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LUU 5.40.4. &

dy a v
LaUNDNBBIRUITNEUNTS (Company’s reference NO) oo,

HPVC-MD1-

o w e a e =y R T - Y a
wUTBMUHENMMITUSURaURAveueTsilaunvd WiamansalduliRwsrarnfatuiuduslnalulsame
(Medical Device Defect or Adverse Event Report Form for a Domestic Case)

o LYY = A d « . oS 1= A =3 cll’ [ L
O ramwvisndufinunfvearsosdiowmd (Device Defect) O wmmsaldulifiwszasififntufiuduslon (Adverse Event)

UszLanIneanu
(Report type)

vay v oo
Us3mW°UENHNVIUFMT]EN']u

(Type of reporter)

[T aduusn (nitial)

[] atugevine (Final) [ Trend

o. ayavadesrearu (Company information)
L1 geiéim (Manufacturer) [ g (mporter) L] §3uayqrmane (Selter License holder)
(1 8 9 554 (Other, specify)

[ fingnaina ASa# (FOllow-up NOY ...

.......................................................................................................

anitlussmsdouanmalssneums (Establishment License No/luaygnine (Seller's License No)

d 1
geanUsznaums (Company’s name)

flag (Address)

a  w
YOKI8414 (Reporter)

AL (Position)

InsAwi (Telephone No.)

A (E-mail)

dv v ) (¥ ] o at = =l d ] ) » e . .
wrmailldaiudnnisnmiiiuguassvriug Bniuiaasidelin Other regulatory authorities to which this report was also sent)

a v
YoN15A1 (Trade name)

' Sunsonsio i e s

. S1wazBuaAITaslaunng (Device details)

A a
Yaenugy (Common name)

GMDN code

o o ¢
UssnniATaslalnme
(Type of medical device)

O wo
O NonivD

Usziavmuanudes | O vsuanii o (Class) O Ul o (Class 1)
(Risk classification) | O Usuavdl e (Class ) O Uszanndl & (Class IV)

tousld/ingussasAnisldan (ndication/intended use)

< & P
M sTunLiou
(Device regulatory status)

O Tuaygn (Licensed Medical deVICe NO.) .oowvmmvmsesesssesssssssssrssssssssrsssssssssssns
O TuduudssensasiBeun (Notified medical device NOW o eveeeeeeoressereessoeereesseree
O TuFUAUTS (Listed MEdICAl AEVICE NO.) w.vvvoeeeersseersesesesresessseesesssesessssesssessessesesserresos
O #u 9 33 (Other, specify)

Catalogue No.

Model No.

Lot/Batch No.

Serial No.

Software version

qﬂn‘snit,a%u (Accessories)

B

L)

Y]

doean (Physical manufacturer)

[N

oY (Address)

Uszina (Country)

Bia (E-mail)

- - W
Fadawdniam (Product

owner)

ﬁaq’ (Address)

Uszina (Country)

dua (E-mail)




W . Gayanaruiiiifananisitauduiiaund/uanisaidulifessasd (Healthcare Facility Information)

14 = ey
Padan1uy (Facility’s name)

ﬁagj (Address)

=l a a1 nw
yaRafamnsafndeld
{Contact person’s name)

GRUIRTIR
(Position)

nsfun (Telephone No.)

Aa (E-mail)

ﬁ‘l'lil%ﬂ&iLLN‘UENL‘Iﬁﬂﬂ’]’iﬂj
(Classification of incident)

[J & o =4 ¢ . .
FAULNUINFIUDUATDINDLNNE (Current location of device)

& %’agaeuaawamsv‘hmué’uﬁmﬂnﬁ/mqnqsaﬁé’ulajﬁaﬂszaaﬁ (Information of device defect/adverse event)

O $ouss (Serious)

O\#u%ia (Death)

O:msqnﬂflumqmﬁﬁm?jwaé’m%ﬁEJLL‘N (Serious threat to public health)

O amgdunsrgeuss (Serious injury)
O li%eusa (Non-serious)

HaNTINUSUANUNR
(Medical device problem)
(IMDRF Annex A)

& s L4 L3
winnisaldulsifalsead

(Clinical sign, symptoms and
conditions) (IMDRF Annex E)

UsTBIEWANTSal (Event description)

Tuwfinmnnisel
(Date of incident)

v
’mmfg"i’lemumw
(Company awareness date)

= al'! a‘ dl < ]
weinfunussmAdunisly
(Have any of the similar

events occurred?)

O ae (Yes) (szydszing (specify the country)

O iy (No)
O lins1u (Unknown)

o 2 = v & a '
LﬂEf:umanwmaumnmmatmmnuum@ln
(Have any of other AE occurred by using
the medical device for the same cause?)

O 1aa (Yes) Useine (country)

O liiway (No)

..................................................................

Fn31nNaAn (frequency of occUNENCe) .vrrveveseees
O linsw (Unknown)

Y o €
dldeuaiostieunmd
veuztfinivg (User of device
at the time of the event)

O yaansmansuwng (Healthcare professional)

O dthe (Patient)

O Q’ﬂuméﬂw/ﬁ@uaﬁmiﬂw (Patient/sick animal caregiver)

O 3uq 584 (Other, specify)

W T | ¢
dnwusnsldiasodiownmnd
(Usage of device)

O msldaseusn (nitial use)

O muuasedlowwndldnsaneunlddh (Reuse of a single use device)
o 4 Yy 0wl .
O mahuadesiiounndldgldunlddn (Reuse of a reusable device)

O Re-senvice/Refurbished
O 8u 9 58y (Other, specify)

L] W s s o‘:‘i’
mmuc&ﬁim‘sumanswum BARNTTUU
(Number of patients involved)

s o o o ¥ w
AMLIULATDIUDEIN EjVILﬂEJ'J‘U'E]\?ﬂUWWJ A3Ed

(Number of devices involved)

'3

“he




B <. dayarlldTunanstruaniese (awznsdlfamnanisaldulsifelszeaed) (Patient information (only for adverse event))
| dléSunanseny O e (Patient) O @nivaw (Sick animal)

(Affected person) O dnuaguae/dauadnitie (Patient/sick animal caregiver)

O qﬁa’mimqm‘su,wwﬁ (Healthcare professional)

O #u ] TEY (O, SPECITY) w.evvererrerererrersensesmenseerersssersasssessmssissssessssessssssnsessesssssssassnss
O ldwsu (Unknown) '

A (Gender) O a1y (Male) O nia (Female) O lains1u (Unknown)

g (Age at time of the Incident) | wrrrsvvrivesrorre @ (yean/\diau (monthy3u (day)) O tainsu (Unknown)
i Weigh) | e Alansu (kg)

nanssvuTAndy

(Health impact)

(IMDRF Annex F)

1Y) 2| v v
msdhwiiheilafuransenu (Treatment of affected person)

Hadng O #ed3n (Death) (Uil (Date): ..o/
(Patient outcome) O Fslaimeduuni (Not yet recovered)
O madiuuni (Recovered) (Uit (Date): vt o)

< .
O duq TEY (Oher, SPECITYY ..cvececitic ettt saa i ssasssseas e reneen
b. NANISABUAIY/ATIVEIVVDEHEN/ W10 BN

(Results of investigation/inspection from manufacturer/product owner)

ABnsmsraasu

(Type of investigation)

(IMDRF Annex B)

HAENINTITIU

(Investigation findings)

(IMDRF Annex C)

asuNamnyINaey

(Investigation conclusion)

(IMDRF Annex D)

druseneu (Component) (IMDRF Annex G)

finsrifiunmsutlafiennudasndeviolal (s there any policy created for Field Safety Corrective Action?)

O 148 (No) O 31 (Yes) (HPVC-MD3m oo )

asaiunisuila/tesiu (Remedial action/corrective action/preventive action)

e, YoyaLsANdY o WNeadas (Other information)

o o as v o vy w 2 o (7Y g
[ dwidweiusesirdeyailssylithetugnieaasduaimuiladsunsudoye
(I attest that the information submitted is true and accurate as | have been informed.)
o .

anuilotia (Signature) .
2 o .
OV 84U (Name of Reporting Person) @ ..
Y .
FUNI189U (Date of this report) e v




LUU 540, o

o a )
Lawé"mawaaqﬂssnaum'i (Company’s reference No.).......................
HPVC-MD2Z- s

WUUTIBAIUETUNMWIIUANTBUTIHNUNSIRANAN S URaUn AvaaTaliawnng
¢ o - ded e X o oy oo
uazianisalduldisussasdnieruiuduslnauenyszne
(Device Defect and Adverse Event Summary Report Form for Foreign Cases)
59U518497U (Reporting period) O wa.-iiy. (Jan-Jun) O na-5.a. Jul-Dec) T w.a. (in the VEAN woveeieerrv,

®. ?’J’ﬂﬁgﬁ‘ﬂaﬂ@:dﬁwmu (Company information)
Usstavveaiiimiiisnesu | [ fudin (Manufacturer) [ fuinidh (importer) T g¥usnanmene (Seller License holder)
(Type of reporter) L] %u %) TEY (OLher, SPECIY) weoerrrerercrecermre s esseretssssecesseseeserserarsssssssssssssssssssssesssassssnees
uiluarmedeuanuusenaunis (Establishment License NoYluayanewe (Seller's License No.)

Fomomuszneums (Company’s name)
ﬁag: (Address)
“ﬁ'ac}f‘mmu (Reporter) siuvLia (Posttion)
Tnsfwy (Telephone No.) Bwa (E-mail)

. S78ALBUAAIDaNNNE (Device details)
o o
%9n13A1 (Trade name)

A L7

Yo@ugy (Common name)
GMDN code

Yol Inguszasdmsldan (ndication/intended use)

wafinmstuneou O Tuaygn (Licensed medical deviCe NO.) ..o
(Device regulatory status) | O TuSuuiasenisasiBen (Notified medical device NOL) oo sesmmnesessmesessnne
O TuFuanuds (Listed medical device NO. .oooveieeeeooeeeeccoeerescsesssmesssssssaceessesreses s
O 8u 9 38Y (Oher, SPEGIY) wirverictic e cssrn e saneesecrees

%aé’mﬁm (Physical manufacturer) Uszine (Country)
Fodmamdnias (Product owner) Uszwe (Country)

Model number
n1sveiATeslaunmdvas Model No. il (No. of devices supplied by model)
Frunuiivevilan Gauseimalne) (No. of devices supplied worldwide (including Thailand))
Frnuiineluusemalng (No. of devices supplied in Thailand)
peanHITUSuRiaUnR/mn nsafduliifsussasduas Model No. i (No. of Device Defect/Adverse event (AE) by model)
)] @ ©)] Total % Rate RA Trending
WW | TH | Ww | TH [WW | TH [ wWwW | TH | wwW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

Device Defect/AE




Model number
nMsuBiATaslleLwNduas Model No. i (No. of devices supplied by model)
dnuimeialan (5assmnalne) (No. of devices supplied worldwide (including Thailand))
Snnuiveluusavalng (No. of devices supplied in Thailand)
wamsiedulinunf/msnsaisiulaifRaUsvasians Model No. 4 (No. of Device Defect/Adverse event (AE) by model)

@ @ ® Total % Rate RA Trending
WW | TH (WW | TH | WW | TH | WW | TH | WW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

Device Defect/AE

Y/N/NA | Y/N/NA

Model number
n1svreiaTesilaunnduas Model No. & (No. of devices supplied by model)
Srunufiesialan (sausawelng) (No. of devices supplied worldwide (including Thailand))
Fufirelulsemelng (No. of devices supplied in Thailand)
namsesuiiauni/mnnalsulifisUssasians Model No. £ (No. of Device Defect/Adverse event (AE) by mode)

@ @ ©) Total % Rate RA Trending
WwW i TH |ww | TH {WW | TH [ WW [ TH | wWwW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

Device Defect/AE

) v I VW ol [ 7] o e = M wrer 2
] mwLﬁn‘umuiaﬂwagamaﬁuhmamugnmaquaa’,L‘LJuﬁssqmmﬁ‘Lmum'mwaga
(| attest that the information submitted is true and accurate as | have been informed.)

awilede (Sienature) e
%E)‘Uﬂﬂé'i’lﬂx‘l'lu (Name of Reporting Person) &
Sufisreau (Date of this report) et ee e e e en et sen e eeas e anan

NN :

1. @ = imeanammvEnsIsaguRENs1BUs (serious threat to public health), @ = 3% (death),
@ = andunsediauss (serious injury), WW = ialan (Worldwide), TH = Usswillvie (Thailand)
%Rate = “(No. of Device Defect/AE -+ No. supplied} X 100"
RA action = fin1ssnidunisudlaluides Device Defect/AE %81 Model number fusnnvissuiiugualuysewme
Wrveamdniueiviels (Are there any resulatory/corrective actions/notification by the manufacturer?)
(Y = # (Yes), N = Tafl (No), NA = ulfifoya (Not available))

4. Trending Report = %Rate 204 Model number tufudfizaniuldvaadnaminSusiudoli (s %Rate exceeding
the threshold?)
(v =19 (Yes), N = lal4 (No), NA = luifidoya (Not available))

5. 518911 1 atuste 1 Jon13# (one brand name/report)



. HUU 34N, o

wuuseeunisadiunasui luieaaudasaselunisidiaTesiionnndnalulsewanazuanusama
(Field Safety Corrective Action Report Form Both Domestic and Foreign Cases)

Uszinnseanu [ aduusn (nitial) [ finsruma afaft (Follow up NG .
(Report type) O atvgaving (Final)
. Uszinnassnisandiunisuily (Type of Field Safety Corrective Action (FSCA))

=l = o c} = .
[ msiSenfundaduet (Product recall) L] mswaeuademaunu (Device exchange)
oQF at &t -] d - .
O 5gdiu 1 (Class ) O s86iu 2 (Class 1) O 58U 3 (ass 1) | LI asvhansnsasdiounme (Device destruction)
%) o <4 " . . o L . N
L] asudlusinudaanostiownnd (Device modification) [ msudaifeuFosanudasnsde (Advice given by
4 J ol o 5 L3 q' = . .
O] MIlaBuATBINTORANQUATALNILAY (Retrofit) product owner regarding the use of the device)
I:l = o o d N ¢ < .
NSUALURAINLASLaNETNINULATDINALWNE [ 3 q 58 (Other, Specify) .o recrerenrenreroreene

(Change to the labelling or design change)
O uvuams Permanent) O wuutham (Temporary)
[ nsufuusesaniiuas (Software upgrades)
[ mswasuwamumansguadnungte/dnithe
(Modification to the clinical management of patients)

. Tayavaddeseu (Company information)
Ussavwesfimiinea | O duda (Manufacturen) [ dawh tmporter) [ f¥uayaynane (Seller License holder)
(Type of reporter) [ 5 7 TEY (OLher, SPECIY) ce..verecee ettt sesssess s s e sesss s ssbasenssances
wlumveidiouanuUsznauns (Establishment License NoYluayanawna (Seller's License No)

Foaomiusenaums {Company’s name)
ﬁagj (Address)
Foifs1991 (Reporter) #uda (Position)
is#wii (Telephone No.) a (E-mail)

. sN8azdgaAIDiounng (Device details)

2
Zam s (Trade name)

Faaiiey (Common name)
GMDN code
Ussinniadasdiowwnd O o Uszaverueraides | O Uit o (Class ) O Ussannfl to (Class I)
(Type of medical device) | O Non-IVD (Risk classification) O Ussmil a0 (Class ) O Ussamil @ (Class IV)
Fousld/inguszasAnislder (ndication/intended use)

iniinsunzidou O Tuoygn (Licensed Medical deVICE NO.) w.oo.vvuvrvesvessssssssssssssssssssssssssssssssssos
(Device regulatory O Tuudesentsaziden (Notified Medical dEVICE NO.) v eeeserrseeseseesesresse
status) O TuFua0uTa (Listed MEdICal AEVICE NO.) coeooeeeecceerseresssesceessserssersssessessssssesesresessee

O 8y ) FEY (Oher, SPECITY) vttt reseerres e esssarossarmsears




-+ Catalogue No.
Modet No.
Lot/Batch No.
Serial No.

Software version
gunsaliaful (Accessories)

%Q’wam {Physical manufacturer)
ﬁaaj (Address)

Usswme (Couniry)
Foudwemdnias: (Product owner)
ﬁag: (Address)

Uszwe (Country)
«. swasdgnvasmsantiunisuile (FSCA information)
L] DOVICE DEFECE . mereeerrseressserseeeesssseseesesesseessesseessseses s sesseeseses s esssess s oesesseesseeree
L] AGVEISE EVENE. ooerr oo eeeeeseeeeesesseeeses e seeeesesseeeseseseeeeeeeeessseseee s sssee oo
[ 5 9 3%\ (Other, specify)
FEUHANTUTBIUNATUATERBEUN (Health Hazard Evaluation Report)

iua (E-mail)

Aa (E-mail)

WaRan1sunle
(Reason for the FSCA)

s a o w voad  oa ¢
wnumsanfiunsudilafiernulasadslunisifinieeiiounnd (FSCA strategy)

madamsanfunisudluiernaiaends (The FSCA communication of comrective action that sent to all consignees)
O Uszeilne [ dninnumanenssunisensuazen (Food and Drug Administration)

(In Thailand) Juiideans (Date sent)
L] amuwenUa/YAaNIVNTSLNE/ &8 (Medical center/Healthcare professional/Patient)

..........................................................................................................

wod
MWNAININTEEE1T (Expected date to be sent)

............................................................

Fuiidoansudrade (Completed date)

L] sinaussine
(Other countries)

Py |
MUvdedng (Date sent)

o oy d
113@" Luum'suﬁ’lmwaﬂ'n

uunansie (Corrective action for Safety)

[ Uszwnelne
{In Thailand)

ot 4=l 3 ) oy .
TUVIAIRIEAUUNTT (Expected date of action)

.7 A o 5 .
MWNALUUMS (Date of action)

L.

4

Jueeidiiunsudnase (Expected date to be completed)

............................................................

[ shetsemna

b

ar !

JuNMInIRga LU (Expected date of action)

w aa o .
FUNAUUUNTS (Date of action)

(Other countries)

o 2 aln v Y & ] . .
Frnuasadiauwdn lnsunansevuviaiue @wiesed) (Number of affected medical device)

S aslounEns vine/deeanty @wiateq) (Number of affected medical device sold/distributed)

o a4 o g e
VNUIUATDIN DAV AR D

(‘“ﬁ}u/tﬂ%aa) {Number of affected medical device remaining)

Smrmuededioumdmminzingh Gwiades (Number of affected medical device expected to be imported)




- .

1 anuzveasdaslaumduusmdlve (awzaduRamaauazatiugemiie) (Product status (only follow-up and final report)

4 t 5 i 2 s A o o L) L] a o
@wTe | ASWRGR &N Ty T T 1w T o
= o o 9w < - W u o i o v
Model | pigwirevameny | wdevSedndt | fidwen | finseglundBud Py Mlonfuugy - | Audloud
No.) (Batch No. & Manufactwring | (Quantity manufactured (Quantity {Quantity remaining in {Quantity (Quantity recalled) (Quantity
or expiry date) or imported) exported) warehouse) sold) corrected)

&. 5189uaUVEane (Final report)
FSCA Iidnufiunsialvauysaluda o duil (FSCA has been completed on)
ayUmsnalseAninavesnmssiiunsudluniemuuasndslumsldindosdiowms
(Effectiveness checks on operational conduct of FSCA)

I a [ i =t o o = ' [+
ANLHEINYNUTBIHUATIEAY (nimmmLaamgnﬂismuLmr]m'mmﬂﬂmﬁﬂ)
(Final risk evaluation (if different from the initial risk evaluation))

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

. miﬂf]ﬁﬁsiam%ai‘iauwméﬁlﬁ%'uwanismv (Action taken on effected products)
i medudiimauiilasdunasSeauysaludade ( confim that the action has been completed on) .
1792 (| will be)
O frduniadlounmslundsduiitnansenundululidnvowdndos
(returning the affected stocks to the product owner as approved by the Thai FDA)
O shaneipeslounnSlund@udiiinanszny of (FEUAIMUA UAS TUT) oo
(destroying the affected stocks as approved by the Thai FDA at (location & date))
O nssufiunisdu 9| (381)) (Other action(s) as approved by the Thai FDA, please specify)

. 3WAZAYAdY ¢ (Other information)

O dwidrwedusesindoyaiissylitasugndesaztusiemuiildiunsudoya
(I attest that the information submitted is true and accurate as | have been informed.)
aneiiede (Signature)
%ammcﬁ‘sﬂsmu (Name of Reporting Person)
Fufis1e41u (Date of this report)



