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MITITECEAEESERESR LSS A FDA Secretary-General
BER BERRLE Paisarn Dunkum [
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® Keynote Speech
A FDA Secretary-General Paisarn Dunkum g

ZAFDAIE. EDRRERFIELREFICEOTERLBHETITH. HAL NIV TROOSNDBREEZTT O, 558
B =BT CikeERILZ L CLET,

< 5SEREE >

1.Speed : Y—ERD#ME. TI2IVICKBEEE

2.Safety | REMNIVRAVTSV—DA L, BRNGERHELEBITEROBITEITD
3. Satisfaction : JHEEDMEEE LI, HEEZHOLLIEY—EXDIRMH

4. Supporter : FEFMEDOA L. RENEEDHS

5.Sustainability : E¥qf. EEAROREMIG

ZLT —BLEY—ERZRETBcH. 3DDATYTICNZEANTVET,

Step 1 e-Submission : BFV AT L L TEFHEHNTES
Step2 e-Review : BEEBHNEF VAT LLTEENTES
Step 3 Digital Signature : 8F VA7 LETEFEAL. EF AV RERTTES

BETFHE. ASRITFX186DTALADHIEITH. TNOZITNTCEFLTHIEITHINLEL

Fle. ZAFDARERBAIZEEZRL. HZFVTELLT, BADPMDALDHIEMFKIE. COVID-19MBIcH N THER
BCTHY. RIVDHBBEREGOTVET, WAIRVirtualaZEY AT LEBLCTERIBZERTCVE T, BEIF/RDZA
FDAL ST NTDBIREDENICEKY. ZAFDADEHEHHMEFRENTTRDESNS K ICHE DT,

RE. HOPDRKIVERICBEOTVEI A HARBUEIIVEDBENOTVET, ZORRIDHT. 2 FDAZERHS
BROEZEE. BIURRERNFICHITLEBEEREFEZLETEIAVYNBZ EDNTVAZTRIEHLTVE
¥, Tfeo INSIFEDEEEREICEOTEEZLBEREHNICHBIET., TDfcdH. BEEVDBROHLF -HhZEL, DX
SBEFANET BRRDHPT—HEICHIIEH. HBLTRIEZHEL TV LR, AEDREIFICEWTEHEEEDRE
ERRBFRERICOGNY. RELIRBRHEZENTOVEY, BHLNSFATILIE. EDLILFRAGIRRTE, BH%ZER
DB TcODREBLE—HEIHNTZITETY, FHRLTHRZHLEITSIERIAZEHELOTIH. INETORED
EWHHPEBLGRERTHONE. BT TDOERENMERTESLHELTNET,

= Regulatory update
Pharmaceutical Regulation Updates
2 FDA Deputy Secretary-General Surachoke Tangwiwat &

RE. RERMAOLZEHE, BE77LAORRIE. TREEZZ2V TV ObEEDHTOET, Koo BIFRHEBE
BEELGDSHBRTA TV ABELTVET,

COVID-19ICBHELT. TIFUICDWTIEERAAMEN TOREELEDTWVEY, TTITBATERIN TV SEERIER
[UEAFFE (EUA) TRALE T, —AT. BACELSORMBELEDTHY. 7ANSEXAIETHOWERELSH
OO TVET,

EFEHEESREEARA)IC DUWNT I, ASEANIZERTDFEF] (AMDD) #K>TWE Y, Post marketing alert systemic DT
2021FES AL SERDIEITIN. EEMERICOWTHICARBEICY AR %E1TVET (Class TiEListing, Class 2. 3i&
Notification. Class 4(ZLicense),
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® Good Registration Management
Standardization of submission and review process Good Registration Practice and its
Practical Action at Thai FDA

2 FDA Pharmacist, Senior Professional Level, Medicines Regulation Division Supatra Phongsri &

Drug Evaluation Pathways (EE@BEEDEE) . EELFHME 7Ot A, RHDossierFIC DWW TEHBELE Y,

SRBEFHIEERERS (IP). KEZERF/H (USP). HEZRRFS (BP). BP @EME). BUNERFAS EP). 21EFA. H
AEEFH (P) EH>THY. JPIF2019FITBMENE LT,

MBEBEDOHITTEDRWVEFEXE. XAFDANRODZBIE - 7+—< v T FHEIC T EmE (F5EE. ME.
T2, FL—YEUTA)DRETY, REDERBEOEH - RELHITONSH. REIEB/LIITERLEBEET AL
HHIBLURFI DA BT 2EBHINEEFEVET,

Good Registration Management (GRM) & LM e 2 A EEREEGEDEEM;E LT, BERIICEHFEESEEF —LHME
BECRBEELDTIENTEET (Pre-submission meeting), BFEEDZMFDADKLEL THERERETEZHEIEHELA
LTEHEENDTUVET,

BEE. BAWICIZEZXEFIEE (SOP) IS TITVWET, HEIHBDBEEDFv/\T 71—, HBEDEILICDWNT
k. A (EEBEEHNEREFEELEE) NI —Z2F (TGA. WHOZE) SRANDJZ4A7> X (abridged review) .
it DR GAFIE NIASEAN Joint assessment) D AT R — 3V ICERVBATVET,

BEDBRICBWC, 122127 — Y3V EEETCHY, B -RALEMBETY, A2 75—YavDIRIEKEEROR
ICDBFH, BEBERFEDIAZ 17 —VaVHREECHNIETEEDEBLELIRX MDD B IR IHHIET, BT
S —YavERBIBIEHNEECHY. BEEBOEER(L. BELAIS1-r—3 YO REHIIT 2HED
HIET,

® Scientific consultation
Scientific consultation for efficient communication with industry Scientific consultation
at Thai FDA

24 FDA Pharmacist, Practitioner Level, Medicines Regulation Division Nalinratt Dhiraouransakun g

ZAFDADR— (Speed, Safety, Satisfaction, Supporter, Sustainability) SEBEBN TN, SHEIFTN TV S EEH
FIE (feLAE. MRERPEGT AR, V7FOHE #ILLN\IFO0I7RX IN(FYI5)ITBWT. BERD
Scientific Advisory SystemDBEFERDEE A RNSNE LT,

Scientific Advisory System TIEFEHEA T —I WTNICBWTERR LR, FFBRAICREETSTEICOVWTHEYIZ
Z—avhARETY . £TRMEREL. ZFDAICL>TFace to Faced LLIFEEEIE. ERITHISHDHDNET,
B ER CIERGERZ THTEDNZAFDAICESTEBYH L. YES or NoCEZSNZVA—ARVIRAFIVHEFR
LWTY, COVID-19T77F VWREBEICBEWVWTHEIDY AT LADBEIGENTWVET,
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m Benefit / Risk management through a product lifecycle

How to manage Benefit / Risk balance of pharmaceuticals from approval review to
post-marketing including risk management plan and approval condition

4 FDA Pharmacist, Professional Level, Medicines Regulation Division Wittawat Viriyabancha g

INET. ZAFDARTHRZ A THAVIVRIRICOTcBRNRT 1y b DAV ER | ZEMT BlcH ). HEGEHERS
BLUOAV TSRS FvDRwEITOCEE L

ZAFDAIR. EERICEIFHRERMARIDEECHBIE. TLTZIIUIRH LDTLF I TIVEEZFHLET
HBHTLETHALTCWVET, B CHENGREF OREHZ BRI BHILF 2SN )= ATV RIZEALTVET,
ERVA. INS0FER. HaDmB., T2l BIOBEMEICOVWTHERTHIEZEHKT DD TIIEVRITITEE
HDAETY, SBRBENDEERBEEOHHLUCREICRVBEATHELT,

®/U

SEIDIETE BAR-2ABRY VRI VLIS DTS4V REENDITEDHY. Faceto FaceDRFHEBFHRELS
RLBHYELD. EEDNTNENDIIG CRBNICERTR TERBERLG Y VRIVLEGYE L., BV VKRITLA
EZREA. MEORHRNOES MEOERERE - BAICKVERRGESUICERKSRERNEIEIIEREL. EHHNE
ERXRZzlERICVWEREITZIENTESLIITGNIFEEZET,
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