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@ Tunserdaldadnuiniimuneignisldauasanudn iiansuantin
vostudruszIsrdavilAansHdna

IuanwamsugusznaumstumssieauwansingudugaunavediaSaudanwng @
S

romanisniduliaUs:avAfinavuAugUSTnA na:stenumsiunsiiliionculaonie TumstiinSodiionwng <"

W



v '
= =

24 wmmsaidulifivsrasdlifrousiiintuidesnniaiesiiovhauunndes
Tuvaugiiszuuleafudaialiuna
(1) vdsnedosnuaunsliasazaneslu@ (infusion pump) ¥ineu
UNNTDY Lﬂ%‘laadﬂé’iywﬂmaauuawqmﬁwmu wigUaelduindu
2) geukuuwiTid@innuiand Didsudounaznduliganiizund
fouldeu wifelidldsuuindu
25 Temanthlugnmsiiamsseuazanizdunsieieussionann
(1) ndesnszduilafivnslurismaanussuenuaside amnunasdy
Yaensiinnnzdunsedeusuaniles ldfifuaeldsunansemy
(2 wueymeluussySasivenaudduda 1 3y enuhanduveamsaiie
amedupTeieusuantes uiddelasunanseny

26 wathafssiianansanansallsaimin
(1) fedainlniszninddiniosnszgnimlaliin fdeyanisivnis
Herdestuonisfananseylilulenarsduaturesedesiliounmd
(device master record) wazsoniulalumanisunmdieieuiu
Ustlovildsuresdinesetu
@ feldauiladfiousiodionn 10 U doufndeiuilasnauuay
FeTinluiian

2.7 wigmsaiduldfieszasddliszyliluussmaudaiion (Advisory notice)
(1) dudaldnisyszniaudsisunazionfundndusivnaingsveny
wiaoALden (coronary stent) @nAIINNALNNITNBIFIVOIUUDAGY
TneruanlstinsaslumenuitisitesiunsiiiunsBenaundnias
Fanamuds fey wnlifiviszasdfiiniuneyaaalifosseay
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e AregramNIsaindassgunMsatiunsuilueainulasndie

3.1 N1SNAABUAINNUAEN (fatigue testing) vosduslaisuuansliiiug
AUALWMAINDUNAINITIENUASY T dunaiidesmnwinuansisauge

32 wumpuwnAmUvilsiend 1 fiegeianuunnses (Uneen) o19vilviin
nsAageLAaNsEanmSnLay granFudndunsuilulusudnan

33 fuanadesmsalinneidealduuieimiesginanisnsiamyiden
ABO finAu nisiawanasiiinanUssainanavesssuugenud daduy
diiesUiuussiausioly

3.4 HW@n IVF/ART Llﬁq;ﬁﬁﬁmumwtﬁ'mﬁummﬁmwmﬂﬁuammﬂ sﬁﬂizqmi
THuuuninsldanuass
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WUU 9.4N. @

Lafuﬁéﬁﬂ@wad@'ﬂi:ﬂawﬂi (Company’s reference No.) ...
HPVC-MD1-

o v s 4 a _— G s (da & o oy oo
WUUTENUNANSN N IUD UNAUNA UDAT DINBLNNE ‘VﬁElWi(ﬂﬂ’limau‘]&lwx‘iﬂizﬂﬂﬂﬂLﬂﬂﬂﬂﬂﬂ@ﬂibﬂiﬂﬂ%m@i
(Medical Device Defect or Adverse Event Report Form for a Domestic Case)

O memshenduiiauniveusserdiownmd (Device Defect) O wmmsaldubifisUszadnintuiuiusiam (Adverse Event)

UTLNNTIBIU
(Report type)

Usemmesilntineny
(Type of reporter)

®. ﬁagaﬁaﬁﬂidﬁiﬂﬂﬂﬂu (Company information)

O famama adeit (Follow-up No.) ...
[ trend

L atuusn (nitial)
[ atfugnvhe (Final)

L fndn (Manufacturer) L #aindin (mporten L #5uauanmne (Seller License holder)
[ 3w q 3¢ (Other, specify)

wavitluesmmouanmusenaums (Establishment License No)/luayayne (Seller's License No) |

FodnuUsznoums (Company’s name) |

‘ﬁa;i (Address)

Yoi51891u (Reporter)

Fius (Position)

Tnsénid (Telephone No.)

duwa (E-mail)

yenilidddanlsmiiuguayssmadug Snfwisazuideinn Other regulatory authortties to which this report was also sent)

Fomsmn (Trade name)

u. 19azdeandasiiaunngd (Device details)

Foansity (Common name)

GMDN code

UspiaSeadlaunmg
(Type of medical device)

O Ussuanit o (Class ) O Usenndl o (Class 1)
O Uszanit o (Qlass I O Usznmil & (Class V)

UsELNmuANUIEYS

O wvo
O Non-\VD

(Risk classification)

Foudld/Inguszasdnisldau (ndication/intended use)

uinmsiungdou
(Device regulatory status)

O luouayn (Licensed medical device No) ...
O Tusuudssenmsasiden (Notified medical device No.)

O Tu¥uanuda (Listed medical device No.)
O 8u q 5%y (Other, specify)

Catalogue No.

Model No. Lot/Batch No.

Serial No.

Software version

gunsnliay (Accessories)

=

%a@wam (Physical manufacturer) |

=

iag (Address)

Uszwne (Country)

| Biua (E-mail) |

Fomewdndns (Product

owner) |

‘ﬁaij (Address)

Usgne (Country)

| Fua E-mail) |

rSomamsaiduliWaUs:asAiinavudugusing nazsrevumsditumsiividonowlaonde unistiinsoviionwnd
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. dayaanuiiiiiananisviruduinuni/mvgnisaidulsifieUszeasd (Healthcare Facility Information)
Foan il (Facility’s name)

fleg (Address)

yAPafiansoRnsald

(Contact person’s name)

AAUS

(Position)

TnsAnsi (Telephone No.)

Bla (E-mail)

ANUBUTIVRUNANTE
(Classification of incident)

sunsnassaasesfionnnd (Current location of device)

«. dayavasnanisvhaudufinund/inamsaldulifieszasd (Information of device defect/adverse event)

O Fuss (Serious)
O amganaumeansisasguednaiionss (Serious threat to public health)
Ode¥in (Death)
O amgdunmediouss (Serious injury)

O lai%ouse (Non-serious)

NAN1IVINUSURAUNG
(Medical device problem)
(IMDRF Annex A)

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

UTIEBMAN150] (Event description)

Tufinmnnisal
(Date of incident)

Tuigenuniu

(Company awareness date)

wnefnfufiusemeunseld

(Have any of the similar

events occurred?)

O a8 (Yes) (szyuszina (specify the country)
O 'lsivae (No)
O 'lains1u (Unknown)

weilmmmsalduananmadieriuilnielsl
(Have any of other AE occurred by using

the medical device for the same cause?)

O 18 (Yes) Uszna (country)

8031150 (frequency of occurrence) ...
O Tipe (No) O Tains1u (Unknown)

glfnuaiadiownnd
auwtiining (User of device
at the time of the event)

O mamsw&mmmwﬁ (Healthcare professional)
O ftha (Patient)
O dguadine/fouadniitae (Patient/sick animal caregiver)

OBuq 524 (Other, specify)

dnwazmsliniediownnd
(Usage of device)

O msldafousn (nitial use) }
O muwaedlounmdlinsuiennlidn (Reuse of a single use device)
O mshesesdlounndldanldunldsn (Reuse of a reusable device)
O Re-senvice/Refurbished
Oduq 3¢y (Other, specify)

(Number of patients involved)

Frunugildsunansenuiuimanisell

Frunueiediowmdideoriummnialdl
(Number of devices involved)

(34)
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&, Toyallasuranssvuewizne (Rsnsdiiiamamsalduliiisuseesd) (Patient information (only for adverse event))

flisunansenu O ffihe (Patient) O dnithe (Sick animal)
(Affected person) O HuariUae/dguadnilae (Patient/sick animal caregiver)

O yaansmensunnd (Healthcare professional)
O du 9 5Y (Other, SPECIY) ..o
O lins1u (Unknown)

Wl (Gender) O ¥ (Male) O s (Female) O lains1u (Unknown)

% (Age at time of the inddent) | ... (U (yean/iilau (month)/Fu (day)) O linsu (Unknown)
e I e —— Alansu (kg)

NANSENUTARTY

(Health impact)
(IMDRF Annex F)
mﬁﬂwﬁﬂwmﬁ%mamwu (Treatment of affected person)

Hadws O |30 (Death) (Fufl (Date): ......../ ...
(Patient outcome) O Faliimerduund (Not yet recovered)
O wanduuni (Recovered) (ufl (Date): st o)

O 3u 6] FEY (Oher, SPECIY) woovvveveoeeeeeee e
b. HAMIFDUAIL/NTIVABUVBIRHAN/AS 1B HAA uat

(Results of investigation/inspection from manufacturer/product owner)
ABn1snTiadeu

(Type of investigation)
(IMDRF Annex B)
HANITRTIEDU
(Investigation findings)
(IMDRF Annex C)
dyUnanmInTIaEey
(Investigation conclusion)
(IMDRF Annex D)
drulsznau (Component) (MDRF Annex G) |

dmsdudiunmsusludfieanuvasasiowdelil (s there any policy created for Field Safety Corrective Action?)
O 14l (No) O & (Yes) (HPVCMD3..ee )

nsandunisunly/Jesiu (Remedial action/corrective action/preventive action)

o. Toyaiufudy ¢ fiieatas (Other information)

L1 dmidrwedusesindeyafisvylidretugniowaniiuaiimudilssunsiuteya
(I attest that the information submitted is true and accurate as | have been informed.)
a1eilade (Signature)
Faveas1e91u (Name of Reporting Person)
Juis1897u (Date of this report)

(35)
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WUU 5410, o
wauidadeveaiusznauns (Company’s reference NO.........oooooooooooooeee
HPVC-MD2- e

WUUSIBLETUAMSIIAUTEUSIBIIUNSIRRanshausuiinUnAvaaaiaasiounmd
uazwmsaidulsifissasdinduiuduilnauenyssina
(Device Defect and Adverse Event Summary Report Form for Foreign Cases)
59UT1891U (Reporting period) O ua-e. JanJun) O na-s5.a. Jul-Ded) Y w.a. (in the [YCE10 S
Ussiamvesgiviniiseny | O ddn Manufacturer) 1 gt (importer) T g ueyanatne (Seller License holder)
(Type of reporter) O3 % ¢ (Other, specify)
eviluasmzdouanuysznauns (Establishment License No)uayanemne (Seller's License No.) |

Feamnuusznauns (Company’s name) |

#ieg (Address)

Foi{3mau (Reporter) Fiuvs (Position)
nsfngi (Telephone No.) dua (E-mail)
. MEasBuaASaiaunns (Device details)

FonsAn (Trade name)
FoansTey (Cornmon name)
GMDN code

Joudld/ Inguszasdnisldau (Indication/intended use)

M stung e O Tueugyn (Licensed medical device No.)

(Device regulatory status) | O Tufuudasiemsagiden (Notified medical device No)
O Tusuanuds (Listed medical device NO oo

O 3u %) 52y (Other, specify)
%a@'mﬁm (Physical manufacturer) Uszina (Country)
U

P

e wERNA (Product owner) Uszia (Country)

Model number
n1suneLasasiiauwnngduas Model No. @ (No. of devices supplied by model)
Sruuiviaiilan (sauUsemelng) (No. of devices supplied worldwide (including Thailand))
Sruuivglulsemalng (No. of devices supplied in Thailand)
pamvinusuRmnG/wnmsalgulifsszasdauns Model No. i (No. of Device Defect/Adverse event (AE) by model)
@) (@) [©)] Total % Rate RA | Trending

Device Defect/AE .
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
Y/N/NA | Y/N/NA

®
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Model number
mMsuneLAsasiiaunnduns Model No. 1 (No. of devices supplied by model)
Snnufiveialan (TaUsewAlng) (No. of devices supplied worldwide (including Thailand))

Sufneludsemalng (No. of devices supplied in Thailand)
HansITEuRMUNR/mnmsalsuliiisszaeduas Model No. 1 (No. of Device Defect/Adverse event (AE) by model)
@ @ [©)] Total % Rate RA Trending

Device Defect/AE .
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
Y/N/NA | Y/N/NA

L] ddwefuseshdoyadiseylithedugnioazdusssmuiildsunsudeya
(I attest that the information submitted is true and accurate as | have been informed.)

a1wilede (Signature)
Toves1e41u (Name of Reporting Person)

Sufis191u (Date of this report)

RIS -

1. O = amggnaumssnssauguagiedioss (serious threat to public health), @ = Hu¥in (death),
@ = amzdummetieuss (serious injury), WW = Talan (Worldwide), TH = Ussinelne (Thailand)

2. 9%Rate = “(No. of Device Defect/AE == No. supplied) X 100"

3. RAaction = finsdufiunsudluluides Device Defect/AE w81 Model number fumnmhsnuiifugualudssing
Wvasdndueinselal (Are there any regulatory/corrective actions/notification by the manufacturer?)
(v = i (Yes), N = laifl (No), NA = Lsiiidaga (Not available))

4. Trending Report = %Rate 989 Model number Tufurfiseusuldvesivemanssiviell (Is %Rate exceeding
the threshold?)
(v =14 (Yes), N = laflad (No), NA = wﬁﬂayﬁ (Not available))

5. s18u 1 atfusie 1 Jemsi (one brand name/report)

=
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LaufignadeveaiUsenauns (Company’s reference No.)

LUU 3.3N.

HPVC-MD3-

nuuseeunsadiunsud luieanulasndelunsidnsesiawnmdnilulssmanasuany s
(Field Safety Corrective Action Report Form Both Domestic and Foreign Cases)

JIgLANTIEau [ adiuusn (nitial)

(Report type) L] atfugatine (Final)
L msSanfundndoue (Product recall)
O 5w 1 (Class ) O 550 2 (Class 1) O 58ty 3 (Class 1)
O msudludauvasedasiiound (Device modification)
U msm?{aum?aw‘%aﬁﬂ%ﬂquﬂifﬁLﬁmﬁ&J (Retrofit)
O mswdeuaanuasienansiiueiestiownmd
(Change to the labelling or design change)
O wvunms Permanent) O uuuthnsm (Temporary)
L] msusuigeensinag (Software upgrades)
O nswasuudasuumenisguasnungine/dniion

(Modification to the clinical management of patients)

Ussnmuagivtfineny

(Type of reporter) O du 7 ¢y (Other, specify)

O Ginmuna adeft (Follow Up NO e

. Usztnnvasmsaiiumsudly (Type of Field Safety Corrective Action (FSCA))

O mswAsusdemauny (Device exchange)

O msviaeinesfiounvsd (Device destruction)
O msudafiowsosmiulasade (Advice given by
product owner regarding the
O 3 9 58y (Other, specify)

= o . .
b, VBYAVDIREIII891U (Company information)

O HinaAn (Manufacturer) O g (Importer) O H3uayaeue (Seller License holder)

use of the device)

wiluarmedeuanuysenaums (Establishment License No)Auausnue (Seller's License No.) |

Foanuusenaums (Company’s name) |

%g‘ (Address)

Forjenu (Reporter)

FIMLA (Position)

TnsAnsi (Telephone No.)

FonsAn (Trade name)

Bia E-mail)

o. MeaziBuaaIaiiounng (Device details)

I
Fpeniey (Common name)

GMDN code

O wvo
O Non-IvD

Jszrnniazesdlownne
(Type of medical device)

USBAVAUALLEES

(Risk classification)

O st o (Class ) O Ussanmil o (Class 1)
O yssan? a (Class ) O Ussinndi & (Class V)

dovalt/ ngusrasansldy (ndicationvintended use)

NSt e
(Device regulatory

status)

O Tusuaauda (Listed medical device No.)

O I‘UE]HQMG] (Licensed medical device NO.) ... cneeseas
O Tufuudesemsazidon (Notified medical device No.)

O 3y 9 5¢Y (Other, specify)

®
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Catalogue No.
Model No.
Lot/Batch No.

Serial No.

Software version

gunsliaiu (Accessories) |

%aé’m?ﬂm (Physical manufacturer) ‘
g (Address)
Uszine (Country) Bwa (E-mail)

o rewaniias (Product ownen) |
‘ﬁag} (Address)
Usena (Country) Fua (E-mail)
«. Meazdaavasnmsaliunisuily (FSCA information)

wiapansuily [] Device Defect
(Reason for the FSCA) [ Adverse Event
O 3 9 52y (Other, specify)
ENUNANTUTHEIUNATUATI8ABEUN N (Health Hazard Evaluation Report)

uwunsAdunsuiluitennulasndelunisldniasdiounmd (FSCA strategy)

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

L Useinalve L] dinaunmgnssumsenmsuazen (Food and Drug Administration)
(In Thailand) Suiidoans (Date sent) ...
[l ﬁm‘u‘wmma/uﬂmﬂimwﬂmmmé/&:{ﬂ’m (Medical center/Healthcare professional/Patient)
FufimAinazdoans (Expected date to DE SEND) s
Suiidoanswainada (Completed date)

O snsuszna Sufidedns (Date sent)

(Other countries)

msafiumsudluiiennulasnse (Corrective action for Safety)

O vsemalne Fufimainavsniuns (Expected date of action)
(In Thailand) Jufiguiluns (Date of action)
Fuflaiduiunmsudiass (Expected date t0 be coMPLeted) oo
[ snsusgina Sufinnainagsuiunis (Expected date of action)
(Other countries) FUFIFUAUNS (Date Of ACtON) v

Fnmusodtoumdildsumnsenu o @uwAsses) (Number of affected medical device)
$rnueseddlowmdfismine deeanly @wisdes) (Number of affected medical device sold/distributed)
Snuededdlouwmdnunie Buwisies) (Number of affected medical device remaining)
dmmusodiouwmdmminnzing @wieSed (Number of affected medical device expected to be imported)

=
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snuzpued adiawmsTudszmelne (awzatufemaauazat ugeving) (Product status (only follow-up and final report)

WUy | ATeiREn & Tui CRiTeM! CRiTeM! 1 Fuam i i
(Model wdmdommen | Tedeveriudn | didween | finsedlusdsdudn v Pduniuuda Aulaudn
No) (Batch No. & Manufacturing | (Quantity manufactured (Quantity (Quantity remaining in (Quantity (Quantity recalled) (Quantity

or expiry date) or imported) exported) warehouse) sold) corrected)

O
&. swnuauuganie (Final report)
FscA Widnflunsiedasuysaludy Weduil (FSCA has been completed on)

asunsnTaussdvinavesmsiidunmsuiludiennuvasasielunsliindasiiownng
(Effectiveness checks on operational conduct of FSCA)

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

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

». miufiAdaindasdiaunndilléunanszuny (Action taken on effected products)
dmdwebufuinisufuRldsdunmsesaauysaiudadle ( confim that the action has been completed on)
Pmd1ag (| will be)
O dndardostiownmdluadduiifnansenundulUfivoman it
(returning the affected stocks to the product owner as approved by the Thai FDA)
O vhanuirdestiounndlundsdudniifinanseny a (seyaniudl uay uf) ... s,
(destroying the affected stocks as approved by the Thai FDA at (location & date))
O mssflunsdu 9 (531) (Other action(s) as approved by the Thai FDA, please specify)

o. 510az188ndu q (Other information)

L] dhmdweduseshideyadissylithedugniosazdussemudildsunsiudeya
(I attest that the information submitted is true and accurate as | have been informed.)

aneilede (Signature)
Foveas1ee1u (Name of Reporting Person)
Jufsreeu (Date of this report)

®
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