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approval) (813)

LUINIINITIAIN

Javiluguiuunisng lageuigsieazidgnveya fadl 1) Usema 2) Tngussasanisily

3) vausly 4) Tueudngniiinaeau 5) wenalunisiiinaeu

- nsadlaifinsgniinaau Insezynn No

- nsaliin1sgniinaaunisayIanIadunzidsuanlssmanie q luuansweyalunisa

nsousTYWaHalunsiinaeulnazLaun

FUuuumsng RDIINTLAAIMANATY
msiiinaaulneaziden

Reference Intended use Indications Date of Reason for

agency withdrawal rejection or

withdrawal
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3.4 mManusnsEnunwasivetunzlsunieaygaiiannsdminendadurlunaindisedng
agv3vaglusEndnednilung (status of any pending request for market clearance) (§13)
WUININTTIATN
Fovhluguuuumsns TnsesuieseasiBenveya fail 1) Usena 2) Taguszasanisly 3) veudly
4) Yuieudiitudve

- nsdilaifinmsgnifinaau Tuszyn No

- nsdifidnvadunsifouniooygaiionminsndafusilunaiaiidesdrseguioagly

sgndneniiiunis nuansweyalunisa

sULUUANS19
Date of registration: s¥uiu tfiou Uisy
BuAveoyynvEaTune Ueululssmeliy
\ 4
Reference Intended use Indications Date of registration
agency

]
=

3.5 dayadiAgyiiganuanUaanisuazaNssauLN159I9IuvaLA3asliaunnd (important
safety and performance related information)

Usznaumie . agusenumnnisaduluislssamannsluasesdiounyy (Adverse Event : AEs)
9. ®WIndl AEs LARTU Modin159vin Field Safety Corrective Actions (FSCAs) #anly

IAVINRRITEUMAHATIVL T

KUINNTIATI
A I3 y o4 = ¢
n. Meumgnsalduliisszadannsldinsasdiounnd
Jovinluguuuunsne lngeduieseasiBenveya Al 1) TgaziBenvasnnnisusuluia
Uszaspanmisiuiasesiaunvey 2) anudveannnisudulufisuszanainnisly (@wiuseaw/
uungravue) Tuwisn wasew/d @sunsdmuie) 8 wisew/d (Jagtu)
(=

- nsaldiveumgnisaldulinsdszasaainnisldinasiiounnd Tuuuulenaisszy

NYALLDUAUDY AE
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- nsallaifisneaumanisaldulinsuszasAainnisldinTesdiounnd yuinnsoinves
HandumnadlnA13UIen “vasusennludinenumgnisaduluitlssainainnislyasoliownng

panaafnauiatatu” wWunwdingy (@19seyreninuiusedlinienisn)

JULUUAT91Y -
Y Frequency of occurrence: 58Y31UUI8W/
FUUNTIMENIMUA) YN INTEYAUATY
Description of adverse event: 55U318a198av03 AE Budmnglunewainudedaqiu
Description of adverse event Frequency of occurrence

(number of reports / total units sold)

in the period of dd/mm/yyyy to

dd/mm/yyyy

. A919LAN9I1891U field safety corrective action (FSCAs) Wu,u'uLanmsi:qswauﬁamaa

318497U FSCAs

v
v A

Favilusunuunisne laveSuresivazidenveya aell 1) Tuheudyivih FSCAs 2) 13

sdunsunlunsaumearaUsznaun1svin FSCAs 3) Useinaniinisin FSCAs

- N3 FSCA Tvuuuianansssysuasdenyads1edIu FSCAs

- nsallaifl FSCAs wrdnvisalanvasmaniumaaduiuson “vafusamnlull FSCAs Asun

afnudatagiu” Wunwdinge (@1aszyvennususedimensn)

SULUUAIS19

Date of FSCA Reason for FSCA Countries where

FSCA was conducted
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3.6 uaneEazBunvauAIasfiounng
TnseyseaviBeavonndosiiounns Tunsdifmelui:

= fuwaa 1o oudoouitusvosuyneviednifignyilnlufidin (rendered non-viable)
fhogau Ausilaans Tvubuusasinfigneesaaslusne (catgut sutures)

= fiwaa oo u3eeuRusve99AUNTY (microbial) W30 auUNToF AW UTNTTY
(recombinant origin) faoenawy HanSanTTautRindadmsulelunssuiumsuifanisla unas
389 hyaluronic acid #ilaannszurunssinvesuuaiise

" Jaulszneuiivasesad (iradiating component) aflauandaidudesy 1wy Xray 3o
silnluunndadudesy wu awes sansana

winludl ndeuiivauaissy No

4. 579az1duaLA3aIlaunng (Device Description)

U5ENaUMIELBNaNSINUBYe8 AanelUll

1. dnvauelu uwasndnnsvieu (Device description and features)

1.1 §hwazvauedasiownng (Complete description)

1.2 nann1syinumnsenalnnisineu (Principle of operation and mode of action)

1.3 ss‘uqﬂa;:um%aﬁauwmémummﬁm (Risk class) LLaS‘VIaUﬂLﬂm%ﬂﬂﬁﬁjﬂﬂa;NLﬂ%aﬂﬁa
unmgnuAds (Classification rule) MINUIZNIANTENTNEITITUGY

1.4 9easdenuedguniniasy inTesdlounnedunasnanfumduililuaiosiownme 4
fmslnusuiueiosdiownms (Description of accessories)

1.5 919a¢188Av8IFUNTS gﬂi"]q papUsENaU fuananaduveedoslownmeidudve
aumﬂmﬂgaLLﬁ?ﬂiﬁaazLaam (Description of various configurations/variants)

1.6 o3UneTeasduavesaIuUsEnaudfey (Key functional elements)

1.7 é’ﬂwmzmwwgmwﬂm (Novel features)

aqusasnnisla (intended use)

yously (Indications)

ALULUINISIY (Instructions for use)

2

3

q

5. msifiusnw (Storage condition)
6. 01yl (Shelf life)

7. womule (Contraindications)

8. ALAU (Warnings)

9. woms3¥ T (Precautions)

10. Naﬁuiﬁﬁﬂﬂizﬁﬂﬁmﬂﬂ’]ﬂ% (Potential adverse effects)
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11. N133N¥IAMENILE8NdU (013) (Alternative therapy)
12. savideanazauifvesianilyndnseiduaiulssnaureuniosdiounme (Materials)
13. Y9ANUALANIZDU ¢ NLAEIY04 (other relevant specifications)

14. ‘Uagai’mazlﬁﬁﬂﬁu 9 (other descriptive information)

bAATTLLUY

Y a

e anansidesdninlaeidnvasniniue (Product owner/Legal Manufacturer) #3afn&n

(Physical Manufacturer) Jspasoantonasineiiuiem uazdnviudunwdingy snunsd
dupwdsluussnalnganmnsadentninesmsiaindunwilng viien1wdngy

® Lana1TNEHEAVTEIIvaINART Y wIalana1smaliadnTuNAnduYLATWauNNEN 1d
& =) = IS L o a a o ¥ ¥ ¥ v o v o ¥
YunzilsuiaTesounndluusznadug fAesuieiiveviwmu (1-14) lnednaisdayiive

-~ v v v
LONA@1INID Bookmark Iwgﬂma ATUDIU

(1) anweauznald wazuann159191u (Device description and features)

KUININITIAN
waneTeazSenfmelud

1.1 Complete description: aSuednunrrenaIosiouwnme

1.2 Principle of operation and mode of action: 83uU18MaNNMISYINIUKSONAlNNITINIIU

1.3 Risk class and classification rule: sy UszLnvLa3 oadouwnve nua1ad o way
‘Vié’ﬂmiu%mﬁ@ﬂizmwLﬂ'%laaﬁalmmjmmmmLﬁaqmwmﬂizﬂWﬂﬂiswiaaawﬁﬁmqsu e IR
MsdUsTATALIVENINAmMAINGTT (the device classification rational)

1.4 Description of Accessories: a%uqSiﬂaazLﬁsmﬁJa&qUﬂiajLa%u m%"mﬁaLLWVIEjﬁuLLaz
wansaumsuililueiosdiownms Feinmslynunutuniesiownme

1.5 Description of various Configurations/Variants: a%maiwamﬁamaagﬂmq 'gj‘dﬁlw
23AUsZNaY ﬁwnsﬁqﬁ’mmLﬂ‘%laqajaLLW‘V]ﬂﬁﬁuﬁﬁmaaummw%LLﬁ;’aiwazLﬁam lnvo1adavinlu
FULUUAITN

1.6 Key Functional Elements: a%‘mEJ'iWEJazLﬁaﬂ%aﬂaﬁuﬂizﬂauﬁﬁﬁ’m o GZJ’eJ‘V\IG;Ln{
(software)) waswund (function) Taiiersesurelasnislunmuszney W wuuam (diagrams)
ANENEVEENMA (drawings) MuAMUIINTaiielansalalRty

1.7 Novel Features: a5unganuaizianzguuuulng iy senawsing inaluladivy iunu
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(2) InquszaeAnisld (intended use)

LUANINITAAYI
a%mamﬂsgmum%qﬁaLmeémummgwmmmL’Sﬂﬁuaqmémﬁmsﬁ%ﬁzqagﬂuﬁmusﬁwmﬂ%

LavALENNsaluNSIIUTesAsessiawnme (functional capability)

(3) YUl (Indications)

LUINIINITIANN

v
[ o w o

a = a = Y 4 P ) U aa
25 U1518aLLBuAUBIL AN BN1EYRILSA FalYLASaslannned@unsuItdady viin Yaenu
) a e oY ¢ ~ Y ¥ A A s
$hwn viToUsI wavsiuianquyUlsiminedwmadynunIasiiownmne
(4) AuzUINSIY (Instructions for use)

LUININITINN

aSursveyadnduii aiud uneu (procedures) 35115 (methods) Av1ud tunisly
(frequency) szaziiartunisly (duration) Usuna (quantity) kazddsnisimssy (preparation) e lu
aunsabuesasiionnele
(5) MstAuSnen (Storage condition)
LUINIINITIAIN

aNaa . ¥ a v o a (% a o (% < (%

N3N physical form lnesureveyadnduierdivanngiiamzianzasdmiunmsiuinm

a = C 4 Y ) & & A A a = ¥ ~ o
LATRI DL NN OUBITUNTEDUANINAINKEY MUY QUNYINTDAN1IEDUY Tanaadnsduns
LA UUTINAUYIIA L ALNT AL
(6) @1gn13ldeu (Shelf life)

HUININITINN
\eanninIeailounnegonawashull shelf life dauluszyeigmslasu (lfe time) nsdlidu
waNALIsNIN1sAIMuAeIgnslyu nseUssununisszeziaigennulsdenslyaule wu

! S Y a Y oa ¥ s Y o a a Y] a
YIIPEELINNVBMT O NANITA LAl NALITT ATy dUsednSain uazaiuUasndoniui
yevingl W
(7) ¥a1ulY (Contraindications)

HUININITINN

NN Nl oveINAtuNIT iYL esulesivazidenvauniulavrsaueInan1sh
gansAluAslvlun1sigady vrde ussini wsesnw edvevulsdud sulvluaisluedesile
WNNELNSIZLANULEIR DO URTIETARINNSIUNNUSElevuRa S UNatRLa Y
(8) ALfau (Warnings)

BUINIINISIANN
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adureveyan1skanseudsiidudunsie (Hazard) uladndunsmsuneunslyadesdiounne
yuuesoslownmedyyuseivy NenassululiingUszasaiiaunuiinisdndunseddnueaynains

NINswinglunsInadeneratnsenIsenaulalun1ss N

(9) 98A255239 (Precautions)
LUINIINTITIANIN

Yy v
a a

adugveyanifieulnlyssinsy TaduiimwlunislynuiionnulasndouazUszansnaly

=

mslaadosdiownng mnfansnsshuiiendnidsssanoyisvienlanudsennludnafundianie
vinussusaieluglysdnsgts uvonandenswinisuaadeulvylonsviwaduluis
UsrasnnnmslsnuedosfiounmevionislaaufinisviolafiningUszasn (misuse) wagdudunos
guarufiruiiovandsssadulifessamiina
(10) wadulinsUszaerainnisld (Potential adverse effects)
WUININITIANIN

osurenadulufiaUnsnunistouss (wu ae viadu vieensdulufissvasaiistonse)
flonafniugtenienlsau vieravafesannislaeiasdiowmenielanmenislanulnd
(11) n1s¥nundevnadandu (i) (Alternative therapy)
WUININITIANN

a%maﬂWiﬂﬁﬁ’ﬁﬁasﬁgumaumsﬂﬁﬁ’ﬁﬁL‘ﬂumﬁLﬁaﬂﬁluﬁa{mmaﬁm%’umﬁﬁa 8 U1Un
usai videinm Tsanteniizvedlsauieaiuaiosiownng
(12) seazideauazautivasianildnanvseduduusznouvaaniasilaunnd (Materials)
WUINNITINII

- neeilaifl nszya Tudl

- nadlfl nssysieaBonuarautives fanilandmvidoiduaiulsznauveniasiiownme
(13) Forviuaanizvasaiosiownwng (product specifications)
WUININTTIANN

a5 UNETIEaLLEEnTaAUAL BTy Product specification %‘;ﬂi/iusﬂjmﬂaﬁmﬁuﬁﬂwmmm
WARSUT 9nafinTIeyNInsTIu uavisnisedeuvetunazvatmun TasiduredmunameiAeaiy
AN BN ULAYANTIOUEIATATATELAT D9l BUNNEG NADATUAIINGNADI (accuracy)
A b (sensitivity) Auding (specificity) auundede (reliability) dnTMuIRAD: Jadudug
fideaves uazvetmuaRIEBuY Tawvveimun
(13) %’ayjas'\aaxlﬁaﬂﬁu 9 (other descriptive information)

BUINIINISIANN
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[

afungTwaTidunAManYrdAYAUY wenmilaanveyailana1iliviany enansdia

9

v A

AUADAARDINUNANNSANAUNLNEIVD

o

3. 1NasHARIANNIAIAYLNEANUAINUADANBKAZEANIIOULNITNINIUYB AT BNEUAL

A5n1s9uansnanl1ldBnAaas (Essential principles of safety and performance of medical

devices and method used to demonstrate conformity)

LUINIINISTIANN

[ a

WuleNashanInanNIaNF eI UAMLUADATULAYALTIAULNITVNUYD AT DB NNE

o

WaLISNNSNLARIDIANNADARARY FaUsEnaulume

- General Requirements: vafmuaillylafuinsesdiaunnaynaile

¢ v '

- Design & Manufacturing Requirements: ¥@fyuafIENAAVI DL 1VBIHANTUNABINTIUT

YMNUA ULV UNAN A UNVDINU

el mnuesgruilyenadsluloninsgiudanan ugndavsenivemdndunuansaiy

' ' g Y¥ a o ' . ! = -
LANAN9TENINIRSFIUTlYeBeiulnsgudatan (Gap analysis) 1nsidsuudasluasmanseny

AOANNUADAABLAZENITOULNITVINNUTBIAT BN BUN Y

A10819 Template 1514 Essential principle

v, o 9 vo o a o
maaszqma’lwumau'n Wuenasvandnnusila

Product Name :

[
Y

Netanunsadulonans Essential Requirement la Tuiveil

494 Identity of Specific Documents: wu%mﬂms
Mﬁﬂiﬂﬁﬁi‘lﬂﬂﬂqiLLﬁﬁQﬂ’J’]&IﬁaﬂﬂaﬁN MNIUNWYRUULAY

L8NA"T U IEC 60601-1 test report no. xxomxx

v

Essential Principles Applicable to the Method of Conformity Identity of Specific
device Documents
1. Medical devices shall be designed and manufactured in such a way Yes ISO 13485:2016 Certificates No. Q1Nxxxx

that, when used under the conditions and for the purposes intended
and, where applicable, by virtue of the technical knowledge,
experience, education or training of intended users, they will not
compromise the clinical condition or the safety of patients, or the
safety and health of users or, where applicable, other persons, provided
that any risks which may be associated with the use of the medical
device for its intended purpose constitute acceptable risks when
weighed against the intended benefits to the patient and are

compatible with a high level of protection of health and safety.

Medical devices-Quality

management systems

DFUNLMAKATN AR

AU YES/NO

‘ 484 Method of Conformity: 58U
UINTFIUTLA 89U BINTBY version

VDININTIFIU —

%99 Applicable to the medical device?
- nsahdenmeun “ly” sey “YES” vive “A”

- nsgldienaeun “luly” sey “NO”” nseweSunemema
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6. 1@NANTATUNISNIUADULAZNAITNTIVADUAINONADIVDINITDDNLUY (Summary of design

verification and validation documents)

HUININITIATI
LUULONAN TN TNAABULAZNTUTHLTUNARANATE LA 9 Tnedevinanstighveienatsvde
Bookmark Ingnaasasunay
%agaéauﬁﬂsxﬂaugw
1. nsAnwIneuUNIMAaaneAdin (pre-clinical studies) Loy
1.1 A1TNIUABULATATIVABUAIUYNABIVIIYANAWIT (Software Verification and
Validation)

w3 psdlaunng worlaursaaslaiuniseanuuulviiulalainfianugnaes (Accuracy) A2
wndede (Reliability) AMILTIERSS (Precision) Taufadinnuvasndeuarvaussousnisvianduly
mmi’mqﬂszmﬁmﬂ%&mﬁ@i’jﬂ;

N13NTFBUANYNADUTITATIEI (Analytical Validation) \Junszuaumslunisasis
mé’ngwm%qﬂiz%’ﬂ&ﬁaﬁué’ummﬂaamﬁmmLLazamiauwaqm%uﬁaLLW%Q%WG‘TLL’;% waziiteln
fularwenauasifauduansavinulnglunadnsiignaowuandediols lasslunisasivaey
mmgﬂgmL.%ﬁmezﬁa}zLﬂuéawﬁﬂmwa%‘imaqmiﬁmuwawG?Ln%114mgmumimuaauuag
MTITOUAIINGNFBIYEITONEUIT (Software Verification and Validation)

¢ MINIUFIUAUGNFABIVBIYANAUIS (Software Verification) AnszuIUNITIUGDY

MeennwsIiauudulununudnvaraunsinslanureawsiidvualnsely

¢ N13939368UAIUYNABIVDIBONAWIS (Software Validation) 1T unszuIunIs

PIIIFBUNANTTNALITONALSTIARTLUTT I SILATIRBIM Tvesy LYvFe

SIB9TUHANNTNILABULALATITABUADINGNADIYBINITEBNUUUUALRALTONALIT A
Usznoulunlenan1sniuasy (verification) mwawaaummgﬂ{;m (validation) n1snaaeuly
aouiindn (In-house) warluanimiaaoufioztiluleanusds wieanmuanaeuiidaestusiaiion
anwnaoniorlsnuatneudwigeengnan samdsesuanamdngiudessinsiiuanduiiun
AANEIZIaNIzUIENALS (Software specification) TitvuadeaaaasfuAINLABINTTUDILY
wagInguazasanslsny uasterlawsiauntudulummermuaiame

ALLUZUN

a

nsLanIANdenAaasfuvenualanizluenasTnannIsdAgAvItuAuUsonf B LAY

ausIaULNITINIUVDNATBEeUNNY (Essential Principles) wugthluUjuRmumasgiuainadiiiui

gousu o JagUu wwu 11msg1u IEC 62304 Yafinund miunstinueanm simunwenutis
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gafianannee invlunisnaaeugenawsuazdililadunisunly (unresolved anomalies)
pesnnumuLazsiiumsunlalndeuses wmndalveinnata (anomalies) mﬁaaaﬂu%ﬂ&ltxs%
nas‘%’uﬁﬁuﬁwa%@)qu,ammawaﬁammaama&[,umsaau%’u%awam (Anomalies) ffanana (a1i)
ﬂiﬂj‘ﬁ‘lL’Jﬁlgsﬁl’uL%E]WE]WGTLL’J%IUi’]EJQ’luNaﬂ’]i‘ﬂ’maa‘uLLaSﬁli’sﬁ]ﬂaUﬂ’J’mgﬂgaﬂiﬁﬂaﬂﬂf;jEN
funesturewernuwsitusmvetunzdou aewhnisisuiisumuunnawessenaLsdes
eTTu ‘Wiyamu,ammeaﬁamLmamaiumiaam%’wamimaauﬁmén MetlmngeawIsaaos
Laagfﬁ"uﬁmmLmas{wﬁ’uaéwﬁﬁaﬁwﬁ’mawwg@jqﬁﬁmsmaawzjaw&nﬁlﬁmLﬁﬂuéauﬁwﬂs{wﬁ’u
NIBUUUUHANTNAGOURINAT?
garawasinIasilaunmefianunsalvenlaedounatunioslownne niaszuusugla nos
Ailsdsmsvhnusuiussmeenans warssuuinaniiimudedaundioaisty wazaed
mmmiLﬁaﬂlﬁﬁuiﬁ]dﬁmimaiau%aagaﬁ’mzwﬁL%awiaﬁwfuﬁmmﬁumﬂaamﬁauazﬁﬂizﬁw%mw
1.2 anudiuasUasademelaiuas (Cybersecurity)
w3oddiounmefidanuansalunisideunafussuudug (au Msideunslsans Sumesiin
viansideunanioie) GTENLLamwé’ﬂg’]uﬂ’ﬁ%’ﬂmmmﬁumﬂaamﬁ’aiemuagsumﬂ%aﬁauwwé
Fameluil
121 wwsnslumsinwmnuiuasasasonslaiues (Cybersecurity control
measures) Aivhunlay ;Jwﬁmmiﬁﬂﬁaﬁqmi%’ﬂmmmﬁumﬂaamﬁw’Niézj
LUDIRIUALS UNTDRNLULLAZTAULAS ellounme Tnedalndunnsnisi
ansasnwmulaeafanamnundomslsuesienainiy
122 msUssfiumnudemunssnuanutiuaclasadslowes éjmizqﬁqmm
Fesandoanaumslaues sudewedmnig q fonadmanszuneay
ﬂaamﬁ’mmﬁgﬂwLLazﬂisﬁm%mwmaam%ﬁauwmé LLazéjaqﬁmimuqu
mmLﬁ'mﬁLmﬂzamLﬁ@lﬁmwmﬁmﬁmﬁaaé (Residual Risk) a&ﬂuizé’uﬁ
pousule
123 wwusdunsesnemeiiios nszuiumsvienalnlumsWiszds msasavaey
wardanstudeanaumsleuesivineswiunsiidefifoanaiumidls
\esLinTy maammqmﬂ%&wwmLﬂ'%"aaﬁal,mwsj Tnsanzesaduiionsia
nunsinilaglulasueyan wiefivedlvufntundmaniunoonlig
Vomann
1.2.4 m’fﬂgmﬁmemamiwﬂaaw%amuaauﬂizﬁmﬁmwmaamﬂ%mmmﬂu
ﬂﬂﬁ”ﬂwﬂﬁnWaJﬁ,fUﬂﬂiJaamﬂvsJVlNl%LUE){ (Cybersecurity control

a o ! &
measures) I@ﬂLLﬁ@Q?WUagL@U@@QWQIUu
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(N) 519awLd8AIBN1INAARY (test methods) HANIINAABY (results) hazaguna
(conclusions)
(¥) WN3NTN15A5I980UE BUNSU (traceability matrix) 7 w@naAudUWUS
sgmnIdssauaniuasnd (security risks) 1man1stunisinwaam
Uaanse (security controls) Laznsnaae ULl oUsyuUsEANS AMnveenn sl
wnsnslunisinuanuasadomaniu
(M) 1 m3g1uTilea198e uazlenans SOPs nietenarsnigluuisnilyidy
mmgm%gumaumiﬂﬁﬁ’amu
swazBoafiuiuirfuredunnuarifunsaandeonslees (Cybersecurity) anunsaglalu
¥vef 8 - AnutunsUaeasemslaiues (Cybersecurity)
1.3 nsfuAsasdayadiuynAa (Personal Data Protection)
Lﬂga\‘iﬁj’e}LLWV]EI%@WGTLLU%ﬁGT@QﬁW%@Ha?{Duuﬂﬂa (Personal Data) %"%‘a%aagjaﬁw 0y
(Sensitive Information) ?Jaq;;ﬂwmﬂizmama G?aﬁmﬁ']LLmumﬁmﬂﬁﬁagaéauqma 1w Data 1
Sofumearlsuns lasidy Data Controller, Data Process, Consent Jumu Fmdnnisnesaenaass
pudi fvunlunse e ydfauaseseyadinyana w.e. 2562 (Usenialy 1 8.8, 65) uas
Wiziwﬂ’ﬁgzﬁaqmmwwwa W.A. 2550
2. nangruneadiin (clinical evidence)

v

WUULNE1T clinical evaluation report WiKAU clinical data M1LAEIUDY MDILAAINGNNTT

o v a

drdingIvesdmiumsussiliunsaiiinveaniedieunny lnguseiluain ussanynsundeguad
2 ¢ ¥ aa L. . A A A a o oA g Y]
399N Uszaunsaun1slenieadiln (Clinical experience) Yatiasasllownmeviafeiiunionatsiu
w3olaan13duaiunieadin (Clinical investigation) ¥4 n1sdvalunisaddnidudedndunga
o v a4 A ‘ = = a4 A ¢l ¢ ¥ aa ¥ = '
dmsuiesesliaunneUssinnanudedsas vsewseslounmeniivssaunisaunislineedidnuesviely
IS ¢ ¥ aa
fuszaunsunislannendiln
ALyl
wuziuiRaunmsprvanafiiiuiisensu i Jaqiu wu Meddev 2.7/1 w3au1nsgu
A A a ! a v ¥ a - s s s ' ¥
uNMeUmNT wazliled91n Output M ln1NLAT edlounng BaNALITILDY IUFULUUVDIUBYA
(Information) 1111 FLANANAINLATOINBLNNE DU N15UTEIHUNI9AALN (Clinical Evaluation)
o [y a & s s e ¥ a Y & ¥ ! Y A ! Y] o %
dmuinIasllounnegannuisTmesiansuniveyauulvammunglovsely nangiunlylunis
Usziliunendin veswennuisusenoumeveya fnaluil
1. Anuduiusniendiiniignaes (Valid Clinical Association) L0un15Useiiiuin Output
NYNRLIT (WU WUIFR (concept) VaaU (conclusion) M3aN15ANUIU (calculations))

v =

WS AUaNIENINES TInemsoanenerdinfiyananglmiely Aruduiusainan
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dulumamdninns vieduiivensulumenatinuielu Tasenaussidiuanussanynsy
fifloguan g1uTeyaVIINIMAnTTieIINMIANYIMeRATn iusy
2. msmmaaummqﬂmyawﬁﬁmiwﬁ (Analytical Validation) 1Jun135ns39deu
ATEINInYasTeNALATlUNTATIe Output ﬁs?aamsiﬁua&hagm;fm wiug wazidedie
o mﬂsduazga Input fivouwnly %aémammmiamwaaummgﬂéfaqL%ﬁmiwzﬁlﬁumﬂ
ms‘muaauLLasmwaaummqﬂmyaqsuawamﬁmg (Software Verification and
Validation) Tunszuaunisesniuumasinn o

3. mmm%aummgﬂ&gljmmmaﬁﬂ (Clinical Validation) 1Jun1smsisgeummiuaunsalu
mﬂﬁwaé’w%ﬁgﬂﬁ%q wiugh uandedeln assringuszasaiiyemngludethllams
ﬂaﬁﬂﬁuéﬂwﬁﬂuﬂﬁmﬁmma ;gmamé’fmmnaauiﬁ’mqﬂwmémﬂ%mwuaasaaw&n%
U n13fanses Ananu videidadelseiuliaumnga uasdiusyAvsnmeeddniag
nsUsziliuaull (sensitivity) AU (specificity) mmﬁwmﬁuﬁﬁgﬂwamﬂukﬂ
tusiadlonismsialumauan (positive predictive values) mmﬁwmﬂuﬁﬁgmﬂﬂﬁlﬂu
Tspfud ensnsaalvmaiduay (negative predictive values) 1unu Imamyayﬁmi
mmaaummgﬂgmmmﬁﬁﬂmammﬂmsﬁﬂmmqﬂﬁﬁﬂ (Clinical Studies) #3830
Lméasgagaﬁlu

n13ianuIIANNgNsu (Use of existing bibliography)

ATULUA T IMIAT9TIUNTIY YTeUTIYNT] BauveskAnsmlvensdafieatiuayy
UsyAvEninuazanuvaeads visanynsuilyordemsduussuynsufiensianzaniuaiesle
unneuazdariiauEduLan (Chronological order) mstdonussanynsuiimangauuazdudagsu
Tunsluduionansensds

AsduAuMANg N IMadeulsEAvSuansndinvenadssdiounnefisiunislulsene

W30M1913 M 19UTENA §9919U1NUNANUNITVINTARLT eI nUmILLazlaSun1sARUmN

L4
[ a

(Peerreviewed scientific literature) M illonansvang uAisusenounie Inguszasa I5a1duns

o3

= a = aa da Y} a Y o A A i
NANISANY 8AUTY LLagaéﬂmﬁﬂqﬁﬁﬂﬁqwqﬂﬂaUﬂwuﬂ'ﬁqlleﬁﬂL"\]ULLagLﬂ'EJ’JGUENﬂ‘ULﬂiENlI@LLWV]U

7. 1@N815N15A51LIIA13ILEBS (Risk Analysis)

KUINNIFTIAY

TndnvhlusUuuuresssnunsdanisauidies (Risk Management Report) TngUfoAn1uanmsg

ISO 14971:2019 Medical Devices - Application of Risk management to Medical Devices Taun
7.1 LLNuﬂ’lﬁﬁﬂﬂ’]’iﬂmm?ﬁJﬂ (risk management plan)

7.2 AN5NNTINNNTAIULEL (risk evaluation)

7.3 S189UNNTIANITAMALEDS (risk management report)
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(1) 4HUN133ANIIALALS UTENBUAIVBULIATBINITIANITANLEE0E luTunoUlAv91I99T TN

a

¢ 1

(life cycle) veunIasilaunny Tnquszasamsluiazsngazdennisvineuveuasotownmng wund

ANNSUAATDUUDINUIIUNTITTANTITAMNLEDS Lneunlun158ausUAMNLIEDY WU TUun1S5IUTIU

Y93 alunTTuUIUNITHA ALALAENINTEUIUNITHA A (production and post- production

information)

Category Frequency Evaluation
Frequent  [Greater than 1in 10 devices or uses 8
Probabdle tin 1010 1 in 100 devices or uses 7
QOccasienal |1 in 10010 1 in 1,000 devices or uses 6
1 in 1,000 t 1 in 10,000 devices or uses 5
Remote
1 in 10,000 fo 1 in 50,000 devices or uses 4
1 in 50,000 1o 1 in 500000 devices of 3
. ses
Improdadla
1 in 500,000 to 1 in 1,000,000 devices or 2
‘ uses
1r Increditle  Less than 1in 1,000,000 devices or uses 1

Common terms

Possible description

Catastrophic

Resuits in patient death

Critical

injury

Results In permanent imparment or life-threatening

Serious

medical intervention

Rosults in Injury or impairment requiring peofessicnal

Minor

Results In temporary injury or impaim
professional medical intervention

ent not requiring

Negigivie

{lnconvon once or temporary discomfort

PO
N W s o N

-

Category

Frequency

Evaluation

Frequent

Greater than 1 in 10 devices or uses

8

Probabla

{tin 10 %0 1in 100 devices or uses

Occaslonal

i1 in 100 40 1in 1,000 devices or uses

Remoee

ﬁ in 1,000 to tin 10,000 davices or usss

{1 In 10,000 %o 1 1n 50.000 devices or uses

o |ln|lom |~

Improbzbla

1 in 50,000 %o 1 n 500,000 devices of
yses

i1 in 500,000 to 1in 1,000,000 devices o
uses

2

Incredible

Less then 1 In 1,000,000 devices or uses
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(2) 11314A1FIANTIIAMILELY UTLNDUAIWAITIATIERAIIULEBN (risk analysis) NsUsELUAIMLES

(risk evaluation) N13AIUANAIULE & (risk control) (018) N1sUsTITUAINLA BN aUF oY
(residual risk evaluation) (a131) n1sUsELuANEBIvaavdeselngsiu (overall residual risk

evaluation) (a13)

Harm Hazard 5 P E Counter
measure(s)
H_1: Z_1: 3 2 ALARP
g2 3 A MNACC
i 3 3 MNACC

H_2: £ 4 3 2 ALARP

S: severity; P: probabillity; E: evaluation

(3) $1891UN5IANTTANMLEEY UTENauAl8AanNTIUA1TIANITAMNLEBIlATIATUNIUAIL LEUNNT

Y = 8 = ! . . ; i vy ¥
FaNsANEes ANLAsIvardesylaesn (overall residual risk) sglununiiseusule & seuy
NITIUTIVBYaIlUNTFUIUNITHEALAEAEVRINTEUIUNTHAR (production and postproduction

information)

8. lananuansYauazinsvasanunanATasiaunnd uazdayanisnanniadiaunndvsa

S18ASLDYALINVDINANNUN

lyuuveya manufacturing process @49133AvTugULUULKUEY (flow chart) Ingaznasdveya
Aanaluil
- YaiATeilaunmy
' A oA c Y A
- JUvBNATRaUNYY (A1)
= g Y a a4 oA  a A a Y =
- POUAZANUNAIVDINER MNLATBILDUNNENTNIINADUTHAANAIBUNS ABITEUTOUAY
NAIYDIANTUTINGANNUAIVDIUARENTLUIUNIHER
- Flow chart wanIn1MsIue89NTEUIUNITHAR N1SAIUAL N15UTENDU (assembly) N3

nagau finished product N15U559 N13ARRAIN N15LALTIEY NMsilnusimnie (ad) uas

NSEUIUNTIINGIVRY WarT1UaEiBYnYayanIsHEN lULAENTEUIUNTT
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9. LPNESLENIITNISNIANY NSV IRAUENIN HIBNISVIAVDUFENLNAVUNVAINS LY (13)

LUININITINN
LUULBNANTAINHHAANTOIVDINERS NMVIToLNA S AUIAT0eiawnmE 138 user manual
795U135n1159a18 NMSYMINAUAN TN KIBN1SVINVBNALNLANTUN1ENAINTT LY

- nsallaidl uszyn No

¥
= o

Adaq o o yay =) (% a A a ¥ ¥ a
- ASANITNIYINANY MsvlwauanIn nIen1sTInUeLdElAnTuNraINISlY Tnedune

10. sH03UTAIITUUAMNINNIIHER ISO/GMP

nsdidunsealounnelulssmagndnvsenvamdndun nuuudmisdeiusesnaunin
NSHAR ISO 13485 %38 GMP LATilalNyY
LBNETUUY
v A v a ¥ IS a o ! lej
wilsFeuTetTEUUANAMNMINGARNl T1eazdundnaluil
(1) Youuan Usenau n38UT5q UaTAnIUNAS
(2) vour e Useian vTevtinvenIeilounefnannadin1sna1iivuaosownneninesns
R
Funzleu
(3) 918U0IN1TTUTDITLUUAMNINTHERT I Enaey Tunsaliilusidmuanaiseuly wilsde

Fuseaswwosaaniwalluiy 2 J dukniuiiasn
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11. “9H85U5099M0USLE9AN5 LY FaUbY N15USTY NU9EB5UTBIRAN kazASN15Ig91uvas

Y a

NHNANS8L1VBINANNM (Declaration Letter)

K

WUININTTIATN
%’mﬁmﬁ’a?{a%’usaﬁmqﬂizaqﬁmﬂ% vously NSUSIY wﬁaﬁa%’maqamﬂLLaﬁ%‘mﬂ%mumaqp;mﬁm
viemomanian Aneazdeaidemmuuuiesuvemesmunziaiosiiounny

- szyTewnd esflounng venauas (3audanesduveswenaulsie udve) wazgUnsalasy
(accessories) naiftszylalumanesnens MEM Wesuynsienis nnifesunedatesulvasuyninens

- nadlgunsniaiy (accessories) figmssiuauann axdnhmenmaduenaisuuuila taelv
ismﬁ AIULBNETLUY (see attachment)

A18t19 Template ildasusasdngussasansly davusld n1sussy uilsdesusasaainuas

ad ¥ Y a ! 14 a (% '3
'JSﬂ’]'ﬂ‘lN’]Uﬂl'e]\‘iE&Naﬂﬂ’ia LITUVBDINARNEUN

Declaration Letter
[To be printed on Company Letterhead of Applicant or Legal manufacturer or Product Owner]
Medical Devices Control Division
Thai Food and Drug Administration
Ministry of Public Health
[Date]
Dear Sir/Madam,
l, [name of Applicant or Legal manufacturer or Product Owner], as the Applicant or Legal

manufacturer or Product Owner of the medical device(s) stated below, hereby to certified that;

[List containing product names medical devices] ——» syyTenanAumuas sadue

LazLI0ITUYDIEONALLIT

All aspects of device quality including intended use, indication, packaging, labelling, instruction
for use, for supply in Thailand are identical as that approved by the reference agency.

Yours Sincerely,

[Signature] spymuABLAn ey anan Sy
[Full Name and Title of Senior Company Official] peUsEIne iU Us FoA idumu
[Company stamp]

wnlaifinsdmendndaeinusemdalaime  daunsaiatuuseleaiiludeyanadaiiaaselsd
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12. 9805 UTOEANIUTEIRNTTIINUNY AUN. VBSHNANKSBLI1VBINANAME] (Marketing History

Declaration Template)

WUININTTIANN
SovhmidadouanatseiAnisdmune auw. vosrAavudeiwesndnsunidssazdenideviay
LUUNDTLYDINDIATUANIATBITTOUINY WazseyTonAndumiinssiudendnsdum uay accessories lu
518N ITEM Asunna1ems (raudessyefturesvonsiiasidusme)

- wnluanansaladerdnsaslaasunnsenislusuuresy esmndsenmadusiuunnly
wwgammdwmmaﬂamt,uu (see attachment)

- winilyuredladesuluasuynaens
79819 Template wilidaTusauansseiinsinuig AN, YalnEnIaIdNYa AN

Marketing History Declaration Template
[To be printed on Company Letterhead of Applicant or Legal manufacturer or Product Owner]

Medical Devices Control Division

Thai Food and Drug Administration syyUssmaiiingd ungfounielasy
Ministry of Public Health
[Date]

Dear Sir/Madam,

l, [name of Applicant or Legal manufacturer or Product Owner], as the Applicant or Legal

DUIAHARS IR STUNEL T

manufacturer or Product Owner of the medical device(s) stated below, hereby declare that
the medical devices have been marketed in the independent reference regulatory agencies’

jurisdictions for at least one year. The first dates of market introduction in

[jurisdiction/country] was [mm/yyyy] respectively
This declaration shall apply to the following medical device(s):
[List containing product names of medical devices]

l, the Applicant or Legal manufacturer or Product Owner, am awarg that making a declaration
which | know to be false is an offence under the Medical Device Act (B.E.2008), Medical
Device Act (2" edition B.E.2562) and other applicable laws that may be in forced. |
acknowledge that any non-compliance with any registration cond|tion issued by the Thai

Food and Drug Administration in relation to medical devices regisfered with the Medical

Device Control Division may result in the suspension or cancellat®n of the medical devices

registration.

- syuiewd Minsd unuidounsolasusugin
Yours Sincerely, g / i°o

[Sienature] nAnSunnaINsTUNZITeU

[Full Name and Title of Senior Company Official]
[Company stamp]
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13. #9E95UTDILENIAIUUADNABVDIHNANNTBLIN VD INANAMN (Safety Declaration
Template)

WUININITININ
Favimidedesuseuansaulaonfevosy uinuielnvesninsunidssazfoadoniniy
LUUNDTLYDINDIATUANIATBITTOUNNY WazsryTonAndumiinssiudendnsdum uay accessories lu
w3183 ITEM TAsunns1oms (Taudessyne ftuyesveonsiasiduse)

- winluanasaladerdnsuslansunnaenislusuuesy esndsenadusiuuanly
qugammdwmmaﬂammu (see attachment)

- minfiqumedladesuluasunnsenis
f79e19 Template wilidasUTDILEAIANUABASYDIINANTOIIIVDINEATUI

Safety Declaration Template
[To be printed on Company Letterhead of Applicant or Legal manufacturer or Product Owner]

Medical Devices Control Division

Thai Food and Drug Administration
Ministry of Public Health

[Date] %ayaﬁwum1mJaa@ﬁmamé‘mﬁmeﬁﬁgaamiﬂﬁwzLﬁ'au
Dear Sir/Madam,

l, [name of Applicant or Legal manufacturer|or Product Owner], as the Applicant or Legal manufacturer or Product

1Y P N < ¥ [ "o N
iSQ’J‘H/LﬂE}‘H/ﬂ VI@Jﬂ’]iLﬂU‘U@yjaa’m’ﬁau‘lMﬂNﬁﬂizﬁﬂﬂLLa%

Owner of the medical device(s) stated below, hereby declare that there are no safety issues globally associated

with the use of the medical device(s) wheh used as intended by the Product Owner, in the last one year from

[dd/mm/yyyyi:
( aéwﬁuﬁ%ﬂ?ammalusziaq’iﬂaif) No reported deaths;

( EJEﬁﬁm‘ﬁLﬂ%wmﬂu‘ﬁaﬁwﬁ) No reported serious deterioration in the state of health! of any person; and

( aéﬂﬁuﬁﬂlﬂ%"awmsﬂuﬁahwﬁ) No open field safety corrective actions (including recalls) at the point of submission
of this application.

This declaration is made with respect to the following medical device(s).

[List containing product names of medical devices]

l, the Applicant or Legal manufacturer or Product Owner, am aware that making a declaration which | know to be
false is an offence under the Medical Device Act (B.E.2008), Medical Device Act (2" edition B.E.2562) and other
applicable laws that may be in forced. | acknowledge that any non-compliance with any registration condition
issued by the Thai Food and Drug Administration in relation to medical devices registered with the Medical Device
Control Division may result in the suspension or cancellation of the medical devices registration.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Official]

[Company stamp]

! Serious deterioration in the state of health, in relation to a person means: (a) a life-threatening illness or injury
suffered by that person; (b) a permanent impairment of a bodily function of that person; (c) any permanent damage
to any part of that person’s body; or (d) a condition requiring medical or surgical intervention to prevent any such

permanent impairment or damage.
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14. wilsdaiusainlnuEanAfaIvaInanfiuIINgnanTaIdnvaInantu (Declaration of

conformity)

KUINNIFANII

A1 Declaration of conformity Afiswazidondenmunuunesy Declaration of conformity
Template mamamauqmm%aﬁauwmé LLazizq%amamﬁm% LeY accessories 1um§13wms ITEM
asunnens (saudsssyiiosduyeroniuasiduame)

- mﬂi@iaﬂmiﬂé%amamﬁmﬁgﬂiwﬂiﬂsmﬂul,wuwgﬁm \asniisrensiusiuauannly
iuUSUE]ﬂ’J’liJ’J’lGI’]ﬁ,JLE]ﬂa’l'iLLuU (see attachment)
- mﬂmumaﬂmﬁasu’mmwmwEJms
- mmﬂumamm%mLﬂumamm%ﬂammmnuuaﬂ%mmmummﬂu #111505% insua
nanSmmunadly Declaration of conformity 1 atule
718814 Template Declaration of conformity

DECLARATION OF CONFORMITY
[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]
We, [name of Product Owner or Physical Manufacturer], as the [Product Owner or Physical Manufacturer],
hereby declare that the below mentioned devices have been classified according to the classification rules
and conform to the Essential Principles for Safety and Performance as laid out in the Medical Device
Regulations in Thailand according to the Medical Device Act B.E. 2551 (2008) and the amended Medical
Device Act B.E. 2562 (2019), 2nd edition.

Name and Address of Product Owner:

< Product Owner who is responsible for medical device according to the definition of ASEAN Agreement
on Medical Device Directive >

Name and Address of Physical Manufacturer:

< Physical Manufacturer who performs the activity of manufacture >
Name and Address of Authorized Representative:

< Local authorized representative responsible for placing the medical device on the markeg of Thailand>
Medical Device(s):

< e.g. product name and model number>
Risk Classification: e.g. Class ..., rule .... Manufacturer 984 main product

< Class of Device according to the classification rule, and the rule used to determine the classification>

QMS fee5EYTILaTLauAYe Physical

Quality Management System Certificate: (for Physical Manufacturer) «

< Certification Body and Certificate Number, issue date, expiry date>

Standards Applied: (for Medical Devices)

< International standards; OR Regional Standard; OR See Attached Schedule for multiple standards >
This declaration of conformity is valid from <Day Month Year>

Authorized Signatory:

Name, Position Date
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o/ ]

Arag19nsgunldlunisszyiiade Standard applied
1. 19IPIUINUSEYRRIPRRUARNYe ARz veaNansinm luludendisanssgiulannsg e,

Tvaunasgiuansansaeuuwiadle

3. mmig’mﬁ'izymaﬁmua’mmuﬁﬂﬁﬂgslumi’m Essential Principle / Essential Requirement

[ Fragraunasgiuvanaiasdonnndussinneonuas ]
LAYNINTF U FounTFIU
Medical devices -- Quality management systems -- Requirements for
ISO 13485
regulatory purposes
ISO 14971 Medical devices -- Application of risk management to medical devices
IEC 82304-1 Health software - Part 1: General requirements for product safety
IEC 62304 Medical device software - Software life cycle processes
Application of risk management for IT-networks incorporating medical
devices — Part 1: Safety, effectiveness and security in the
IEC 80001-1
implementation and use of connected medical devices or connected
health software
ISO 27001 Information security management
Information technology — Security techniques — Code of practice for
ISO 27017
information security controls
ISO 27018 Cloud privacy protection

EN 62304:2006 Medical device software — Software lifecycle processes

Medical devices - Application of usability engineering to medical

EN 62366

devices (IEC 62366:2007)

Clinical Investigation of Medical Devices for Human Subjects — Good
ISO 14155

Clinical Practices
EN 82304-1 Health Software - Part 1: General Requirements for Product Safety
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15. @na1suanuseInn1svunsitsulusisuseme

WUININTTIATN
- dunluiusewFenidouaninsiuiunsilowiesug v muneesediounneglulseme

aNy
- uwunangiulususems enmisdeuanin1ssudunsifouns ooy 1nninedmuienseslle
wingluysenanieg auiiensdddumelseifnisiasuveygnluitveunasiiniesiie

WNY (executive summary) 11ln#ASU

List of regulatory approval or marketing clearance obtained and commercial marketing history

Reference Intended Indications Date of Launch Evidence
agency use approval or date
marketing
clearance

Evidence: 53y aLonansuaziavi
wna1si byt unangiunisla sy

DUNN Lszfu EC Certificate No. XXXX
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16. Ni93a18UBIUIINLI1VRINARN U LA TuAwnY TunsdliuA1vatLdaSasiiannne

(Letter of Authorization for Authorized Representatives)

LUINIINTITIANIN
TN Letter of authorization N1 4518810 9AN LY 8N IMULUUNDS Y Letter of Authorization
Template U84NDIAIVALLAT I OUNNY WALTEYTBNAATUNUAY accessories TunNUITIENTT ITEM

NATUNNIIENTT (FIWDTEULIDTTUYIYONEUITTIEUAIVE)

- ‘mﬂluaftmsdatjawaGmmsmimmuwmwmﬁutmumiu esniisensidusiuauann
IWSUUGU’EJWJ’]@J’J’]G]’]ML@ﬂﬁ’ﬁLL‘U‘U (see attachment)
- mﬂmumaﬂasaaiuimswmwmi
- mmﬂuwamﬂm%‘v]Lﬂumamﬂamﬂam@mﬂuttay%mmmum&nﬂu mmsmumwma
Namﬂm%m‘wmaﬂu Letter of Authorization 1 QU‘U%
f18814 Template Letter of authorization

Letter of Authorization for Authorized Representatives
[To be printed on Company Letterhead of Product Owner]
Medical Device Control Division
Thai Food and Drug Administration

Ministry of Public Health

[Date] izy%amaamm%’waué’mw
Dear Sir/Madam,

Subject: Letter of Authorization for [name of Registrant]

We, [name of Product Owner], as the Product Owner, hereby authorize [name of Registrant], as the Registrant to prepare and submit
applications for the evaluation and registration of medical devices to the Thai Food and Drug Administration on our behalf.

This authorization shall apply to the following medical devices:

[product names and model number of medical devices]

We also authorize [name of Registrant] to make declarations and to submit documents on our behalf, regarding the above medical
devices, in support of this application. These declarations and submissions are made pursuant to the requirements of the Medical Device
Act B.E. 2551 (2008), the amended Medical Device Act B.E. 2562 (2nd edition) and any other applicable laws that may also be in force.
This authorization shall remain in effect until our notification to the Thai Food and Drug Administration in writing that the authorization
is revoked.

We undertake to provide post-market support and assistance to the Registrant as may be required in relation to any matter involving
the above medical devices.

We acknowledge that any non-compliance with any registration condition issued by the Thai Food and Drug Administration in relation
to medical devices registered with the Medical Device Control Division may result in the suspension or cancellation of the medical device
registration.

We agree to assist the Thai Food and Drug Administration with any request for information on the above medical devices.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Official]

[Company stamp]
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17. 19NETUAAITIENTISIATAINDUNNENTINNEY UALTUIUNANAVIINTITIINNGULATDIEDUNNE
(&)

WUINNITINYIN

4111303V NBNAITLAAITIENITLAT DAL BLNNET TIUNAN WATTUILUANATDINITTIUNANATED

wnne (013) Ien1snANIusEUY E-submission uanantlanunsathveyazuiuunissiunguiniinisiy

dy a a (% ! ¥
Yungifvundnduninreuseneanuuule
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s P

n1svunzilsuAIasliaunndniilyynussivg

3
vié’ﬂmﬂumiﬁﬂﬁ’uaLLaLﬂ%"aaﬁaLLW%éﬁﬁﬂm@wﬂisawﬁ (A-MD) 3giinsiiuguasnuae
Ferfuiaiosiounmesenauas unoradiveyaamefinosfinnsaifisidy wu arwaimsalunis
Fouzos19neiileq (continuous learning) T¥AUNITAILTINYBINYBE (Human intervention)
nsaoulanaa nmaUsuUssluaa idum
AanssuisnundiABavestuniseanuuy n1swam n1saeuluing N1Ms19d0U kagn5L
AML Wl mssidumsnglassuuiimsnuaunmaiasdiounns 1SO 13485

ATWSIUNTZUIUNITNAIUILATDINBLLNNEG Al/ML

Device Development Quzlity Management System

Training Dataset
Model Selection,
=) Training, Tuning and
Maintenance

Performance and
4 Clinical Evaluation

Labelling

Validation Dataset |

Data selection and Management

3 :
3 i i
._E - Al medical device i
» : deployed I
.% 1 ]
] 1 1
P 1 1
i\ ! [ | !
| Perf i
erformance
¢mm | Real world dat
1 Monitoring and Tracking 1 =alworld data
]
I

1
\ Process Control 1
I — ! Y,

Device Deployment and Implementation

nsaltasaslounwndyndl Artificial Intelligence/Machine Learning (AI/ML) faeiis18azLiden
WaLAnAsRa Ul
% NTUAENNTITUELA A 1 aglulendns... au....

1. seazdeadeyanlouliivendulsuszuiana (input data)

[ \ SaMD Algorithm

SaMD inputs SaMD outputs
mgorithm, Inference engine,
o) Lo
(Lab results, Image > Model based logic, etc. outputs
medical device data, (Inform, Drive,
Physiological status, k Diagnose, Treat)
Symptoms, etc.)

) AN

r

Reference data,

Knowledge base,

\_ ) R
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oSueTLazBunuazvafuaazdmiuTeya Input flazdeululnvennuisuszanana
1109910 AI/ML 75’1LﬂHGTE]ﬂ%‘?T@HﬁIUﬂ’]iUi%N’JaNa %Qﬂ]}agaawa@ugmwwaLLaU (Lab results)
ATNVNINITUNNE (diagnostic images) é’agz:gmmaa‘%ﬁmwaaéwﬂw (physiological signals) 1Uu
A ;gﬁ’mm?quaqﬁmiﬁmuwé’nLﬂmeﬁiumiﬁmﬁaﬂ%azﬂa Input 1Yy Uizmwuaqsgaga AMATNYB
ﬂzj"agaﬁmmzau dieln AL annsovhadlnesnsiivssvsnmaudmaneditmun

ﬂiﬂjﬁ%auuaﬁ?ugmmums‘dismawa‘gﬁ);ﬂa (Pre-processing) ﬁauﬂﬂﬂl{f Lﬁtfu image resizing
signal pre-processing AB383 U ENTzUILTINATIIMSAIY WgauiﬁLwamaﬁaﬂmmﬁLﬂuﬁéluaﬂ%mi

Useananaveya (Pre-processing) AeNaN

Megd veyalauly weraws Al dwsunieitdadelse lsavasnidenauesviiniionsenluaues
(Hemorrhagic Stroke) Avualndunmdnaisereuiamesvesaiudsye (Non-contrast CT

(NCCT)) vestae7g 20 Fuld gunuulvia DICOM fvnsrfimesdaneluil

Orientation AXIAL
Slice spacing <5 mm
Matrix size 512 x 512
Slice thickness 5 mm

Number of slices 20 - 30
Kernels Soft tissue

wnewe: sadlulynmdnasepeuiamesveaiuaiveuasUie Traumatic Brain Injury (TBI)

2. Mgazieayndoayanldlunszurunisiam Al

yavaya (Dataset) Mlvlunszurunisiamn Al laun
1. ypveyailylunisaeulua (Training Data)
2. yaveyanlylunisnriaaeulina/Usuuns luea (Validation Data/Tuning Data)

3. ynveyailylunisveaauluwa (Testing Data) Wugevayadilulunisnaaeudszdnsnm

vastunanauin lulyau

[ DATASET }

Training Dataset Validation Dataset Testing Dataset

\ \ \

( \ \ \
[ TRAIN I VALIDATION I TEST }
Train Models Validate Models Evaluate Model
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oSuneTBunasian 1uau LLaxﬁﬂHmzﬂaﬂﬁﬂ%ﬁl;ﬂalgLLf{ Training data, Validation data
uay Testing dada nsoslmvgraludesanufisamonazarumnzanvesgnvoya (dataset) 7
Fanly

oduTwazBennsruaunslunsinieueya wu AnidenteyaiifnmaudRasannm
ulunai e ﬂ’]i'ﬁzqﬂizl,ﬂwuaqsﬁjayja (Data Labelling) el AlML mmaa%’ugﬂmwma
vowayalavensgnmes maunlwiednnsaweyaiilugnaeseoniy (Data Cleansing)
NUELIS)
* qpayaihianlslunszuiumsiaun Al mesiilsitonfivestoya (Data Bias) aodlwihilanueyad
AnNMaNAvaNe wazaseuAguynnauUszansiaglueudedludingulanguvils
* apmayaiislumavnasuluing (Testing Data) nouduynvayaiilaugniu Training Dataset was

Validation Dataset uazaisiduiunuvesveyaiivannvaneiiielnaseunguingUssasanislyay

'
a

Lazanzeadiniazthluly 1wy

- ﬁmmwmmﬁmsmaqﬁaa&aﬂizmﬂm (mmmazﬁaw‘%aLﬂuéf’;l,musz’fazgamawizmm
ﬂﬁjmﬂwmw

- IAMUVAINTANYVDIVUNA G?’WLmﬁx‘iLLaz‘g‘ULL‘UUGU’lelﬁ’eJEJIiﬂ

- fmmmainvanees Protocol filglunismeamfiuveya tunu

3. foyaluna AVML Tumaiivhanlday

oS uressazifenluing A/ML fitunly Testing Data wsouuanugnalunsdenly
Tuwna A/ML anan 93Ut Metrics Midenlalunisuseiiuluma (wu classification accuracy,
confusion matrix, logarithmic loss, area under curve (AUQ)) SuDHan1sUsEUlLLAA
4. %’agaammuwm Al [1u accuracy, sensitivity, specificity]

iﬂﬂaz@ﬂmua;gaamiauwm Al s?aqﬁ%a;gaé’wialﬂﬁ

- msfmunnaslunsgeniu (Performance Criteria) w%ﬁmuﬂﬂma‘”ﬂwmzoﬁymammuz
(Performance Specification)

- Gz]uazga Test Protocol wag Test Report TUNMINILABULALATIRAEUINTaALITANTIOLE
piismnly

- M3Usziliunemaiin (Clinical Evaluation) mﬂmimmmmﬁﬁagjué}a yioanuszaunisnl
n1slamnanddin (clinical experience) vaairasiiownmoriiniierfunionatsiu wielnonsfinw
n19padn (clinical studies)
5. 9aya Clinical Workflow

oSuretuneunsUfTRMuTLusdnsunisleau AVML Aaunty nisdmadilaain

gonawastuly iielnglyaunsalynuaiediounmelassnamneay sudwanslndudanisiiai
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'ﬁlamaqmwéiumimuqmmiv‘f’mw%a nsdadulaves A/ML (human-in the-loop) nduneuladi
posfluyuaIIRenTeazin szl
6. FayadunouIaUNUNTT re-training model (15
afunsunulun1sUTUUTalIea (re-training model) Tngagmoauanstsauioseuluns
Sanyavoyailylumsaeuluina (Training Data)
mmsama’-ﬂaa‘uLaﬂmswé’ﬂgmﬂszﬂaumiﬁuﬁwa"l,c;mﬂ checklist full ST vuiiulen

NDIAIUALLATOILBUNNY
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4. wuUIN9NISHAbUUATURUAY

= ¥ o ¢ K a a' " I3 ‘¢ A A
ansofnwleamundninamnisunluvasuwdasufiwewnstudulennesauauniodls
WWE S18aztdeanIn https://medical.fda.moph.go.th/product/rules-for-amendments
seAuveInsUasuLUas wuadu 2 seeu
- Major change wasnsunluUdsuiiassenauisiilnanaussous Ussdnsninuazainy
Unoade TnnUseaann1sleanu 1audly F9en9amdetmgneuanysediu lawn
% ¥ ! yd‘ yo./ va ¥ A QI a ¥ ! i ! dl‘ s td
A wnlvweuvddaiilasuniseydfuad wie Wniuveudlyln o ngenauasiinig
d' d' ! ' -] £ a wa = d‘ v
WasuuUas Niasuananalnnismuaunisyiaumantunisufiinu uagniailasuwdasdnuaenis
DONUUUVDILATOIDUNNY LU
* finnsasuuuas features #30 software application 1@Nanen15INNY U301
Hai%e
* imsdsunlawennuwisiieUsulse danesnuamanan1idady ¥5en155nw
* {insildsunyasrnawlslaalius oanTE UUNITLANADU FIENNANTENUABNITSNYI
V09 {UE
* inswasunlasgeannuwisiisudenisldsuilasssuudiuinis Wewseuiieuiy
software Junauvuannzdeulmsely
* InsasunlaonnlITNAINaNTENUABNITANLANATDILBUNNELAINBLMAANS
‘NI aa U Gl 2
WAy UL UAINANTIUIRY AIBINTN
LONEITUUUUTZNDUAIVD
* ydngunsiasueudiinisiiuviseunluveusly veswdndamainrulIsuniiugwLa
A oA S ! Y o
wsesllownnelumsuseinea (and)
* QA1NLAZLENAITAIAULATONNOLNNENHNT WaAsULUaIWIaw highlight uag aain
wazionans AMiuiasesllewnneaduaiga (Jedu)
* Declaration of conformity (a1in1siasuwdas ansgrunlslunismaaeuningdom)
(ludadiu)
® Summary verification and validation L% % Summary of software changes,
Overview of all verification, validation, and testing, Summary all unresolved anomalies in the
release version of the software, Evidence to demonstrate that the software issue has been

resolved , Updated Clnical Evaluation Report Lﬂu(;llu

* (Clinical Evidence (U%A)
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v A

o midotuainsneazdunUdsuutar @uasinfinsudsuwlacerlsthe)

d LLﬂ%LSULﬂg’EJuLLUaQ%E]ﬁ’MUQLQW’]SSUENLﬂ%@ﬂﬁ@LLWVIéﬁﬁﬂ’liLﬂgEJuLLUa\ﬁ;usUENGUE]WG;LL’J'g
RRTAR TR
LBNAITHUUUTENDUAIUD

* aanuazienasmiuaiesiieunmefiing WasuuUamsen highlight kag aa1n
uazienans Miuiasesleunmdatuaan ()

* Device verification and validation wu Summary of software changes, Overview
of all verification, validation, and testing, Summary all unresolved anomalies in the release
version of the software, Evidence to demonstrate that the software issue has been resolved

* Risk Analysis (U3AU)

® Clinical Evidence (Iaiﬁﬂﬁu)

* YormunewzTeHanSa (Product specification) (UsA)

o whdetuaimseazdendisudas @uwasihiimsaeunlaseslste)

Minor change yoansunluasuulasgonnudsiluinaneaussaus Ussavianmuazaany
Uaenste Tguszasamslanu veudly loun
QO nswasuulawenaus [La‘wwsmmfﬁﬁuLﬂﬁauLLﬂaaﬁlﬁﬂﬁswuéaﬂizﬁw%mwuazmm
Uaoadevauadesiiownme]

o ganuasiinisunte error #lufinsiia vuniinsvieulng wazludswanoain
Uaenasdy uasduluiflevlmAnmahaunuanauifamsissyl

e gaNpusATinaIUAs LA AEnTeq f‘ﬁ’umsﬁwmumaﬂqﬂﬂsajﬁu 7 Allueesile
WY L LASeeRumN

* gorlAuasiTnITUABuLUAS interface 71 Usingaeklalngludwmananisidads vie
ns¥nvvenAsesiiounmoty iunu
PNEITHUUUTENDUAIYD

o wdngrunslasvoudininfiunieunluvously YowAnFumNs Ui fugLa
widesilo wimelusmaUszne (@i

* aanuaztenansiiulAs sadlownme fisinng LUgEJULLUaQW’;E]lI highlight ez aan
uazienans mifuiTesilaunnsatuaian (Tafu)

® Declaration of conformity (eriimssUaenuas inasgruiialunsvieaeuangam) (dsu)
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* Device verification and validation L1 Summary of software changes, Overview
of all verification, validation, and testing, Summary all unresolved anomalies in the release

version of the software, Evidence to demonstrate that the software issue has been resolved

v A

* JlsATLINTI0AzIDeAAsLLUAY (@wasindinisilasunlasazlsdnag)

d ﬂ']il,ﬂf?iaul,wmmi%’mﬂa;u
® Family
® System
® Family of system
LENEITHUVUITZNBUAIYD
® 2a7n (UsAv)
® pnasnINu (UeFu)
* YormuARINZYDIHaRTe (Product specification) (luiafu)
® Declaration of conformity (U4¢U)
® | etter of authorization (U4f)
o yifsdo¥uToInmunImnINan 1SO 13485 vio GMP in3esiiounme(ludsdu)

* 1faFetLaInNIsazunUasUwlaY (Aasdndinnsilasunlaseslsdng)
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5. MANNMIILAZIEUUAMANENUNNAALAZYLYN

prAnieastiounmdveriniinasdisruunsianseuniiielilalunmn muasruaiiaselu
MIHEN 1NATFIUANTUTFUUAMNNITNER P
1. I1SO 13485:2016 Medical devices — Quality management systems — Requirements for
regulatory purposes
2. MNEDTUTDINUNNITZUUNIINGS (GMP)
Srarmsg i dndiodoumentmerniairodniumurmadsmoniuslyinunm
Tnoszuunsdamsaninin (QMS) AsyavEnmdmsustodlewmefdurerinmsamsivinns
Hamoluil
analudiuaslaseineesnns
uituguresmsatuayumsinmsuaznstifuguananiom
NITUIUNTEUVEYUINRITINNANA 9
Fasaufanisnaunundndam msuimsanudes msdavienaisuagnisaunutudin
msdamsuazaruaumstmuaa n15¥a MIlATEN Larn1sUTUUTe warnsdanisnneuen asly
Aunanilnaaniaianssumsaswinfunaosloungeennuag
nszuIuMsaSeeuativlviRuNAR Tl
fwulavtilulunuaminssinvesimnssuseniaus s
- MSTVLAAYIIABINTS
- NNTPBNLUULALIAILN
- MIBUSULAZANINTINADUATIAGNADA
- mydiulaFenmsthlulsen
- MUY ILALATUINNT
- madnlanu
n1sAuANtaNa1saztuin
lufiionans Aomsluiivdngiu mstufinenarsoradusuuuunssameniedidnnsetdinafila
N1IANITUALAIUANNITAINUAAN
mﬁmﬁwLLmumﬁmmimsﬂ"mumﬂ"]Lﬁa%'mmiLLazmuammmaﬁﬁmumﬁﬂéjﬁlshqLﬂuizuu
(1 PosalAn Lenans NesTuNELNS wistievennus wardun) aaemstinveussediounmeiiiu

gorlpwasdadudrnduiiosnumanuauysaiazauainsalunsnsadeusounduYensmmuaa

a

FONALITNADNIRTTINVOMAAT UM aziiialyiulandnisindeianaeaasMsueTasdiawnneNidu

Y

ganallstuadn1uNeIuUE
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N33R N15ATIER waEn1sUTUUT

UseBvBnmBInsEUILNT AT AssmenaLTowslasuNsUssSumuduneud
fwushmsuifionunmasinneeyaiivangay Saniweyailasurnmariamuuasasioaoy
ANENEINI152190aa 113U UT NLATANAINT 83 89L5 B 191Ul gy N 516974 BUANT B9
aulandulunuvafnunvesndndue voyaaiunsnUszidiu Jias1en uaztelauauuzLile
nsUuUse "5?Lﬂuglj’e]\‘lﬁmiﬁ’]LﬁumiLLfﬂGULﬁaﬂ’muﬂaaﬂﬁjﬂ“u@\‘ié’ﬂ’mLL@BﬂS%ﬁ%%ﬂWW%@QQﬂﬂiaj
anad

N139ANTITIINABUBN

Tunsdifinssuiums Aanssu viendadaela 9 la3unmsnanmnmeusn asnnsIznasrUAN
AssUILMsTIsINeuendinam Weimsiden Ty vilesiueeniauaadendss (COTS) wnfueiesile
weiidugenauas 11vemdndunvonadesiownmefidurennuwisaznesiuinteunanin
‘UaamﬁaLLaz‘Uizﬁw%ﬂﬂwmiﬁﬁmu‘luﬁwﬁqm

nanssuadrendndoa

nsaramdndumduununiely | Aanssundnvesesnnsnusruun1sdanisnuaIn (QMS)
Felnsunisatuayuainununieuen ; r;;ﬁmazam‘m uwagnszvIun s aduayuininsdin
Msuszdiuaudes MIliesendunsne uaznisanauidssaassueglunniuneureanisasig
wAndun islnuulanaudssimualafunisunlalnefianluisasdin

n1sfiviuadaninun

vortmusiitufinhnznesaennnesivmuszamnislinuseniodiowmefidusonaug ua
p3maoulvuulangly yiae uazvetmuanungssdeudulunmureiinun msfansannudu q
sl AaNyswesaya Imnssunslany auansolumsinursfuasaraniuleiy
unantlesTIosruUUURN ST uANA1eiY uazsruugesdu ° vededasfiounmelussnist unoy
orimug

N15BNULUULASIUN

duAanssuilefvunan1Tnenssy (Architecture) @aulszney wagdumesineuesssuy
ONALITNNALABINISTOINLY MdsntuazgnuUaiusontsrenaws (swa andu lausnd)
warsrnueiesdiowmeidusenauns msksamisnatinanan waranmuanasunslanuiiviy
vioanumiifiazyhluleau asnedlafumsiosailussymemsion suramsanaudeesauds
msandeaneuaunLUaenfuneiLiy

N13N3FUKALNIINIU (Verification and Validation)

nsaraeulnanutulanfnssunseenuuukaznisiaulusasduneunisiauduly
puverisun Turngiintmugeulnanusilasssaumnaunaiiniesflounnefidurerauisngs

[

MuingUszainn1slvaurionuneInsvewly veyaninasiuiinlusenunsnTiaaeulazn1sniy
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AOUVDWONALITUTENOUMIY MUNBLATRBITUTENALISTINAROU nAIMNSEauSURfun S1edensd
NAFOU NaNSNAEBU ﬂ'JmE‘mUﬂ?}ﬁm?ﬂaaQ @mmw%amﬁamLﬁmwumimaauﬁgammui‘fu LLaz{JJaa?Umi
mulnesIx

asusulensenisldeau

UsenoumeRanssudstl msasweu anulian msaass Mssean waymsimusndioliulan
gonpLsaLnsadnaslneensaonfouazidodeln

n13UngednwILarnITUINIg

Anssuiidunannnianssy samelul mimﬁauLLﬂaqmmé{aamisﬂaa@% iesnveRafiuann
Qﬂf’?ﬁ‘iﬁamiﬂ%@LUSEJULQ%E]@@LLWVIE?%Lﬁju%BWéLL’J%éuﬁ@uLﬁlaﬂlmﬁuLLaSLLf?LSZJm’]ﬂJBQJ@Uﬂa%a%ﬂ%‘lmﬁ@
WVEROIALS ﬁaﬂiiumiﬂm%’ﬂmmi%’ﬂmmmamyia}uaﬂLﬂ‘%aaﬁaLmeéﬁ HumerausiagUsdan
mMsiiueasnde Ussavam Usvavsnm uazsunsiomuansaondelml

Asian ey

ﬁaﬂiimﬁaqamiﬂﬁﬁﬂm nsatuayuy LansUanaeLAs aeilawnmo Al i ugenawas Ly
é’ﬂwmzﬁﬁmimuau miausgazﬂaéjﬂwuazsﬂjmﬂaé’u%uq aarmﬂ%@WﬁLLagw%aqﬂﬂiajﬁﬁ]zLaff[ft?mu
%ﬂLﬂiﬁﬁﬁ@hﬂﬁﬁmmamwmaéjﬂaEJLLamamﬂaamﬁa&ummmqmé’uLﬁumamﬂmstﬁfﬂﬁz?mu

A A ‘o o =Y ”
wnsesdlewnmeidurerawislurisduanegnislyay
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6. ianmsnslaanawzdmsutanausuazlyyssivginsaiie

(4
bEAVI®)

‘mﬂGTaqmﬂmwmwaw&m%ﬁaﬁ@@wﬂszﬁwﬁlﬁasl,a;ﬂissmsuw,ﬁu lndu MensurenIy
dlavsslorumnanisan waglumneeusiudinisanaiunisvisnis gUsenaunIsnesueayys
Tawarndeusessazannsalavanmumudonay 1o

NsYeRUNIALHWMI 3l 2 LUU D

1. mslawanneUszay

2. MlaanAeRU SN BUIT TN TUNME LAY N AE1 S0

Tnoy UsznauntsnasufuRnuuszniadidnmuanenssun1somsuazen 13aa fmua
waninam 35n3 wezifeulvlunisvesugn nssentusygyinuazenglueygnlavaeiole
unne WA, 2564 wawmadlaunnAnfunauneandeaiiaglafuniseydaluluddy

ynnuafinisensasing uvessAnSunlunsanuiila ueud® wu Sudvedunsidou
wan S lufisvymansuniududygussivg wbuvesygnlavanuadlumlavanssynd

<
a

Jeygusehivg nusznaunmsassndunnlulisullamzidoundniunlnaonnaniniuionsile

<9

e

SeUsesINTaNNnBuTayy nlayalnule
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7. u,u':;wmn'mé'l'rszi’aLLazé’ﬂm'sm'lmﬁmwamﬁmﬁwé’aaangjmmﬂ

yUsznaumsnesiinssulssiuniuagnisdndunisunle (gu nsunlugaunng e
nsuaaieunidleues unatrenaus) fuuzailunississfuasnouauomdnimman
asansnsalunsdanisiunisondusdnfamiumsiuasiuseavsaim (Msnausu masidums
wagmssenumssuiunisunly) ussseylymiliseiinesnarwauls

nsnTITaRUMAIMITIIAIALaEMIEsE Tdslewnmefiiuseniauasrislnansassy
JoiliAsesiugerawislaiud deenalugndansluszmisnisiaugunsal msrsvaeuay
Qm;aq warnsUsziiiunnanain iesandavandduiunislunsdannfifimsniuay anudesln
oArudiovenmasgninlulsnudss uarlimilpeglsiivenvanedadanudeguanmaty U
fiAsavestunisdndmuisind ssdlounnefiiGusenauas (Bimﬁm E;I:Jﬁ’]L“l]’W c}ma) WADITIBIY
vounmsemiensauRnunfvesgunsal MaFendu meduiumsunlumuanulasaty uasns

VIRRUa VLTI

MInsREaURINkazENENIAUATasElauwNg aenasUfURmuUsenensensiesIsEuses

wanNaun 353 wazReulunisuanmaniazienansmiuesediownme wa. 2563 Wawmnilgunsia
o W A A ¢ A e . Vg Y v a s

aanuagtenansiiuinsesdiownme nsailud physical form Tuylawansnmvuiaevesdumesimauuy

NIMNVBILONALIT (U MNU1TD) MHARNEILUITENBUATUYNTNTENLTITVUATIUTENANTEN T

nsseeun1saniiunisunlaiianinuuasnn (Field Safety Corrective Action Reporting
FSCA) mislageauislussuunsunmeiiiudulsznouiunuduyeuvesgunInfiingld A1nan

Srnudymeerawisidmanssnuneiasasdiounmeninaniasiiudueuiu genawaswaridnidu

=

SEUUNAAYT I IMUTNITANUNITAUAG VA INUAL/NTBNUIERBITINT AIUUNITYIN UNWINE AR

o
[ £%

szuuwandisefimudrdy nshaue %mmmaqﬂmm%w&nﬂﬁLﬁsmu,m'%’Uﬂszﬁumm
Uaamﬁmaa;\;ﬂammﬁu LLm'é’faszhaiﬁﬁgwﬁmﬁiamaﬂ%’wgﬂmmﬂaaﬂffaLLazUizﬁ‘m%mw y03gUnT0l
méﬁﬁyﬁwmﬁﬁsmgymﬂﬂﬁii%awua‘%aLLaziau%ayjaoﬁ’qné T UNITOBNKUULAZ KA NE RS Qun
FSCA enaStudlonmemantaumnsewindeuderusesiiiemesumslueiesdiownmeniunis
AAMULAZANTE T IMENImAIR WU N1SRARINYEIDIS W/ VDIAUDLULVEINAR S Tnevilduan
W veIARTUNISUAL FSCA LﬁaﬁamimmLf?imﬁwjﬁuazLLfgammmiﬁ%eﬁLﬁumiLﬁaammm
Fesdmsurtediownmeiduronauwas Jyminuues laun (snemsTaedaan) nolui:

. mamsmmaauﬂ'"l,mlaﬂmyam%almlqm;aa e mammuazmlNwaé’wéﬁuawiﬂl'gaLLazmyazﬂa
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« amuauvalunslunsdne wu anwaumailunsasnmsnsgauilalulungeNauaT U
[§7F0

. mﬁﬁaéf&mwméﬁﬂﬁﬂmwmmﬁmﬁ]LﬁmgfuLLaz/ﬁamaﬂg’jﬂ’ﬁﬁlﬁmmsam wu M3sulvan
uuns§nenilignassssmnanisaseon

« gefiawaplunisUuiisilvmsmesiuusislignaes

. 'Suma%l,wsn‘ﬁ'hjmmsamﬁ’uqﬂﬂmjmauaﬂLLaz/w%ﬁ'guUixﬂawaWﬁiLm‘ﬁa‘Iu@aﬁuﬂ L
ﬁyfsmzwmaaummﬁaaﬂﬁﬁ’ﬁma (LIS)

- Manananlugnaes wu nanamiilodsesn; uanswefianaia \wu wuieamie
MUNTBA

- goRiawAAlLNTAIUIN Loy TeRnnaIaveIsaneITuTe oA TAKAlAN T AN
SeEsSnwRanan

« gofawanslunsfvuaa wu massuaaetalugnaes AwalIn1TEURARANAR

- efiananslumsifiouds 1wy vefianatnvesworawsiTlnyornuksuieulugnaesgn
asoonly

« gofawanslunslany wu Symilfevestuaufinneylsuuunsifin (GUI)
oniiveRanaaviiesnunnsesmesmenawinAntulussmismseenuuuuasianngunsal waslusevng
mslsnugunsal ensnelliuansammiiiululavesvefisnainvesseniauas:

« mavauveimunuazvaivunilugnaes luawysa vieluaonaassiu

« goviawsluany savierinmInsaasunaudamaiausn

« AuANVATlUNINTIIABUNANSENUTaINTUABULUASTE 19T UIN I Te AL ST NS
unlugaunmTas

. miﬁmummh@ﬂé’aum mmgumaﬂumié’wLﬂimzwﬂﬁﬁamiﬁmwg’amﬁu

- ullafulusunsuiiesilneyaaaiian
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