ISSN : 0859-1180 UA 27 avuf 1/2563 1ddUUNSIAL-ULIEU 2563
Vol.27 No.1/2020 January-April 2020

enswHLesLesLe

15d1S

o 1R1SWULAz8

THAI FOOD AND DRUG
JOURNAL

TVYNINOr 5Ndd ANV dOO04 IVHL w3

d10NIIUANUNSSUNISOHISIIAzEN
I Food and Drug Administration

N |

PLASTIC

BAGS

s

-‘ﬁ\ ) ¢ f
KANNISIMUNWARNTUZIFVNIWIAIUINWNISANTUIIU

IRuofuWanAruZiAUIReoAviuds:INANazsIUsSINA

msdipsa:Aiiaswmuiuoniy - mstEdnnidedusmisiazmsiogdiugadw - mslusruvigeiooulad
unnon U5'§7€J nsdaUs:NneTrIs Iidonndad  vourdo Staphylococcus aureus lla: Salmonella spp. At ANNKUIYIAzUINSNIS
fAunanmsiiazuimsgruaina - Adulouluwannturiidedndindssulu 15 9undn  sidunis
vouus:inAlng

UNA2IJIBINIS

S
<
N
(O]
o
w
(o
9]
c
c
=)
(]
-
D
c
L
c
G
-
o
=
N
w1
o
w
<
)
N
N
z
o
<
N
o
[
o
—
Q
=]
(=
Q
=
5
>
o
=
N
o
N
(o]

amumsniia:09deRtuasio . msiSsuiAguwansus:duoIMs - MsUsziduwas=uunsIkUSMS |+ MsAnwaveuUs:sIAUIASLIND
msdoansioyaoasineonu  TiwaUs=audonmstienitouiuls  vunouAy MvuERANigvIW  91rBeusamsAITUIUAUOINS
NOHUBINNAUNSIEY vouisauijo P Method ia= Schumock  fiouoandiiounatn &10nuiu — llazeruavAng

and Thornton criteria a18180udvvHIAGEUN




1SANSOTHISUAZEN

ulgulgyovIISalIsoIKIsUaz=eN

osansorasiiazon 1IduoisansiudnenAlansiainalulag Inadunnoudde
auua: 8-10 oy fnunGiwuwonsansUa: 3 audu Tain

auuU InOUUNSIAL — IUWIgYU

adu IRouwWNUNIAL — KA

adu IRoUNUYIYU — SUDTAU

JaauUs:avA

woiludenandlunsILEIWSWAIUDIY IA=UNAXUTBINISAINEOTEIVEIINIBINNS
WoasouAnIUSFNUOWNS 81 1InSoudnony Indaulionwne SnndunsnaRTFTuUTnUSoU 1a:
SnnIAWAARISIUNINSIWNE

UDULUONMSSUAWUW
SuRwuwuUNAIUATUNIWIUAMUNISAUASaVUSINAMUWaRATUAgVNIW [ngd
nauidnrungAd UndsIN1s UNJYe lazunAnuyn

MsduuUs:LiuunAU (peer review)

UNAWEILAUUNOIUSSTUNSNSI-WaNStUNUNAdUITouRUIRBoNUUS:IEU ITor
la:AoUQNEEdVeusUIuUASIU fluuunisworstune=aiikawusnauTUITY funue:nng
MSWANSUNVOINSIANUFIEWINSCUNUNAU TudARIRBIVEIFILOU 2-3 U UNAU
1a=n1sdd 9:fN1sUAUIEo (double-blinded) lla:rUd8uIUVOIIFIVOIUNAIUILS HlUD
doulRdouidunuyuwus

audansuaznssuansuavunAdIU
AvAnsvodunaouItuvauiFvasunAou NtUNAUARTASUNSAWUWEIDURFU:
vouyivuulnuRnnu:usstunsnsiusudusionfudios ia-lusuinseusiounAULU

ASdvunNADIUAVaWUW

1. TRNN1sadnsauaniuidulss 1a:A0sdiruaduuNADIULIUSUU Online
Submission Inuidonidsoin1uidulssionsans Thai Journal Online System (Thaido)
https://www.tci-thaijo.org/index.php/fdajournal

2. Juwusmaunsaniuuwasy “luuwasudiunnduasosasonisiiazgn”
TnoanunsnaoulraniuuwoesulsRKINISUTss nsonveyadinauidulwaaiinnsotng
(Word file) [Ugu Email : academic@fda.moph.go.th, academic7259@hotmail.com

WUW/Danuuulay
USBN vasu N U WUausy 9110



ATU=USSTUNSANS

D1SsaisoKslla:=gn / THAI FOOD AND DRUG JOURNAL i 27 atiudi 1/2563 1BounnaAN-wEEY 2563
Vol.27 No.1/2020 January-April 2020
ISSN : 0859-1180

fUsnen n samsisT Snife

n unlwena dudu driinnuassuguimiansed

= ungslva Ae3Tan = asaqesiian aeddaled

B UnpEa1n dunIIngied UGB ERUTeUAAUNTELA YA

= AN ysasy = A5.UAY FITET5U
fvsnengruivnig dAtnanuldansEnsIEsIsua

= AN AFAITIOUY = anSn wyiiu

a wesuty Aver AsuNsLmSLaUlnglLaznsEngneden

n wiwivy Jowug fnssgadivszdiady
= A3.08.515008 FunIUszam = onagiy anTudussaty
= Agywug ARISUUN U Inenduiedn
n uaosqyed Fizand = nALAT.NE.NTIEN eseiiSna

A s uynInendede sl
= AU Iedlnda

g av
o o = 75.00.35010 vedsen
= ABUNT WAIBINA
. o g URMINYIYIUALUAAUNTELAYIA
= Ay giun Wugissu .
- . = HA.AT.NUA INYIRLTY
= AT.ANTING Reugu N
- - UNINeIdeNAna
UFIUIENITUINIT . .
D B ] = A.A19U0 T30
AR LEAUN L
N ANUNIIUANIZNTINNITOIITHAZEN
UIIUIENS ~ . )
s N B Q5.0 3UAWY ANATIGLATES
= WYsUANA Useiasgans .
Y. N ANUNIUANZATINNITOITHAZEN
HY28UTIUNENNT . ..
N R } » A5.08.5000 Tnatud
B ATAYSANTTU NHNWEIAUUN o o
A1NIIUABIENATINAITOITUAZEN
NBIVIIUISNIT -~ o £
= AsanaYd waalan
B HAATANEUNS YIAITINE o o
o 3 AUNIUANENTINANTOIMNTUAZ N

QPUIAINTUNNTING S = o o o _a a
: n mg.'ﬂ,a UVUNATUNEA UNIVINTIDEATE AGDIEATU NN

= HAASAY.HMG WINDY = waasdl vyresius dndvinsdasy Uininia uunys

HTIETAgHTAg = A.AuNT Agwde dndrnsdasy Uininia uuny3

O el eEah » AgeRwIa nsnuns Undwnsdass Uininde uunys

UATINETRUBIIHATERS » agdua gassaunenaed Undnnisdasy Uininie uunys

= asagugans Aarsny m UAIAT) LATYEEAN UNIVINTTBATE UNNER AN
T59NEIUIATDURAY YN

= A0 BYVA INENND = fsanenad e
AsuNsEngLRulneLaznsungniLien faiaviynis

= AnAgASR aglameiun B AQYLANENT AANETUANIA
IngndemaAluladninisunnduazansisaan Huszauanu
NN » uaalgtut dugissa

m AT.QUINT NITA NFIITYUALINGUTNT NOILNTANARNSUATUNUII
fInINNTANsTEY fiinnuAMENIINANTRIMSIAYEN

= 0991973 1UTUIAT 3. 02-590-7256 Email: academic7259@hotmail.com,
MONASH University, Malaysia academic@fda.moph.go.th

Msasemsuazen Wunsamsieaivauy Waminns uavesdanuiiuasisaay sulunistaglidmimadlsmeinnsdn

unauitadlunsanstuflimhlvmeunsiluinemmilaglifeswesyyn udlisyyinlhilumeunsludnunzgsia




aisugy

J1saisoKsuazegn / THAI FOOD AND DRUG JOURNAL 7 27 atufl 1/2563 eunnsiAu-weey 2563
Vol.27 No.1/2020 January-April 2020
ISSN : 0859-1180

UNUSSOUISNIS

UNAIUIBINIS
vdnmssuunsdndasiguamuazuumamsidunuieiusdadasiauien
welulssmeuazsiassme

WosImssas Nonus

UNAOIUIVY
N13ATILARALITAUIUINIKINTINU TN AR ARBIAUNENNTHATNIATFINEING
gams) yguasy uazvr3al Sunsgy

NslEingralueImMTHAEN1SAREIMUIATHYRIYE Staphylococcus aureus wag Salmonella spp.

wleulundndniidedniuusguluy 15 YmiavesUssinelne
wIATIEY (50aUsenus Tnw uaewIdl washud Soudan ol qiin 9988 e 285107 Weasen
Juaae A3YY wavivTinsal inesdaysyin

nslayangeseulauiiinnguuNewauInsNIIALEUNIT
wilguig fe

anunsalkardafeninasonsaeansteyarnansinerfiunguuneingdunie
quum Wiugassal upzIssans AsgAUsII

msilSeuiisunanisuseiiuennisldieUssaerannisidenndesiulavesnsesile
P Method tlaz Schumock and Thornton criteria
YAZY) FOUGNIM UALTYANTIN AASIFY

nsUsEiluNasEuuNIsiUSMInuAIUAN Miundaiasiquamnousangvioinain
drinanuanssuguiindeum

o303l ogaudleq

N3ANYINATDIUTEYAULATYTAIDNTHURDNITANTUIUATUD M TLAL TN UDIAY
Iwsmd Uszyumes Inms espuaasal uasiadusy Usuiaigacy

ANIUzUNESULOwWUS

13

27

41

53

70

83

93

101

2 THAI FOOD AND DRUG JOURNAL : JANUARY-APRIL 2020



UNUSSaU1sSNS

\ig Sten Gustaf Thulin vlilan3dngenarafindsust 1965 Fudn1sHan
Tudis 600 a1ulu mﬂmmmumﬂivmnﬂaﬂisuaawawamnﬂuﬂivmm 5 wauaulu

0¥ veugh UiSL‘VIﬂl'VI EJIG]EJﬂi"‘VIi’N‘VITWEJ']ﬂiﬁiiu‘(ﬂmlﬁ"’ﬁﬂ LL’N‘Iaaiﬁ“’U’]TUT"JJ’]m

44'

4.5 niluaulumnel %ﬂﬁﬂu,maaLﬂuﬁmmmaawuﬂwﬂﬁ] LY IWWﬂI’\]ENﬂ’J’]ﬂE]

'
v °

Watlndasrezlia ey nsnensnnealdlunsidn SINDINANTENUABELLINA DUV

YgnanaRnivall wazidlodgwnsnsiluidaus 1 unsieu 2563 Ussinelnesid

Uningnisadlmailunisaanisligananadin villiussavinsasswdud uaesruazainde

719 9 MUsemelifivinsgamanainiiieldvedligndndnsialy fYeseainluies

lisGuldiunmuesrutiogeinludoutauEuium a nanil suiduduieds
wazdrAyanniayTadudiunislumsaanansenuandymasnnaon
fsasveasiatull dunanuiduwsiuiaula Suiunanudsnis

Nerfurdndueinuifedn sy, AITaziibumimiuguasgidls wavunanuide

1
aa &

fifemiReiumsinssanemnsialuderauensdaussvilmlluunauadui
nsliTgieuemsuazmstesdugadlundnsumidodniuusgy mslawan
g meeulatifidaaiunisalegalsmasuiluegnsls msusediuenmishifiaUseasa
snmsleniidestuldvenedesiie P Method idnwfieuidesiu Schumock and
Thornton criteria Mdoansdeyatmansvesngmneingdunseifnmnuuuudass
94 Berlo’s SMCR Model mslyiudnisudnfnsigunwieusengviosmansiidania
Foum uaznaves AEC Aonsailiunusiuemisuasedaninnuesnendinasensls
dlowsdeausznauendey

¥ a A N v av o

ﬂ’ﬁLﬂu‘WN‘U8Q’J’]ia'ﬁﬁ]']‘l/i’ﬁl,l,auEJ’]QUU‘L!LGU’]?IUVI 27 HUn3euaznIvINIGg

U

1nnUeilinulindedamanununfRulusaseas) 399z laRIunsHensan

31N Peer reviewers YIUNANIYINITUAINTMALUILI WEUNTNANSANYIY

= '

Inl q Muyuesdauiddiafeusgiate ninlusgrslaivimaslasuusslonl

U T

INN1FIUNTATEIMSHaze kiunAdesuraTy wdnuiuatunti

sudnd Useiasgans

UTIBNITINTANTOIMITALEN

2158159 115UAZEN AUURDUNNIIAL-LUEIEY 2563




unADUDBINIS

1213619911158 ¥81 THAI FOOD AND DRUG JOURNAL
7 27 avuii 1 uns1As - wwBy 2563 Vol.27 No.1 January - April 2020
Journal homepage: https://www.tci-thaijo.org/index.php/fdajournal

ANIIUANENSSUNISOMISIAET
Food and Drug Administration

HANNISYIMUNKWAQAEUNFUAIWLAzLUINIVAISAILTUYIU
LASIAUNAQATUNAULASINVIUUS:INALA:CGVUSINA
Principles of Health Product Classification and Guidelines
of Borderline Products in Thailand and International

TWYSINTTAY AAWUS Patcharaphun Kidpun

N9981 AUNUANZNTTUNITOMITIAzEN Drug Division, Food and Drug Administration

E-mail patcharaphun_k@yahoo.com

Fuauatu 10 dquigu 2562 aduuulss 26 danau 2562 Suffiun 24 nanau 2562

@

wARSaeigunm vnedls nansausingd

=

(% '3

| ° Aa & a o ¢
AN stinnasiundndunniiingUszas
v A o ~ & A o caa )
msliiteguamennde adalundndasinnetes
UN15UTENOUIVITNATUNTUNNELATATTOUEY
a o  ¢a a i o (1)
AENIUNENeTIRTHANTENURRAUNNEUNLTY
AnuAMENITUAISEITHaTe (98.)
I3 1 [ t:l' o W
JumhernunanvesUsemalnefiniu qua way
AUANAMNIN WP INUADABYDINERSDEaUNN
Ao ' v a o ¢ a P
Mavheluviewann nandasiguamiegniels
N3MU QU AIUANYRN 8. UseNaume 1 eiandn
Wil Tngiieengnorednuazusyam anssuive
A A ¢ a ° ) 1Y)
wsatlownng 91T 1ATEI0N wazIngdunTIe
elivssywulauslaandasduaaunmiuasasie
warauUszlew Iy ve. danuldSeumenguine
o4 X - Y .
Moakazilalon1alivie oy. awnsaldnguung
Tumsdeduliduseneunisidesniswan tidh vise

e wanfuTgundiagn1elin1siiu aua Aunx

294 98, 19 9 aUU Ao wizTwUyejAsn w.A. 2510

N3eUYRDINNT W.A. 2522 WISV UYRA

o [y

gnanmn il w.e. 2522 nssedayeiRingdunae

W.A. 2535 WizsvveyRnInsdlounny w.ea. 2551

wa o

NI IVUYALATDIED W.A. 2558 Wiz UURYEA

@ a

nOPBNgVEReIALATUTEAM W.A. 2559 WLV
UnyelAndndnuaiayulng we 2562 wagsimun

Uasdunisldarsssive w.e. 2533 Fanguung

[
g Y '

urazatulasiuntyganusnssuiunsidads

a v (3 =)

Han I augnnzieundniue N3y gua

3

[

uAuviden ez deuRanium sansumadlng
lunsalndnisiungune@iauuand1eiu
AN NEUTDINERS ETIY
o w1 ! Ao v Ao o
dwiusinssgmeniheanunimhiniu
Aua KWARSusiaunIm Wy US Food and Drug
Administration (USFDA), Pharmaceuticals and

Medical Devices AGENCY (PMDA) Guamizmmjﬁu,

THAI FOOD AND DRUG JOURNAL : JANUARY-APRIL 2020



Therapeutic Goods Administration (TGA) ¥84
2eaLMILaY, Health Canada U99kAUIAT kA
The European Medicines Agency (EMA) 484
anamglsy Fandndsiguniidlulssmauag
ANUTZIVABILNTOTUNLAYAN 9 11U 81 91913
wanSusiayulng Inndunse indesdiounnd
w3esdens Tnedndnnisfinnsan weil”

1. foruvesndnduel auiinguany
wiazUszinaninuald

a [

2. InguszasAveInslinansiue

(% '3

3. nalnn130nNgVSVBINAA Y]

1

4. @ruUsYNoUVDINARN I
PMNUNAsHANTUTAUluNTINadeNEn At
AU AUIAURUUTELAVYRINER ST aUN I
oy 2 Usvunn Tug) « Ao

1. Ussewitanansodtasdedundndost
silalaulanilelsviui (specific product) 1 &1
919115 iAsesiiownmng p3esdens ma

2. Ussuwitlilanansedfadodundnstos
wiialaiianildlsviug viedeni ndnsasauien
(Borderline product) Fan153fadevednau
HAnSuTiAUAE) andesiansafunsaznsd
war/vieenadedisanlugUane i Il

o w .

NARAUNANULNET RaI9INNITINIRYEIUITOIHUN

a o & a3 a 1 I~
NARNUNUU 2 TUNYDY D

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

2.1 Combination product #u1e94

1%

NARN NUNSTINAUYIEINUTENDUNNINNTT

v
a =

WI0WNAU 2 FfaTuly Wi N1959UAUTEUIN
AR SusieaziaSesilounng e Quasi-drug
Tudssimadu

2.2 Non-specific product #1804
yinvemAniuTgunmiuiuagUsyasvoansy

L3 1

‘vﬁa‘u‘%mmmaaawﬁwﬁzﬁtuwﬁmﬁm%qmmwLﬁu
Wgeolsandseduanududuiunii 0.11 %
Usewalnedndupsasdiownmd a1usunaieenini
[ @ al o
LU ULATDIEIBN

TuuneNutveveAUNLIBVDIAIN
nanfAagiAIuLAe) (Borderline product) wag
Combination product #sil

1. ansusInUAe) (Borderline product)
A a o eav aa UMY a1 & a o ¢
AonanN N lilanunseINadulaviuiindunassoe
Ussinvlansedeslgnguunensangszsiieuls
nMiuQuanandnsivaiy niladevisesindu
2199095 LTULFBLNTE NARHIANULAED
Tunil mneaudednsoasiguamsiniy Jsenady

a ' al = & a o
ASANULNYITENINEN ASDILBLNTNY LASDIENDN
nandaiayulng 9113 Tngdunsne vsee1ave
fnsausiedtuuinnin 2 stinvesansuevuld

= Ya o ! a U I3
waziivangUseinala e nuvesAnITHan

ANl fakanslunnsen 1



A15197 1 AMTe1UVEENSuNAULNEIVRIUTEWA e kAT ANUTEINA

Ussind

AMUNNNY (Heu) NannmeiATUReA (borderline product)

1. ananglsy

v

gelifirrudnnuirdadariduiuesodhovdalundntureslvtegniiu/gua dengmneerls

a Y A < | ~(2)
N9NA15U191ARBINANTULTULR AL N T6

HanfugIAURgIkaRRELTRTE ARSI maneiaUsEne UL dulunsdsiuldngvune

a o < a = P (3)
Iuwamﬂm"mﬂqulﬂﬁjaqﬁlﬂwqﬂﬂjqwuﬂﬂgwﬂqﬂ

2. dange

a o o« a ' v a o A o o w (4)
Handsinufglldaansadadulaluiuiingldnguinelalunisiiiu/gua

3. DRANMILAY

v
o & &

a o o« a g X da v 1o ' a o a NS > =
nandugiauifgnduiuidniideuriu lddnau serinamandusivadesin ’JWG]@GI?IﬂQi%LUEI‘UI@

o w a o ¢ & dda o v (5 ' a o ¢
AININY ALARNAANTUN kA UNUNNNANMNTULDU  58MINNUTELANVDINANNUN

4. FEAIM HANA U NTTN YU NANNATUVDILILALDINTT 8IUATUNTAINITLNNE Y308UALLATEIA1D1S
A v ed @ A o« (6)
soainsindulalndndaeiiudundndusiussianeyls
5. LA nandusiauiendundndunfilinnegluninavyreunioseunndevsendndusiaiuems
Y a < ' (7)
a1asiesiarsanluusdaznsd
6. vy nandusigunmalidansafianulaluriui Sdendnduaierls agldnguinelauniiuguadesd

a 4 aa o (8)
NITNATIUINIDIUINY

2. Combination product {umfiiiniu

v
=

= A YR =(9)
NIDNNLAN RIDNANAUYNNINANYATNASNIA

warldogadunienislulssmaansgolusnn

(%

LATLAUIAT UUN8D9 NARAININITIINNUYDS
duUsENaULAYNISAIUANNNNYAUBTININNT

4 ~ & , o |
wsownu 2 aln3ulu Wy N155INAUIENING

[

a o ¢ A A s a o ¢ A
NARANUNYILAL LATDIUBDLLNNY NARNEUNYIYIINE)

LazlATOWaLNNY NANNMIEaTeTYING Yise

3 a o

HARAIEN TRsllaundnLaskanfaeNTIIng

FINNSTIUAUVDINANN U BIATIUAUNIINNYAN

Iuﬂiszﬁiﬁﬂu fvlinves Combination product
#iBand1 Quasi-drug @1 Quasi-drug uransaus
ﬁﬁﬂmauﬁﬁﬁagﬁqﬂmﬁwdwm LazIA30IE079
venfeaz3enin Medicated cosmetics msiiy
Aka AIUAN Quasi-drug AxiUINTBENT1EN
WALNNAINASEIE1919 §28819 Quasi-drug Wy
ansfinseiunsaTyRulnveduns nan s
Snwnemsuasdeuiinamis thendounuazsnny

NARN TN NEINUED

THAI FOOD AND DRUG JOURNAL : JANUARY-APRIL 2020



AN FRlguveasunannsIunaEndusiguamlafuNunIng 1

Health products

l

specific product

-General

-Medicine, Medical device, Cosmetic, Food

l

Borderline product

!

Combination product

Non-specific product

-USA Canada
-PMOA

Depend on intended use,
concentration of an ingredient

such as fluoride

BHUNINT 1 mé'ﬂmifﬁ’%l,uﬂmémﬁm%qmﬂ’]w

uTgUIERLAYITDVAUNIOATUNATULAYD

notuus:tnAua:zcinous:=tnA

1. YlgueMNeITaINUNAR A UNAIULNED
299UTENANYAINAITNUNIUITIUNTTY WU

TulgunenenuNans AU evaIUsEmelng

LDE
She

1.1 n5udaRanmgyinaufiansan
Fauszunnndnsaeilunsdifidtavinisidade

1.2 MIapUNNTaYANIIVINTATY
NAmAuTiEAmaINTsuTiATes wazlunns
AU 1UToYANIIYINITATUREAT U GUAIN
Faouawfesdnmdouenanseing o auiifiun
TnsudufioUszneunisfinnsanuaziteds

o
o

IUTZLANVDINANANUY 9

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

1.3 mseenng szidou WWunsdiiany
' & aa
WU @NYAIUNADNLERANIAIUUSENDUVDIY
Pinunlulsewelneasusnlul 2548 F9ladl
A1589n58LT8UIABNITNANTUIN L E18EIU
7a00LaanNNdIuUTENDUYDIL W.A. 2548 LD
ANRUANANLNUINNITRANTUINTUID A8 EIU
napaden wazlul 2550 lneandUseniaseley
ATNIIUANIENTTUNNTDITHAZENIIAIULASDILD
b‘td‘ vV 6 1 YV a ldl

wnngldivuywduarenanaliiinaAuLdss
warenanseideuInmenIsnansannagaIu
7a9MLaANIAINUTENDUYDILT W.A. 2548 91

s UgUANTNIIUANIENTIUNNTOIVNSHALE1 IR



wnsllounméniiiuaywduarenaneiinanudes
< P = Ao
ANuNesINDNEgEIUnaanEanNlduUSENBU
YDIYN NS ITANLAIUNARRLARANINdUUSENBU
2 & P=3 a & ¢y Y s
vasgfdunidlueselounndnliivuyuduas
219N IANAAINULEL
2. Wlgvelieidesiundndagiaunin
a |
ANULNYIVBIANIUTELNA
2.1 miaaﬂLmenUﬁﬁmumiﬁmim
adendnsueigunnlagldndnnisiiansanvan o
wu Jeuvednsdue muningneusasUszine
seyld Inguszasdueamslindnsios nalnniseengid
a o ¢ | 4 a o «10)
VYoINAnAY warduUsEnaudu 9 lunana
2.2 wedmannzyinaulunIsnasan
s v o« (11)
WA ST AUNIN
2.3 Fanwhenuiiededdunisgua
NaRAugAULNEIUSELAN Combination Products
Wy Ussineanigowsni U 2002 ladnisdnsa
$113891U Office of Combination Products (OCP)
TP8ANUTAIUTEUVBISTANVOIEANST HIUN UL
The Medical Device User Fee and Modernization
= v a & o W a o &
wielviaaudulalunismiiu gua wdnsiue
Combination Products Iﬁﬁ@mm‘w Jaonny
WarHUSEANTAN INSIENARNA U Combination
Products Tuussineansgaiusnidusunaunndy
luudarUuasilyargeunuaisu Tud 2004
Hyaen 6 Wuauum waylud 2012 dyadn 20

FUAIUUY WHOIUDINAIATIULANNARN N U9

combination product yae1 96.3 WuA WY

ansglul 2016 meldmiednu OCP Intheaueay
M URnusesiunsiaves OCP 3 mihenu fie
the Center for Biologics Evaluation and Research
(CBER), the Center for Drug Evaluation and
Research (CDER), and the Center for Devices
and Radiological Health (CDRH) lWs1sniigeu
OCP fipaietad Weuled AUNARSuNvaInaly
warenalnsmuAl MU uwa Tuandiiuluisdas
HARSNI FaTUNISATU Ala AIUANKEN S
vnzay 919RpNALNATUALINIIEIMEnS
ngvaneLasnAlulagiinnMIRmUINEn e
combination product isgWanue combination
product HuWmWITUAEAlUlagNANSAY 1
FENINE LAz LATDINOULNE 919RDINAIUINTOU
VIDUUINNIIAINU QU ATUAN NUANAIINTIT
nsguananfueiiiealiafel uenwileaniu
o o Y g Yo = v v = a
hmthilarInwiuduseneun1siaguas
111 w3 0veTUNELsUNERAMI combination
1 Yal ¥
product Iagniesvitageu OCP aitesmienisiv
AUSNYILUUITYATH 0NNt U030
Wp el HanSuYIIUAe combination product
A A Y U o <2 o
s liniofensvesumMUTnY wugthnszuuns
s LNensTuvgzilsuluauan Insuuuneasu
A 1 = & oA 2 . .
NAIIUU U 2 E‘ULL‘U‘U Ao Request for Designation
(RFD) Wz Pre-Request for Designation (Pre-RFD)
FansaeanuunoTulTvolanaAAuRILaEn Y

AN519N 2

THAI FOOD AND DRUG JOURNAL : JANUARY-APRIL 2020



M13199 2 Feyanuuuulesu RFD uag Pre-RFD

RFD Pre-RFD
Usztnnienans - -
(tanansUsznauni1snesaen) | (na1sUsTENBUNITNAITN)
a a o L4 1 Y L3 a o L3 a =

UariBunvomaniue WU TngUszasnvemdnsiom i 4

w v ey e e o
y3etaUdlivoInans e

o a a = | a Y a
A185UN8YBINTLUIUNITHANTINDIUNAINU1VD B il
AUUTLNOUNINUAVDINANN T
Joyaatiuayu/nsAine (study) il il
a 1 a o s o 1 a a
gaungImandaueiusIananssnwegals B 1
< @ ]
(nalnmseangwid)/Aladeldednsls
a e o a (% L4 a Y a

AFIATIERNTIUNUTEANNERTUE Laznaln q 0l
Mseengyanan (PMOA) dnlundndaueifisiuriu
(combination product) wagnsmuuaTinvenanaue

a a o ¢a d v P~ Y
BEUNUVDINANN TN IVD B il
AUUENINHER q il
Fdaningeay 1 (15 wih) laigringuumnti

i1 - How to Prepare a Pre-Request for Designation (Pre-RFD) Guidance for Industry(!2)

31ne5199 2 wanslifiuiuuuesy
Waowisfinuuaniatuograudnludewes
ANATUTIuYesteyafiFestiiunUsznouns
finsanlnefiuuuesy RFD dosiideyaiinsudou
WuzdmSunansueiiidanunsenlunisue
Funuidou viadesnsaeunienusiulain
wAnfusiwasutudnogluussam combination
product ¥38lyl visedeINITNUMIWBNANTTRYA
KanSuguINlaeN1unL89U Office of
Combination Products Aaufiasthuansasiiy

TUreFungiiouniuuseinnues Primary Mode

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

of Action (PMOA) siely

dwsunuuresy Pre-RFD Wuluuvlasy
fifusgneunslfiioussdiuauedussiudesiu
wazaunsaverIUsnuIAuNIeey OCP o
nanSusivesnuerIndundndusierls wu on
\3aaileunmd wie biologics 38 combination
product Wodmseuenasihluvetunzideou
wandasiroluluewamviaiiadunisvemuinm
waztvalauslusvas OCP W1UFuUTInse
Warnnan Saet onansfivsznaunisiansan

= a % o v i s
WUANUATUNIUVBILBNETNUDIN N UUNBSU RFD



2.4 MIIANgUNAnSuaiguaInyin

Combination product WiaLUININITAINY
a o X "o .

Aua AUANNEASUTTUIN M WU Quasi-drug

13,14, . A a U A
1219 Quasi-drug Ao WA

vaaUsTnag U
HansEnuIUNafeTaNekaziinsAIUANYin
USuay ddudsenay ANINNIHER 281N way
n1snandsassnausondulununiniisny
Ministry of Health Labor and Welfare (MHLW)

A ° Y Py X P
YoslszwAguuiruaty deslaiunstunsideu
noUeBNIIMNYFNBINAIANTHARUNATINBIHY
GMP Tunsaifanstulinnudesgasosnenie
FIR1991NLATDIAND NI NEINITIN LAY

. <, a o & =3 '

Quasi-drug WurdnfueinagNanaesening
LAYLATDIAIDN UNNASIALLSENIT Medicated
cosmetics N13ANNU QU AIUAN Quasi-drug
WUNINUDYNINY WALLTINNINNINATDIAD
79819 Quasi-drug YoIUsINALUY WU a157
N3EAUNITRTYAUINYDLAUNY HERS TN
AINITHASS DUNRINTS Y1818 DUNLLALA AN
NAR AN EINUER

2.5 galifivoasuvediuiniinisiiv

a [ 3 1 . I3 [y

ALAHARASTTU WU Cosmeceuticals ({Wun33iY
Y94AN1 cosmetic way pharmaceutical) lag
Nutraceuticals (\un1553u/Uv839A131 Nutrition

1519 Fumanuluenans

kA pharmaceutical)(
Farnsfidnseuns wadsladuwnianstitu
guandnfarisanan enallosnanddommes
wiazHAnSuTTiUsEnauTIudaudaudaiues
warNIsAAUguaTetLiasnandueindau
WANANSAY WY A1 Cosmeceuticals Usenause

cosmetic Waz pharmaceutical lngfilp3asd1079

10

(cosmetic) mneANLin ansfisismanedmsulin
9 wn 158 iy noon 1d au v3enszyhineIsauln
fudiuneuenvessinenyyd lneliingUszad
ifloAmazenn MmN vielasuuUas

Y] = = @ a =
SnwarUsng vseseiunaunenseuntes

47 hay o1

N N

(pharmaceutical) Mu18A1U77 T0QALINUE

q 9

auadIur 9 du Wegluannd

dwsuldlunmsidade Urda ussin $nwn vise
Uaaiulsavzannuiduthevesywdviodnivise
TngyjaunedmSuliiAanawngunm lassasng
N3NNI MUl 9 V03T 9N8VBINYLE
visedns'® Suduldimanfariagunimi 2 Ussim
TinguszasAvesnislduarnisesngnssesianig
nliaenadasiu Fedelaaunsaagiuuimig
nsirfuguanusinzauuaglidndeionuniy
NOMINEYBRA3RIEI0MAEL WATiTIBUITY
suaaa‘mmwsﬂ,iﬂ TuuIfnI1 Cosmeceuticals
& - ) N I a v A W
o1 dunsesdonsilnasiennil nsesnuilsa
a o Ay N @ v v v
MaRmlanlaigunsviselantes uagdeanisiy
agnelinsiiu qua vaangruneveuasasdian
WTzaaInveAIadeilyaguUazng sley

YouAssdIdmutLnatosniien’

asu

PlaueMNe9aINUNARA R A 1ULNY7

NIUUTLNABREANUTENA FakFazUseine

'3

HWWIMNNITAIAU QUa LavAIuAN NanS Il

Ly

~ v = o LA a
ATULNYINAANYARINY LBU llLLu’J‘W']Qﬂ']?UQ‘U

3)

Qe

lun1siansunidadenandaeiguain n13dn

=3

9
ANLYNNUNDINIRENAR N TR LuzUSnE

= Y o o =~ a
‘Viiami@@ﬂﬂ{]%u’]ﬂ/maumu/ﬂ{]izL‘UEJ‘U‘V]LQW’]S

THAI FOOD AND DRUG JOURNAL : JANUARY-APRIL 2020



AonAnf AN RgUNTIERUTEA Y Y38
nsInnquuaniusiaun AN Iud wieuiu
LWIMNNISIIY QUA ATUANNERSaeTlungut 9
W1 Quasi-drug vasUsemadUu waglulssine
ansgowisni In1sdnfamhenuiiintiene
Aonsfiu gua AuAundasusiaudeIlily
MBNUNaTS A ves Office of Combination
Products (OCP) wievinlyiiinn1svinauniesles
Usganuiunanduaiang q Tudagdundndued
guamUszinalneladnnuasginmi dudou
1NNITIUDAR LTBINANUAS YNNI FNERS
walulag awhliAensasauinnssuvem@n i
guan Iuhlvidesdnsdasmanuinewisduwdvesiew
= £ o Y = ! [

vsenalnnsesngys Mt oe. Faduniienunan
P % | a_ o ¢

Ml AlunALATEIUTETIBUADHEANTTgUNN
o U o= v A ° =
laduaendy Jeesdinismuunulewns ngszileu
AN UUINN YFENUILAUANIENEIUTD
Teuugid AdSnw ungsenauns viveusswau
Aan1sinu Qua nandmusiauiglivinviuiu

weluladuaznisAuasassevy

1DNJISOIVDV

1. eniing stusian. anundsuslnamlne il
WsUNzuE HAnSTiguANERNgrine oS
Fownd i ee. vy, fumsiansAuATOIUIINA
ANUNARTUIGUAIN. INTANTOIMITHAZE.
2557; 1:76-8.

2. Borderline products. European Commission
[Bumesidnl. [ihduile 23 fusiou 2561].
WRsleann https://ec.europa.eu/growth/
sectors/cosmetics/products/borderline-

products_en

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

. Nupur Chowdhury. Limits to the legal

deliberation of science questions: case study
of borderline medical products in Europe.
Pharmaceuticals, Policy and Law.2012;

(vol. 14): 157-175.

. The Medicines and Healthcare products

Regulatory Agency. A guide to what is a
medicinal product. Norwich: Her Majesty’s

Stationery Office; 2016.

. Austrian Government. Review of the regulation

of products at the interface between
cosmetics and therapeutic goods. Department
of Health and Ageing Therapeutic Goods
Administrative. 2005.

. Borderline products. National Medicines

Regulatory Authority (NMRA) of Sri Lanka
Buwmedidnl. [dhdude 23 fueneu 25611,
wWaelaan http://nmra.gov.\k/index.php?
option=com_content&view=article&id=

81&Itemid=12&lang=en

. Registration of food/dietary supplements

and borderline products in kenya guidelines
to submission of applications. Pharmacy
and Poisons Board [Buwmesiiial. [hdudle
23 fugneu 25611, W1delaan https://
infotradekenya.go.ke/media/boarderline

products guidelines.pdf

. @UNNUANEATINNNTRIMSHALYN. @5UTI8U

nseUsITTTINaseY 2554 [Bumnesiiinl.
[Whdadle 23 fugneu 2561]. Wrdsldann
http://newsser.fda.moph.go.th/ossc/tha/
data_center/Data/2011-7-4%94.pdf

11



9.

10.

11.

12.

13.

12

Classification of Products at the (Medical)
Device-Drug Interface [Buwmasiinl. [
dle 23 fueneu 2561]. Whdalden httpsy/
www.canada.ca/en/health-canada/services/
drugs-health-products/classification-health-
products-device-drug-interface.html

The Therapeutic Goods Administration
(TGA). Review of the regulation of products
at the interface between cosmetics and
therapeutic goods 2005. [Butnesidinl.
[ndadle 23 fusneu 2561). Waddldain
https://www.tga.gov.au/sites/default/files/
consult-cosmetics-regulation-050303.pdf
Drug Sector Saudi Food & Drug Authority
Kingdom of Saudi Arabia. Guidance for
Products classification 2019. [Bunasiiin].
[ndadle 23 fusneu 2561]. Waddldan
http://www.sfda.gov.sa/En/Drug

How to Prepare a Pre-Request for Designation
(Pre-RFD) Guidance for Industry [3unasiiinl.
andgeuiin ; [Whdude 20 fugeu 2561].
wndileann: https://www.fda.gov/Regulatory
Information/Guidances/ucm534661.html
Glovannipisacane.Cosmetics market regulation
in Asian countries. household and Personal

Care today. 2009:21-5.

14. RannouErwan. EU-Japan Centre for Industrial

15.

16.

17.

18.

19.

Cooperation Guidebook for Exporting/Importing
Cosmetics to Japan [Butnesiin]. iﬁjﬂu ;
[ndadle 23 Aueeu 2561). ndaldann:
https://www.eu-japan.eu/publications/
guidebook-exportingimporting-cosmetics-
japan

QuaziMajaz, Molvi Khurshid, Sayyed Nazim,
QuaziAsir, QuaziShoeb. NUTRACEUTICALS:
IMPORTANCE AND ADVANCES IN MEDICINE
AND HEALTH. IRJP 2012; 3 (4): 70-3.
Manisha Pandey, Rohit K Verma, Shubhini
A Saraf.Nutraceuticals: new era of medicine
and health. Asian Journal of Pharmaceutical
and Clinical Research.2010; Vol.3 Issue
1:11-5.

wa

Wy UyalAlATesdane 2558, TIRINUUAK

'
al

Wt 132 meuil 86A (8 fugneu 2558)
nszvsyaRen wA. 2510 [Bumesiinl. lne ;
[ndadle 29 fugeu 2561]. Wndsldann:
http://203.155.220.230/bmainfo/law/011/
medicine2510.pdf.
PierfrancescoMorganti, Silvio Paglialunga.
EU borderline cosmetic products review

of current regulatory status. Clinics in

Dermatology. 2008; 26:392-397.

THAI FOOD AND DRUG JOURNAL : JANUARY-APRIL 2020



UNADIUIDY

1215961991%150age1 THAI FOOD AND DRUG JOURNAL
7 27 avudi 1 uns1Ax - eI 2563 Vol.27 No.1 January - April 2020
Journal homepage: https://www.tci-thaijo.org/index.php/fdajournal

ANIIUANENSSUNISOMISIAET
Food and Drug Administration

ANSJLAS1:KLLA:WCUIUILUDNIVANSIQUSILANDIKIS
tHaoanaovfiukanNIsua:uiasyiuaina
Analysis and Development of Food Categorization Based
on International Principles and Standards

am31 yayiu Supattra Boonserm

AneuANZNIINNITEINITILEr81 Food and Drug Administration

9158 Bunsaw Jarunee Intrasook

NDI9INNT @NUNIIUANIZNTIUNITDINIUWAZET Food Division, Food and Drug Administration
E-mail: team.supattra@gmail.com

Fusiuatu 3 unsaw 2562 USUUTE 10 UnT1AN 2563 Suaditun 15 unsiau 2563

UNAQED

Uagtunisinussiamenmstulsenelne Tngdnauaugnssunisemnsuazen 1 2 ngusvase
AonsdausziniiienisueeygnneusengsaimlnefiansanniulsennanssEs s g AEITee
wagnsinUszinnomsien1slifngiovuomslaefiannsanmuusenianTensas suguiie
FosingFetuens Sailvininasinsinsaniiuandeiu dmalifuduneunazniszauuddiudi
uazfusznauns mafinunil ffngusrasdifienmeianunisaiuasdymvasnisdaussinne s
NiouEUBLUININITIAUTTANE T IV 1AeAnyIuLININITIAUTELANDIMTMINNIATTINEING
Wunasgulabing nguruneieuuImvesisUseng @nwelsy ansgelsni uazduiie) nan1sfing
WU wesprulannduazaaszmaiindannisfiasandaussinvemisadnendiu azdinruuansig
TusiaziBoausdn ilesandediiavesiinewnsfidmieuay Tngusrasduaanisinussian i
Fefideiaue A MUUANANNMIINITAAITNUTLNNEIMNT 4 A1 bikA 1) 83AUTENOUNENTDI0TMNS
2) nspUauNsHAne s 3) ngusrasdnisuilng ua 4) audnvuzvowdnisiewns Gaaenndesiy
nAsgILEna uatlesuansslaemsmLuImMINsiaUssane s 17 Usstavmdnifieliinseungs
yiinpvnsiinisdmielulssma wagiualiudazussinnonsiisfananosiidenndesi
tormuaeulumsliingiieuuenms wevssainquarasdlumsdndsziamemsiiionisvelddngideuu
p13de Usslewtildanuummamsdndsaavivaid Aetrsanszeznannmsvhaurosunidmihi
wazdrnmamNLAlUsEneumsTtansadnUssnvidieuazgndos deddayidiosuiunissesiu
AennsenidnUseniansnsasnsaguuatuiilidniu waruuussussnansenesasnsage

1%

FIUHAR U LiTDMYUAAMAN YA AMNINYTENINTIIUDIMITAUNINTTIUAING

s

AdALY: IUTELAN UIRTFIU MNNT 8IS

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563 13



Abstract

Recently, food categorization in Thailand by Thai FDA is required for two purposes as for
pre-marketing registration based on related Notifications of Ministry of Public Health and for the use
of food additives based on the notifications of Ministry of Public Health regarding food additives
that have different criteria for classification leading to increase work process of both competent
officers and food business operators. The objectives of this study are to analyze situation and
problems on food categorization and to provide a new concept with clear criteria for food
categorization by reviewing international standards and principles as Codex standards including
regulations or guidance from other countries (European Union, United State of America, and India).
From the study, the new concept of food categorization is proposed by establishing 17 Main food
categories for comprehensive types of food products launched in the market. Clear and practical
criteria for the classification are provided by 4 criteria as 1) Based ingredient of food product,
2) Processing method, 3) Purpose of use, and 4) Food characterization which are in lined with
international standard and principle or guidelines in other countries. In addition, food code which
is applied to every food category is consistent with requirement of food additives resulting of
complying condition of use for food additive regulation. The benefits of this new food category
are to reduce working process for officers as well as to facilitate food business operators for
self-classifying food product correctly and easily. An important measure for supporting this new
concept of food categorization is to repeal some unnecessary Notifications of Ministry of Public
Health and to revise Notifications of Ministry of Public Health related to specified food products
in order to update identity, quality, and safety requirements based on international standards.

Key words: Category, Standard, Principle, Food
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2. STUUVROMUINIINIIAUTEANEIMIS
YoNATFIUANALALUSENADY
2.1 wmsgulpwing

Codex GSFA RIUNTFUUNLINGINT

(food category system) Fusausd 2004 uaz

USuussaudeiiagu efvunadieduieviin

91M13 ATOUARUYNTTANITTe Yy NLAY

ldoyaelildingdedueims™ Tnsuwdadu

16 MuIn9 1115 tngY wiaznuInlugaunse

3 JadeUsenaunu lawn 1) a9aUsenaunan
(based ingredient) 2) NTLUIUNITHAN LAY

3) TMUSEEIANTSIL/USIAA Faumazviain J6La

9

[

ffufiSun swamnaes dWeldlunsesiedeu
FoulumseygwliliingFouuovnsiiiuren
TngAzNITUNSIAANgG (Codex Alimentarius
Commission) dusuldidusnnsgiudadadmsu
nsmserielsemanely lnemeg1saslseinn

LAYSWAVDINUINDINT (PRI 1NN 1 WAy 2)

LUsEpelAne 4 UUIN MIULNSINITRANTEUN MUY
M99 1 SAaELazUIZIANINT 16 NUIRg
Food Food
category Food category category Food category
number number

01.0 Dairy products and analogues, excluding

products of food category 02.0

09.0 Fish and fish products, including molluscs,

crustaceans, and echinoderms

02.0 Fats and oils, and fat emulsions

10.0 Eggs and egg products

03.0 Edible ices, including sherbet and sorbet

11.0 Sweeteners, including honey

04.0 Fruits and vegetables (including mushrooms
and fungi, roots and tubers, pulses and
legumes, and aloe vera), seaweeds, and

nuts and seeds

12.0 Salts, spices, soups, sauces, salads and protein

products

05.0 Confectionery

13.0 Foodstuffs intended for particular nutritional uses

06.0 Cereals and cereal products, derived from
cereal grains, from roots and tubers, pulses,
legumes and pith or soft core of palm tree,

excluding bakery wares of food category 07.0

14.0 Beverages, excluding dairy products

07.0 Bakery wares

15.0 Ready-to-eat savouries

08.0 Meat and meat products, including poultry

and game

16.0 Prepared foods

(1 : GSFA Online, 2019)
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o o 1 9 ! v Yo ] o I
MIT9N 2 AIBYN WﬁLLaz‘UizLm/lmmwmmaamsﬂmwmm 04.0 Nalmﬂ AU UN LLaiian

Food category number Food Category Descriptors

04.1 Fruit includes all fresh (04.1.1) and processed (04.1.2) products.

04.1.1 Fresh fruit

04.1.1.1 | Untreated fresh fruit

04.1.1.2 | Surface-treated fresh fruit

04.1.1.3 | Peeled or cut fresh fruit

04.1.2 Processed fruit

04.1.2.1 | Frozen fruit

04.1.2.2 | Dried fruit

04.1.2.3 | Fruit in vinegar, oil, or brine**

04.1.2.4 | Canned or bottled (pasteurized) fruit

04.1.2.5 | Jams, jellies, marmalades

04.2 Vegetables (including mushrooms and fungi, roots and tubers, pulses and legumes,

and aloe vera), seaweeds, and nuts and seeds:

04.2.1 Fresh vegetables (including mushrooms and fungi, roots and tubers, pulses and

legumes, and aloe vera), seaweeds, and nuts and seeds

04.2.1.1 | Untreated fresh vegetables (including mushrooms and fungi, roots and tubers, pulses

and legumes (including soybeans), and aloe vera), seaweeds, and nuts and seeds

04.2.1.2 | Surface-treated fresh vegetables (including mushrooms and fungi, roots and tubers,

pulses and legumes, and aloe vera), seaweeds, and nuts and seeds

04.2.1.3 | Peeled, cut or shredded fresh vegetables (including mushrooms and fungi, roots and

tubers, pulses and legumes, and aloe vera), seaweeds, and nuts and seeds

04.2.2 Processed vegetables (including mushrooms and fungi, roots and tubers, pulses and

legumes, and aloe vera), seaweeds, and nuts and seeds

04.2.2.1 | Frozen vegetables (including mushrooms and fungi, roots and tubers, pulses and

legumes, and aloe vera), seaweeds, and nuts and seeds

04.2.2.2 | Dried vegetables (including mushrooms and fungi, roots and tubers, pulses and legumes,

and aloe vera), seaweeds, and nuts and seeds

04.2.2.3 | Vegetables (including mushrooms and fungi, roots and tubers, pulses and legumes,

and aloe vera) and seaweeds in vinegar, oil, brine, or soybean sauce

04.2.2.4 | Canned or bottled (pasteurized) or retort pouch vegetables (including mushrooms

and fungi, roots and tubers, pulses and legumes, and aloe vera), and seaweeds

(31 : GSFA Online, 2019)

** (1008 19A195UEYNINDIRTT 04.1.2.3
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2.2 aunmmglsy

891U Food Safety Authority of
Ireland (FSAI) la@ifiunianans “Guidance Note
No.2: Guidance Note on the EU Classification
of Food”® Wi8ununmadssumsguiuiedis
o msHAnvIet e T19de ULALEINTIY
Answiennsldognsgnifes el lonansdenan

lafldngmune (non-legal binding document)

A1519% 3 EU Categories and EU Category Codes

wald Uk uInausensailalunistiesnaula
A W v ¥ I o ¢
Wednuszianemisiagnseuazidundnina
Wedtusgradmihiwaggusenaunis
NLBNATUUIMIG annmglsy 1idn
wUIUsELAND1IMSTU 21 USEANeIms wuanny
9AUsENaUNAN (based ingredient) uae Inguszasd
MssaUSLAA InwsasUsennilswanuin EU

category code MAUAILS 01 89 21 (FIM15797 3)

EU Category EU Category

e EU Category | EU Category
01 Dairy Products 11 Wine
02 Egg and Egg Products 12 Alcoholic Beverages (other than wine)
03 Meat and Meat Products, 13 Ices and Desserts

Game and Poultry

04 Fish, Shellfish and Molluscs 14 Cocoa and Cocoa Preparations, Coffee and Tea
05 Fats and Oils 15 Confectionery
06 Soups, Broths and Sauces 16 Nuts and Nut Products, Snacks
07 Cereals and Bakery Products 17 Prepared Dishes
08 Fruit and Vegetables 18 Foodstuffs Intended for Special Nutritional Uses
09 Herbs and Spices 19 Additives
10 Non-alcoholic Beverages 20 Materials and Articles Intended to come into
21 Others Contact with Foodstuffs

(wn: FSAI, 2001)

LNUTINITNRITUNIAUTELANBINNS
Tneldosdusznoundn (based ingredient) 7ifl
Vsunasaust 50 % 3uly lunsiansandsluuszam
anIndn WidsiasanmesusfimuuaUssam
21m135uan (Category Criteria) v 9 RTRET
iWesnaulalunisinuszianemsiigniesls
Tosamensaiiewnsiesiussneunainvateeia
pnsegns Wy wandnusiomns duumiayun Gl
druusznauveavunta N uglena #NNIAKAY
dlefinsanmunasinisinnsanussamenmvan

LAZLNUINITRNANTUIAULAUN AU UA LT LA

20

srausadnussnmusiayinliidu emswiey
@33 (prepared dishes) luvsafl 17
dletnsziuumansdauseiavues
annmglsuuainuin ldvaninaeinisiiansan
TnalAesiunasgiulading GSFA Aensiiansan
afUsENRUMANLas YT IdegUuuuNsUilan
pgslsAnny onadeldvangadlunsianlddmsu
Huwwmeadngld Wewnesdusznoulusims
fiflanuvainuansunnnii Uszneuduiivuna
Yos0eRUsTnauwsavaiinilndlAeetu Sao198s
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2.3 anigelsng

neldnguuiy Code of Federal
Regulations Title 21, Volume 3 P9D section
170.37 fwuauszanemsiily (general food

categories) WaNgueWNSIANTEAN TR (group

specific related food) it Tunwuamnisiansan
AvueUsinagsanvesduUsenauiilildluems
vosywdliotsUaansie Inendnduaienvis

v o 1

resdnegneliszianenns visenguemsianie

'
a o

Arrualily 43 UsennaesiegnauseLnnens
(MamN5197 4)

A15197% 4 Feene General Categories and Group specific related food

Category General Categories and Group specific related food Category General Categories and Group specific related food

1 Baked goods and baking mixes, including all ready-to-eat and 11 Egg products, including liquid, frozen, or dried eggs, and egg dishes made
ready-to-bake products, flours, and mixesrequiring preparation therefrom, i.e., eggroll, egg foo young, egg salad, and frozen multicourse egg
before serving. meals, but not fresh eggs.

2 Beverages, alcoholic, including malt beverages, wines, distilled 12 Fats and oils, including margarine, dressings for salads, butter, salad oils,
liquors, and cocktail mix. shortenings and cooking oils.

3 Beverages and beverage bases, nonalcoholic, including only 13 Fish products, including all prepared main dishes, salads, appetizers, frozen
special or spiced teas, softdrinks, coffee substitutes, and fruit multicourse meals, and spreads containing fish, shellfish, and other aquatic
and vegetable flavored gelatin drinks. animals, but not fresh fish.

4 Breakfast cereals, including ready-to-eat and instant and 14 Fresh eggs,including cooked eggs and egg dishes made only from fresh shell
regular hot cereals eggs.

5 Cheeses, including curd and whey cheeses, cream, natural, 15 Fresh fish, including only fresh and frozen fish, shellfish, and other aquatic
grating, processed, spread, dip, and miscellaneous cheeses. animals.

6 Chewing gum, including all forms. 16 Fresh fruits and fruitjuices, including only raw fruits, citrus, melons, and berries,

and home-prepared "ades’ and punches made therefrom.

7 Coffee and tea, including regular, decaffeinated, and instant 17 Fresh meats, including only fresh or home-frozen beef or veal, pork, lamb or mution
types. and home-prepared fresh meat-containing dishes, salads, appetizers, or sandwich

spreads made therefrom

8 Condiments and relishes, including plain seasoning sauces and 18 Fresh poultry, including only fresh or home-frozen poultry and game birds and
spreads, clives, pickles, and relishes, but not spices or herbs. home-prepared fresh poultry-containing dishes, salads, appetizers, or sandwich

spreads made therefrom.

9 Confections and frostings, including candy and flavored 19 Fresh vegetables, tomatoes, and potatoes, including only fresh and home-
frostings, marshmallows, baking chocolate, and brown, lump, prepared vegetables.
rock, maple, powdered, and raw sugars.

10 Dairy preductanalogs, including nondairy milk, frozen or liquid 20 Frozendairy dessertsand mixes, including ice cream, ice milks, sherbets, and
creamers, coffee whiteners, toppings, and other nondairy other frozen dairy desserts and specialties.
products. 21-43

(f131: USFDA, 2019)

uenanil neldngmne Food Safety
Modernization Act (FSMA) 11791 102 Gauiluan
11M51 415 (a)(2) ¥89 Federal Food, Drug, and
Cosmetic Act (FD&C) Act leiinvusilvianiud
wAnovIARsveeYn Insduteyausznauns

a = o= v Ao & A a A a
NITEUT WIQWUQIUTQM”@V]Q’]LUHQ@ BUANBDTANININER
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TmﬁiﬁizqmwisLﬂmmmiﬁﬁmuﬂu 21 CFR
170. 3 wazfiusynieiiusislng USFDA ol
ﬂiaUﬂqmﬁﬂmmiﬁﬁmwaunpmwémmmg%ma
YDIANIF Fafimsusgnmeiin 9 Usslanemmns®
WU Baby (Infant and Junior) Food Products

Including Infant Formula, Fruit and fruit products,
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Shell Egg and Egg Product Categories WHusu

IMNMTHATIZIRUINNNTIAUTEAN
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IndiAesiunnnsgulanng GSFA Aonsiansan
aeAUsENRUMANLUDMT wagingUsvasAnisly
vensuslnaomstiu « evgifu Srsdidnue
Sunseuazauidssainnsuilaalndifeaiu
iielvinnsimuaieulunisly vienisaiuau
mswamdululfegnamnzan il uwamaienan
anvdilimganlunsihuldduwumeedlve
iesnliifidvuaseazBeandninusindaiau
lsinseunguenImanvaNEYRIe M STTinsAUsENRY
senevin Usznaudu disudusosinussam 2 afs
iieliussainguazasdlunsdadseinniions
yopyaAuaznsliingiietusims Ssenadana
T fumsznuuasfiuszernadiiunisveiis
Wmthiuazguszneunis

2.4 duidy

#UI897U The Food Safety and
Standards Authority of India (FSSAI) anela
NIENTNATITUFULaTAIAANIATEUATY S3UN8
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Food Safety and Standard Act ¥ 2006 wievh
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g sUuiugudoyainemansuas
anuaenndeafiuaina’” saudevivtiiwan
Food Category System™ #daviszuunisdn
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7’(11)

Food Categorization System (FCS) e ld

Wukun1slunsdnuseLnnuan Susianmisany
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AunRnINsAlantu 3 a1 Ae 1) Expandability
fie urazUseinne msiisia (code) fianansasiiu
viseveneUsuamewnsinl 9 fienalituluowanld
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BASIS, SIMPLICITY, CLARITY AND CERTAINTY o
wiazUssinnevnsfidauUadulumundngiunis
Ineneans Geenansaosuevisetuadindnlelaine
uazdaLau lunelmAnauduay way 3) SYSTEM
USABLE FOR BOTH NATIONAL AND INTERNATIONAL
REGULATORY FRAMEWORK PURPOSES @@
N139ONIUUTZUUNTIAUIZANDINT 2388l AR

NIRAUINY MBI IdOnARBARUNINTIIU

a

ana wu anesgiuleiind sieiidusnnsg il
WAZUINTTIUTIEHER e

PNWANNITTRY SEUU FCS UUsUszIam
915LA 18 Usenn lny 1-16 Uselnnusnadenades
AUNLINDINITVBY GSFA d1m15UBn 2 Uszian
Findiu Wun Ussandl 17 dwsuomissu
Fuenmiloaindidiviualy 16 Ussian dedesdl
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Indian Food Category Number Category Name and Descriptor
level 1 | Llevel 2 |level 3 |level 4 |
17 Products not covered into category 1-16: These foods are not included in the other food categories (01-17) and are |
considered on a case-by-case basis. Includes products like Silver/ Gold Leaves, Catechu. :
{
: a9 Substances added to food which are "not for direct consumption as food": This category includes Food additives, |
| Food enzymes, Food flavourings, Processing Aids, Nutrients like Vitamins, Minerals, Amino Acids, Fatty Acids, |
Mucleotides etc., microbial preparations and ingredients of functional nature. These can be in any combination and
in any form such as premixes, preparations, emulsicns, compounds, mixes etc. :
99.1 Food Additives : {all 27 classes) includes Baking powder/ Baking aids, Gelatin, MSG and such taste enhancers like dis :
sodium guanate and di sodium incsinate 1
992 Enzymes and their preparations - ommmmmmmmmmmmmmmmmTTE i
99,3 Flavouring and their preparations |
99.4 Processing Aids E
99.5 Mutrients and their preparations 1
9.6 Microorganisms and Microbial Preparations !
9.7 __ Functional Ingredients S ]

A13519 Usetanemisnan (Main Food categories) ('17‘1'm: FSSAI, 2012)

PNMTAATIZALUIN NN TIAUTEAVDINT
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2. UsgmAnsensaen fifansan Beamsussy/maiiuinm

3. UszmAnsensae fiflansan Beassasidennisussy
sUuuumsuilnafisnunssuisunsdurieusineviui

4. 1nsvily

1. 93AUsENBUUAN (based ingredient)
2. NFTUIUNIINER
3. Inguszasdnisly

PNvANNATIN TR TaNTuAnesTutey dealidaussinnemnsyiiafientiy sgisUsainniiu

ANUFIBYNT UINSNLRN

7208199 TAD1%5

Ui#ﬂ']ﬁﬂi#%i’)\iﬁ’]ﬁ'ﬁmiﬂ

#UINDINIINIU Codex GSFA

WNENIUItuNdeIwanaRn

v A
nun

(RUUT 237) W.A. 2544 30INTUARAIRAINVD
aunansoulgazemsdusaguiindenvilan
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Condiments) ne8ia HanSuNTLY
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aurusseTiuaneiu lulddamadenunimmie
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oglutszniAnsenTIen Ausnsefy usmnfiansen
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ownslaiufe Idossesa esannsiansan
aeAUsENOY kA gULUU/IngUssasdnisldiluems
Felidnwar vesdunsnouazanudssioduilag
TudnwausiReatu WewSeuisuiunisiaussaon
\lon3veeYy M AUANFNL 193910 Codex
GSFA lullduhdnueazaesussydariulddunae
finnsan sieil Tuttagdu dnalalunmsufifidendly
Yeymsenan wu Jusnistiauinwdausean
ol mthiusydmniussms-waraud nsdl
U3MInu-nournulvsAng anmunediannsedng
wazsumIudameunisdesiunis danalndanan
wiiiifuneunisiasanuadliszeznadiiuns
vosadmihiuazUsenounis

2. MIUTHUMEURUINNTAUTENNUDY
Ingfumauszmna

dednseisruunionumianisdn
Uselnnomsvatannnglsy ansgewsni way
Sy Gelmsmouniuuamensiaussanems
Tanunsaduauld azmuiinisdauszianems
faudnfunasileinguszasdlumsdnenuides
Y WNSLAUTIA ngrivuavannasinsiansan
UszLamonnsfiadondaiy wavaenadeatunisdn
NUINDIMIANY Codex GSFA #e Ag

1) 09FUsENEUNAN/Aug1u (based
ingredients) Feildunseuazaandsasiogunm
PndiAssiu Jamsiinsdanisarudsanay
nsuanstoyaunguilaaluiuimaieniu
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2) NFPUIUMINGR (Processing methods)
esannnszuiumsndavieutssy enadsuals
andunsevdensiinsunseviingu fsuduses
fnmsmuaunszUILMINERTITdN A

3) TnQUszan/Aonskiviseusiag wu
UMD TAMS U INLALLANIAN WARS I
@SN fnguszasdnisuilnadmiunga
fuslamamns vieiiUinamsuslaafiuansnsan
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msianaAiowany [Wudu

3. UOLAUBUUINNNITIAUTELANDINIS
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3.1 WA IIA NN a1 TUN 1599
Uselnnemis

DNBINANNAUNNITIAUTZLAND YT
iionsldingidouneinmns (Codex GSFA) Tne
MRUANSNLNATINITAINTANUTZLONDMT 4 AU
i

e

1) oftsenouvan/Aiugu voskAnsas
91913 MUeia asUsEneunanlundn o
thy 9 fidssadonudnuns aunmvomRTgIy
uazaNUasnfofifesniuny

2) NSTUIUNITHENDINT nuneds
nsvvaumIvdetuneudililunszuiunisude
Tnelamzduneuidsmasennsnumeamnnvie
195U wazAnLUasafefidosniuny

3) TgUsrasAn1suslan vuneds
Whvneveamsuilnandndasiemisiu 9 Wy
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Abstract

This study aimed to evaluate the use of food additives including benzoic acid, sorbic acid,
synthetic food colors, nitrate and nitrite; by using High performance liquid Chromatography.
Contamination of Staphylococcus aureus and Salmonella spp. were tested by conventional
method and antimicrobial drug resistance was tested by disk diffusion. The declaration of food
additives complying with the labelling Notification on the products was also studied. Total 459
sample of processed meat products including pork sausages, the northeastern pork sausages
(Isaan sausages), fermented pork (Nham), ham, Chinese sausages and the northeastern beef
sausages (Mum) were collected from markets and supermarkets in 15 provinces of Thailand
between January and August, 2018. The results show that pork sausages, Isaan sausages, Nham,
ham, Chinese sausages and Mum contained nitrate 52.5%. Pork sausages, Isaan sausages, Nham
and Chinese sausages contained synthetic food colors 7.0%. Some products contained food
additives exceed the maximum permitted levels. Benzoic acid at concentrations of 1,358 milligrams
per kilogram was found in one Chinese sausages. Sorbic acid at concentrations of 2,175 - 2,764
milligrams per kilogram was found in three pork sausages. Nitrite at concentrations of 118.1- 185.0
milliscrams per kilogram was found in one each of Chinese sausage, Nham and pork sausage.
It was also found that 60.3% of the products labeling show incorrect information of food additives
used including non-declaration food additives used 45.3%, declaration of incorrect International
Numbering System (INS) 8.5% and declaration of food additives unused 6.5%. Moreover, it was

found that 11.3% of Isaan sausages, Nham Chinese sausages and Mum was contaminated with
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Staphylococcus aureus and 18.7 % of all of the products were contaminated with Salmonella spp.
Although, these pathogens have shown susceptibility to most antimicrobial drugs but some strains
of Salmonella spp. have shown resistance to multi-antimicrobial drugs and colistin which is an
important antibiotic used for treatment of infections caused by gram-negative bacteria in Thailand.
For safety consumption of food and prevention of foodborne illness, consumers have to purchase
refrigerated products, consume cooked or reheated products and store the products in the
refrigerator. Manufacturers must control sanitation of production processes and use food additives

complying with the notification. In addition, misuses of food additives in the processed meat

products should be strictly controlled.

Key words: processed meat products, food additives, pathogenic bacteria
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Abstract

From news, cases of consumers harmful affecting by drugs were mostly bought under
influencing via online advertisement. Nowadays, it is a very easy approach in purchasing drugs
online. Therefore, the objective of this study was to determine illegal drug advertising situation,

in order to creating a proper measures to monitor these current illegal situation, especially
emphasizing towards the relevant stake holders. Methodology: The study was a descriptive research.
The study started from collecting 500 online drug-advertisings by accidental sampling in the period
of 15-22 November 2019, which was intended designing to cover 7 days of the week, from
manufacturers’ websites, common websites (health websites, government websites, for example),
e-marketplace websites, social media websites, and online shops/online drug stores. Then,
content analysis was applied to analyze the contents, in term of message and forms, accordingly
to the Law/Regulation. Results: From all 500 drug-advertisings collected, could be identified as
drug-advertising of drug products 451 items (90.20%) and drug-advertising of others products
49 items (9.86%). With further identification accordingly to notification/serial number system of
all other health law/regulation, we found that these 49 items were food 3 items (0.60%); medical
device 12 items (2.40%); cosmetic 16 items (3.20%); herbal medicine 7 items (1.40%), and as
drug-advertising needed further analysis 11 items (2.20%). We then conducted an additional further
analytical step pertinent to drug law/regulation (Registration and Advertising criteria) on these
advertisings 451 items, the study demonstrated that 376 items (83.37%) were illegal drug-
advertisings of illegal-drugs (no evidence of registration data) 25 items (5.54%) and legally registration
drugs 351 items (93.35%). These 351 legally registered drug were generic drugs (not dangerous drugs,
specially controlled drugs, nor household drug) 207 items (45.89%), dangerous drugs 101 items
(22.39%), household drugs 25 items (5.54%), specially controlled drugs 18 items (3.99%). When
applied additionally identification on advertising-sources, the study shown that those 376 illegal
drug-advertisings were mostly found in e-marketplace websites (170 of 376 items = 45.21%),
following by online shops/drug stores (133 of 376 items = 35.37%), social media (49 of 376 items
= 13.03%), manufacture’s website (15 of 376 items = 3.99%), general websites (7 of 376 items
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= 1.86%), and health websites (2 of 376 items = 0.83%). These 376 illegal drug-advertisings could
be identified, accordingly to drug law/regulation, either as “advertise without permission” to
Drug Act B.E. 2510 section 88 bis (1) and/or as “not correctly advertise, as permission” to
Drug Act B.E. 2510 section 88 bis (2), in the total of 100%. Conclusion: Problems on illegal drug-
advertisings online nowadays is an important issue and need an urgently solution. It is necessary
to involve horizontal cooperation from all relevant stakeholders to monitor the situation,
especially conducting an legal actions, strengthening drug-advertising law/regulation, as well as
educating all other involving parties, such as advertiser; media owner; and consumer/public.
The most important issues are the fruitful cooperation among online media for screening

advertising information prior to be launched on each one’s platform. The ultimate outcome of

these actions/measure is for overall customer protection and welfare.

Key words: Drug advertising, illegal, online, measure action, consumer protection
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Abstract

This study aimed to (1) evaluate and analyze the situations in communication of the
hazardous substances rules and regulations information between Thai Food and Drug Administration
(Thai FDA) and receivers: hazardous substances entrepreneurs and competent officials (2) find and
analyze the factors affecting on the communication situations and (3) seek the groups’ expectation
to improve Thai FDA’s communication process. The research was conducted from December 2018
to July 2019. A questionnaire content was created by using Berlo’s SMCR Model theory as the
fundamental concept. The data were collected from 2 sample groups which were 315 entrepreneurs
and 93 competent officials by using non-probability sampling purposive. Data were analyzed by
using descriptive statistics to enumerate frequency, percentage, mean, standard deviation and
using inferential statistics, one sample t-test, to infer the data from sampling groups to population.
The results were found that (1) sampling groups had a high potential on internet using by searching
the Hazardous Substances Control Group website as a main channel to access the rules and
regulations information (2) during July to December 2018, the groups received messages from
3 main channels including website, official documents/letters disseminated, also training and
meetings that arranged by the Hazardous Substances Control Group. The contents of the rules
and regulations information and the presentation patterns were fairy difficult to understand,
but these messages were very beneficial to them and (3) when the study was assumed to the
population by using the Berlo’s SMCR in 4 dimensions, it was found that (3.1) Source: Thai FDA
has to speed up the communication sending process by planning in advance and publicize
Thai FDA’s channels to the receivers, (3.2) Message: Thai FDA has to adjust the contents to be
more easily to understand and not complicated by using the easy presentation techniques for
understanding and recognition, (3.3) Communication channel: using the e-mail as the main channel
for sending the information and creating new channels of information communication, especially
LINE application and other social media, and (3.4) Receiver: Thai FDA has to encourage the
receivers about basic knowledge in rule and regulation of hazardous substances and adjust
attitude and behavior in acquisition of hazardous substances legal knowledge.

Key words: communication, competent officials, Hazardous Substances Act B.E. 2535, hazardous

substances entrepreneurs, hazardous substances law
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Abstract

The purposes of this research were to compare the preventable adverse drug reactions
(PADRs) evaluation tools between P Method and Schumock and Thornton criteria and explore
the characteristics of pADRs from musculoskeletal system drugs that had reported by hospitals
where under the Office of the Permanent Secretary, Ministry of Public Health from 1 October 2014
to 30 September 2017 with causality assessment as certain and completeness score of Thai HPVC
at level 3. Data analysis using the percentage, the test of proportional differences in the number
of adverse drug reactions (ADRs) reported by Fisher's exact test and finding inter-observer reliability
of three observers by the Fleiss's Kappa Statistics. The results of this study showed that most of
the reports were female (65.93%) and aged between 15 and 59 years (56.04%) and 72.16% were
outpatients. All reviewers were the consensus for 3 reports that were scored as ‘preventable’
by using P Method and Schumock and Thornton criteria, two reports were related to therapeutic
duplication and one report was related to documented hypersensitivity to the administered drus.
The most common ADRs reported were from the skin and appendages disorders. The proportions
of the report when using different tools showed that there were significant differences in one
reviewer (P = 0.00). And when analyzing the inter-observer reliability by using Schumock and
Thontron criteria, it was moderate with a Fleiss’s Kappa 0.44 and slight with a Fleiss’s Kappa 0.15
when using P Method. The results of this study showed that the number of reports that reviewers'
consensus when using Schumock and Thornton criteria more than P Method. Moreover, most
reports were not assessable because the reports from Thai Vigibase could not provide some of
the related information. Therefore, the data in the ADRs reporting form should be containing
much more information for pADRs evaluation.

Key words: adverse drug reaction evaluation tools, preventable adverse drug reaction
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Schumock and Thornton criteria TunsAum ke
Useiiuseen ADRs Tilesulugudeyamudithszia
AuUaeRiEMUNEASuigunIn (Thai Vigibase)

~ = a a | e I3
WisSeuisunani1suseiliuannisluiausyas
nMsitendeanulavasasedile P Method wag
Schumock and Thornton criteria LLazﬁumme
WaraNwALBINI9LAA PADRs dawanisideasilu

[

Uselevusiayaainsnmenisunmglunisiinse s

Anuvasafumuelunistosiunisiin pADRs 91

swdsleIesonuunzanlun1sUsziiiu pADRs

SanUs:zavn
1. WiowSsulsunanisussiduennis
lifisUszasdarnnisieniitesiulsvenaiasile
P Method Way Schumock and Thornton criteria
2. Lﬁaﬁumaflmauazé’ﬂwmwmﬂmﬁm

21NskiRsUsEasrannsidenndesiula

38A1SANUVI

nsifeiidunsitodmesau Tng
N53AT1ENTOLARUUEBUNAIRINTIEIU ADRS
F1udaya Thai vigibase Usens Ao 5189140013
Lifisuszasdanmsliolunguszuunduniouas
Trsenszgn Alesulugnu Thai Vigibase seming
Fuil 1 manaa WA, 2557 fa 30 Augen . 2560
nanUNgIUIRtudind TnnulaanTEN T
a15150uae IneilinadinsdadnAnwiiavAnaen
nmsAnwdedl

NARINSANY

1. 91891uAUsEIUII89 ADRs Tag

WNEYNSISaNEIUNA

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

£y o o s

2. 91899UNTEUTLAUANUFUNUSUDS

3

@

915 kisUszasAluseau louiueu (certain)

3. Spnuiteyansuiuanniiganunasi
M3UsziunuAMIIBNUDINS MU TTaIAYD
Audid sy isanuUaendunundndaaiguan
Hurt s 3 (Sunenuiivssnousedeyadus
Fasioluil (1) Foyaiivstianzsoanu Tiun
Foaanuneravzeunasiidssenu (2) doya
fthe (3) deyasensefiasdoednation 1 510m3
(4) Teyawnnsalliiadszasdnnnsldenedndey
1 91713 (5) FuiiBusnudneendiasds (6) fuiliia

21n15lUNsUsEaeR (7) Alduazvurnildvaaen

d' v

Maede (8) wnNaveIn1sldesinan (9) nadns

' 1% '
a = i

ANTUVULNII897U (10) HAVDINTITLASULN

D.

1% v
o o a

fasdodiuasiine1nistudn)

inasdneannsane i Wuseaug
ot Uszannsiildlunisdnwnedsd Téun sreeu
ADRs 9717 273 2l

25n15U52LIUs1897U pADRs

1. fussiivdadundvnsuazu o
Tugudilhseiannudaendemundnduaiaunin
fidSamsfnvsundunssurdinsenisuiuna
ynandanssy waziUszaumssimsufiRnuigud
ihsyTemuaendesusdnsinmigunin laisni
19 $1uau 3 AU wiasAuUsudiusenuiidaden
§1uu 273 atu droeIesdlens 2 via Ae
Schumock and Thornton criteria Usznaunae
AN07U 7 U9 way P Method A1a1u 20 99
nansUszifiuYesusazinIosloveaUsIiu

P19UA 3 AU 593 819 aUU (A9MN5199 1)
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An519 1 Aaunluseiiulaewaseaila Schumock and Thornton criteria k&g P method

Schumock and Thornton criteria

P Method

1. Was there a history of allergy or previous reactions
to the drug?

11. Documented hypersensitivity to administered drug
or drug class?

2. Was the drug involved inappropriate for the patient’s
clinical condition?

8. Wrong indication?
10. Inappropriate prescription for patient’s underlying
medical condition (renal failure, hepatic failure, etc..)

or underlying pathology?

14. Necessary medication not given?

3. Was the dose, route, or frequency of administration
inappropriate for the patient’s age, weight, or disease
state?

1. Incorrect dose?

2. Incorrect drug administration route?

3. Incorrect drug administration duration?

4. Incorrect drug dosage formulation administered?

7. Drug administration error (timing, rate, frequency,
technique, preparation, manipulation, mixing)?

9. Inappropriate prescription according to the characteristics
of the patient (age, sex, pregnancy, other)?

4. Was required therapeutic drug monitoring or other
necessary laboratory test not performed?

16. Incorrect laboratory or clinical monitoring of medicine?

5. Was a drug interaction involved in the ADR?

12. Labeled drug-drug interaction?

13. Therapeutic duplication (prescription of two or more
medicines with similar ingredients)?

6. Was poor compliance involved in the ADR?

19. Non-compliance?

7. Was a toxic serum drug concentration (or laboratory
monitoring test) documented?

5. Expired drug administered?
6. Incorrect storage of drug?

15. Withdrawal syndrome (due to abrupt discontinuation
of treatment)?

17. Poor-quality drug administered?
18. Counterfeit drug administered?

20. Self-medication with non-OTC drug?
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2. fUsLAIuYINNTUTZIEUT1897U ADRS
@ a -1
pgnaudaszrionu fall
2.1 guszidiu 3 Au (30398) Ussyu
SAIAUNDFUNTIVULINIINITUTZITUT DU

A3y Al

2.1.1 msUsziiiulagly P Method
1) fuswiludiniden critical criteria
frhasBuamyiaiiidosivenislifinsasi
wazUsyiiiusneaulsazatuny critical criteria

nAnden lnegusziliuusazaudnidendadinim

Mgl dunaEinisieansan (5915199 2)

M1919% 2 MsAndendemaudmsuUssiliunenuwiazatu veafussiliuusavay

Huszidiu ANWAUZIIIU Aonufiden franaitldiden
AU 1 Tenunaty 99 1-13 wag 17-20 99 14, 15 way 16
Aufl 2 | ADRs fiARTuRUSTULRIMT W svdn | 90 5,8, 9, 10, 11, 12, 13, 17, 18, | 40 1-4, 6, 7 uae

Type B ADRs 19 wag 20 14-16
ADRs ﬁﬁuﬁuéﬁquémamﬁﬁwmmaqm 99 1,2,3,4,5,7,8,9,10, 11, 12, | 99 6 way 14-16
13,17, 18, 19 ez 20
AR 3 | ADRs ﬁﬁmﬁzqimmimsgﬁauﬁa 98 1,2, 3,4, 9,610, 11, 12, 13 49 5-8, 14, 15
SUATNTEITZIINGEN uay 16 way 17-20
lajﬁmsizqswamsm%ﬂ%’aum‘%aﬁumﬁ%m 48 9, 10, 11 49 1-8 wag 12-20
LWL

2) NMsUszIliuNg

- yndl critical criteria 8en9tioY
1 4o AfUssifiumeuin “li” seeutuazgn
FarsaiduamslifisUssasdaitdostule

- 1N critical criteria nﬂ%’a
fussiiuneud “bild” meeufuargninnsan
Tduenmslifiaszasdnliannsoteduld

- 1N critical criteria nﬂsﬂja
Ausziiulianunsaneulivseiidoyaliiiesne
Tunsmeudemaiy ﬁmmﬁuazgﬂﬁmim’h

Wuseanunldanunsadseadiule

21568159 1M15UAZYN AUURBUNNTIAL-LUWIEY 2563

2.1.2 msuseiiiulagld Schumock and
Thornton criteria
1) guszifiuvinsusziliugeau
Tnemaumausisnua 7 4o
2) MsUsviliung
- mniinsneuin “Iv” eagheley
1 $o Teutuargniinnsanindusinislfis
Uszasantoariuld
- mnynde fusziliunauin
“Lily” s1varutuazgniansaninduenis
liflsuszasAnlalanunsatostiuls
- mndoyaliifigsnedniy
mstssfiunenu Menutuaggninsurindy

seunliaunsausydiule
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MSJLAS1:HUDIA
1. aseranyaysenuemsiiaseasn
nnselagltadfdanssaun laun Sevay
2. NAADUAMNLANANYDIAAAIUIIUIY
seeuenslifissyasd veapsesiio P Method
wag Schumock and Thornton criteria AaYanA
Fisher’s exact test fmuaszdutiudday 7 0.05
3. Usziiunnuidesiusevinaussiiu
(Inter-Rater Reliability) ¢aeadif Fleiss’s Kappa' "
Taefinaueilun1sNa1sUsEAUAL
donmAdaaad
0.81 - 1.00 MNABAARDIALIN (almost)
0.61 - 0.80 ANNABAARDIA (substantial)
0.41 - 0.60 ANUABAARDIUIUNGTS (moderate)
0.21 - 0.40 ANuABAAABINBLY (fair)
0.00 - 0.20 ALEBARABIANTIBY (slight)
#ouna1 0.00 lidauaenmdss (poor)

WaNISANU

1. ayavialuvasseeuy ADRs

$16971 ADRs vesTlunguszuundnaiilo
wazlasenszgn filesulugrudoua Thai Vigibase
Tute 1 sa1Ax wA. 2557 - 30 fiugneu w.a. 2560
PnanuneIUIRtudiaddnulaanseng
5150 Tidsefumnmenuluseu 3 Sy
arwduiuslussiuluduou uagldliseauen
d1uau 273 atu drulngilusisauveiie
wiAnee (Feuag 65.93) Lﬁaﬁmimmumamq
vaag Uiy wudndlnglenysening 15-59 U
(Sewar 56.04) JuneruvesUisusn Souas
72.16 1897 ADRs @ulngnuindusigau
yilnlif1ouse Gevay 63) uagiieRarsanain
Ussuamaamune1uiafifinisdeseny wudnlng
UIINFNUNYIUIAUTELANLTINGTUIAYUYUY
($ovay 51.65) (Fam519fi 3)
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M13199 3 Toyaiiluree318941U ADRs 8158 UY
nanuilenaslasansygn (IUTIBIU 273 atv)

ANWULVIITIVNY . Sewa
wrAvasEUae
- 180 65.93
- 1Y 93 34.07
e NG RtTVET
- usnifia - 14 U 14 5.13
-15-59 1 153 56.04
- 1nnImseuiiu 60 U 54 19.78
- lalszy 52 19.05
Uszunngae
- fdguen 197 72.16
- fthely 57 20.88
- lalszy 19 6.96
UsznndaaiuneIua
- Tsawenunaguy 141 51.65
-Tsswenuiavily 75 27.47
- Tsangunagug 57 20.88

v 1R I3

AMUS19uTIvRIRINT N IUsEeA
AN 85 31.14
- feadnsunsShwilulsanevia 71 26.01

yisevdiuszesanlunssnwn

Wty
- fauddgyyniepddn 4 1.47
- SuRTINTIn 7 2.56
- lalszy 3 1.10
Tai5euss 172 63.00
lalszy 16 5.86

Usznn ADRs

- Type A ADRs 13 4.76
- Type B ADRs 250 91.58
- Type A uag Type B ADRs 10 3.66
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A a ' ' A & o = | =2 5 1 ' &

WoRtosannguendesmduannnues  (Gwnsei 4) enshiisUszasrdnlngmuindu
msiAne N slifislssasanundmlngiinener AuRAUNRNISTEUURIWE (skin and appendages
lunguuidniauuageninulsatesniauguimess  disorders) (Aann519% 5)

(anti-inflammatory and antirheumatic products)

M19199 4 ren1snauenfiasdeiniliiinenislifiessasd (Fruau 278 s1en19)

Hown U Sovaz
anti-inflammatory and antirheumatic products 212 76.26
muscle relaxants 38 13.67
antigout preparation 23 8.27
topical products for joint and muscular pain 3 1.08
other drugs for disorders of the musculo-skeletal system 2 0.72

*s1a91uenNslifislseasd 1 atuonatlenfiasdfainvihlmineinisidieUsyasalauinnia 1 s19a15

A15197 5 e1nslifisUszasAannmisidenndussuunduilouaslasansegn SuunaussuveieIg

(119U 407 5189719)*

FTUUDIYIZ U Souaz
skin and appendages disorders 220 54.05
body as a whole - general disorders 66 16.22
cardiovascular disorders, general 29 7.13
metabolic and nutritional disorders 29 7.13
urinary system disorders 27 6.63
respiratory system disorders 11 2.70
gastro-intestinal system disorders 10 2.46
others 15 3.68

*51891unNshifieUseasd 1 atu 8133 ADRs launnnin 1 syuveteny

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563 7



2. HANFUTEEIUTIBNULALEN BV

578974 pADRs fiffuszifiufinuiiunsaiu
1NNUTEEINTI89U ADRs $113U
273 atiu veUsziliuusazau feladedile
usiaviln wui daduvesinunenuiloyszidiy
Tneldfie3esilo P Method uay Schumock and
Thornton criteria ¥osg{Uszifiuaui 1 uaz 2

= i 1Y) N v a =
laifiauunneineiu Tuvuegussidiuaui 3

fidnaruvessuIusenuiivansneiuegned
Hoddyn1eada (Fannsnsil 6) wazidlofinnsan
mamuﬁisuwaé’wa‘dwlfﬂu PADRs ﬁ@ﬂmﬁuﬁy’q 3 Au
frudiunseiy wuhiiiuu 3 ety ¥ 2 indede
\HusesuigineldFuelungu NSAIDs 1
1 51813 $119u 2 2ty wazdunenuiifiae

Tasugnmaeduse IRn1swi 1 avu (A9mn51991 7)

A1519% 6 man1sUsEliuTBuTenAsesiie P Method wag Schumock and Thomton criteria
Fwunenu (Gevaz)
Uiy nan1sUTHEY (N =273) P value!
B Method Schumock .anc! Thornton
criteria

AUl 1 | pADRs 9 (3.30) 15 (5.49) 0.297
Non-pADRs 0 (0) 0(0)
Not assessable 264 (96.70) 258 (94.51)

AUl 2 | pADRs 5 (1.83) 13 (4.76) 0.091
Non-pADRs 0(0) 0(0)
Not assessable 268 (98.17) 260 (95.24)

AUl 3 | pADRs 16 (5.86) 12 (4.40) 0.000
Non-pADRs 26 (9.52) 0(0)
Not assessable 231 (84.62) 261 (95.60)

MuEme): 1 = Fisher's Exact Test
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M99 7 SnueizveIsnednu pADRs NUszliuinnuiunseiu Weuszdliudieniasde P Method

1158 Schumock and Thornton criteria

ANWULIIBIU

nsfiadudntu pADRs Tuseanuiiduszdiufianuiiunseiu

P Method

Schumock and Thornton criteria

HUaende 01g 31 U Ywedn 61 ke
LifiusgTauien lunsulsausyaim
1$%uen diclofenac 50 mg, indomethacin
10 mg tag piroxicam 10 mg nalgsuen
1 7 1An Stevens-Johnson Syndrome

ag fixed drug eruption

Aufl 1 wag 2 neu “lo” Tuded 12
(Labeled drug-drug interaction?) wag

9% 13 (Therapeutic duplication?)

audl 3 nou “lv” Tuded 12

AUssiiiuAuil 1-3 neu “lv” Tudedl 5
(Was a drug interaction involved in

the ADR?)

fhevids 87y 76 T lunsrutivin
lyifluseTauen launsiulsalsesndn
1¢i§uen piroxicam SUUsEMIUTUT Lay
diclofenac Suusgmusiuil meluiuneai

(insuszeznandiuuda) in anaphylaxis

Aaud 1 sou “lo” Tuden 12 uay 13

AU 2 waz 3 nau “lv” Tuten 13

Usziliuaui 1-3 aau “ly” luded 5

fuaeme a1y 9 U i 50 ke (s TR
WAEAUEY amoxicillin $9ufU ibuprofen
uduAniuviin MP Rash) wsigtaedlaile
Twigdle lunsiulsausedn Tasuen
ibuprofen 200 mg Suaz 3 a%s vdlaTuen

2 U Wi\ urticaria

fuspdiuaudl 1-3 aou “lv” Tudiedd 11
(Documented hypersensitivity to

administered drug or drug class?)

<, v a o < ' Y
Wunesnuidussiduieuimlinsaiu
Wausediume Schumock and Thomton

criteria

fnendia 87y 25 T dwiin 60 ke
weiiseIRuielaedUiedlaiesinuien
aspirin lins1ulsauseddn lasuen
ibuprofen 400 mg waalésue 1 Falus

30 w19l Lin angioedema

& av a o < ' 9
Dusenungussdulanuimilingediu

dlouszidiuge P Method

fUszidiuaud 1-3 aeu “l9” Tudedl 1
(Was there a history of allergy or

previous reactions to the drug?)

3. s189uildausadsziiule

MNHANTUTIUTIEUNUI 51897

] 1 a <3 = '
drulugfinan1suszifiudusrenunliamnse

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

Usziiulel InedermnuigUsediudinisseyfmeui

“linsu” asgn 3 Sudiuusn (Han13199 8)
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M13°99 8 Tarnuiin1sseymneuIlingIu gegn 3 sudulIn

dudu fodi fnwazAInIY U (Sozaz)
P Method (N=819)
1 11 Documented hypersensitivity to administered drug or drug class? 632 (77.17)
2 18 Counterfeit drug administered? 546 (66.67)
19 Non-compliance?
20 Self-medication with non OTC drug?
3 5 Expired drug administered? 545 (66.54)
Schumock and Thornton criteria (N=819)
1 4 Was required therapeutic drug monitoring or other necessary laboratory 819 (100)
test not performed?
7 Was a toxic serum drug concentration (or laboratory monitoring test)
documented?
2 6 Was poor compliance involved in the ADR? 798 (97.44)
3 1 Was there a history of allergy or previous reactions to the drug? 643 (78.51)

4. wan1suszfiuaanadesiuszndng
;:iﬂisl,ﬁwauﬂ?aaﬁa P Method uaz Schumock
and Thornton criteria

nsUszfiumudeiuveaniasie
Tngldanuiiuvesiuszdiudtuau 3 au Tuns
Uszllus18971U ADRs 971u3U 273 avu lagduwun
nan1suseiveanitu 3 Ussunn touwn PADRs,
non-pADRs Wwag not assessable lagldada
Fleiss’s Kappa HanMsUsziiunuin manuaenaaed
yoaiAdesile P Method aglusziunnuasandos
@ntoe (slight) mAuaeaRaaaviniy 0.15 uas
ALdDARd BV BAIasile Schumock and
Thontron criteria agﬁlmzﬁuﬂmﬂmﬂ (moderate)

ANMLFDAAABIYINNY 0.44
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pAUSIgna
nnan1susEifiuenslufisussasa
nmsiendidestuldveededle P Method
ez Schumock and Thornton criteria Wu31
dlouszifiuge P Method fuszidiufimsdaiden
critical criteria Aiwansnaity neguszifiuauil 3
fnsAndendnuIutemn g msuUTEIuT89U
dnilvijtiesnindusuifiunudu wasdugusuidy
Wiesauieafinusiesuiidy non-pADRs
pnioehaty senuithends 01y 44 T wiin
53 Alansu lunsruuseiauien (Liresuusemuen
allopurinol) liifllsauszddn Tasuen allopurinol
100 fiadn$u linsrumudlunsliie wasleduen
6 Tu LAin pruritus laen1sA1MuA critical criteria

LATHANISUSZLIU WU
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Ussiiiuauil 1 Aaden critical criteria
ynde enviu 4o 14, 15 uaz 16 Uszliuindu
5718974 not assessable 3Mnn1sRaU “lainsiu”
Tude 5-7, 17-20 wazmau “lally” Tude 1-4, 8-13

éﬂi&ﬁuﬂuﬁ 2 AnLdan critical criteria
Tute 5, 8,9, 10, 11, 12, 13, 17, 18, 19 uay 20
TngUsziiiuindusnearu not assessable 910
msnau “linstu” Tude 5, 17-20 waznau “lally”
Tude 8-13

HUsEIuAUN 3 Anden critical criteria
ludo 9-11 Useifiuindus1eeu non-pADRs 210
msneu “laly” Tude 9-11

g eRINanLiula U T

dl 1 vV v = vV d‘ Adl v U v
au 3 lulaAndandaa uinelteeiuns b
Anuuilelunisldevesine (Aaudedn 19)
< iy . . o [y a o &
WU critical criteria @vsUUsELHUSI8IURUUY
bilifinnsiansandeyarnusuiiolunslyden
voeEthy uagmngussiiiuaudnaifaiientedl
vJuniialy critical criteria azfinadwsidusieau
Mlalannsausuidiuls wuderiugussdiuaun 1
wazAwi 2 Wesnyenuatuilliiiveyaluises

1 = v U
vasnuTmilolumsldevesiae

A a a ' Py |

WaLSyULTgUAIAINUEBAAADINUTIN
WASB9B Schumock and Thornton criteria
JANANNEDARABININNILASEYB P Method

I @ | T a <
pgalsiaun senudlnaiinanisuseiudu
evuildaansauszdiuld enallewnandeya
vegelilafmualiiussidiudassyunnluwuy
189U WU Tayan1uAnNINe Joyaligdny
anusdlelunslisvesiie vilvdeyalsiiieme

dusultnautamaUAUBUUUTEEINNG 2 1A509iD

2158159 1M15UAZEN AUURIUNNIIAL-LUWIEY 2563

= P 19 = . (2)
PIADAAFDINUNITANYIVDY Benkirane LAz

flaguinnadnsvesnsusziiusenuduunn
arundululglumsdesiuenislifisUssasdiu
Juagiunrmnsuiuvestoyailssylussau
ADRs Tnsmsfidoyaiiiliameazsinlsinnsyseiiiu
anudululalunisdesiueinislifisussacd
gosmsruwsazasudululiietu uenani
nsAadondodinuiidu critical criteria
fupnseiuesiUsaidiu eraedesiunnuiag
Uszaunmsadlumsuuiaudselnudasnsy
Frugvesfspduuiazen Taglunsinuadll
nuguseiiudiuszaunisallunisuiReu
sz Yannudasadduenfiunnenstudiaus
1 - 8 ¥ Feenwvibinisfimnudedinnuwas

ANSUSELIUTI89IULAALATULAINULANA1GAY

asuua:Uolauduus:
N13UsZIEUT1897U pADRs 31N37897U
ADRs #l#§ulugnudoya Thai Vigibase wuin
w3esilo Schumock and Thontron criteria
fiAnmnuaenndownninadedla P Method
uilerUSeuisunansussiiuresifUssiiiunsiaz ey
mnmisltiedossiousazaiia wuliliuseiiiu 1 au
finanisuseiufinnnuuansnstuesaitoddy
N9 ol mamﬁﬂizLﬁuﬁLLmﬂﬁmﬁ’uﬁumﬁﬂizLﬁu
snesena Fufunnsiun critical criteria Y9
\wdeaile P Method vl uiunardnuazaes
Tormanumauasasosdefiamuuwnnaiu deali
nsszyAnauiianuuans1eiu ag1glsiany

SNYaIE8IT183U PADRs AfUseiliufiaaudiu

ASINUVDLATDILDLARSTRANUI Tanwush
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witlouru lown n1slesueng1gaunsanisiie
FURINTUNTENINNEN LaENSERSUENMAETUTENR
nsuA e pADRs d@rulugiiduenisiinlu
FLUURINNY

nAsAneInUI s1eudulngldu

-dl 1 a [ a v
sneunlyaunsavseiulaliinasuseiiiune
LAS9938 P Method %58 Schumock and

o w ° o

Thontron criteria Lﬁaamﬂm'm%’amuaa'lﬂagmmu
Tlunsmevderny dfumnazidiaiosile
srananalulalunisuseidiugioeu pADRs 210
$1891u ADRs fild3ulugrudoya Thai Vigibase
AITHINSRUILUUTIE9IU ADRs Lagliigsneanu
svydoyafisndudimiunisuseifiu pADRs
uwfoufunuuTguiang 1 Weliussidiu
enudululdlunistosiuenishifisszasdves
enuwsazatuilulusgsrseurquuazasudiu
anunsohilddudeyadmsunmsinuauingnis

nsUesiuuazannisiia pADRs TusgauUseing
naly

1DNAISDIVDV

1. Uslung asenacitesia. Model dwmsumsdeaiu
amsldfislszasiannnnsldewiafiteatuls,
Tu: WwAuAT Quu9Ys, Yrul Iuaidnual,
g P Tuna, WA quanysal, ussanEnTs.
A practical guide to pharmacovigilance.
NTUHNN: UTEN Useuvu 9710; 2547, v

51-60.
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Abstract

The research was to evaluate the successful implementation of the model of Pre-
Marketing Control of Health Products that developed between 2017 and 2018 in order to achieve
speed and timeliness in the approval process, integrity and transparency in the service, and
enhance the clients’ satisfaction with the developed E-Satisfaction Survey. This study used
a quantitative research as the research design based descriptive statistics. The population and
sample was customers of the One Stop Service Center in Chai Nat Provincial Health Office from
October 2018 to June 2019. The research instruments included the speed and timeliness scale
in the approval process, the integrity and transparency scale, and e-satisfaction survey. Data was
collected then analyzed by using frequency, percentage, average and standard deviation.
The results of this study indicated that from the implementation the model of Pre-marketing
Control of Health Products And Services (developed between 2017 and 2018) in 2019,
the approval process could achieve speed and timeliness (100.0%), the service could achieve
integrity and transparency in the service (100.0%). Most of the clients had the highest level of
their satisfaction with e-satisfaction Survey in terms of content quality and design and layout
(mean = 4.78, SD = 0.21, and mean = 4.78, SD = 0.21, respectively). The findings reflect the
successful implementation of the developed model. The developed model could be applied
as a prototype for service work and lead to the preparation of a handbook or guidelines for further
applications in other types of service in the other Provincial Health Office scope.

Key words: service quality evaluation, product, health service, service system
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Abstract

This study aimmed to determine statistical data on the effects of the ASEAN Economic
Community (AEC) on the implementation of Nong Khai Thai FDA Checkpoint in inspecting
imported health products in term of the number of health product items and the value of
imported health products, also to provide resources according to 4M (Man, Money, Material,
and Management). The research was collected data 6 years that between before and after opening
the AEC 3 years (2013 - 2018). The data was described as descriptive statics by using percentage
and inferential statistics by using Paired t-test for Mean and Pearson Correlation on a main
hypothesis (H,) that the results of the Nong Khai Thai FDA Checkpoint before and after opening
the AEC 3 years will not statistically significant difference. The results revealed that a large
inspection of items and value of imported health products since before and after opening AEC
(2013 - 2018) increased in the similar direction (Pearson Correlation coefficient (r) > 0.8) and
statistically significant differences (P-value (&) < 0.05). Moreover, it was found that after 2017
there were food products and more health products: cosmetics and medical device products.
It is clear that the government officers have to more a huge inspect the imported health products
as statistically significant. Finally, a resource providing found that has increased both the FDA
Checkpoint staff, budget, space and equipment in the operation. As well as coordinate with
the department that works at the 1°" Thai-Laos Friendship Bridge border checkpoint both in
the country and the Lao People's Democratic Republic. Thus, to increase ability of Nong Khai
Thai FDA Checkpoint to support the outcome of the AEC, it should be Increase readiness in terms
of resources used in operations and enhance cooperation at the level of agencies that operate
both domestically and internationally.

Key words: Thai FDA Checkpoint, imported health product, imported health product value,

ASEAN Economic Community, resource management
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