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wanfausiayulnsvdeniinfulunanvatsde Wy susulusa (traditional medicine) sua3y
¥3081M19:800 (complementary or alternative medicine) nansiausienayulnsvsondndusiayulns
(herbal medicinal product or herbal product) Namﬁmsﬁqmﬂﬂwfﬂﬂﬂﬁﬁm‘mﬁ (natural health
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[ a o 4 - = a 1 s o v A & =
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1A59a51938N19YNUVe3 198 vieanladeldusuainisiialsa @
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AoaanTansy vilidn13AInN13ain1eN15Ra1A31 Mnglul A.e. 2027 A8lYaAININITIAIAVDINGR U
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Z]Vfémﬂmﬁﬁmn (pharmacological effects) M‘%@si’fayjaﬁmmwmﬁuﬂw (toxicological effects) @ 1Ju
winlinudggmamuamnin wazauUaendunignaindndusioangnain wu Jyniaiunisasudu
(adulteration) nsUuiien (contamination) N1siinSuAsASENsENINman T feiogns :1ea1uny
nnsUasuUuen dexamethasone lundnsiauel © nsiinaruiluivieduniendsnisldndndaueiagulng
Tudndn © n1siinen1sdulaifieUszasdnaneniuiviui (immediate allergy-like ADRs) 1¥u n13ifin
serious hypersensitivity neuain1stduaadusiayulnsiinganalas fadu Faiianusdudes
Waussuunsiseiianudasndenundadaanayulng (pharmacovigilance for herbal product)
$u Tnelinuwaniddudunilmesuihse Ssmnuuasadosuen (pharmacovigilance) wiiolanunsa
avdudyanarnudes wazdnnsanudsdinuldTng, Vusiaimgnisal 0
Uszwalnglansynindsdgmainantisdu Alsversveuassuuniihssisamudasadoaiu
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A. 2542 (YyBenanayulng lneveanusiuilioynainsniensunndannuuasIngdesenuein1ssuly

s

falszasannnsidnandudayulng ludqudiidhseTsnudasnduaundndaaguain (Health
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“quslnn” viuneaud Jlonandueayulng
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& al

“mnN150iaulifialsEasA” (adverse event) MU18AIINTT DINTTUIBHANNITHNNETLAATY
syninamsldndndasiayulng Ssbiduiideanisudeorndusuninededvae Taglddndudod
Arduiudidaanvg (causal rélationship) Aunsldinfnsity

“omsdulaifsUszassarnmsldnan fusiayulng vunsaud saifetulpeladslauazdu
Summeresrenieuyed Tnsietuideldndnfasfayulnsluruindnfaudtnuadenisida fow
warussmaraduthevesuyudvienstestulsa wieifielifnnaseguammienisviauvesinanie
TiAtuwaSuaidlasiaimtommhauresitnis visaniladoidemesnsiinls
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(2) Suns188933n (life-threatening) Wlofuslna Taudesgasionisidedin a 1a1Mens
Aedu 1y AinnazdonainufisennTuigunss (anaphylactic shock) nnzneaniels (apnea) {Wu
A

(3) Hondrfunissnunlulsameivia niedfinszeznailunisdnuilulssme viauiuiy
(prolongation of existing hospitalization)

(@) ANUAN150135 NI015ANENITE (persistent or significant disability/ incapacity) dlouin
onssuliifsUszasdiiAntudunaliiyanafinan liausamsdinmulnfdssadonisdsunlas
wuuanssosdsiltudfasiliiAnanudemes wiensiaelassaiahiivessrsneduslan vise
A0 W3RN NTRIAveUSLaA 1w muen Line [Duduy

[ (4

(5) AuiaUnFudfnianien13nIsU (congenital anomaly/ birth defect) Lilpaadednguilan
IaSUNANA N AL UL NTABUNITAIATIANI B IUTEIININTAIATTALAIAINAMALAAANURAUNRWAN WEAUD
9
3N 138N13NIY
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paoAIUNTIATIEdeya waziauauInsns/msiliuay Weaiuay uilalymvdeunudanisaiia
B inusianulnsdangn
6.2 f{Tm”Lﬁﬁﬂaiﬂiumi%'U%yjaﬁaL%ﬁmL%BuﬁLﬁlmsﬁmi’]zyméfmmmﬂaamﬁa Usedndnn way
AN MTasaninTiayulngnduslaaLazyaaINInIeNsuImg TaufauimnjuRlunisdunideya
fsnandnsduannuvasdeyasis q Wy 1sa1smeivingg dedenueeulall et Tuszanduiusnaln
wazwumeUuafenanlivtisauiiisadeanisluesdng wazdildulddiudsneusnesdnsle
SUNTIUeIY
6.3 dnlvinalnudouumisufuilunisdearsanudssannislinGn sustayulng slunnizund
waznzandu Wgidwladudensiu
6.4 woununedSulinvaulun1susraiunuihsedsaulasndeainnislondnduaayulng
(Pharmacovigilance for herbal product contact person) vl e 5URATBUNITTAILAZEISI1891Y
dfneuAugnITNNITEIMISHATEN MuTinguaeimue SaNfsneutednauvIoRnnunansdli
dtnauangnssunisemswaseniideasde il IamesdouiuinveufiaudihsyTanulaenss
AIURED M o ¥ a1 (Health Product Vigilance Center; HPVC) Hrunitatiulad
https://hpvcth.fda.moph.go.th
it {vih A foRnng fintieauaunisinay hseds msUsziduna aasnausisaueinisl
faUsgaennNnsLaNanSaiagulng
6.5 dsu fwurgeainsnnelussdns uazdiidlddudeynandiuiieideddunnsydulil

o s

Ananmlunisfinaa sz ismnuvasndeussansnmuazaunmassandumnayulng
6.6 \dlosunsuilamumnsdaends (vl farsandudunts fil

6.6.1 nsanienaein1ssulifisussasaannislandndusiayulng aennaesiu
UsgnanaznI TN SHanAeianulng (309 vaninaust 38013 wazlouluifafunisiinan nsisy s
nsUszliuna raenaunseueINsduliisseasianmslondndausiayulng wa. 2565 el

6.6.2 ATIADULALIIVTILONANTNENG I Muaeudoyailifsdrdosiueinissulsiis
UszaaAiliduseny

6.6.3 fivihiinenulssfiufoyauasssuanenamdnguildfusuinanis
AT¥nvvesNngiAeates iethumanuduiusyesanniundnSasayulnsild
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1) 81n1ssuliifisuszasAriinronse deslseiliulagunndvioyaainsnig
Mswnme 1 windinsiashwnsalidisumsnululsameuia

=

2) a1nsouldfaUszasrrianlisionss 819Use lUlA8WNNgNIaUARINTNIG

3
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wmdvFoynainsiléFuniseusy uaziimihiifuiiaveulunsuseiiuenssulaifUsyasd
6.6.6 nseldunenuonssulifivssasdainnslinansasiayulnsidessenun
Usgmanmznssunnandasiagulng 13es ndninaet 35013 wazleuluifsafunsianiy maihses
nsUsEIiuNg naenaun1sTIenueINssuliisUszasiainnisidnandausiaulng wa. 2565 Tiseau
AoAudnTEIInNNURenfEauNGRduIgunI MuLuIEluTe 7
6.6.7 N1531891UNSAARIUNE (Follow up report) %éfauﬂwﬁayjaﬁlé’%Lﬁmﬁumﬂ
s1ea1unausn (nitial report) LLasﬁﬂUzjmiUizLﬁua%mﬁlﬂmwa

[ [

6.6.8 N15AANNUATIABULANTETINAR N LU 899819 AR duTuRnLAUSne Ly

[ |

ToyaRINANILATATILIMA NN INANUTUNUS TR AR Sua 1LY
7. w9 ITeueINsldnsseasandsanmsldnandasiagulns

n13318ueInIshifalseasindsannistindndamiayulnsauuseniaaue NI suNISHENS U
ayulws Ivheiied ndnuadst 35113 uazdouluifsaiumsinna msiihszds msUszidiuna nasnau
n1sTesue1nssulifiaseasdannnislindafustayulng du Adidosfinnsan léun seemuesls
senuiileln Menuegils uazsienuluile

7.1 51891u02ls (What to report ?) dsfidasseu Usznause
7.1.1 omssulifisUsrasdvin Peusafiasdeindanuduiudidaanafunsldndn ds

ayulnsynaila anszywazliseyluenansidunin e

e

a = U v 6

vanews Tunsaifiyrainsmensunmdasdeionshifisssasdoussifnuduiug
fundnsasiayulng Wiedndiieidessioaunude 7.1.1 liliwanisusyiunuduiudidaniveg
(causality assessment) axfiaanunasidulusedulafionn el {intfissauansondmanis
Ussilunnudaiusludvosmueaiindy Tneszydunamsussifiuvesiusznouns dmsunsdaidill
wilaiormssulaifisssasdduiudiunansaraulnsilasuoygaviel Wiedndumgmsaiifes
518974
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7.2 sreauiiola (When to report ?)
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= [

189U Wensundensduldisssasdiintunaaninnislindndausiayulnsnisseanuli

£
= o

2 o "o < v A o = v 1Y | =2
Ganaawinasulula lunseussegnaniinvun Faududszinnuazauiensswesen1ssulis

Uszaen Y19UA199189UATILIA (initial report) wagsIwaunIsinnuna (follow up report) Walasu

'
a

Toyaruiy agulaniy Awnsned 1
A1519% 1 NTUTEHLLIATIUNITTIBIIUATILTA (initial report) kazs1891UNITARAUNE (follow up

o U =1 I3
report) TUNANUTZANVD 191N TOULNNIUTEA9A

Uszmwﬂlaﬁaga '5']8\1']14?’]%5\1[»[»5ﬂ IYIUNTT
(initial report) ANAIUNA
(follow up

report)
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aelu 1 3uvin| duudlasu
n1s duudld | doyaifisndn
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WAy

*JadIsIgIU
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2. omsoulufisUseasrviindrousnsaldue 1

2.1 dun918839%30 (life-threatening)

e

Wokuslaa Ianudesgedon1sidedin o ian N191073

a v

U Lty Winn1izdenannUjisengiuiguuss

Y

2 ©
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(anaphylactic shock) n1enganiela (apnea) Hudu

2.2 faadfumssnululsaneuia wiafiuszeziaatiunis
$nwrlulsamerunaurudu (prolongation of existing
hospitalization

2.3 A2UNN190175 U3liAIua NS (persistent or
significant disability/ incapacity) dlewinenissulaliig
UszasdiAntuduna Wyaradandilianunsndissdin
AuUNG danaranisiUisunlatuuua1isusegnadl
HodAgy i liiAnaudsnie #n30n159Ia81A98519
wihfvesssmevestiuslm vidom uanann videganm
Finvesuilaa 1Wiu muen lae [Wudu

2.4 AURAUNALANLEAKIBN150IU (congenital anomaly/
birth defect)
FoadinfuilaaldSunanfasiayulnsnounisdanssd
wasluszninamsnnssSudaamaliinauRaUnius

Miila v9aM1sn Ien1snigy

*IMAITIYINU
aely 15 Ju du
LALASUNIIUATY
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*anelu 30 Tu
YUheleasu

G
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ANUA)
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7.3 57997081415 (How to report ?)

(1) o1nsduluisysrasAaainnisidndndaaiayulnsynyia Wdadesenuludnuue
enuteyanuUasnsiolanizse (Individual Case Safety Report; ICSR) nglduuusenuwmanisel
Liflaszasdannisldudnsdasiguain (HPVC form 1) Tuguuuudidnnsednd (electronic form) &
arursan1iuluanlaainiivlegdeesgudiilisefemiiudasndediundadusnguain
https://hpvcth.fda.moph.go.th %Wﬂﬁuﬁuﬁﬂ‘ﬁayjﬂuLLUUS’]EJMUG]’]&JF’T’]LLU%ﬁWIUﬂ’]SﬂS@ﬂLL‘U‘UiWEJmu
winnsallufisusgasdannnislandnsiadiguain: nsdlndndusiayulng (narwan 2)
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Miasde NMIuIMseienaneiinufisedeniu (interaction) Msenistasugiuuuig

1%
]

(@) wavoIn1INyAIvIoanvuIafiasds (dechallenge) n3onisldurfiasdedn
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g1%aan
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a1115001Wanlé7 http://hpve.fda.moph.eo.th/AEINFO/NewsPublishList.aspx?PID=10010 (248
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APNUINT 3 WHO-UMC causality assessment criteria

Causality term

Assessment criteria®

Certain

Probable

Possible

Unlikely

Conditional/Unclassified

Unassessable/

Unclassifiable

Event or laboratory test abnormality, with plausible time relationship
to drug intake

Cannot be explained by disease or other drugs

Response to withdrawal plausible (Pharmacologically, pathologically)
Event definitive pharmacologically or phenomenologically (i.e. an
objective  and specific’ medical disorder or a recognized
pharmacological phenomenon)

Rechallenge satisfactory, if necessary

Event or laboratory test abnormality, with reasonable time relationship
to drug intake

Unlikely to be attributed to disease or other drugs

Response to withdrawal clinically reasonable

Rechallenge not required

Event or laboratory test abnormality, with reasonable time relationship
to drug intake

Could also be explained by disease or other drugs Information on drug
withdrawal may be lacking or Unclear

Event or laboratory test abnormality, with a time to drug intake that
makes a relationship improbable (but not impossible)

Disease or other drugs provide plausible explanations

Event or laboratory test abnormality

More data for proper assessment needed, or

Additional data under examination

Report suggesting an adverse reaction

Cannot be judged because information is insufficient or contradictory

Data cannot be supplemented or verified

*All points should be reasonably complied with

36




aauuand 4 Naranjo’s algorithm

Tadlad

A lvsw  Azuu
1. weflagudorsnunmsuiisentudvdeld +1 0 0
2. enms/mnsadliifssvasdiliAatumendannldsueiinind +2 | -1 0
annavsoll
3. gms/vgnsallifissrasdiatudengaeifnan vieidielve +1 | 0 0
Fufis it a (specific antagonist) #3aly
4. erms/vmnsadlaifssvasddnaridntudie sl lniviold +2 | -1 0
5. Uﬁﬁ%mﬁlﬁm%mmwsaLﬁmmﬂmLwﬁﬂu (venmiloangn) Vst -1 42 0
lonsalyl
6. UiRsesenanintudnidlelismasnuiell 1]+l 0
7. ansnsansrninuTinaenldluden (Heveswandu) lusuaaey +1 | 0 0
\nduiduiuniela
8. Ug‘jﬁ%mqul,l,sal,ﬁm%u SoifinvunnemieannnusuusIaaiioanvug 1 0 0
gzl
9. ftheineiiujisuniiouniendiondstuiindou Tunislésuenass +1 | 0 0
nou 9 sl
10. enms/vnmsailaifsusrasdd EsunsBusulaendngruiidu +1 | 0 0
5Us551 (objective evidence) #3alyi
epH
nan1sUszdiy wuiadu 4 seéu
ATWUUIINATIYTBWINNU 9 = Definite/Certain
AZLUULINAY 5-8 = Probable
AZLUWYINNY 1-4 = Possible
ATLUULBENINNTOWINAU 0 = Doubtful/Unlikely
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1 a1euuandi 5 Thai Algorithm
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Uszann
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3.1 gAeTiasde vde U
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6.1 inaneiiade Tae
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2) ladiamunlofendn
6.2 \iatueterings (eluen ... wii)
wdnnsldsuendiasde o ingien
6.3 AnTu a4 sumtaituen
7. fusziRonnsTimilounsendandeiuiin X/ LY Y Y Y YUY | Y Ul v/
rowdlold¥usngudieafueniiasde uluju|lu|u Uujl u U
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