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T 2 5 [F G BU A R P SR 0 N BT 2 2 BB D7 T YO T o DA e B W22 EE R
B MR EEREEEERENEREM  EE YR RN BT AR
S WRBRERRS > ERALER - bl EHEmRET
MR HE T B PR MBS o T DAURHE B AR & A B 26 8 S EE e T T -
o SRR E
(—)3H12H
7 S SRR B SR Y - RE T (Ministry of Industry) &I H EMEF & Mr.
Siriruj Chulakaratana 5 Z2 5 & J&¢ /5)(Thailand Convention and exhibition bureau)
% Dr. Chiruit Isarangkun Na Ayuthaya SRS » < B EIHZEE & mEEY)
#5182 (Thai Food and Drug Administration; Thai FDA)ZE &% " Thai
Pharmaceutical Industry to Global Level | » Mfz&#BHZREY Thai FDA #Xi# 10 F-#Y
2247 > 48FATE 2016 4E 8 B 1 HAEs PIC/S & & > A6 2018 F-i# 48 WHO Pre-
Qulification » & T {RIEEES LS » RERE M GMP » &ETRATT GDP/GSP bid
#Er %] GPP(Good Pharmacy Practice) » MFHE PIC/S R 2020 FFAERE S48
WHaTE -
B B B % R 1% 2 8 A (National Science and Technology Development agency,
NSTDA) Dr. Sarayoot Eaimkhong J#5% " Driving Technologies and Innovations in the
Pharmaceutical Indutry | * 7% H [EIB% th s &% 5 250y ASEAN Common Technical
Dossier (ACTD) Preparation 3| $RF2 - HEHIRNESTTUWE L DR B EZHRE ©
K&t #E Research and development on innovative herbal products S5/ 1 22HE R RiAH
RESERE © | AREREH > BRZERE SLANTTZE 288 % (Research and development of
medical products from chemicals extracted from marijuana) » H1 Rangsit University &&22%
BB SES Dr. Narisa Kamkaen 22075 BHES F AMRAYIE FH BARRBEEAIET - B
AR (8 3 FH 5% 55 & (the Advisory Council on the Misuse of Drugs)i@&##ié " £
5 R N AR 74 B 4 A 51 (Cannabis-derived medicinal products) ; B3 —&k
AR RS YIRS 4k  {H& AT Cannabinoids RIFE#E—E & » i
HEHRAESL - B RTARE R AR E CAE AR BT B » B4 Cesamet (R—
AR & BRI ) F A 4 e i (LA A 2 8 A HYE Ly ~ TEHEAEAR o
Marinol( 324 Dronabinol 7R —FEARER) » FIF AIDS JR A E ERERT R
PR R AL AR A R A ~ T o Sativax FHA % 3 MEREDRERTARE »
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FRTBRAIE 2012 FE/Y 20 (8357T © 2 2017 FFEE 46 (B350

FEE 2018 FhEERE

52 {83570 - MkpEEE A EE S B TR —

WHO-GMP Manufacturer

1 163 212
' 2 PIC-S/EU/Japan GMP Manufacturer 8 10 |
:‘3 GSP Warchouse 191 |
' 4 Pharmaceutical Import/E_xport Co ) 137 ‘
'5 Drug Whole Sale Co 2,000 ) 3,155 i
6 Pharmacies/Drug Retailer 40,000 50,000
SRS T B TR
Year 2013 2014 2015 2016 2017 2018
1 Local Drug No. 2,432 1,787, 2,116 2,165 * "2)153" " 2918
2 Imported Drug No. 1,738 1,057 1,095 711 816 758
3 Biomedicines No. 79 60 78 45 98 57
Total 4249 2904 3259 3,011 3,671 3,763
B2 5 EE N RRE 2017-2020 FEXI W2 16% @ B3R F R FRERE=HY -
R RS Tz @S 3 SNEEK @ S BRI ETRE
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ZHA - REMEE > AOE 2018 5 1 T 6 HHE - KETACISDEHEHE -
Mrs. Nouv EZ 5 HE SR ZEAVEE LB B A R S AHES 2% » DDF s iRl T -
H444 B Department of Drug, Food, Medical Materials & Cosmetics * DDF T &% 71.{E
& 0 P B EE LA S (Drug Registration Bureau) ~ 2585 & 54 5 (Essential Drug
Bureau) * 254 5 /5 (Pharmaceutical Trade Bureau) ~ %/ 28 f5(Drug Regulation
Bureau) & iHZE2/E(Food Safety Bureau) - DDF Y RyfRiE & on ~ 8 ~ B4 -
BEFTE RALM NS - B - S RGE - DREHEEIIRE -
AT B SRS 2 B E A

(). st - 885 - BM - BRWABI Kb A < TRGETERAETH -
(2). BN A A dninE -

Q). Tt K B SR N B -

SR FEAEE S AT TR ASEAN BYRREL - DL ACTD &2 HFER
EAERBEEL TN NIZEEHES  TREREZEgEE  thEZR
ES A IE4EEF T E o {2017 SR80 - S BB S HVAI =(HE R BEIE
SRIFEE ~ B - HEIEERIE 6321 5& © {5 31.92%:T A58 > 55— AHYSRIREE
B 1436 5% > 1k 7.26% » ZHEREA - BEERVET RS 1438 3R » {5 7.26% > B AHY
SFH]EE 18388 7% 0 145 92.74% » T DARRAER Y EE g {UREHE L ZE b

#eiB 2017 EEEH) - IAZEENA 1969 K& - 371 KEELAF ~ 31 KEELITA
] ~ BEERR 19 (1 KBRS M) ~ 321 KA A -

SRAFZERS 1995 FER L SE—EEXEMBER > WHY 2013-2018 FEHEFTEEmAHBH R
BeEtE - BiE R CRISESE - DI EN GDP - B EEYIBUR T 22 RiEIREEY)
BT Ko i(Access) ~ sE (Quality) ~ & {EF(Rational use) » #&LAEER B ETA RH
ERA TR ELENEY 2 HE -

B R ZE LA N =7 Ve S

(). RER S kiR ACTD BAEFHERSILER -

(2). LA ek

(3). LritgEE®

(Z)"3H14H

1. R A R g8y B 42 R B4 #5( FDA Framework and requirement on

importing API to Thailand by Food and Drug Administration, Ministry of Public
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l Drug Regulations under Bureau of Drug Control

' Pre-Marketing Control Post-Marketing Control

A - §
_ Licensing of manufacturers,
. API Notification ) importers, sellers _

\ ] -
‘ Inspection of drug establishment)
J GMP PICI S, GPP, Gﬂ?’

Q

Investigate establishments and
roduct quality

Drug
Registration

I []
3 Surveillance program on product
Advertisement . )safety/quality/advertisements |
Approval ; -
)y Jproduct recall orders/impaosition of l
\ sanctions
7 |

& —:Thai FDA B API & ¥ fH [ 2R
P EE 5L R oy RIS SR S EE A R0 R B (B =):

Distribution of APIls & Finished Products

& Importer (ID-meorter)
f API | Firished products _
g | 1 - Controlled by FDA ,
}J }-) Provincial Public
d| B.(m ] Health Offices
E Finished products I -
i — K — D. Feed mill
‘: I (ID-teedma) |
; .[ i} === = Medicated feed‘ ]

| C. Distributor
) (ID-osr mmc)
I . ?‘ APl F/n/shed

=

= ;m:ma_l_f_eec;'s__
store

——— = === =————— i - -~
Human health provlder(ID) [[Animal health provuder(ID) ] Y * Farm (ID)
- Drug store - Drug store | & L— Pig
» Public hospital * Animal hospital/dinic }—) Poultry: broiler; layer
= Private hospital > Veterinarian | Cattie
- Climic L = if —ul

Source: Tangcharoensathien V, Sommanustweechai A, Chanthong B, Sumpradit N, Sakulbumrungsil R, Jaroenpaj S, et
al. Surveillance of antimicrobial consumption: methodological review for systems development in Thailand. ) Glob Health, 2017:
Vol. 7; 010307 doi: 10.7189/jogh.07.010307
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EAE O BAR EORF > BEOBRERS GDP ik » AIEpEHELEEE
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