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Jrynnennistiindedijonwne (Medical Device Problem)

(Device Defect/Adverse Event)

OveyamsinaNuUTiuaAAIKANTSTUN oSouiseu dusu

Unluginamsni nstintunsill sielud néelu
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\
UM 1 nszviunsandulaiiodavinsganu device

defect/adverse event®

4.3 Wisueunsseulagyaaing
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reporting Uazsneudeyalavaiasla  enumudedsduvesngmune (mandatory)
(voluntary)
HUUTIU wuuTsuwsnIsalliRaUsyasdann HUU 7.3.9.1 (57897U device defect/adverse event)
nslandnsdiaua (HPVC Form 1) WUU 9.1.9.2 (78974 summary report)
WUU 9.0.90.3 ( 57997U FSCA)
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2. FSCA
STUTLIAINTIBNY  N5AISIBUIS (serious) SIYAZIBIATOULIANITINBITULAYILEELIAN
1. Fotin Tidesnaaunisly 24 $alus FIn15799 3
2. du 9 Aldldnsdetielideseauiodu
melu 15 T uardisenudeyanisinniuna
- Yo v A a o
dielgsuteyaudunelu 30 fu
(3% .
nsailai¥1euse (non-serious)
Trdeseanunelu 2 Heuuazdsmenufinauwa
Wieldsudeyamuanniely 2 e
FomenIeny 1. dussuvesulatiivinde AE online reporting  gosmaAeariuiuyaaInINIINITLIING

szuulvifl http://thaihpve.fda.moph.go.th/

thaihvc/index.jsf

) ¥ oA ]
LAlEDNTIBNU SN 1 ¥50 TUN.2
]
199 T.UN.3

2. WUULBNENT UdIsenuLed WUswild nsans

TUswdld annunedidnnseiind (e-mail)

5. s1g9unlasuainnisliseds
AUUAIANEAIULATEILDUNNE

U93/AN"1531897U adverse event, device
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