WHUUHUANITANTINND
527I19UTENAVBIEIUN Y
AMENTIUNITIINITHAZEY
W.A. b&oE- o

1UN9IUANSNITUNITDINRITUAZEN



shemaiaunnuuiieseninsUssmasunan s asiguawliianudauds (dui
goufulusgivaina Wunilslunagnineldunugnsmansdiinaiunuenssnisemisuazen uay
uHugMsMAnSnTAL U AU ssmAresdtnOuANENTIINTe WS LAYET Bnadntney
ANENITUNITE ISz ndunirsnunaniunisidugua Wseds anudasndevendn S
avamvesszmalne wazifumiionuiidaaiunisssauanumadnms dinnuanznssunis
o msharendedesiianuiinileseninssena Weduaduauduiusifseninediney
ANENTIUNITEIMSHAT e AUMsulud1aUseme wasimwunsgIungsedeu n1svhaulne
susomaiAsunUasaslanuazmaluladdugs anonsuniaiuyuinugdeya eufudidmiiii
U UReu

Tunsil d1UNUAMENITUNITOIMITHATE T LaTRuIMIUUJURN5AINSIMETD
JENINUTENATDIEUNNUANENTTUNITOIMITUALE W.A. b D& NUNTEUIUNTTAIUTIY
MnnfiRntenielfiiunsevuuimslumsiniunuiuanuiiiessnitesemavosdiinay
AfznIIINNTEINTHaTE ol sAduOuiimutau fanumanzan fsgdvtua suandy
MsdaaiuunUImesdinnuangnssinse LAz luduinassne wasdeusslvidey
AUATOIUSLAMUNERASUaaunN

¥

wHuUuRNsANTdioseninsUsenan atull dusalddeweveunudifedeann

Y 9

MU NLATIu5e5 A AUARIATIETUHLAINGTY LD ITNTARILINUANATOIRUSIAAGUNEA S ot

guan Tun1siasnusnaUsewme danudadu wagdwalilssyvuligunmasoly

o

F11INNUANZNTINNITONMITHAZEN



unagy
unin

d1508y

Y a

WUINT

Y

WU URNNIANT LD TEnINIUTE AT TN UANENTTUNITENIMTLAZ YN
WA, b&oe-odon

Ine-uvisu

Ine-Heouun

ng-am

Tne-nau

Ine-8msu

Ine-Aaun

1‘1/18—@1!‘14 (MOC Asia Health and Wellbeing Initiative : AHWIN)
Ine-ovamsiae

Ine-3u

Tne-du

Ing-anssnusgniva

Ine-genlus

Ing-dulatide

Tne-W5aea

D FeU (ASEAN)

Indonesia-Malaysia-Thailand Growth Triangle (IMT-GT)
psAn1seutialan (WHO)

Aan551/1A5IN15ANUSILT D TEINUsEmANaE AL EUNT luwAaz UsuUT e

YIUUTEUI WA, &
YIuUsEU WA, b&ob
YIUUTEUU WA, &

ASARGINaZUTELIUNE

Ol
oa
ne&
&o
&D
Do
o))

folxd
xR
oo

e
e
a/'o
[~{e}
(~<Ic)

&
2YQ)
xR
ey



UNATUEUIMNS

d1nauanEnITNITEIMISharelalnsIniuNugnsAanTE1 TN IUANENTIINIS
91MIUALE A, bEbb-beos lnuimualspifiugnsmaniil o Wamnszuuuaznalnnsaiunm
Afuguandndariguaimdsgn uazfusinsgiuaina (Smart Regulation) Nagméa ¢ o3 Waun
mudiloseninasemaiundadusigunmlvdianuduude Wudlsenuluseduaina lned
unsnsnilanieldnagnsfandan fe Wauianudiuileszuinsssmelunisiduguananias
gunn wazladnyunulURT19n15 538 @ U (WA, b&oo-bdelo) YoId1UNITUANENTIUNTT
91NTUazeN Useliugnsmaniil o : ssuuduaseduilnadundnsasiguaimanasguaina lned
nagMsT & WannguuuumalymnsiuasewesUssmatagiauinnus e seninsussineli
Julumuunssgiuanaviedennatseninauseing

TunsAIUNITAINNINTNITAINGTD 1TNMUANENTINNITEINITHATET alawaiun
WHUUURNI5AINTINT DTN TENAYREINUANENTTUNITOMITUALEY .A. bEoE-b&oe
Judefiarusuie o

o. AuslslusEAunInA Wi ng-uisu ne-dewn ng-an ne-ggm ne-
v ne-Aun Tne-guu Ine-seamside no-3u ne-asisaspnmd Ine-Aealus Ing-dulailide
ne-W¥aea

. AnuTiloluseiuniinim uareuninim Wy edew, Greater Mekong
Subregion (GMS), Indonesia-Malaysia-Thailand Growth Triangle (IMT-GT)

. ANUTINTDAUDIANTTENINUTEINA 19U BIANTeudElan (WHO)

ol U fiRmsausndiessninsussmagainaadddifunseuuummmilunsiidum
sursalesswsumeesiinnueazniMIo ez oM iunulieuaiay s
winzaw TUsedvine Suanlumsdauaduunmumuesentinuanenssunsemsuaze TR 1UTEA wae
Bouslemionudunsosjuilaadundntasigunisly

fnguszasiroaunuUfiRnisauinilossnieUssma wa. ese-bdon Siwolull o)
4319AUTHLDTENINUTENA ) ANTUIUAUANUTINTDVINTENTIEAITITUAY o) ANTUNY
mueusilevesdinuANEnTIINToMIWALEN @ suanasudeyaiidutlagtiu @
daiedugsia UsznduiusliiAnenudesiuveswandusiguamine

voulnveturuU A TRnsauTndesenincsema wa. beod-oeon ffwelll o)
AU UALTUINANUN1AY0INTENTIEITITUNAY b) AlTuauauduiinaudile / Judin
AUV ITNIUAULATIUNITOIMNTUAET ) ATUNUANLANIUANATENINIUSENA/AIY
SudisluszAuninig wazeuninia <) Alununuiuernssenialseme Wy asdn1sewndelan
&) suiunumunnusiiesiiossziatuludn g, bese - b

AINTINTTENINUTEUNAVDIATNNUAMENTTUNITOWNTUALET N.A. b&od-bdow a1
ausieutseanidu < ¢ loud swnutlagtu susulusia/agulng omns niesdions
iwsesiiounnd sruemsuazen maihsztsanuasnsomunansasiquain wasnusiaseme



UNUI

. YANNITUALIVIANG
aufid1inauaugnssinIsomiskazeldinisdaviunugnsaansdinay
ANIENTIUNNTOINTUATET WA, b&blo-bdos IngfmunUsziiugnsmansil o faulszuulaznaln
MsmuAL Mfuguandndueiaunmidegn waziduuinsgiuaina (Smart Regulation) nagnsil &
Fos WiannanusuilessninsUssmadundafausiguamliaudunds Wuisensulusgiuana
Tnofinnsmandaneldnagnésanan fe Wanneusuilossninsussmalunsiiuguanansiasi
g0 warladnriuHuUURT19N15 sree @ U (0.A. b&oo-bdwo) YIE1TNIUANENTINNNT
91MTUazeN Useliugnsmaniil o : ssuuAuaseuilnadundnsasiguaimaasguaina lned
nagnsil & faunguuuunmadgminisdunsesvesssmanazimunus e senintesemal
JulumusnesgiuannansedennasszninaUseine

TuNFAMAUNITAIULINTNITAINATN ANTNIUANENTIUNITOMITHALET FILANAILN
WU URN13AU IR TEN I INAYEEUNIUANZNTIUNITOMITRALET WA, bEDe-odDe
JUTIEAMUTINID Aatl

1 =l % a = 1 6 =

. AnuTiloluseAuninIA wu ne-uisu Ine-dewn ne-and a9 ne-
a3 ne-Aaun Ine-gu Ine-esawside ne-3u lne-ansisaspnmg Ine-dalus lne-dulaiide
Ine-el5aea

. AnuTiloluseiugiinim uareuninim 1w edew, Greater Mekong
Subregion (GMS), Indonesia-Malaysia-Thailand Growth Triangle (IMT-GT)

1 = % I3 1 1 3 L}

o, ANUTINLDAUBIANTTENINUSENA U B9AN1SBURINElan (WHO)

el wuwUfiRnsanusuiiessminUssinannanazliidunseunuimiumsiifiunu
ANUANNI I ST NUTENATRIEN I NUAMENTTUNMTDINSHaze Bl MsAT UNUEl AU AL A
Winzaw TUsYAVSHE SuanUNTANaS U UVUIVIRE T NUAIZNSSUNTEINSHaZeLUA TR WUSEmA Ay
weustlemirsnuduasesusnadunandamasnmsely

©. IgUTZENA

LU URAN5AN L0 5e NI TEMATIA TN UANENTTUNITEIMTLAZEN W.A. beod-
o&on TingUszasd fuioluil

b.e A5NANUTINNETENITEINA

.o ANTUNUANAINTINIBYBINTENTIEATITUEY

B.o AEIUIUANNANINT IV TNNUANENTTUNITEIMTLAZEN

b.¢ MIuaniasudeyailidutlagiu

o.¢ duadugsia UssnduiusliAnauidesiuvomdnsamigunmlne



. YBULUA
WHUU URN15AMUTINT DT iU TemAYedinUAMENTITUNITOIMITLAZET W.A. b&od-
b&oe HUaulrnnImalUl

.o ALTuNUANTUTnANla (Memorandum of Understanding : MOU) 4840581534
GRORPRVGR]

oo AMIUNUAINTUTANAIMETA (Memorandum of Understanding : MOU) / Gu#inaana
37149 (Memorandum of Cooperation : MOC) U84d1HN91UANYATINNITOMITUAZEN

an.en MLHUNUALANNANATEI U TEIA/Aus il lusEAuTNIA wageayniinia

on.€ ANTUNUTINAUBIANTIENINUTEINA 19U BIANITOUNELan (WHO)

o.¢ sfiunumuanusiongiensasiniululng. eeoe - oeoe

& AUSABTENIUsEIMANUTUNNA1UE11a (Memorandum of Understanding : MOU)
YBINTENTWAITITUGY

N3ENTassag Useinalngladaviduiinaudnla (Memorandum of Understanding :
MOU) fudszimasingg eliAnanusiuiionsduasisaguluszduninid lnedausiled
Aendastudinnuangnssumsomauaze S o Ussne il

<o We-umiisy

TuiinAud1ladn Mg AU INilB A UAIE TEUTENI NN TEN T NATI TN VLT IYDIUIINT
IneuaynsEn1IasNIUULAITIve U TNTUIALTY ammile Tl be UNTIAN WA, bEEe AU
lpesguunIdnNITNTENsNNsHaUTEme 19 13nsing (Wetng fiyaaensiy) iU Sguunsinng
N3EN329113919UsEMA (Khalid bin Ahmed Al Khalifa) 51991018n5Uisu Fedufinanandile
fsnamazsionngsmlusiavn o U uavilusuifuanusuiiefifedestudiinnuausnssunmsems
uazen 1 (e) Anuasndeng uay (o) uaniudeudoyasuen

Clo Wy-1lguin

TuiinA1111991078A UL AT UAIEITUFUIENINITTUIAKYIITI 98101 TNT N AL
UNALYIAN5ITUSTUMsanA1mloun aeuilaTuin bo TuE18U W.A. be&do aduulag
UUATIMNITNITENTWAITITUEY 5101U19NTINY (N UIeunndUseRvg dusinsd) fu
[ a (Y] | a . =& <
STUUATIINITNTENTNEAITITUGY @1515uSTwsannIMLlleuun (H.E. Dr. Pe Thet Khin) fsiiuseiau
ANsdleMAgITesiudinauAmEnIITNNITEIMITHEET LokA (o) 81MTHALEINAINTININITFIY
(o) 8 WHUTUTIO (o) HANAUTLATOILDUNNGLAZLATIA1DN () 81U1ANNTINTODUS) LU AW
U0 U AUIELAU LT BULN

| 2 o =2 % Y | a o o v N Y 1 | ) %
pg19lsAny Juiinenutnlasnsnanaziinavrulaidunan ¢ Uiuwmieladeniadaning

UsEasRnazyd



< ne-a17

Tuiinaudilaszniniguiaussroandnilneduiguiauisasisaigusznsulae
Uszrnruanitveanusauilesuasisagy amwmidetudl eo fusiou we. bees ammlag
STUUATIININTENTIETITNEY Usemelng (s aans19159aatin nesina weunnd Jugana
anadne1nsg) AuSguunInsens19a1s1saay auy.a1d (H.E. Associate Professor Dr. Bounkong
Syhavong) Sufinamuilassnanasinadesuldiduna ¢ Yuwadeladeniudsnnuszasd
flazei wariiszfiumnuimiofifdesiudinnuanznssumseisuazen loua

(@) NMIMUANLAYTUTBIAMNINYBIDWNT 81 BuNulUTIL LAasd1an o1vnTaTa 1ATeslle
s asianin TngeengrisednuarUszam asdasuuay TngdussedmiuldluniaFou i
WazdsoDn

(o) MsduasunsuanivsudoyaieatunistunsSoundnsusigunin uazsedouluns

9
!
A

gurgANuazAINd MU IaYdI0eN0IMT 81 BUEULUTIN LATESE10 BTy
wesesilounng wazingdunedmiuliluasiSeunaznisansnsnae
(en) miﬁiqm‘%mmmaﬂLﬂ?iau%'auuaﬁsr;ﬁ’ua’ﬁé?aéfuﬁiﬁ’ﬂuﬂ’ﬁmﬁmsnLawﬁmazm%’ﬂmmﬁmm
(@ maduasunmsRaInmnIMUUTnE o e luilufimusuhutudmiunewn
Ine-a1a

<. We-0u

TuiinAudnlasEninansenTeas I Tua UL 1¥01003N S N AUNTENTIEATITUFUUNS
190118059 WIREANInTle s a1 TNy asuEetuil b fluiau WA, beoe g
STUUATIININTENTIETITUAY Usemnalng (wa Aans1nsdndln Wesinu uweunndUezana
anadnems) AUSTUUASNIENTNAETITUAY 5198101305911 (H.E. Lyonpo Tandin Wangchuk)

Tufinenudlanenanazinadeduldidune ¢ U duwnagldfunsdeaiglagnif uasdl
Usgifuanusuilefifeadesiudinauanznssunisemsiaze Wun (o) smsuluia uas (o)
sruungsslouiuguasiaielounmdveasena

<& lne-duinu

TuinAMUU5ENI19NTENTIAITITUFUAI 11N T INEAUNTENT ATV
LNNEANAATANYILYNAIS1TSFBAAINBNIIU 11MI8ANUTINTRAIUASITUEY AU TuT o
JU1AN W.A. bEoe IAYTTUUATIINITNTENTIATITUAVUTEMAINY (1N AIERTI915EAFTN
Nesian wigknndUezana anadne1nsg) AUSTUUATATENTIAISITUAVUATUNNEAIANTANY
#157150u3g9aa1udns U (Or. Seyyed Hasan Hashemi)

LY = ¥ L ! = v o Y & = a @) =

Tuiinanudnladainaiagiinatefuldilussezinat o U wazazvenednduszesiial o U

¥
=

[y @ 1 [ 1 a @, (v 6 =1 @ 1 =] c{' d' 4 [y
JuagiunisiiureuiniuvesgaAlluateanyaldnes wasiliuszinuaitusiuileingidesiu
AUNITUANENITUNITDINITHAZEN b (o) NARNUARYT () LATDILBLNNE () ANNUADAN YN
2115



&b ng-Aun

TuiinAudnlasEninanseNTeaNs1IUE UL 1¥0103N T INEAUNTENTIATITUFUUNS
assusgAtuIiveausufolumuaisisuguLarMTIsenensunmg asunuileuil be
WU WA, bdoe NETTUUITIINIINTENTNETITUEUINY (naum enans1ansdadin esAnu
wgknndluzana anadneins) AUSTUURSNITENTIETITUEUE5150455AU1 (Dr. Roberto Morales
Ojeda)

Jufinenudlasenanezinatesuldifuszezing m U waversversesnludnides i du
srezawiiy Buuddaifnnasiivsgitufinaudnled wasiivssiuaudniefifeitesty
drnauanznssusovswazen Ao ulsuneifeafiuindunssy

<o -y
TuAnAMUIINTTENININITNT AT TUFVRINTITOIUITNTING NTENTNNITEAUANY

a f av (% |

WYFERS ITUUATUTRNTIUWAITITO1ITNT INY LL@%ﬂi%Vﬁ’NE}Wﬁ’]‘MﬂiﬁJLL‘Iﬂlxﬁ'W“UE]’]m'ﬁ]/ﬂ{LVIEJ 13k

ddnauulguiediunisguaguain ddnnuamugsguuasuiedy nsensuianiinglulagnis

AoaTusei Uy NTENTNATITUAY 139U wazadainsueddu LagnIsensATYga N3N uag

)}

PRAMNTTUAYL A1VINTUAFUNIN Faendnsswye s njslatiedlaasunuluguggunurelve
o A o Y v [ o A o A a
wazendasIIryRL Uzl semalnelaasnulugiusfunuiieddu WoTuil oo daau w.a.
b&oe Tuiinanusindedsnanaviinaderuldiduszovinan ¢ U uazoravengeenludnisesudu
srezaini uusgaAnnasiiazaftuiinenudiledl wazdivszinumiusauiioineadeiu
A1UNUANEATINANTOIMITUALYY AB Development of healthcare infrastructure, vaccine, and

medical devices and products industries

€. ANUsnLlasenItsusamanutuiinaudnla (Memorandum of Understanding : MOU)
/ Uudina21usauiie (Memorandum of Cooperation : MOC) 984811n9UAMEATIUNITINNS
WaAZEN

d1NNUAMLNITTUNITOIMTHALET NTENTNEAITITUEY Useimnalneladaviduiinaaudila
(Memorandum of Understanding : MOU) / Ju#inA21u39uile (Memorandum of Cooperation :
MOC) Audseinasine ieliAnmnusuilomasnundadusiguniwlusefuniad Tneflnmsauile
$1uIU o0 Uszanel sald

&.0 NY-206EIA5IAY

Tuiineudilardendnsudiiion1stidasnelsn senineddnaunnznIsunIseIms
Wwaze ay Therapeutic Goods Administration (TGA) UeeUszinAoaaLnsias 1ne Adjunct Prof
John Skerritt, Deputy Secretary, Health Products Regulation Group, Department of Health
soawsasldasuinduiinanudilaginanniioTuil em unSIAL W.A. beoe LAZLAVIZNS
AEnSIUNTOIMsLaren Ussmdlneldaunutuiinaudlagenadiotuil o NUATNUS ..
bdod



Tuiinaudilasenaiasiinadedulddunaiunawnuduiuly Guskdgaidnnainases

a

Juiinanusiuiledl uazaseurgumMswanUasuteyanilutunnuduremaniasiiienmsundasnwilsn

Iiun o1 wiosilound Tnqumiin uasndniasialng Aanssuasuile Tdamsuandsuyeanns
meAdemiuiiAntesiuaunm mudaendevieustavinavemaniusiiionisunininulsn vie
MUz wiiendeaiungsudevvesdnsusiiionsunininwilse Fesuuselovisonsiaun
Fnenmeesyransyesdtinau uazieduaiunnuduuddunmshiuguandndasiiiensidasnm

Tsavealsemelne

&l ne-3u

TuiinAusIndenI3gINITsEnINNTENTHNEaIsITUgUAeTIve1andnsive fu State Food
and Drug Administration (SFDA) a15150453U5801%UU aeuulleiuil ox UNT1AN N.A. bE&o
lesguunTIINITNIENTNasITauing (Inam wewnyg 1ana o @9va1) U Director-General
State Food and Drug Administration (SFDA) mﬁ’lim%ﬁﬂimﬂﬁnu?}u (Dr. Shao Mingli)

v = ' | a [ ' = Y v v A < v = [

Juiinanuindonaizinisdenaissinadeduldnaudiunasunuduiuly uasiivssnu
AUl MineITasiudinauAMEnNIINNITIMITHATET AB (0) NTHanAsuTaYa Wazduasy
AMUTINToAUNG e leu 1195511 SeuunsTunsileusn U883 uuulus Il (o) AnYIAY
< ! Ay = av aa v [
Juldlalupiiusiusieniunis@neidenisadinveserdiu HV ludsemealne uazaisnsusy
Usz13uTu (o) ARUTIdaiuendmiunsiuraussanmgldasianio (<) nMswaniudgudaya
wazduasuAuTINdenuesUaensiy

&.an Tne-dilu

TuiinAusiuleseni1eddnauaAMenIIUNIT0INITLALET NTENTINEITITU G
wo1andnglng fU N3ENTIeEsNTEY wSs uavataRnng Ussmadiiu 1deanudauiiesy
wARSaTvINITUINg asunuileTuil « ey beve w ndlafe Ussnadiu lnsueunmedu
Ty dne1ained 1v15N1TANENIIUNITBIMITUALET U Mr. Shinji Miyamoto, Director General,
Pharmaceutical Safety and Environmental Health Bureau N7 33981515 @Y k31U WAy
afafnns Ussmadiu

v = ¥ [ ! a v VY SN ! a & Y 1

Tuiinaudilasenadnasinadeduldilussesing ¢ U duiinausiuilelazlasunisse

Y wa & P Vo = = a o o= v & = <
p1glagdnludiiduszezina ¢ U Nuuddnfnnasiazeniantuiinaudilall wagiiuszsinuaiy
Pufeffertosivdininuanznisunisemisuazen Ao MdauszyuUszliesivseUszinu
ddginertesiungrunetasdelsduiinedostundnduainisnisunnglusivenandnsinewas
UseinAg Uy sudemsianiUasusuinedJUang wagn1susuugngseideoudna vesm@ndammnig
nsund Weuuuszanungszideuludwnludsslemisiuiu

&.« lne-gealus
9y, S2ui8AU Health Sciences Authority (HSA) Useinadsaluslulasins Thailand FDA -

HSA Singapore Regulatory Reliance un1siseinnistunsifeuinsostownndiguanniagundn

&



Fouoayn (iesilounnd cass «) Wsnitu fanesaruauiaiosiiounnd drifnau
ANENTIINTOIMNTUALENazUsTiliuaNsTaus M T ULare A aen Sureaadosdounmdlaeseds
nansUszilluAmasnssuaraussaurnTLYenIesilownmdanmieau Health Science
Authority (HSA) Usginadealu$ Fadumirenuiinesmuauiaiosdiounnd ditinnuangnssuns
2IMshaze N TTuTes

. ATUTUADTENTNUTLMAYDIEFITNUANLNTTUNITEIMITUAZEINANTUNUAINANIUANAS
szndnasena/ aAnusuilalusziugiinig wazayniinia

b.0 9NYYU

UseimAdunTnondeusis eo Ussne laud uslu Auyy dulailige a1l ulalde Weuwn
aUTud Aselus Ine wasdonualfifureunmsdndaszaeendeou Tnsmssiiunuddnyilessd
msmasludgufiietostudtnnuauznssunsesLaze A nsUSuUsEa (Harmonization)
mmgm/ﬂgﬁzlﬁauwLwﬂﬁﬂLﬁamié”mammazmﬂmqmié’hﬁummamﬁmsﬁ E2o)

HaAAMIEY AnuTIdendeuiiietediventiu egneld b i fe

o. WU TEYIANATYINIO U N18lFAUTINTEAIUNITAT TauA ANLYIUNERAS e

= A Y o a LY [ dy a o =
VDIDWYU U780 PPWG Imﬂ,mmLuumiﬁmmsqmLaﬂmimiwmwwmwawaamlfwu WaenIg
IAYTBAINUAATUANAINLINTFIUVDILT AADAIUTIANIAIUANAILBUTUTINAUYT AB ASEAN
Sectoral Mutual Recognition Arrangement (MRA) for Good Manufacturing Practice (GMP)
Inspection of Manufacturers of Medicinal Products L & ¢ ASEAN Mutual Recognition
Arrangement (MRA) on Bio-equivalence (BE) Study Report for Generic Medicinal Products
sdednResTUUIa Ui s ndINanAuei119maIAnse Post Market Alert System (PMAS) &a1lu

A A 44' Y a o ¢ _av Y] =

w3nsdlelunisdeans/ulwmaniuriebivasndsluondeu

TudagiuiinisnuniuaunnatgoususineIu GMP %58 MRA on GMP 1iasanluliagiu
YBULAYBY MRA U830 U8 uluLTee GMP aTauAgulantsndnduane luguiuuveIndndueien
g1.593U g PPWG 9898180 ULATBIAINANAI8DUSUIINAIY GMP @il (i) Active
Pharmaceutical Ingredients; (ii) Biologics, except Cell, Tissue and Gene Therapy Products
(CTGTPs) waldsaufiananiausi () radiopharmaceuticals; (i) investigational medicinal products
waz (jii) traditional medicines asnaunisiansanLilatymusznuuleuigvesussmaauBnidn
nonann1sUsuUseanu Ae Uselau Certificate of Pharmaceutical Product (CPP) ¥83Us¢ind
= = o a = = a <, a a
Aeauw Fadulymuazavassavesiusznaunisnagluiunsdouluduauny wasiunisuiiudy
Yoawhenuiiuglag1veslsemalnaniiean CPP

. WEUsEYIANdIRNLas TAUsTIN Y N18lANITHAIUIAIUNITAISITUEY bawn
ALY ASEAN Health Cluster 3 Strengthening Health System and Access to Care lngiinns

AAUALNUNIY WazAanITuai9e olmiAnn1919189 wazdla1 N uasIee) TATU Anti-toxin,
antidote, anti-poison lugiiniAendeu n15dnviunuluin1sivenisdegiveUasu w3e ASEAN

®O



Action Plan for Combating Substandard and Falsified Medicines (SFM) n1sdsiasunsldeagng
auwnauna wazaulusddalunisivunsaien

uona1nil Masaafinuiuieieysuinisnisduiiusulaeinisdasi ASEAN
Pharmaceutical Regulatory Policy (APRP) tkaag ASEAN Pharmaceutical Regulatory Framework
(APRF) A159%NLaztn3unn1589U73 ASEAN Pharmaceutical Regulatory Framework Agreement
‘EjﬂL‘U‘uﬂia‘Uﬂ{]ivLUEJUGT]TJLﬂﬁ“UﬂiiiJ"UENE]’]L‘ZIEJu TinguszasdiioliUssinAaBneBouiinumad
aoandesriu agnaysnng wastdoulesauAnizuiifedesiunindrundunssy lneidunsou
ngving MaYesine uazgaduauiilainnuuasade aunm wagdszansamgninlulinaen
WATTINUDILAFUA

nARSueiATaF1919 asuumIAnassUsungsedeuedesdiondliaonadeiulungs
UsginA g eu (Agreement on ASEAN Harmonized Cosmetic Regulatory Scheme : AHCRS)
damalvussinalnenasin ASEAN Cosmetic Directive (ACD) mi%’ﬁwﬁumLLam‘%mﬁmNﬁmaﬁTmma
28, lmmLuumiﬂiUinammm ﬂgsuwaﬂwaamamﬂu ACD uay Lﬂ’]ﬂiuUUﬁlﬁLLﬁ]ﬂLﬂi@ﬂﬂ’]aN
FuATufl o 1.0 b&&e uBNIINTY GﬂLUUﬂﬁﬁiNﬂ’NﬂJG]ﬁuMUﬂIMLLﬂNUiIﬂﬂ lnednous uay
Usgmduiudnudeonnsg sauda f\mamugﬂizﬂaumﬂwa’lmmﬂgummmACD wazUaduldngmung
Tuﬂ’lil,ﬁhizi’wé’qaaﬂgjmmmaqmﬁmﬁmsﬁm‘%mﬁ’]mﬂ nasnILLd LR ousErAnSuTaesd ey
s3UU PMAS agnasiiaue uarludlagtuendsuiinsfiansandedmunianizveudazlszing
aundnlunsiundygeesdosendoululfoa

nAndusiaTasdannnd dfunismuaunnasendsuindsuniydiniesdownmng
(ASEAN Agreement on Medical Device Directive : AMDD) 6‘3@Lﬁummmmﬁfﬁ’mummamgumEJ
Tumsmuauifuguairesiiounmdvesussimaandnendeuliiiniuasandesiu dwmalidesdn
sEiUlaATNIsAIuANIAIosllaunmdmuaandss Tae oo, Idufluw.s.uieiesilounnd we.
b&de LaznguuIEIRUToLiliaonndesiu AMDD uazuuiUfiRaina venaintu Wan
Fenmveadming szuunsvinuliiaenadesiu AMDD wasimurfuszneunsiiiininuiuas
audunsldnungszdoviuiuuilaliaonadesiu AMDD TrudenisiiseYandnfudiniode

LNNEnateandnan

wBndusiawns arusmileandeuiifendesiuonnsiu egnield © i fe

o. EUITYIAULATEFND T N18lAAIINTINT0AIUNITAT Lakn ANZYIITUNERS
amsdnsa3Uvetendeu lnslaaliunisusuuszarutenvundiuingloUue1mis uavans
Yuideuluemns uardnrhuuamesdmiunssidunuiussuumsmuate s fueaIne1ms
fugudnwazeMs uarsruUnsnTIseULaylnisiusese s ieldidunuimeindulunis
MiuguanUaeniee1135enitlsenaauninedeu uazlanl1uaonnfediuLLINISYDY
WnsgIuaIna fe tawind nisenliunisauanuanaseeususatondeusiuemsansagy (ASEAN
MRA on Inspection and Certification System on Food Hygiene for Prepared Foodstuff
Products) tlelusiazUszmaandnendeuiiamuivlaseszuunsfiuguanisndnemsdaiuuay
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iy duavdwmalvananugideulunisuifnuaiunissaaeunasinisiusesinuasdnuay
9IM15LALIIN15TUT048NAS Training Module WiauvaRneusHIUARLTEIY 0 karNITaIuINAIY

fnad ASEAN Food Safety Regulatory Framework (AFSRF)
b. W@IUTEYIANFIANLAETAINTIINE YU AelANITHAUIAIUNITAIEITNEY LAl
ABEYIN9IU ASEAN Health Cluster 4 Ensuring Food Safety 1agfin15AMMuALNULIIY waghanssuy

#197 ATEUAGY Health Priority Cluster Tu & #u fail

#1Ufl o - a. Providing the scientific advice Tne MM uUARINTIUAINTU ASEAN Risk
Assessment Center (ARAC) tiailumizssunandlumsussiiumiuuaendavnsvesedeu

#ufi o - b. Mechanism of information sharing and rapid response for food safety e
fuuafansauiloainsnalnnsdenlosteyauasnsdeasiummunasndoems

#1ufl @ — c. Promoting cross-sectoral collaboration T muinalnnisisusaufusu
anspvinuAededuadu wu sunsssuasdill uassuasegia ddmasiaunseuauiile
ALANUADAA DI TVBID T

fufl @ - d. Capacity buildings for national food control system @1 NSIATUAS19TZUY
N15AIUANDINITINABAARBIAUNGENN1T WHO, Codex n1stasuadiaesAnuifuilnauay
Auszneumsluegeu

wenani ﬁmméwﬁaLﬁagiwmimi@ﬁLﬁumuimaﬁmsﬁmm ASEAN Food Safety

Policy (AFSP) Wag ASEAN Food Safety Regulatory Framework (AFSRF) N153a%1Lagadu1iaIu

mnad ASEAN Food Safety Regulatory Framework Agreement Lagatiiun139avin Protocol Aels
Auanasiings dadunseungszleusuemisuasnsiovesendou eliussnaauBnendoull

'
a

LI SATUUIueMITUaenduidenadesiu ag19YIINIT kazlaulenluAnSsud
WYIVDINUNIAFIUDINNG

AIHUTUSI LAZHANAMIILEIUD1MTS UseiAdunTnondaudnyiaunnasondeuniug)
uNuluTIes %939 ASEAN Agreement on Regulatory Framework for Traditional Medicines lay
LATAUANAIBNTIUAUNENA TLETUB1MNT W38 ASEAN Agreement on Regulatory Framework
for Health Supplements Tagdlikuasunuanuanaslul w.a. beod wazlazUssmeaaundni
sveznatlunRiunsnuaunnas egnsles ¢ U deuflarlidne ity Ssnnunnasiidwali
JorinupiugunnnsgIveseLulu alezRaasudEs e sinudenadaa JulnsgIl
FenfusgnineeBou 39 ee. deunTeunrumieuvesiszneumslussma uas msuiuussudly
ngvinenelulnsesiuiuanuanasuadeu

D.lo mm’;"’mﬁaa%ﬁmﬂq'muhfﬂm (Greater Mekong Subregion: GMS)

mmiwﬁaaqqﬁmmjmLL;JifﬂImLﬁummi’mﬁamqmegﬁwaamjmszmmmmwgﬁ%
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5UA1SWAILLeLTY (Asian Development Bank; ADB) LHuglyinsatiuayundn finguszasdiite
duasulyiAinnue18fInIeNIsAT NSAWUEAAIMNTIY NTNEAT WALUINT atuayunIsaney
wazenszdumiuegvosszmeuluituilifity duaduwasinuiausuienianeluladua
nMsAnwsEninetu aenaunsliminenssrsumnifiduaiuiuogieiiussaniaim daasunasiiiy
Famuannsoruilenanaassgiviuniinisdilan faausnie « awt liud auuna
Yuds IsALIIAN WAL N1TA1 NTAWU LNEAT FaIAdEN NTVBsTien waznsiaumineIns
uywd fununuifauddnludifiugs S ee iy

uusTAg Ty 8y, Al WHUUAITEIIEANAZAINNITALAENTAUT WAL
(Facilitating Cross-Border Trade and Investment) UsginalnalaidnsiuduniAniiunnasingie
misuua'a%’mwmLL@u‘Luauﬂﬁmﬂémm&ﬂm (GMS Cross-Border Transport Agreement; CBTA)
meum oo WATNIBY W.A. b wazidnenun1ANuINKaEREAITRUUTINEAUANAIRINET7
AsUTA bo aty o tufl mo fuiau . beew ImwsuLwﬂiuaummﬂammuﬂmm o Uszinalg
TdnendusanianuInuagiansvesnuanaInsuiie bo atu Weifeudamau na. bees T9ina
Tanuanasdinatsfuldodrafuguuvy deldeuniiiierdestu oo, fie Part Il: Facilitation of

Border Crossing Formalities, Article 4: Facilitation Facilitation of Border Crossing Formalities Tu

(a) Single-window inspection wag (b) Single-stop inspection

Tud A, weeo Uszmalneldamnulutufinanudilafionsdadsaunaunissoliues
Uszinaguuaitihlog (Greater Mekong Railway Association; GMRA) Taafinguszasdiiiaideulas
Tasstnemasslulssmaguusitilvsdideudefulasnisfauminsgunisiumaialunisidu
sallseninaUsemna ‘U%"U‘quLLazUizmumzmumiLﬁaé’wmam’mazmﬂumimﬁ'auéﬁEJﬂuLLaz
duddumsuuauuuulisesde elrussainguszasdves GMRA suasiameideluguging
LBYIYN15Y GMRA Fadprisnansouanuanasiunsdenleanisvudadiuuaunissalnluoy
Qﬁmﬂﬁjmlﬂh}’lim (Framework Agreement on Cross-Border Railway Transport Connectivity in
the GMS) Tu GsUszmalnefinsunisvudmiess nsensasauwiag WWudiulandn uazusied
Anuznudarhilensourmanasiunsdenlssmsvudstuuaumasalnluougininguuiilag
Tnefifununsznssansnsaguiunazyinny Ssnsemssansisagulduoumngls oo, Wudunulu
AnzIuRenaIne Tulagdusensaununnaiena19gseninn1suseyuiasansenitsemna
Tuoyginiaguusitiles Fs3ensouauanasdananiideumisadu Facilitation of Border
Crossing Formalities L“EiULﬁEJ’JﬁJUﬁUi’lﬂQIu CBTA

b WHUUNSWRILLYALATYgNAaude Bulatide-uia@e-ne (Indonesia-
Malaysia-Thailand Growth Triangle: IMT-GT)

WHUUAITHAUILYALATYEAvaue Bulalll@e-unale-ne (Indonesia-Malaysia-
Thailand Growth Triangle: IMT-GT) dedaiilofn.a. bems yutunumiedioanaumdendn
Tnel#useloniangaudavasudazussmaifeguduaiuiogatunundnarulfiviouids
Wisuifiey Ssnseunquitudl o Sminnialdvesussmdlne < Ssmandowasas unnvasusyine
1ALde LAYATOUARLI @0 Twdavunizguininvessunadulaiidy T¥nalnnisanduaueiiu
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(@) MINYATUALENAIMNTTUNYAT
(b) N30Tl
() WARARIILAZUSNITENAA
(@ pudenlosmnansuuduaylodi
(&) MITMWILANUALAINNWNITAMALNITAINU UTENDUMEANLINNIULEDE b ARy takA
&.® Sub Working Group on Trade, Investment and Tourism Database; TITD SWG
&lo Sub Working Group on Customs, Immigration, and Quarantine; CIQ SWG
() MINAWUMINGINTUYLE NITANY UagTAIUETIN Loy
(o) Aaundou
dneuAmEnIINNITeImMIsHarel (a8.) Sdruiferfesiuanerinauges o amg fe
Sub Working Group on Customs, Immigration, and Quarantine; CIQ SWG Iuﬂﬁ]f\;ﬁ'uagizwiw
IAVNINTOUALHEUIY (Term of Reference on Customs, Immigration, and Quarantine; TOR on
Cl0) FudlemiliAeadostu oo, Usznoudie nisvudundoueduduasyaainssenineaUszine
(Border Crossing Facilities) nsuaniUdsudeya nsiesuassfnenmvssdmvihiguioanuiels
msviesdundaienty nssuseenaswazdeyanisudi-dwenmedidnnsetind nisaduayu
n153n6a One-Stop CIQ %38 Single Inspection LiteriunAnTIaTI o e s Tneliiina
fugaruiroonseninduladide — suads -lne drou € yeidousie loun
®) YIFnus-EeU-viEaluean iy
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) AUABNINSHBIAN-ATUYNRNYBAU
) AuganInsURaugn-AuUIRwuTs

3
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) suranInsaludlnan-ausuenduds wae

& AuranInsUIuUTENaU-AUAREUYS
LAEININTOUAIUTINLBATUATAI1TAANINT NITATIIAWT LB Lagn15ANAY (Framework of
Cooperation on Customs, Immigration, and Quarantine; TOR on CIQ) IUDINITANAUINUAY
WHUIUA NI uusEeeinl (Implementation Blueprint; 1B) ¥ .. b&bd - bdoe ludiud
Aetes

. ANUIUADTZNINUTLNAVIFITUNIIUANZNITUNITDIMITHASINIIUAUBIANTITNINUSZINA
Wy asAnIsaUIdElan (WHO)

asAn1saunsislan (WHO)

FreUsEmAaLNTn WHO-SEARO Tdsauiunass South-East Asia Regulatory Network %30
SEARN ?z'fqLﬁum%ﬂhwﬂwmuﬁﬁuaLLaﬁuaanzmmmq AAefundnsaeinianisunmsd (medical
products) Usznaumieuszsinaantn SEARO 911U ee Utzwd laun Jiaanne duife duladide
ind eusn Safvid wuta g Adsn Aues-laaw uarlne Taeilgmjmneiiieladuaiisay
Sudesenitmhsnumiuguandndaginianisunmg nsegulmaanisidifman susinianisunme
fflnaunin mnuvaende wagiszavsnmlugianaedeny fusenidesls

A0t SEARN Iifinssamiufmuainguszasivesmuianile Ao (o) Weuanidsudeyasu
uleus ngsefou uumsUfURAnG wazannsgu vessnuimiuguandndusiniamsunmnd (o) e
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ﬂ'@umivwmiﬁ’lﬁ’mLLamamﬁmsﬁmamﬂmwﬁuﬂﬁmﬂ (en) Lﬁaimﬁ’u%’mﬁwLLu’mNLLav%’aﬁfmumé”m
ﬂg'ﬁ‘“L‘UEJUG]’]@J@J’]GIi%’ma’lﬂaLLﬁ”LLU’JWN‘UQ‘UGM@ () Wiesuilefuiannszuu Reliance Processes Hiens
MUY wsaﬂmﬂamwumquwummlfummmmuﬂgiuwwwmaa”luﬂumﬂ

\A3et7e SEARN ladnaenas Steering Group (SG) UsnaUA8@uITnnan m Uszina Ao
duiiie dulaili@e waglne srausandnnyudeudn o sz 1dun Seaanna wag
Sfadd uenani Steering Group dAfennizaIL Working Groups (WGs) §1uau & aas Téun

- Working Group 1 : Quality assurance and standards of medical products, including

laboratories (labs)
- Working Group 2 : Good Regulatory Practices (GRP) in GMP, GDP etc.
- Working Group 3 : Vigilance for medical products
- Working Group 4 : Information Sharing Platform
- Working Group 5 : Medical devices and diagnostics

dinnuaAnensIUNITeIMsLazen Tugiugaun¥nn3eYie SEARN deasaniiunisnieldiniy
| a 2 | v P I3 . ° & oA = <
FIUND AD AIRLNULUIIULTU Steering Group Member LagAUEINIUNY & NANLLBIANNLUTELAU
ANTILLRNIAYITBIAUNTITAAVOT DY,

1BNANUU WHO-SEARO HAusauile Initiative for coordinated antidotes procurement

in the South-East Asia Region (iCAPS) tiednvinszuudisesenduiiyseauginiaefeny jusen

waztaideld Weadanuiuas iAansidndseduiylegisiuisilugiiniadang

z. anusauflaszuitessmavasddneuanznssunIsamsuazefionnaziatuludn.g.
w&bE - &

Ing-gns13asginIva

139 Ministry of Food and Drug Safety (MFDS) 151304 $5tn1a Laaidulasenis
Capacity Building for Regulatory Management System in Cosmetics Sector lagagdanis
Anovsulunidmihiimiuguairdesdensnnussimasiisg weidunsuanidsuiseus ngsudeu
TunisiAuquaiedesdienswesatsisusginmanasiaiuainadnauauisavesusemaiiidisiy
TA3en13 luseniedn . beoo-oao lavialssgalay o A%t adoy Ussanu b e

dtinnuangnssunseswazen sedianuaulafiarsauiledu Ministry of Food and Drug
Safety (MFDS) wiiard131ulasen1sdendna weldsunsvussifiwfeaduineinslntg du
i3esdens uanidsudszaunisalmsmifuguaiedosdiens iilethdeyailsunusuldiunsiiiu
gualniesdens udsimunguszneunsdely
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waluladdue lesnnemiuazanmans srneanuagmnlunsidhfedeyaiieafunisinm
audasafovemandusianisaosssma 1asin1s9an waniudsunindeuvosemeuny uas
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. #3UANUTINADIENTNUTEINAYDIETNUAMENTTUNITOIMTUALY

ANUTILND TENINNUTENATDIEITNIUAMENTINNITOIITUAZE) N.A. b&o&-odne A%l
ATANdUIUAINTUAnA101811a (Memorandum of Understanding : MOU) 48405875734
a15sauay aiuaunuduiinaud1la (Memorandum of Understanding : MOU) / Judinany
321419 (Memorandum of Cooperation : MOC) U84d11UNITUANZATINAITOINITHASY AL
ANEUIIUIILAUDIANTIENINUTENA WU 03AnT1souNTElan (WHO) LagmumuanasseniInsusewmea
/ enwsdelusgiugiinng waveuniinig dsagulanuununimn

WAUATN LEASAINTINLDTEWINUTENATBIENNIIUANENTTUAITOIMSLAZET N.A. bd&-lodDe

Cooperation

Bilateral Regional Collaboration with
 Thai—Bahrain other organizations
- Thai—Myanmar
- Thai—Lao

- ASEAN _
- Thai—Bhutan - GMS WHo
- Tha? —lIran - Indonesia-Malaysia-Thailand
- Thai-Cuba Growth Triangle (IMT-GT)
- Thai—Japan
- Thai— Australia
- Thai—China

- Thai—Singapore

- Thai—Indonesia

- Thai— Republic of Korea
- Thai—French

ANNTINTDTEN I TENAYDIEIINNUAENTTUNITAIMTUAZET W.A. b&od-b&on Ta191
armsanfouvsoonidu < du ldud runudagtu suaulusa/ayulng 01mis 13osd1e19
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wHUUHURAN1TAINTINNDTENTNUTENAYDIFNINIUAULNITTUNITOMITUALYT W.A. b&oE-bd o
Thai FDA International Cooperation Action Plan on Health Products 2022-2024

Thai-Bahrain
Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
1. Food : - Exchange of information Food laws and | 2022 Cost - Number of -Food and Drug
Cooperation of Food | on food law and relevant relevant onward sharing exchanged Administration, Thailand

Safety

regulations

regulations

regulations

1. Director of Food Division
Tel: +66 2 590 7175

Fax: +66 2 591 8460
E-mail:
food@fda.moph.go.th

2. Ms. Jiraratana Thesasilpa
Food and Drug Technical
Officer, Senior Professional
Level, Food Division

Tel: +66 2 590 7185

Fax: +66 2 591 8476

E-mail:

OX®




Thai-Bahrain

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
jiraratanat@gmail.com
-Bahrain
Dr. Mariam Alhajeri
Asst. Under-Secretary for
Primary Health-MOH
Tel: +973-17286071
Mobile: +973-39571228
E-mail:
Mharmas@health.gov.bh
2. Pharmaceuticals | 1. Strengthen the information| - National Drug | 2022 Cost - Number of alerts | -Food and Drug
: Information Sharing | exchange of efficacy, quality, | Regulatory onward sharing - Number of Administration, Thailand
and safety of Authority exchanged 1. Ms. Pattreya Pokhakul
pharmaceuticals network regulations Head of Health Product

2. Exchange of information

on pharmaceutical laws and

regulations

- Success level of
research studies

conducted

Vigilance Center
Tel: 66 2 590 7288
Fax: 66 2 590 7253
E-mail:

adr@fda.moph.go.th




Thai-Bahrain

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
3. Research and 2. Mr. Wittaya
development on Prachachalerm

Antimicrobial Resistance

field (AMR)

Pharmacist, Professional
Level, Health Product
Vigilance Center

Tel: 66 2 590 7261

Fax: 66 2 590 7253
E-mail:
wittaya@fda.moph.go.th
3. Ms. Charunee
Krisanaphan

Pharmacist, Senior
Professional Level,
Medicines Regulation
Division

Tel: 66 2 590 7165

Fax: 66 2 590 7165

E-mail:




Thai-Bahrain

Components and

Objectives

Activities

Target areas/

Population

Time

frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

charunee@fda.moph.go.th
4. Name: Dr.Nithima
Sumpradit

Pharmacist, Senior
Professional Level,
Medicines Regulation
Division

Tel: 66 2 590 7172

Fax: 66 2 590 7172
E-mail:
nithima@fda.moph.go.th
- Government
Pharmaceutical
Organization

1. Dr. Chatuphon
Charoenkitpaiboon

Tel: +6622038126

Fax: +6623548812

blo




Thai-Bahrain

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
E-mail:

chatuphon.c@gpo.or.th
-Bahrain

Dr. Mariam Al Jalahma
Chairman NHRA

Tel: +973-17113332
Mobile: +973-39608985
E-mail:

Maljalahma@nhra.bh




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency

1. Food: Long-term and Short-term Food control 2022 - Number of trained | - FDA, Thailand

Human Resource | Training of Trainer (TOT) officers and 2024 inspectors and Director of Food Division

Development 1) Long-term study course inspectors food control food@fda.moph.go.th
(Master/PhD. course on Food officers Ms.Panadda Tungsawas
Science and Technology) eadygirl@hotmail.com
2) Short-term Training of panadda@fda.moph.go.th
Trainer (TOT) One- Seeking - FDA, Myanmar
(a) TOT on Food control Two Fund from Dr.Sabei Htet Htet Htoo,
system focusing weeks | TICA Deputy Director Import and
Post Market surveillance Export Control
(b) GMP sabaihtet.htoo@gmail.com
- GMP Training for High and One/ Seeking Dr.Chaw Nu Nu Aye
Medium Risk Food Production Two Fund from chawnunuaye@gmail.com
(Pasteurized Milk and Canned weeks | WHO and
Food) TICA

- Invite experts to the Republic

of the Union of Myanmar

&




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency
- Inform duration of Training 3
months before
2. Food: Exchange of information Food laws and 2022 - | Grant or Improved - FDA, Thailand
Exchange concerning food laws and relevant 2024 Loan from information sharing | Director of Food Division
information relevant regulations including | regulations on INGO system and food@fda.moph.go.th
food safety alert system including food Ms.Panadda Tungsawas
strengthen
1) Appoint contact persons | safety alert eadygirl@hotmail.com
) ) cooperation
for information exchange | system panadda@fda.moph.go.th
2) Drafting procedure and - FDA, Myanmar

type of exchange
information (e.g.
harmonize a common
platform for both

countries)

Integration of
information in the
ASEAN Rapid Alert
System for Food

and Feed (ARASFF)

Dr.Sabei Htet Htet Htoo,
Deputy Director Import and
Export Control
sabaihtet.htoo@gmail.com
Dr.Chaw Nu Nu Aye

chawnunuaye@gmail.com

&




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency
3. (a) Program/ Study visit on Two Inspectors | 2022- WHO Program/ Study - FDA, Thailand
Pharmaceuticals: | GMP inspection Duration 2024 Fellowship | visit on GMP Dr. Suchart Chongprasert
Human Resource | (Hands on Training for GMP (3 weeks) inspection Director of Medicines
Development Inspectors) (Hands on Training | Regulation Division
for GMP Inspectors) | drsuchart@gmail.com
Ms. Charunee Krisanaphan
charunee@fda.moph.go.th
- FDA, Myanmar
Dr. TheingiZin
zintheingi9 @gmail.com
Dr. Tin Wah Wah Win
tinwww@gmail.com
(b) Harmonization program Drug reviewers 2022- Seeking Harmonization - FDA, Thailand
on computerized information 2024 fund from program on Dr. Suchart Chongprasert
system WHO and computerized Director of Medicines
(esp: pre-marketing control) INGOs information system | Regulation Division
drsuchart@gmail.com
Ms. Charunee Krisanaphan
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Thai-Myanmar

Components

and Objectives

Activities

Target areas/

Population

Time

frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

charunee@fda.moph.go.th
- FDA, Myanmar

Dr. TheingiZin

zintheingi9 @gmail.com
Dr. Tin Wah Wah Win

tinwww@gmail.com

(c) Study visit on

bioequivalence center

Drug reviewers
(Bioequivalence

Part)

2022-
2024

RAI
(UNOPS)

Study visit on
bioequivalence
center (Four

person)

- FDA, Thailand

Dr. Suchart Chongprasert
Director of Medicines
Regulation Division
drsuchart@gmail.com

Ms. Charunee Krisanaphan
charunee@fda.moph.go.th
- FDA, Myanmar

Dr. TheingiZin

zintheingi9 @gmail.com
Dr. Tin Wah Wah Win

tinwww@gmail.com

o)




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency
4. Strengthen the information National Drug 2022- Local Information - FDA, Thailand
Pharmaceuticals: | exchange at the regional and | Regulatory 2024 Funding exchange on 1. Dr. Suchart
Information national level of efficacy, Authority pharmaceutical Chongprasert,
Sharing quality and safety of Network regulatory matter Director of Medicines

pharmaceutical e.g. some
misuse substance, tramadol

etc.

(Rapid alert

system , recall etc.)

Regulation Division
drsuchart@gmail.com

2. Ms. Pattreya Pokhakul
Head of Health Product
Vigilance Center
adr@fda.moph.go.th

3. Mr. Wittaya
Prachachalerm
Pharmacist, Health
Product Vigilance Center
wittaya@fda.moph.go.th
- FDA, Myanmar

Dr. TheingiZin

zintheingi9 @gmail.com
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Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency
Dr. Tin Wah Wah Win
tinwww@gmail.com
5. Cosmetic 8 days training on capability 3 Inspectors 2022- Transportati | Such number -FDA, Thailand
Product of Cosmetic regulators in the | from FDA, 2024 on is self- of trained M.L.Varadanu
Human Resource | online notification process, Myanmar funded by inspectors by Sriratanasathavorn
Development PIF audit, GMP and PMS on the hands on training in | patsrirat@gmail.com
cosmetics and on job study Republic of | Myanmar Dr. Siripen Charaslertrangsi
visit the Union siripen@fda.moph.go.th
of Myanmar - FDA, Myanmar
Accommodation Dr. Win WinShwe
supported by winwinshwemph@gmail.com
Thai FDA Dr. Ei Kay Thwe
eikthwel7@gmail.com
6. Cosmetic Strengthen the information Online 2022- Local Information -FDA, Thailand
Products: exchange and collaboration information, 2024 funding dissemination of M.L.Varadanu
Information at provincial level and exchange of knowledge on Sriratanasathavorn
Sharing border trade on cosmetic Cosmetic notification process | patsrirat@gmail.com
regulation adverse events of cosmetics and Dr. Siripen Charaslertrangsi

51N




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency
and recalled post marketing siripen@fda.moph.go.th
products surveillance - FDA, Myanmar
Dr. Win WinShwe
winwinshwemph@gmail.com
Dr. Ei Kay Thwe
eikthwel7@gmail.com
7. Medical 10 days training for Medical 3 Inspectors 2022- Transportati | Such number of -FDA, Thailand
Device: Device regulators to improve | from FDA, 2024 on is self- trained inspectors 1. Mrs. Korrapat
Human Resource | technical infrastructure and Myanmar funded by by hands on Trisarnsri,
Development topics will be discussed the training in Myanmar | Director of Medical Device
between 2 countries later Republic of Control Division
the Union korrapat@fda.moph.go.th
of Myanmar 2. Mrs.Sirinmas

Accommodation

supported
by Thai FDA

Katchamart
katchams@gmail.com
-FDA, Myanmar

Dr. NweOo

drnweoo1980@gmail.com

eno




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency

Dr.WaiPhyo Han
phyohan.ph@gmail.com

8. Medical Strengthen the information Online 2022- Local Information -FDA, Thailand

Devices exchange and collaboration information, 2024 funding dissemination of 1. Mrs. Korrapat

Products: at provincial level and border | exchange of knowledge on Trisarnsri,

Information trade on medical device adverse events notification process | Director of Medical Device

Sharing regulation and recalled of medical device | Control Division

products

and post marketing

surveillance

korrapat@fda.moph.go.th
2. Mrs.Sirinmas
Katchamart
katchams@gmail.com
-FDA, Myanmar

Dr. NweOo
drnweoo1980@gmail.com
Dr.WaiPhyo Han
phyohan.ph@gmail.com

mne)




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency

9. Strengthening | 1. Regular bilateral and cross- | Tachileik - 2022- 1. Collaborative Thailand *Quarterly
cross-border border collaboration Chiang Rai 2024 meetings that PHO, DDC ?;;;e
collaboration meetings including all Myawaddy - Tak involve all level for
Objectives: stakeholders (i.e. NGOs and Kawthaung - stakeholders Myanmar Cross
To establish international development Ranong IRD, DPH, state/regional t:noer:;;g
practical and partners) working at the Dawei- 2. Generation of health departments, *gix
feasible border areas to coordinate Kanchanaburi report on status of | district health monthly
mechanism for and streamline the cross-border departments ::::i

more effective
partners’
collaboration
working for
healthcare
activities in
cross-border

areas

implementation

*Joint meeting at local
meeting, needs ministerial
coordination with MoFA,
Ministry of Immigration for
local level regular meeting
(6 monthly alternately)

*To include FDA issues in 6

monthly bilateral meetings

collaboration

nlo




Thai-Myanmar

Components Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency

(Health products

(Counterfeit Drug,

Cosmetic, food safety)

* Will invite INGO, EHO and

IPs to share report and

strengthen cross border

collaboration
10. Traditional Training programs on Responsible 2022 - | M: WHO or | Trainees will be Thailand Conduct
Medicine : ® Quality control and GMP personnel of 2024 | Nippon able to DTAM "
To ensure safety, production of traditional DTM Foundation | @ Develop DMSc Thailand
efficacy & quality medicines or fiscal monographs FDA
of traditional ® Pharmacovigilance system budget of herbal
medicinal of traditional medicinal T: fiscal pharmacopoe Myanmar
products oroducts budget ia for the DTM

® How to conduct “Routine quality

to Research (R2R) and control of
clinical trials of traditional herbal
materials

enen




Thai-Myanmar

Components

and Objectives

Activities

Target areas/

Population

Time

frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

medicines

® Establish
Pharmacovigilance
system of
traditional
medicines in

Myanmar

® Develop and
conduct
researches to
study efficacy
and safety of
traditional

medicines

Thailand

Myanmar

n&




Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
1. Food and Health Training on How to Food and Health 2022-2024 - - Number of trained FDA, Thailand - Herbal
Supplement: Regulate Health Supplement inspectors and food | 1. Director of Food Division Product
1.1 Human Resource | Supplement Control Officers control officer food@fda.moph.go.th (May consult
Development (Videoconference) - Guiding for Draft 2. Ms. Jiraratana Thesasilpa Herbal
Product
2-3 days Online Course regulation on Food jiraratanat@gmail.com roduc
Division for
- Regulation Supplement for Lao | FDD, Lao PDR
Herbal
- Product Registration PDR 1. Ms. Phoxay Sisomvang,
Product
Process (e-submission) - Guiding for Draft sphoxay@yahoo.com Supplement)
- Pre and Post-Marketing regulation on Health | 2. Mrs. Houngtheva |
- Import and
- Advertisement Supplement for Lao | Douangsavanh Export*
- Health Claims (Criteria/ PDR tata_eyes@yahoo.com (Temporary
Process) 3. Mrs. Thongmanichan import) 11
- Literacy (Health Khamsyvoravong WNIEATNY/
Supplement) chan khamsyvoravong@hotmail.com | Export only/
- Import/Export Food and 4. Mrs. Kongmany cross-border
Health Supplement* Nammavongmixay transit(Import
kongfdd@yahoo.com and Export
Inspection)
Training for inspectors in Food control 2023 - 2024 Seeking fund - Number of trained FDA, Thailand

GMP/HACCP, and GHP,
at Thai Food and Drug
Administration, 5 days,

officers and

inspectors

from TICA

inspectors and food
control officer

- Number of Food

1. Director of Food Division
food@fda.moph.go.th

2. Ms. Jiraratana Thesasilpa

n&
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Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
10 trainees registration increased jiraratanat@gmail.com
- Guiding for regulation FDD, Lao PDR
on GMP/HACCP and GHP | Ms. Phoxay Sisomvang,
standard for Lao PDR sphoxay@yahoo.com
1. Food and Health Exchange of information Food laws and 2022 - 2024 - Food laws and relevant FDA, Thailand Request
Supplement: concerning relevant regulation regulations and food 1. Director of Food Division analysis
1.2 Exchange - Food laws and Including food recall, food borne food@fda.moph.go.th support for
information relevant regulations recall, food borne diseases and outbreaks 2. Ms. Jiraratana Thesasilpa, food toxin
- Food recall diseases and has been shared. jiraratanat@gmail.com virus
(cannot
- llegal food outbreaks To refer for surveillance | FDD, Lao PDR
analysis in
supplements and Law enforcement Ms. Phoxay Sisomvang,
country) -
- Food borne diseases sphoxay@yahoo.com DMSC
and outbreaks (such as
food packages)
1. Food and Health | Supportive/Requirement | Food control 2022 - 2024 - Food and Health FDA, Thailand

Supplement:

1.3 Supportive/
Requirement from
Thai FDA for Products

Assessment

- GMP/HACCP Audit

- Health Supplement/
Food Supplement
Registration Assessment

- Risk Assessment

- Food Risk Categorization
- Import and Export

License

officers and

inspectors

Supplement Product
Assessment has been
shared.

- Draft regulation on
Health Supplement /
Food Supplement for
Lao PDR

1. Director of Food Division
food@fda.moph.go.th

2. Ms. Jiraratana Thesasilpa,
jiraratanat@gmail.com

FDD, Lao PDR

Ms. Phoxay Sisomvang,

sphoxay@yahoo.com

o
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Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Time frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

- Food Surveillance and
Response

® Consultation via
videoconference

® Products (To be

discussed)
1. Food and Health | Secondment on Food at | Food control 4 weeks Seeking fund - Knowledge on Food FDA, Thailand
Supplement: Thai Food and Drug officers and depends on from TICA Control has been 1. Director of Food Division
1.4 Secondment Administration, MOPH, inspectors activities and shared. food@fda.moph.go.th
Thailand, participants) - Guiding for regulation 2. Ms. Jiraratana Thesasilpa,
- GMP/HACCP Audit (Plan after on GMP/HACCP and GHP | jiraratanat@gmail.com
- Import and Export COVID-19 standard for Lao PDR FDD, Lao PDR
License (Pre-Marketing) Situation) Ms. Phoxay Sisomvang,
- Food Safety Database sphoxay@yahoo.com
2. Medicine: Training online for Inspectors 26-29 October Seek funding - Number of trained FDA, Thailand
2.1 Human Resource inspectors in PICS GMP (10 personnel) 2021 from TICA inspectors FDA, Thailand

Development

4 days

Topic of training

- Basic General Concept of
GMP including compare
different between WHO
and PIC/S GMP

- Draft regulation of GMP
in Lao PDR
- Draft SOP on GMP

Inspection

1. Dr. Suchart Chongprasert
Director of Medicines
Regulation Division
suchart@fda.moph.go.th

2. Ms. Kakkanang Porkaew,
Chief of GMP Inspectorate Unit,

e
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Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
- Inspector skills Post-Marketing Control Division,
- Tools Medicines Regulation Division,
- Qualified inspector Food and Drug Administration
- Documentation looktarn_ks@yahoo.com
verification of overseas lady_kp@fda.moph.go.th
pharmaceutical 3. Mr. Waranon Cheewajorn
manufacturer GMP Inspector
- Case Study GMP Inspectorate Unit,
- Mock on-site inspection Post-Marketing Control Division,
(in 2023) Medicines Regulation Division,
Food and Drug Administration
waranonc@moph.go.th
waranonchee@gmail.com
FDD, Lao PDR
Ms. Phoutthavanh Inlorkham,
inlorkham@yahoo.com
2. Medicine: Training Online on Reviewers 2022-2024 Seek funding - Number of trained FDA, Thailand
2.1 Human Resource | Biological and Biosimilar from TICA officers 1. Dr. Suchart Chongprasert
Development 5 days - Draft revised regulation | Director of Medicines
Topic of training of drug registration in Regulation Division
- Overview of drug Lao PDR suchart@fda.moph.go.th
registration in Thailand - Draft SOP on Biological | 2. Ms. Watsamon Ondee
- Focus on Biological and and Biosimilar watsamon@fda.moph.go.th

nce




Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
biosimilar registration FDD, Lao PDR
- How to review Ms. Phoutthavanh Inlorkham
inlorkham@yahoo.com
2. Medicine: Training Online 5 days Reviewers 2022-2024 Seek funding - Number of trained FDA, Thailand
2.1 Human Resource | Topic of training from TICA officers 1. Director of National Drug
Development - Drug Distribution - Draft SOP on Policy Division,
- Rational Use of medicines Pharmacovigilance 2. Ms. Pattreya Pokhakul
- Drug Procurement in Lao PDR Health Product Vigilance Center
- Pharmacovigilance adr@fda.moph.go.th
Onsite in 2023 (Pharmacovigilance)
FDD, Lao PDR
1. Ms. Phoutthavanh Inlorkham,
inlorkham@yahoo.com
2. Mrs. Vongsy Phanthavong
Vongsy.phanthavong@yahoo.com
3. Mrs. Soulivanh Keokinnaly
soulivanhk@gmail.com
(Pharmacovigilance)
2. Medicine: Exchange information, Drug Laws and 2022-2024 - Drug laws and relevant | FDA, Thailand
2.2 Information subject to domestic laws | relevant regulation regulations has been 1. Dr. Suchart Chongprasert
exchange and regulations in the shared. Director of Medicines
areas of drug regulation Regulation Division
suchart@fda.moph.go.th

N




Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
FDD, Lao PDR
Ms. Phoutthavanh Inlorkham,
inlorkham@yahoo.com
2. Medicine: Secondment at Thai Reviewers/ Officers 4 weeks Seeking fund - Knowledge on FDA, Thailand
2.3 Secondment Food and Drug (Biologic 2 trainees) depends on from TICA Medicines Registration 1. Dr. Suchart Chongprasert

Administration, MOPH,
Thailand,

- Drug/ Medicine
Registration Assessment
- Pharmacy (Private and
Hospital) Control System

- Pharmacovigilance

activities and

participants)
(Plan after
COVID-19

Situation)

Assessment

and Pharmacy Control
has been shared.

- Draft SOP on
Pharmacovigilance

in Lao PDR

Director of Medicines
Regulation Division
suchart@fda.moph.go.th

2. Ms. Watsamon Ondee
watsamon@fda.moph.go.th

3. Ms. Pattreya Pokhakul
Health Product Vigilance Center
adr@fda.moph.go.th
(Pharmacovigilance)

FDD, Lao PDR

1. Ms. Phoutthavanh Inlorkham,
inlorkham@yahoo.com

2. Mrs. Vongsy Phanthavong
Vongsy.phanthavong@yahoo.com
3. Mrs. Soulivanh Keokinnaly
soulivanhk@gmail.com

(Pharmacovigilance)




Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Time frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

3. Medical Devices:

1) Exchange of

1) Medical device

1-5 November

Better understanding on

FDA, Thailand

3.1 Information information, Subject to Laws and relevant 2021 medical device control 1. Mrs.Sirinmas Katchamart
exchange domestic laws and regulation Medical Devices Control
regulations, in Division
the area of medical katchams@gmail.com
device regulation and 2. Ms. Chayanee Pinkaew
AMDD. chayanee.p@fda.moph.go.th
3. Ms. Pattreya Pokhakul
2) Post marketing 2) Post-marketing Health Product Vigilance Center
vigilance for Medical staff adr@fda.moph.go.th
Devices FDD, Lao PDR
(Video Conference) 1. Dr. Davone Duangdany
10 personnel davoneling@163.com
2. Mrs. Kongmany
Nammavongmixay
kongfdd@yahoo.com
3. Medical Devices : | Online Training on Officers and 2022-2024 Seeking fund from | - Knowledge on FDA, Thailand

3.2 Human Resource

Development

Medical Device at Thai
Food and Drug
Administration, MOPH,
Thailand, 5 days
Topic of training;

1.Law and Regulation

inspectors

TICA

medical device
regulations has been
shared

- Expertise on medical
device product

registration evaluation

1. Mrs. Sirinmas Katchamart
Medical Devices Control
Division
katchams@gmail.com

2. Ms. Chayanee Pinkaew

chayanee.p@fda.moph.go.th

latc)




Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
2.Good Distribution and evaluation process FDD, Lao PDR

Practice

(Video Conference) 10

increased

Dr. Davone Duangdany

davoneling@163.com

personnel

3. Medical Devices : | Secondment on Medical | Officers and 2022-2024 Seeking fund from | - Knowledge on FDA, Thailand

3.3 Secondment Devices at Thai Food and | inspectors (3-4 weeks) TICA medical device 1. Mrs. Sirinmas Katchamart
Drug Administration, regulations has been Medical Devices Control
MOPH, Thailand, shared Division
1. Pre-marketing: Concise - Expertise on medical katchams@gmail.com
evaluation, Medical device product 2. Ms. Chayanee Pinkaew
Devices Class Il and Class registration evaluation chayanee.p@fda.moph.go.th
IV e.g. Condom, HIV Test and evaluation process FDD, Lao PDR
kit, COVID-19 RT PCR increased Dr. Davone Duangdany
Test, Medical Gloves davoneling@163.com
2. Post Marketing:
Establishment License
(Approved and On-site
inspection)
On-site at the Thai FDA,
Thailand: 2 personnel

4. Cosmetics : Training at Thai Food and | Officers and 2022 - 2024 Seeking fund from | - Number of trained FDA, Thailand

4.1 Human resource

Development

Drug Administration

(FDA), MOPH, on

inspectors

TICA

officers and inspectors

1. ML. Varadanu

Sriratanasathavorn

el




Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Time frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

cosmetic control
(Re-arranged according to
COVID-19 Situation),
Topic of training

1. Advertisement control
system (On-line training:
Lecture, 3- 5 days,

3-5 trainees)

2. Post-marketing

surveillance for high risk

products (On-line training:

Lectures, 3- 5 days,
10-12 trainees)

3. PMAS system training
course (On-site
inspection, 3- 5 days,

3-5 trainees)

24-26
November

2021

23-25 February

2022

2023-2024

- Manual on
Advertisement control
by Lao PDR

- Manual on Post-
marketing surveillance
for high risk products by
Lao PDR

- Tentative manual on

PMAS by Lao PDR

Cosmetic and Hazardous
Substances Control Division
patsrirat@gmail.com

2. Dr. Siripen Charaslertrangsi
Cosmetic and Hazardous
Substances Control Division

siripen@fda.moph.go.th

FDD, Lao PDR
Ms. Viengsamay Sileuxay,

mainang2005@yahoo.com

5. Household
Hazardous
Substances:

5.1 Human resource

Development

Hazardous Substances

Act Seminar (Online)

Officers and

inspectors

2022-2024

Seek funding from

TICA

- Specification of
Household Hazardous

Substances

FDA, Thailand

1. Ms. Pornsri Khlangwiset
Cosmetic and Hazardous
Substances Control Division

pornsrik@fda.moph.go.th




Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Source of
Time frame
Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

2. Ms. Wannaporn Srisukontarat
Cosmetic and Hazardous
Substances Control Division
wnss@fda.moph.go.th

FDD, Lao PDR

1. Ms. Viengsamay Sileuxay,
mainang2005@yahoo.com

2. Ms. Phitsouda Komthamimay
phitsoudafddlao@gmail.com

5. Household
Hazardous
Substances:

5.2 Secondment

Inspection Training and
develop system by Thai
FDA expert on sites in
Thailand

(If COVID-19 Situation
does not improve,

it will be online.)

Officers and

inspectors

2022 - 2024

TICA

Seek funding from

Manual of post
marketing inspection

In Lao PDR.

FDA, Thailand

1. Ms. Pornsri Khlangwiset
Cosmetic and Hazardous
Substances Control Division
pornsrik@fda.moph.go.th

2. Ms. Wannaporn Srisukontarat
Cosmetic and Hazardous
Substances Control Division
wnss@fda.moph.go.th

FDD, Lao PDR

1. Ms. Viengsamay Sileuxay,
mainang2005@yahoo.com

2. Ms. Phitsouda Komthamimay
phitsoudafddlao@gmail.com
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Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
5. Household Supportive/Requirement | Officers and 2022 - 2024 - Household Hazardous | FDA, Thailand
Hazardous - Household Hazardous inspectors Substances Assessment | 1. Ms. Pornsri Khlangwiset
Substances: Substances Assessment has been shared. Cosmetic and Hazardous
5.3 Supportive/ ® Detail of activities (To Substances Control Division
Requirement from be discussed) pornsrik@fda.moph.go.th
ThaiFDA for Products 2. Ms. Wannaporn Srisukontarat
Assessment Cosmetic and Hazardous
Substances Control Division
wnss@fda.moph.go.th
FDD, Lao PDR
1. Ms. Viengsamay Sileuxay,
mainang2005@yahoo.com
2. Ms. Phitsouda Komthamimay
phitsoudafddlac@gmail.com
6. Narcotic, Exchange information on Laws and 5 November | Seek funding from | - Knowledge on FDA, Thailand
psychotropic, Pre-marketing regulation regulations related 2021 TICA narcotics, 1. Mrs. Khanittha Tantisirin
precursor : Topic of Exchange Psychotropics, Director of Narcotics Control

6.1 Exchange of

Information

Information

1. Control regulation about
permission, import and
export Narcotic and
psychotropic

2. Regulation of Buying,

to Narcotics,
psychotropic,
precursor and

cannabis

Precursor, cannabis
regulation has
been shared.

- Focal point for

exchange information

Division,
khat@fda.moph.go.th
2. Ms. Jantra Janpeng
jantra@fda.moph.go.th
FDD, Lao PDR

&&
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Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
selling and distribution between 1. Ms. Viengsamay Sileuxay,
Narcotic and psychotropic Thailand and Lao PDR | mainang2005@yahoo.com
to hospital and clinic, ) .
P have been 2. Ms.Viengmany Lobliayao
including regulation in
N established. viengmany fdd@yahoo.com
COVID-19 situation —
3. Controlling and buying
psychotropic in hospital
and drugstore
4. Regulation of import,
export, transfer caffeine
5. Cannabis regulation
Video conference
for 1 day
6. Narcotic, Secondment on Narcotic, | Officers and 2 weeks Seek funding from | - Knowledge on FDA, Thailand
psychotropic, psychotropic, precursor inspectors depends on TICA narcotics, Psychotropic, 1. Mrs. Khanittha Tantisirin
precursor : at Thai Food and Drug activities and Precursor regulation has | Director of Narcotics Control

6.2 Secondment

Administration, MOPH,
Thailand,

1. Pre-marketing
Regulation

(Permission of
Import/Export,
Distribution, Buying and

participants)
(Plan after
COVID-19

Situation)

been shared.

- Regulation/manual by

Lao PDR

Division,
khat@fda.moph.go.th

2. Ms. Jantra Janpeng
jantra@fda.moph.go.th
FDD, Lao PDR

1. Ms. Viengsamay Sileuxay,

mainang2005@yahoo.com

@D




Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency
Selling) 2. Ms.Viengmany Lobliayao
2. Post-marketing viengmany fdd@yahoo.com
emphasize control illegal
topic.
(3 teams, 2 persons/team)
7. Import Exchange of information Laws and 2022 - 2024 Seek funding - Laws and regulations FDA, Thailand
Inspection of Health | concerning laws and regulations related related to importation Director of Import and Export
Products : regulations related to to importation of of health products and Inspections Division
7.1 Exchange of importation of health health products, substandard imported inspection@fda.moph.go.th
Information products, and and substandard health products have Lao PDR
substandard imported imported products been shared. Dr. Bounleaune Phalathsagnotha
Director General of Bureau of
products
Food and Drug Inspection
(BFDI)
b1166p@gmail.com
7. Import Training on Import Officers and 2022 - 2024 Seek funding - Knowledge on Import FDA, Thailand

Inspection of Health
Products :
7.2 Human resource

Development

Inspection of Health
Products
(Video Conference)

2 — 3 days

inspectors

including all 4
checkpoints

N s-azviuuzion

PAUDIANY-LIBITUNL

Inspection of Health
Products

has been shared.

Director of Import and Export
Inspections Division
inspection@fda.moph.go.th

Lao PDR

(ay)




Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Source of
Time frame
Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

Topic of training
1. Workshop on Risk-

based approach

2. Guideline for food
inspection (by HS code)
3. Present risk-based
approach inspection

4. Responsibility of MOPH
and MOA : Food
Inspection in Lao is
responsible by MOA

5. Law and Regulation
including Punishment

6. Single window (Will be
present together when
Overview the work of
import-export inspection)
7. Document related to
import/export

8. Small Lab for screening

UATNUL-AHIU
a o o
UATIYEIU-A1UEN

WJeauau-Uawia

Dr. Bounleaune Phalathsagnotha

Director General of Bureau of
Food and Drug Inspection
(BFDI)

b1166p@gmail.com

&=




Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Time frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

test : ThaiFDA review the
important test that can
be put at the checkpoint
Phase 1 : 2-3 days online
training by going through
each products.

Phase 2 : Face-Face

(To be confirmed)

8. Herbal Products :

8.1 Human resource

Development

Online Training on
classification and
registration of herbal
products

Topic of Training:

1. Classification of herbal
product

2. Guidance and
requirement for herbal
medicine registration
Duration: 3 days
(training 2.5 days,
exchange 0.5 day)

Laws and
regulations related

to herbal products

2023 - 2024

Seek funding

Regulation on
Registration of
Traditional Medicine at

Lao FDA

FDA, Thailand

Director of Herbal Products
Division

FDD, Lao PDR

Ms. Hongbannai Yongsouthi,

vs_hong@yahoo.com

*Herbal
products :
Traditional

Medicines

ExX




Thai-Lao PDR

Components and Target areas/ Source of Output Indicators/ Responsible or Contact
Activities Time frame Remarks
Objectives Population Funding Expected Outputs Person/Agency

8. Herbal Products : | Exchange Information: Situation related to 2023 - 2024 Seek funding Regulation on FDA, Thailand

8.2 Exchange of Situation of Thai herbal | Thai herbal Registration of Director of Herbal Products

Information product in Lao PDR products Traditional Medicine at Division
(Pre/ Post) 20 FDA FDD, Lao PDR
Duration: exchange 0.5 Ms. Hongbannai Vongsouthi,
day) vs_hong@yahoo.com

8. Herbal Products : | Secondment on GMP and | Inspectors 2023 - 2024 Seek funding from | Regulation on FDA, Thailand

8.3 Secondment PMAS in Herbal Product TICA Registration of Director of Herbal Products
at Thai Food and Drug Traditional Medicine at Division
Administration, MOPH, La0 FDA FDD, Lao PDR
Thailand, Ms. Hongbannai Vongsouthi,
- GMP and regulation of vs_hong@yahoo.com
herbal product
- Registration and
licencing finalized and
endorsed (Approved and
on-site inspection

8. Herbal Products : | Secondment on Herbal Officers and 2023 - 2024 Seek funding from | Regulation on FDA, Thailand

8.3 Secondment Medicine Registration inspectors TICA Registration of Director of Herbal Products

Assessment at Thai Food
and Drug Administration,

MOPH, Thailand,

Traditional Medicine at

Lao FDA

Division

FDD, Lao PDR




Thai-Lao PDR

Components and

Objectives

Activities

Target areas/

Population

Time frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

Topic of Training :
Herbal Medicine
Registration Assessment
in Herbal Products,
GMP on-site inspection,
PMS management in
Thailand

Exchange Information:

1. Raw material for
herbal products in Lao
2. PMS management in

Lao

Ms. Hongbannai Vongsouthi,

vs_hong@yahoo.com

latc)




Thai-Bhutan

Components and Activities Target areas/ Time | Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
1. Improve quality | Training on personnel of the 2022- | Bhutan Numbers of trained | -Food and Drug
assurance of « total quality manufacturing 2024 Bhutanese officers | Administration, Thailand

Traditional

Medicines

Objective:

To improve the
production of
traditional medicines
in compliance with

GMP standard

management
GMP PIC/S
« R&D

facility and related

institutes

Dr.Suchart Chongprasert
Director of Medicines
Regulation Division, Food
and Drug Administration
E-mail:
drsuchart@gmail.com

- Department of
Traditional Medicine
Services, Bhutan

Mr. Kuenga Tshering,
Director General,
Department of Traditional
Medicine Services, Ministry
of Health, Thimphu:,
Bhutan

E-mail:

&




Thai-Bhutan

Components and Activities Target areas/ Time | Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
kuengat@health.gov.bt
2. Pharmaceutical - Exchange of regulatory | Drug Regulatory 2022- | Bhutan 1. Number of -Food and Drug
Products Regulation | and product information, | Authority, 2024 | Thailand training programs Administration, Thailand

Objective:

To improve safety,
efficacy and quality
of pharmaceutical
products in both

countries

(subject to domestic
laws and regulations),

- Capacity Building and
Human resource
development through
training programs,
technical assistance and
study visits in area of
mutual interests relating
to pharmaceutical
products including
vaccines.

-Technical collaboration
for implementation of

Quality Management

Royal Government

of Bhutan Officials

2. Number of study

visits

1. Dr. Suchart
Chongprasert

Director of Medicines
Regulation Division
drsuchart@gmail.com

2. Ms. Charunee
Krisanaphan

Chief, System
Development Division,
Bureau of Drug, Food and
Drug Administration
charunee@fda.moph.go.th
- Drug Regulatory
Authority, Bhutan

Mr. Kinga Jamphel.




Thai-Bhutan

Components and Activities Target areas/ Time | Source of | Output Indicators/ | Responsible or Contact | Remarks

Objectives Population frame Funding | Expected Outputs Person/Agency
system (to be certified to Drug Controller, Drug
ISO 9001:2015) Regulatory Authority
- Conduct studies for Email add:
feasibility of domestic kjamphel@dra.gov.bt
production of
pharmaceuticals

3. Medical Device | - Technical assistance for | Drug Regulatory 2022- | Bhutan Medical Device -Food and Drug

development of policies, | Authority, 2024 | Thailand Policy developed Administration, Thailand

legislations for regulation
of medical devices and

technologies

and Ministry of
Health Officials

Mrs. Sirinmas  Katchamart
Pharmacist, Senior
Professional Level,
Medical Device Control
Division
katchams@gmail.com

- Bhutan

1. Mr. Kinga Jamphel.
Drug Controller, Drug
Regulatory Authority

(e




Thai-Bhutan

Components and Activities Target areas/ Time | Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
Email add:

kjamphel@dra.gov.bt

2. Dr. Pandup Tshering
Director General,
Department of Medical
Services, Ministry of Health
Email add:
ptshering@health.gov.bt

&€&




Thai-lran

Components and Activities Target areas/ Time Source of Funding | Output Indicators/ Responsible or Remarks
Objectives Population frame Expected Outputs Contact
Person/Agency
1. Pharmaceutical : - Study visit 1.Thai participants 2022- 1. Expenses of Thai FDA - Iran -Food and Drug
Strengthening to share and | from 2024 round trip ticket Collaboration Administration,

inspector’s capacities
and the information
exchange on GMP

inspection

learn the
regulatory
framework of
Pharmaceutic
al product
along the
supply chain.
- Exchange
the complete
GMP
inspection
report

- Exchange

- Food and Drug
Administration

- Department of
Medical Sciences

- Government
Pharmaceutical
Organization

2.GMP inspectors from
Thai Food and Drug
Administration

3. Iranian participants

will be responsible
by the visiting
country.

2. Accommodation
expenses and
internal
transportation will
be covered by the
host country for 3

days.

Agreement on GMP
conformity
assessment to
accept the
conclusion of the
GMP inspection
which carried out
by GMP inspector
of both countries.
(collaboration and
information sharing
to help to better
distribute

Thailand

Dr. Suchart
Chongprasert
Director of Medicines
Regulation Division

drsuchart@gmail.com

&




Thai-lran

Components and Activities Target areas/ Time Source of Funding | Output Indicators/ Responsible or Remarks
Objectives Population frame Expected Outputs Contact
Person/Agency
GMP inspection capacity
inspector and reducing
- Joint unnecessary
inspection duplication
activities)
2. Food : Study visit Thai participants from | 2022- TBC Participants from -Food and Drug
Food safety and food Food and Drug 2024 both sides gain Administration,
control structures on Administration 1 day knowledge about Thailand
the laws, regulation and course food safety and 1. Director of Food

standards, science:
exchange of
information about food
safety and food control
structures on the laws,
regulation and

standards, science

food control
structures on the
laws, regulation
and standards,

science

Division
food@fda.moph.go.th
2. Ms. Jiraratana
Thesasilpa

Food and Drug
Technical Officer,
Senior Professional

Level, Food Division

(oY)




Thai-lran

Components and Activities Target areas/ Time Source of Funding | Output Indicators/ Responsible or Remarks
Objectives Population frame Expected Outputs Contact
Person/Agency
Tel: +66 2 590 7185
Fax: +66 2 591 8476
E-mail:
jiraratanat@gmail.com
3. Food : Study visit Thai participants from | 2019- TBC Participants from -Food and Drug
Safety requirement and Food and Drug 2020 both sides gain Administration,
technical regulations Administration 1 day knowledge on Thailand
relating to processed course Safety requirement | 1. Director of Food

food : exchange
information about safety
requirement and technical
regulations relating to

processed food

and technical
regulations relating

to processed food

Division
food@fda.moph.go.th
2. Ms. Jiraratana
Thesasilpa

Food and Drug
Technical Officer,
Senior Professional
Level, Food Division

Tel: +66 2 590 7185

Ex




Thai-lran

Components and

Objectives

Activities

Target areas/

Population

Time

frame

Source of Funding

Output Indicators/
Expected Outputs

Responsible or
Contact

Person/Agency

Remarks

Fax: +66 2 591 8476
E-mail:

jiraratanat@gmail.com

Ex




Thai-Cuba

Components Activities Target areas/ Time frame | Source of | Output Indicators/ Responsible or Remarks
and Objectives Population Funding Expected Outputs Contact
Person/Agency
1. - Sharing information of Personnel 2022-2024 TBC Number of -Food and Drug
Pharmaceutical Pharmaceutical products involved in: Participants Administration,

Policy :

1.1 Strengthen
Regulatory
System

1.2 Role of
national
regulatory
authority in
supporting local
pharmaceutical

manufacturers

(especially vaccines and
biologics) from R&D to
market approval

- Study visit to share and
learn the regulatory
framework of
Pharmaceutical product

- Capacity building for
internal reviewer

- Sharing experience on
1) supporting local
pharmaceutical manufacturer
2) mechanism or measures for

technical and scientific

- Food and Drug
Administration

- Department of
Medical

Sciences

involved

Thailand

1. Dr. Suchart
Chongprasert
Director of Medicines
Regulation Division
drsuchart@gmail.com
2. Ms. Charunee
Krisanaphan

Chief, System
Development
Division, Bureau of
Drug, Food and Drug
Administration

Tel:+662590-7165




Thai-Cuba

Components

and Objectives

Activities

Target areas/

Population

Time frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or
Contact

Person/Agency

Remarks

consultation for technical
development of

pharmaceuticals and biologics

charunee@fda.moph.

go.th

o)




Thai-Japan (MOC Asia Health and Wellbeing Initiative /AHWIN)

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding Expected Outputs Person/Agency

1. Development of | Sharing Information on Thai 2022- 18D - Cooperation of -Food and Drug

healthcare Supportive measure for Government 2024 Supportive Administration, Thailand

infrastructure, pharmaceutical and medical | Officers and measure for Name: Mrs. Sitanun

vaccine, and
medical devices
and products

industries

devices industry

Industries

pharmaceutical
and medical
devices industry

developed

Poonpolsub
Director of International
Affairs Division

Email: psitanan@gmail.com

o))




Thai-Australia

Components and Activities Target Time Source of Output Indicators/ Responsible or Contact Remarks
Objectives areas/ frame Funding Expected Outputs Person/Agency
Population
1. Pharmaceutical: | - Capacity Building on | Thai FDA 2022 Thai FDA - Number of -Food and Drug
Objective: Evaluation safety, officers -2024 and Seeking | Participants involved/ Administration, Thailand
To improve safety, | efficacy and quality of Fund - Expertise on Dr. Suchart Chongprasert
efficacy and quality | pharmaceutical pharmaceutical product | Director of Medicines
of pharmaceutical | products. registration evaluation Regulation Division
products. increased. suchart@fda.moph.go.th
- Therapeutic Goods
Administration, Australia
Name: Dr.Paul Huleatt
Email:
paul.huleatt@health.gov.au
- Sharing Experience Thai FDA 2022 Thai FDA - Number of -Food and Drug
or practice on GMP officers -2024 and Seeking | Participants involved/ Administration, Thailand
Clearance. Fund - Knowledge on GMP 1. Dr. Suchart Chongprasert
- Exchange of Clearance increased. Director of Medicines
Information about Regulation Division




Thai-Australia

Components and Activities Target Time Source of Output Indicators/ Responsible or Contact Remarks
Objectives areas/ frame Funding Expected Outputs Person/Agency
Population
post market suchart@fda.moph.go.th
evaluation or 2. Dr. Jintana Suppasrivasuseth
assessment of the jintana.sp@fda.moph.go.th
manufacturers of 3. Mrs. Kakkanang Porkaew,
therapeutic products. lady kp@fda.moph.go.th
looktarn_ks@yahoo.com

2. Medical - Capacity Building on | Thai FDA 2022 Thai FDA - Number of Participants | -Food and Drug

Devices: Assessment of officers -2024 involved/ Administration, Thailand

Objective: medical devices. - Knowledge on 1. Dr. Sirinmas Katchamart

To improve safety,
efficacy and quality

of medical devices.

- Exchange of
information, subject
to laws and
regulations or
standards/ guidelines
in the area of medical

devices.

medical device
regulations has been
shared.

- Expertise on medical
device product
registration evaluation

increased.

Katchams@gmail.com

2. Ms. Chayanee Pinkaew

Chayanee.p@fda.moph.go.th

o




Thai-Australia

Components and Activities Target Time Source of Output Indicators/ Responsible or Contact Remarks
Objectives areas/ frame Funding Expected Outputs Person/Agency
Population
3. Vigilance - Exchange of 2022 - - Number of exchanged | -Food and Drug
Objective: Information about -2024 information Administration, Thailand
To improve safety, | vigilance data and - Knowledge on Ms. Pattreya Pokhakul
efficacy and quality | detected safety vigilance data has been | Head of Health Product
of pharmaceutical | signals shared. Vigilance Center
products and including risk pattreya@fda.moph.go.th
medical devices. management plans. adr@fda.moph.go.th
4. Narcotics and - Capacity Building on | Thai FDA 2022 Thai FDA - Number of -Food and Drug “ﬁfﬁm )
psychotropic Evaluation safety, officers -2024 Participants involved/ Administration, Thailand Z:St;jmm
substances efficacy and quality of - Expertise on narcotics | Mrs.Khanittha Tontisirin nudousdu
Objective: narcotics and and psychotropic Director of Narcotics Control | Iauandin 1

To improve safety,
efficacy and quality
of narcotics and

psychotropic

psychotropic
substances.
- Exchange of

information, subject

substances product
registration evaluation
increased.

- Knowledge on laws,

Division

k_tontisirin@hotmail.com
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Thai-Australia

Components and Activities Target Time Source of Output Indicators/ Responsible or Contact Remarks
Objectives areas/ frame Funding Expected Outputs Person/Agency
Population

substances to laws, regulations of reculations of medical Capadity

medical cannabis and cannabis and hemp Bundm? o
Evaluation

hemp. increased. safety,
- Sharing Experience - Knowledge on efficacy and
or practice on inspection of medical iy
inspection of medical cannabis and hemp has
cannabis and hemp. been shared.

5. Herbal Products | - Exchange of Thai FDA 2022 Thai FDA - Number of -Food and Drug

Objective: information, subject officers -2024 Participants involved/ Administration, Thailand

To improve safety,
efficacy and quality
of herbal products

to laws and
regulations, in the
area of
complementary
medicine and/or
herbal products.

- Capacity Building on

Evaluation safety,

- Knowledge on
complementary
medicine has been
shared.

- Expertise on
complementary
medicine and/or herbal

products registration

Ms. Duangkamol
Pakdeesattayapong
p_duangkm@fda.moph.go.th
pjoyl7@gmail.com

oo




Thai-Australia

Components and

Objectives

Activities

Target
areas/

Population

Time

frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

efficacy and quality of
complementary
medicine and/or

herbal products.

evaluation increased.

o)




Thai-China

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding Expected Outputs Person/Agency

1. International - Revised Memorandum of | Health Products 2022- ThaiFDA Renewed -Food and Drug

Affairs Cooperation between the Cooperation 2024 Budget Memorandum of Administration, Thailand

Ministry of Public Health
and the State Food and

Drug Administration

Cooperation
between the
Ministry of Public
Health and the
National Medical

Products
Administration
(NMPA)

Name: Mrs. Sitanun
Poonpolsub

Director of International
Affairs Division

Email: psitanan@gmail.com

D




Thai-Japan

Components and Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
Objectives Population Funding Expected Outputs Person/Agency
1. Pharmaceutical | Training seminar on Thai FDA 2022-2024 PMDA and | Number of -Food and Drug
GMP Inspection System | inspectors ThaiFDA participants Administration, Thailand

in Japan for Domestic

Manufacture

1. Dr. Suchart Chongprasert
Director of Medicines
Regulation Division
drsuchart@gmail.com

2. Mr. Waranon Cheewajorn
GMP Inspector

GMP Inspectorate Unit,
Post-Marketing Control

Division, Medicines Regulation

Division,

Food and Drug Administration

waranonc@moph.go.th

waranonchee@gmail.com

bolay




Thai-Japan

Components and Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
Objectives Population Funding Expected Outputs Person/Agency

2. Medical devices | Seminar on Staffs from 2022-2024 | Each - Understanding -Food and Drug
Remanufacturing Medical Device country on medical devices | Administration, Thailand
Medical Devices Control | Control responsible | Regulatory 1. Dr. Sirinmas Katchamart
And Software as Division for their - Number of Katchams@gmail.com
Medical Device own trained staffs 2. Ms. Chayanee Pinkaew

expenses Chayanee.p@fda.moph.go.th

3. International 1. Plan to hold annual | Thai, Japanese 2022-2024 Thai FDA Understanding of | -Food and Drug

Affairs : Thailand- | Symposium in Bangkok, | government and PMDA | regulatory systems | Administration, Thailand

Japan Symposium | Thailand officers and Budget on pharmaceutical | Ms. Suwapiccha Attavorrarat

2. Main theme are
planned to be, on
Pharmaceuticals and/or
Medical Device (Topics
will be discussed

/agreed annually)

the
pharmaceutica
 and medical
device

industries.

and medical
devices between

Thailand and Japan

picchy@fda.moph.go.th




Thai-Japan

Components and Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
Objectives Population Funding Expected Outputs Person/Agency
4. Exchange of PMDA e-mail 2022 - Number of -Food and Drug
Pharmacovigilance | Information about onwards exchanged Administration, Thailand
regulatory action of documents 1. Ms. Pattreya Pokhakul

drug products

Head of Health Product
Vigilance Center
adr@fda.moph.go.th

2.Ms. Pornkanok Nakkam
Pharmacist, Health Product
Vigilance Center

pornkanok.c@fda.moph.go.th

e




Thai-Republic of Korea

Components Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
and Objectives Population Funding Expected Outputs Person/Agency
1. Cosmetic - Capacity Building for Officers related | 2022-2024 | Korea MFDS | - Develop and -Food and Drug

Regulatory Management
System in Cosmetics

Sector

to cosmetics
regulatory

affairs

Improve Regulatory
Capacity in

Cosmetics Sector

Administration, Thailand

1. Dr. Siripen Charaslertrangsi
Pharmacist, Professional Level
Cosmetic and Hazardous
Substances Control Division
siripen@fda.moph.go.th

2. Dr. Khanidtha Chitphet
Pharmacist, Practitioner Level
Cosmetic and Hazardous
Substances Control Division

khanidtha.c@gmail.com

)



mailto:siripen@fda.moph.go.th
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Thai-Singapore

Components Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
and Objectives Population Funding | Expected Outputs Person/Agency
1. Medical Thailand FDA - HSA 1. A medical 2022-2024 - The average -Food and Drug
Devices Singapore Regulatory device review times for Administration, Thailand

Reliance (Expedited
medical device registration
program)

Thai FDA will assess the
performance and safety of
the medical device in
cooperate with the Health
Science Authority agency,
Singapore’s evaluation

report.

registered in
Singapore, and
2. As a risk
classification 4
orDofanin
Vitro Diagnostic
medical device
(IVD) or Non-In
Vitro Diagnostic
medical device

(Non-IVD

qualifying medical
devices will
decrease from 150
working days to 60
working

day

1. Premarketing 3,

Medical Device Control
Division, Food and Drug
Administration, Thailand.

Tel: (+66)2-590-7244

Email: krataecharu@gmail.com
2. Dr. Sirinmas Katchamart
Katchams@gmail.com

3. Ms. Chayanee Pinkaew
Chayanee.p@fda.moph.go.th




Thai-Indonesia

Components Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
and Objectives Population Funding Expected Outputs Person/Agency
1. International | - Develop Memorandum Health 2022-2024 - Memorandum of -Food and Drug
Affair of Understanding between | Products Understanding Administration, Thailand

the Indonesian Food and
Drug Authority of the
Republic of Indonesia
and the Ministry of Public
Health of the Kingdom of
Thailand on Cooperation
in the Field of Drug and

Food Control

Cooperation

between

the Indonesian
Food and Drug
Authority of the
Republic of
Indonesia

and the Ministry of
Public Health of
the Kingdom of
Thailand on
Cooperation in the
Field of Drug and

Food Control

Name: Mrs. Sitanun
Poonpolsub

Director of International
Affairs Division

Email: psitanan@gmail.com

o




Thai-French

Components Activities Target areas/ | Time frame | Source of | Output Indicators/ Responsible or Contact Remarks
and Objectives Population Funding Expected Outputs Person/Agency
1. Strengthening 2022-2023 -Food and Drug
Pharmaceuticals | cooperation in both the Administration, Thailand
and vaccines public and private
sectors in the fields of
research and
technological
development in
pharmaceuticals and
vaccines especially in
times of pandemic
2. Food Encouraging cooperation 2022-2023 -Food and Drug

for food safety and
environmental
protection especially
organic agriculture

development

Administration, Thailand

[l




ASEAN

Components and Activities Target areas/ Time Source of | Output Indicators/ Responsible or Contact |Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency

1. Pharmaceutical: | Pharmaceutical ASEAN HEALTH 2022- WHO/USP | Report on the -Food and Drug

ASEAN HEALTH development CLUSTER 3: 2024 conduct of Administration, Thailand

CLUSTER 3:
STRENGTHENING
HEALTH SYSTEM
AND ACCESS TO
CARE Work
Programme 2021-
2025

- Rational Use of Medicines

- Drug Price Transparency

- Anti-toxin, antidote, anti-
poison

- AVSSR Regional Strategic
and Action Plan 2021-2025

- Regional Collaborative
Strategy on ADSSR

- Combatting Substandard
and Falsified Medicines

- ASEAN Pharmaceutical
Regulatory Policy/ ASEAN
Pharmaceutical Regulatory
Framework and APRF

Agreement.

Workshop/By 2025
regional
pharmaceutical
development
interventions on
RUM, Drug Price
Transparency and
Anti-toxin, antidote,
anti-poison and are

implemented.

/o




ASEAN

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact |Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency

1. Pharmaceutical: | Exchange information on ASEAN Post 2022 - Number of alerts -Food and Drug

Exchange safety concerns, quality marketing onward Administration, Thailand

information defects, adulteration, Alerting System 1. Ms. Pattreya Pokhakul

counterfeit, illegal products | (PMAS) Head of Health Product
of drug Vigilance Center

adr@fda.moph.go.th
2. Mr. Wittaya
Prachachalerm
Pharmacist, Health Product
Vigilance Center
wittaya@fda.moph.go.th

2. Medical Exchange information on -Food and Drug

devices: safety concerns, quality Administration, Thailand

Exchange defects, illegal products of Mrs. Sirinmas Katchamart

information medical devices katchams@gmail.com

3. Food: Exchange information on -Food and Drug

Exchange safety concerns, quality Administration, Thailand

information defects, adulteration, 1. Ms. Pattreya Pokhakul

)




ASEAN

Components and Activities Target areas/ Time Source of | Output Indicators/ Responsible or Contact |Remarks
Objectives Population frame Funding | Expected Outputs Person/Agency
counterfeit, illegal products Head of Health Product
of health supplements Vigilance Center
adr@fda.moph.go.th
2. Mr. Wittaya Prachachalerm
Pharmacist, Health Product
Vigilance Center
wittaya@fda.moph.go.th
4. Cosmetic: Exchange information on -Food and Drug
Exchange safety concerns, quality Administration, Thailand
information defects, adulteration, 1. Ms. Pattreya Pokhakul

counterfeit, illegal products

of cosmetics

Head of Health Product
Vigilance Center
adr@fda.moph.go.th

2. Mr.Wittaya Prachachalerm
Pharmacist, Health Product
Vigilance Center
wittaya@fda.moph.go.th

3. M.L. Varadanu

[l




ASEAN

Components and

Objectives

Activities

Target areas/

Population

Time

frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

Sriratanasathavorn
Cosmetic Control Group

patsrirat@gmail.com

(AN




IMT-GT

Components Target areas/ Time Source of | Output Indicators/ Responsible or Contact
Activities Remarks
and Objectives Population frame Funding Expected Outputs Person/Agency
1. Disruption to | @ Notifying trade ® |[aws and 2022-2023 - Trade facilitation FDA, Thailand Implemen
cross-border facilitation regulations activities stated Director of Import and tation
trade is under Activities are Export Inspections Division | Blueprint
measures related to
minimized implemented by knrc@fda.moph.go.th, 2022-2026
according to importation .
2023 rajit@fda.moph.go.th
WTO of health
commitment, to products
ClMT aﬂd Other [ ] 5 Cross-
bodies upon border

request

Coordination of
border, domestic
and cross-border

border agencies

checkpoints




WHO

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding Expected Outputs Person/Agency
1. Pharmaceutical: | Working Group 2 : Thai FDA 2022- Thai FDA -Food and Drug
Good Regulatory Practices officers 2024 | and Seeking Administration, Thailand
including GMP, GDP, etc. Fund from Name:
- Exchange Information WHO 1. Dr. Suchart

among South-East Asia
Regulatory Network (SEARN)

- Map needs for capacity
development in area of Good
Regulatory Practices.

- Develop Roadmap for
collaboration on marketing
authorization for priority

essential medicines.

Chongprasert

Director of Medicines
Regulation Division
drsuchart@gmail.com

2. Dr. Tharnkamol
Chanprapaph

Expert on Drug Standard,
tankamol@fda.moph.go.th

(o)




WHO

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding Expected Outputs Person/Agency

1. Pharmaceutical: | Initiative for coordinated South-East Asia | 2022 - WHO -Food and Drug

Initiative for antidotes procurement in the Region onward SEARO Administration, Thailand

coordinated
antidotes
procurement in the
South-East Asia
Region (iCAPS)

South-East Asia Region (iCAPS)
- Seek approval/exemption
for importation of the
product based on Thai Food
and Drug Administration (FDA)
documents (i.e. manufacturer
license and product
certificate for legally
marketing and monitoring by
Thai FDA)

- Selected product
registration and approval
documents by Thai FDA to be
shared with country to
support registration in

country.

Name:

1. Miss Anchalee
Jitraknatee

Director of National Drug
Policy Division,
ajrn218@gmail.com

2. Mrs. Kakanang
Tosanguan,

Pharmacist, Professional
Level, National Drug Policy
Division

kakanang@fda.moph.go.th

5]




WHO

Components and Activities Target areas/ Time Source of | Output Indicators/ | Responsible or Contact | Remarks
Objectives Population frame Funding Expected Outputs Person/Agency

2. Medical Device: | Working Group 5: Medical Thai FDA 2022- Thai FDA -Food and Drug
Device and Diagnostics officers 2024 and Seeking Administration, Thailand
- Exchange Information Fund from Mrs. Sirinmas Katchamart
among South-East Asia WHO katchams@gmail.com
Regulatory Network (SEARN)
- Map medical device
regulations for current
situation
- Map capacity building needs
for each country

3. Vigilance for Working Group 3: Vigilance of | Thai FDA 2022- Thai FDA FDA, Thailand

medical products | Medical Products officers 2024 | and Seeking Ms. Pattreya Pokhakul
- Exchange Information Fund from Head of Health Product
among South-East Asia WHO Vigilance Center

Regulatory Network (SEARN)
- Develop SEARN Vigilance
Newsletter

- Provide Information to set

adr@fda.moph.go.th




WHO

Components and

Objectives

Activities

Target areas/

Population

Time

frame

Source of

Funding

Output Indicators/
Expected Outputs

Responsible or Contact

Person/Agency

Remarks

up systems for safety
monitoring system for
medical devices and in-vitro

diagnostics.
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