regulations, thus gradually forming a single market.
Moreover, ASEAN governments' increasing investment in healthcare resources has
resulted in increased demand for pharmaceuticals. In addition, the pharmaceutical
market in 2012 reached nearly USD20 billion in value, with CAGR of 10%. Under the

trend of regional economic integration in ASEAN countries, the next two years will be
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the crucial period for gaining entry into the ASEAN pharmaceutical market. There is
therefore a need for manufacturers to gain an insight into ASEAN pharmaceutical
policies, market trends, regulatory standardization, channel deployment, and other

issues, thereby creating a strategic layout for the ASEAN market.

This research framework covers a discussion of ASEAN countries' overall
pharmaceutical sector, market conditions, regulatory status, and channels. First, the
healthcare systems of the countries were explored, including healthcare policies,
healthcare insurance, and future development trends. Additionally, their impact on the

pharmaceutical market was analyzed.

ASEAN countries' pharmaceutical market value ‘and growth rates as well as
pharmaceutical market structures were further analyzed; including market value, growth
rate, and percentage of patented drugs, generic drugs, and OTC drugs. Key factors
affecting market changes were also analyzed to further clarify future pharmaceutical

market trends.

As for the regulatory side, pharmaceutical regulations after gaining entry into
ASEAN were analyzed. Currently, despite ASEAN countries' commitment to regulatory
harmonization,, with hopes of developing a single certification system, the review
standard of the countries greatly varies. Hence, ASEAN countries currently still conduct
independent reviews, and manufacturers are required to deal with separate
pharmaceutical review agencies of different countries when entering pharmaceutical
markets. This study explored regulations, inspection registration regulations, acquisition
of drug permits, pharmaceutical review processes, and so on, faced when entering an
ASEAN country, in order to enable manufacturers to efficiently obtain necessary drug

certifications.

With regard to distribution channels, pharmaceutical procurement processes,

including bidding and negotiation procurement, healthcare insurance benefits, and
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medical products channel, were analyzed in order to grasp end user market trends.
Finally, ASEAN pharmaceutical market opportunities were summarized, ASEAN
healthcare market rules were explored, and recommendations targeting Taiwanese

manufacturers were made.

ASEAN countries vary greatly in terms of economic development, and their
pharmaceutical market structure, regulatory environment, and distribution channels
differ. Thailand has the second largest population among ASEAN countries, about 68
million people, and it has the second largest Chinese medicine market among ASEAN
countries, amounting to USD 4.4 billion. Under the basic healthcare policy of "30 baht",
the pharmaceutical-market is dominated by generic drugs. The market structure is not
expected to undergo major changes within the next five years. As for drug registration,
the ‘Thai FDA is the agency of drug review in Thailand, and the ACTD format
universally used by ASEAN countries is in use, which is similar to the ICH-CTD format.
However, drug stability test conditions slightly differ from Taiwan's. According to
Thailand's regulations, public hospitals ‘must prioritize drugs manufactured by state-run
pharmaceutical company GPOs when purchasing drugs. Other pharmaceutical
companies are allowed to join bidding only if there is a shortage of supplies. In addition,
Thailand's drug classification consists of two categories: Generic Drugs and
New-Generic Drugs. In particular, New-Generic Drugs normally require the provision

of bioequivalence test reports prepared locally in Thailand.

In summary, the market of Thailand is large and grows rapidly. The strict regulatory
examination and procurement process is the basic barrier faced when entering the
market. Taiwanese manufacturers could cooperate with Thailand companies and grasp
the bidding of all provisions to stabilize the product position, and then explore the

market deeply to gain more profits.

—v— WRFERTE - EIEN L TE

©2013 (ITIS)


march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


i

# O A A
=R |
T EZJ

e
S e
0 | »

i
21
m o

i
H B =
N

WRAERT - BRENATE

—Vi-—

©2013

(ITIS)

TR RELERT o |
BRZTEIREELTERR oo s 3
BIFFTBRA] oo 4
BEFEZRMBERLTTIE oo 5
B I7 BB BEBEIRIE I oo 9
IR SIRITELTRIR oo, 9
ASEAN H[E] RS BRI B ZE T IG AR ZE i 14
EVE R ZEM B Z IR oo e 20
2R EE B T A AT oot 25
BERRERIEHL cvovvvers o heeisissinissienis e 25
DREE o S R e 29
B B R R I T et 37
B BB AL AR i 37
ENRBBEZETHIGIZEEZRRD o ovvoovvvvvesrnn 44
R B B SR IR AT et 49
RRLIZBEBEEREE oo, 50
BEISIREE oo 52
BRI oo 53
B EMEAZEEE e 59
BT v 60
BEEDPTELRTE oo 62
............................................................................................ 65


march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


a % /I

H &%

-]
12
2-
22
23
2-4
25
26
3-
32
33
3-4
35
36
3-7
4
4
43
4.4
4.5
51
52
53
5-4
55
56
6

2012 FERE R AMBEZETIGNFERHRET o, 2
FIEZE A .o 6
BRI ..o 12
RSB EE AR AR AABE .. 14
202 FRBHBZERMDRBEDNBIZ oo 20
2012 FAEHIINERE OB DL o 21
20072012 FEARVEHINZEREOME ... i, 22
2007-2012 FEEVEH BRI B BIZE T T E coovieceeeeieieiieeeeeeee, 23
2012 FEZR B B BRI oo e e 27
2012 FEZRBURBEEBZR ovoee i et 28
2012 BRI RIETELE oot 29
STy Wb B ST R ST 30
BT ATy wb - - O TS PO PP PSRRI 31
R B R TIIIG e e ittt ittt e, 32
2008-2012 FEZRBRIZE BAEHR LI oo, 33
ZEBRMEYEER(Thal FDARBRE ... 37
R B T T AR e, 38
ACTD B2 ICH-CTD jZEBBR cvovrccveeeeeeeeeeeeeeee e 4|
EARBBEEMIBCEERE oo 45
BB B BB oottt 47
BB R IR IR RETUEITD oo 49
REIANEBUZIBIREREE 50
REIML BB R RTZAAITREE o 51
BRASZE GPO 2 BT v ovvveev et 54
Z=[E Siam Pharmaceutical Group EEBITEZE ..o 55
Z=[E Siam Pharmaceutical Group 2 BES L oo, 56
ZRRBEDS ~ EHR -~ B CBERMBRET 59
_vii_ WREF - BBEDAZE

©2013 (ITIS)


march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


BRBEELSIE ZIR-BREREBIRG R @ET-RER

& H ek

T2 AR TETEE oo, 10
F2-2 RWBBEERANMBEREEEZ 15
23 B EERIRIEIEE ..o, 18
24 B EEETIGIEE ..o, 19
331 BB R R I T e, 26
32 2012 FFREEEBEZTEETABIS oo siireieinaae st 34
H33 2012 FE BB IR oo deeseeseeee e 35
T4 R RKIEEBIED IR ool 39
=42 FREEGEGEIEERIDEE oo, 40
43 ICH L EMEEEEHIITE 7 ..o, 42
& 44 REAGREA(Long Term Testing Conditions) ... oo raaeieaacaneinatecnnn. 42
R 45 ZREIZE R SNEE R MR D RS LR S B BAERR oo 46
5.1 Z2F Thai Meifi AZBEEAE S corrrereeessssesseessolisssssssssssssssssseas oo 57

IRIEFTR - BENL T _viii—

©2013 (ITIS)


march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


58 # % 5?5&

&
|
i
R
=

F—H HREREEN

BEBEEXMEEZREATHS  SMHLLOIESZNAER - BRER
FBREEMGNES 48 BT EXIBRFBREE  ZEXIEEMZEN
o N F TFDAGERMEY EEBE )N R ARERMmE MAER
£ - 2EHETT PIC/S GMP » JE R RHE D 22 i RZE R ATRTT » 5T 2 24/ T 38
pnss EERMFRIATh & % BMERIMEEE -

FESNMETHE T - X6~ BN R AARSEERR cBERSHEKX - BFES
REARLFEL T - 20RE ~ NS s RiSESNE |- Pias) » Eop - &
BREIEELE TS ER AR RE - AR S B PR EERINE 0%+ B
YRBEREN - FEBSAELRBRERE B ELERSERELATIME -
BEIATH S 2BED KA SBAZERNTETBNEERER— -

TERT IS H R 2015 FFZRG " R H[FI B2 ASEAN Community | »
RYREBHBNEBEZI - RIBPAEHEEE LR G MRN - TARZ T BE
—mi5: B RBBUFOLFEERERKZA LRSI SEIHEEMIFTK ...

-1- WRFERTE - EIEN L TE

©2013 (ITIS)


march0324
文字方塊

march0324
文字方塊

march0324
文字方塊
....

march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


&

poilE

i

&

<=
"

B8 mipBmE

B NG R SRR

F—8 RBKBERAERITEARK

— ~ RinRERRERR

R AN iR AR e BB B R AR RS ASA IR RIS 8L s AR 2-1 P © EA D
JH  RBTEBEADQR 6.2 8 » AEPERIS3S EAKRNERN 12.6 F
A+ BRI ESiBAENTRY 3 5440 ° 4882 GDP Jom » PER
B ZEB2IERIT - HARER » /& 6 kETTAL - RisTEIAY 2.3 Jk3kTT - A
HE - - EANBEENMEE  OAPENNSZ—  BAN 22— 2 EAH
GDOPJIH ' BARS » E47 BT maERREN _BAR  MEENR
EREBN_FALEA °

MR +ER - HEADERBZE (A/mEANTRE - He 2B
GDP JNE R 2 8 #V7m 5 — RHIZRBMSE R Ay — % £ A¥Y GDP J5mH -
AILErINK RS EEEEBAAR  NRLAERBE " » ERADRMLES= -
Mz fE5E M - EipE] A GDP AT - & T » &8 NEEN ALY GDP
TRIER AL T IR B2/ 5 BE9h - Elfery AY9 GDP HBBIERE » Mk
FHIAY GDP EEIEMHE -

—9_ WRFERTE - EIEN L TE

©2013 (ITIS)


march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


BoE RBEEHIS

RS EMRRBEEERR  [RY &Y ERABRERKERERBIILI - IR
AT Y MEMTHHERE - RItAEHRHEBRRIEH - hisEETHENT -

F—H BERER

— BRER

RIFERFEABWHO)20I13 FHERFET  FRBERIAOR 6400 8
A BIEFEEG R 71 5k RIETFESaw R/ 77 5 ° AILEBRATEE & 962
R RUBEEGTEMER 2455 AUERASE AL UBRIEZ4ELA -
(@nz= 3-1 pr~) 2= B AT 50 R E LT - 2 — SR % FA 128 Br(Bumrungrad International
Hospital » B ERB23) » ELfI9 A 7888 « HAKBAR 1000 pRitATI BB
A8 10X - Bl 3 RAMEFREZEE 2,000 (K » M ERZ RHERERS
&K FEREBAINE A 0 H20 Bumrungrad International Hospital( 5 R Bx) -
Samitivej Hospital(= 3= Z= B& 5z ) Ed Bangkok Hospital( £ R & 7)) 5 B 3 K EAKE

FREEFr -

ZENEFRNEEZNFE » BEDEEARTEE - I0 ST 2004 FH#
17 "Medical Hub of Asia | 52 » #& ' First-Class Quality at Affordable Price | » {&

FENIRENRE  RBREZREEEEZEZE 2 (The Board of Investment of ....

_25_ WRFERTE - EIEN L TE

©2013 (ITIS)


march0324
文字方塊

march0324
文字方塊
....

march0324
試閱2

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


ENE  REBEARAN lii’

BME RE LR

FEHEPEEKEARMEY)EIER Tha Food and Drug Administration, (f§
8 Thai FDA)» HERESEBS  Zm ~ BESM - EF 2 5m(Narcotics) ~ R
et~ EORHOERS - HEBRBNE 4| s - ZERBESEERIHEE
488 (Il & - EEP%%%EEE 1z 8 I - FEXREX 10,000 44 - M CMP &
ZEIRKIE 8 I » BEEA 200 £ KEMHY GMP Eize A2 -

Hazardsm

control

AEMEEE

BERIHIR : Thai FDA2013/04) ; T HfF e IEK E23#(2013/08)
4-1 FEERRBEYEIEF(Thai FDA)ERE

—Hf BERBGCIEE

AZEEIREZEMFTR Thai FOA RHZEMFFAIE RS - ERRENE 4-2 AT
I~ RN é ’ r?-ﬂ Thai FDA iz One Stop Service Center 12 (H A » X
A OBTTBRIXMHEER - ETAR IS RANIEERS

-37— WRFERTE - EIEN L TE

©2013 (ITIS)


march0324
文字方塊

march0324
試閱2

march0324
新建印章

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


BIE  ZEE RS T

AU

BEMSELOERE YR FRERERRBERERFFAIEHEER
R AEH

E—TRAREERKRBERE - A E@ﬁﬁ AR Z B3 H

N 51 BT - REEESREE TSR ER S A B SRR
BRSE - HrP S REEEIER 957 RAT KT BIIREERES . [ 245 KA
SRR 1309 Ry FFEEREER

N N N N AN A\
o 2 B 2 B 2 AR 2 B 2 B

 RETREES  foE-oRE
ﬁﬂ%ﬁ : THFBR IEK 2238(2013/08)

5-1  ZREZE BRI URN

—49— WRFERTE - EIEN L TE

©2013 (ITIS)


march0324
文字方塊

march0324
試閱2

march0324
新建印章

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


BN

4 oo
U4 o

©2013

_59_

(ITIS)

WRAERTE - BIED L TE


march0324
文字方塊
        第一節  結論
        第二節  建議

march0324
試閱2

march0324
新建印章

march0324
文字方塊
版權所有©2013 經濟部技術處 產業技術知識服務計畫(ITIS)
     經濟部技術處產業技術知識服務計畫專案辦公室 承辦


s

http://www.itis.org.tw

FIRR IS EE k-
o5 R A MR BB R Th R 2 R AT

GREIRE)
EAREFEARZEE NEELEL -

il
W
uit
I8
Ex
B>
Of

&E&E | 02-27326517
BE 1 02-27329133
EIR{E# | itismembers@micmail.iii.org.tw
ik | 10669 &b FERIEE R 216 3% 19 18
SEE | WR3E : 01677112
B#& : MEZAERILERES
EERERN | WHRERTT : R RIT-MER T
(FR1THCES - 008)
B& : MELZAEMIERES
WFRIRSE : 98365050990013 (i 14 %)
ARFSIERE | 2H—~2H8h
am 09:00-12:30 pm13:30-18:00

7.’ | oy WA N EUEARERERETEFIE -
T | . szsamues wmnsTasasss -
samznesxsamests [TIS 24 . http://www.itis.org.tw/

—

FR#EEPFAO 2013 AEBRRIE ESEIi A EAR TS ET & (TIS)
REE I EERRIMAERB I EERMAE F




	摘 要
	目 錄
	第一章 緒 論
	第一節 研究背景與目的
	第二節 研究範疇與定義
	第三節 研究限制
	第四節 研究架構與方法

	第二章 東協整體醫藥環境概況
	第一節 東協經濟整合現況與未來
	第二節 ASEAN 共同體對東協醫藥市場的影響
	第三節 台灣對東協之藥品貿易現況

	第三章 泰國醫藥市場分析
	第一節 醫療環境面
	第二節 市場面

	第四章 泰國醫藥法規分析
	第一節 查驗登記法規
	第二節 進入泰國醫藥市場之重要議題

	第五章 泰國醫藥通路分析
	第一節 公私立醫院採購
	第二節 藥局通路
	第三節 案例分析

	第六章 結論與建議
	第一節 結論
	第二節 機會分析與建議

	參考資料



