\auio9BavedUsznaun1s (Company’s reference No.)

UU 3.UN. an

HPVC-MD3-

LUUS189UMSAEUNTSHA luiaanuUasane lunis dns adiatnng neluusematazuanussne
(Field Safety Corrective Action Report Form Both Domestic and Foreign Cases)

UY5eLANgIeau
(Report type)

(Type of reporter)

[] nmswasursewisefnsigunsalifisniia (Retrofit)

(Change to the labelling or design change)
O wuuams (Permanent) O wuudhasm (Temporary)
[] nsusuuseswensunas (Software upgrades)
[ mswasuuvasunmsnsguadnugiae/dnitae

(Modiification to the clinical management of patients)

[ ] atuusn (Initial) []
[] aduaavine (Final)

0. Usztnnaasnisaiiunisuily (Type of Field Safety Corrective Action (FSCA))
L] nsSendunanstae (Product recall) L]

O 5w 1 (Class ) O sesu 2 (Class I O swdiu 3 (Class 1) | L
[ msuflesautasa3asiiownmd (Device modification) [l

a o o A N ¢
|:| N15LUAHURANLAZLENEITNINULATDIUBLLNNE |:|

. ToUavaINa951897U (Company information)
Usstavwasfiviiisenu | L de@n (Manufacturer) L guid (importer) L d5ueysyinane (Seller License holder)
[ 8u 9| 3¢ (Other, specify) ..............

product owner regarding the use of the device)

Aanuna AS7 (Follow up NO.) v

nsdvuLAIIMALNU (Device exchange)

nsianeiATesiionnnd (Device destruction)
NMSLANLFoULsaIANUaeAAY (Advice given by

Ju 9] 3¢ (Other, specify) ...,

wuiluanveluaniuysenaums (Establishment License No.)/luaugyiwane (Seller's License No.)

FoanuUszNauMs (Company’s name)

ﬁagj (Address)

Yor51897U (Reporter)

AW (Position)

Insdndi (Telephone No.)

¥an5A (Trade name)

o. S18azLduALAIaNaLNNg (Device details)

wa (E-mail)

Foaniigy (Common name)

GMDN code

USELNNLAT BT DLNNE

(Type of medical device)

O wp UseLnnmuALEes
QO Non-IvD (Risk classification)

O Ui o Class) O Usenmi o (Class 1)
O Usznni en (Class 1) O szl & (Class IV)

Yausld/Inguseasanisidaiy (ndication/intended use)

LAUNNNSTUNZ LU YU
(Device regulatory

status)

O Iuaigigﬂm (Licensed medical device NO.) ...
O Tufuudssiemsaziden (Notified medical devICe NO.) ..o
O TU5UAUAS (Listed MEdiCal EVICE NO.) w...ooreeeeoecceeeeeecceee oo
O 8u 9 584 (Other, specify) .............




Catalogue No.
Model No.
Lot/Batch No.

Serial No.

Software version

Q‘Uﬂiajt,zﬁm (Accessories)

%ar}gjmam (Physical manufacturer)
10g (Address)
Useina (Country) dua (E-mail)

Fodwemaninst (Product owner)
ﬁagj (Address)
Usena (Country) dlua (E-mail)
<. 5'1ﬂazlﬁﬂﬂGUa\iﬂ']iﬁ']L'aUﬂ']iLLfgﬂ?l (FSCA information)

LAAKANTTLA LY [ DOVICE DEFECt....osooecoeeseeeeeseeesees oo
(Reason for the FSCA) | L] AQVEISE EVENT.....oo.ooooeoeoeeeeeeeesee oo
[ 8u 9] 38U (Other, SPECITY) ...
FI8NUHANTUTEIUNAOUATI8ARE NN (Health Hazard Evaluation Report)

ununsaniiunsuilaiieanudasndslunisldp3oiounnd (FSCA strategy)

msudsmsaiunsudluiveanuasnie (The FSCA communication of corrective action that sent to all consignees)

L] Usewmelne [ diinauanenssunisenvnsiazen (Food and Drug Administration)
(In Thailand) TUNFDENT (DAE SENE) oo
[l amuwmma/qﬂa’miwwmﬂwﬁ/ﬁﬂw (Medical center/Healthcare professional/Patient)
TUNAIAINAEE0E1S (Expected date t0 DE SENT) ..o
o ad ¥ <
WUNFRAITUANETY (Completed date) e

o

L] esUszina FUTEDANT (DB SENE) oo oo

(Other countries)

asafiunisudlutiveninulasnie (Corrective action for Safety)

[ Uszinalne JuTAAINEANTUNT (Expected date Of ACHON) w.erereeeereeseeseesseesesseeseeseseseeseee
(In Thailand) TUNAWTUNTT (DA OF GCHON) ..o

'
v a

Tufiananafunisuaiiasa (Expected date to be completed) ..o,

[ sineUseme TUNA1AIEANTIUNTT (Expected date Of aCtION) w...oooorreceeecceeeeeeeeeeeeeeeece e
(Other countries) FUNAWAUNTT (DEEE OF ACHON) oo

FIUUAT I DUNVE N LA TUNBNTENUN LA @1/AAT89) (Number of affected medical device)

SuueSesliounmefisvning/dwenly @wAases) (Number of affected medical device sold/distributed)

InnurTosllownvgaute @wArTes) (Number of affected medical device remaining)

MRS DSl B ANAT DU @WAATEI) (Number of affected medical device expected to be imported)




sonuzvaansawdlawnnd luusamalve (awzaiufamamauazatugaine) (Product status (only follow-up and final report))

WYY | ATIINGR & Tui MU U U TUIU U WU
a A A a N o w a al' | o a v PN A a a v a v
(Model Nam'ﬂﬁ@‘ﬁﬂ@a’]&! NHARNAIDUILUN VGNRBRI V]ﬂ\‘]@%sluﬂaqauﬂ’] NVY NEIYNAULLAT WLLﬁlﬁJLLﬁTJ
No.) (Batch No. & Manufacturing | (Quantity manufactured (Quantity (Quantity remaining in (Quantity (Quantity recalled) (Quantity
or expiry date) or imported) exported) warehouse) sold) corrected)

&. s18uatugaing (Final report)
FSCA lsigniliunsiaSaauysaluds diaduil (FSCA has been completed on)

asunsnslsgdvanavesnisaidunisuiluiionnulasnsielunisldinsesdiaunnd

(Effectiveness checks on operational conduct of FSCA)

a A a & b = a A a ' H
AULASINYNUTELUUATIAANIY (NTAANULAEINYNUIZLIULANAINIINATILTN)

(Final risk evaluation (if different from the initial risk evaluation))

Jawauadmsumsujiiiiedesiulaliinmenisalinaudn

(Summary of product owner’s corrective and preventative action and effectiveness checks)

. msﬂﬁﬁ’ﬁ&iaLﬂ%‘laﬂﬁmmmﬁmﬁ%ﬂwaﬂﬁwu (Action taken on effected products)
Pmdveduduwinnsuualanfiumsiasaauysalugidle (| confim that the action has been completed on)
91192 (I will be)
O fnduniasflownnslupdduiifnansenundululidvewansos
(returnmg the affected stocks to the product owner as approved by the Thai FDA)
O vhanewedesiiownmslundaduiiifinansenu o (ﬁw‘Uﬁmuw WAY FUTL) e
(destroying the affected stocks as approved by the Thai FDA at (location & date))
O mssufiunsdu 9] (32Y) (Other action(s) as approved by the Thai FDA, please specify)

. 579821980dU ¢ (Other information)

L] dhwdwesuserideyainssylithesiugniomuazduasimudlasunsiutoys
(I attest that the information submitted is true and accurate as | have been informed.)
anwilede (Signature)
YoU03318971U (Name of Reporting Person)
TuN51897U (Date of this report)



