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b2NEIIUU

Full-CSDT:
[ Concise evaluation - ﬂ'ﬁﬂjm%"aﬂﬁaLLWWEJKVLﬁ%JUElwfg’mmﬂ reference regulatory agency Tu
Big 5 Countries (EU, USA, Canada, Australia, Japan) g3ty 1 Yauluazidineet Concise
evaluation Fsaglsifesdaenansligidormgaeuenusziiu
[ Reliance Program Device Registration - nsghesasiounndlatunsifouUssmedenlusuaz
Registrant #idAlusanunsaean consent form Wi a8 aw1sawinda evaluation report fieanlng
HsA Asnlule Feazlifesdaenanslifidenvigniousnussiiiu

Reference agency

[ us FDA [] Health Canada
O e [J TGA Australia
[J Japan J HsA

[ Ful-€SBT-masdsemeanass

O Full-cSDT ladifiusznidanig=

= v

Anwdeyaiuiu: visdenwinenisiawseuenarsdmsuniastownngnldlyniedlounmddmsunis
Aladunieuensane @EunsaduAulamaivlednesnivauasesdiownnd

https://medical.fda.moph.go.th/)
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Checklist LUN19N15NINTUNDNEISANVRTUNZ LB ULATDINBLINE (FD9n19 Full-CSDT)

UIANY: SEUU E-Submission

No.

Y

UdUA
v

lunihAve (MUsznaunssey)

wily

=)
s1eazdeanIsuily

1

0
-

Yanwlng
sEyanIsmAwneidenadosiuton1wdngy

nselASealiawnng Professional use ausnazdalnela

O

UGN : %aﬁﬁw%fﬁaﬂﬂﬁi generic name
A A ¢ v M~ Y oA I3
VBAATBINDLNNEADITEYYINITAT LYUVBLUTUA

Youmy

YN1EDINOY
seulvigenndesiuluaain, IFU, $18n15 item, Declaration

of conformity (DOQ), Letter of Authorization (LOA)

N8 : Yoiszyavaadlally generic name
Y0uATDIIBUNMENBITEYTONTAT WLTELUTUA

Youmy

Yaasigynsaslionnng (n1dengw)
szylvidenAdosiu GMDN term v8aay GMDN 71sgysn

Fudulsanniulod www.emdnagency.org

1@y GMDN
seyliaenndesiuesosdiounmdfniuiive dudulaain

@ s
vl www.gmdnagency.org

FauazNnuivananine (Product Owner)
ixﬂﬁaaﬂﬂﬁadﬁuﬁﬁa Name and Address of Product

Owner Tuenans DOC

Jauely
seylvidenmdosiu Indication luenansmiuiasedle
wnndduatu (Original IFU) wnlaidl Indication @130

38y Intended use 1]

= = ¢
INYATLDUALAIDIUDLLNNE

seylvdenaaesivluenatseaviduniasosiawnng
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No.

v

Uaya
u

luntihdve (Musenaunssey)

wil

=
swazdansuily

vaudeAsasiaunng
JrUreUIETaAIelaunng auveutngluluannzidey

an1uusznaunis

Jldinsesiiounnddnaglungy

Home use/Professional use

10

JUkuuN159ANgu (Grouping)

Single/System/Family/Family of System

= 1Y) 1Y) ' o A ¢
Gﬂiu‘lJigmﬂ I3 Lia\‘ﬁ/iaﬂmm%gi‘lmﬁﬂﬁﬂqmLﬁiad?,JEJLLWVIEJ

11

Usznmauides (Risk Classification)

Rule

Class

318113 ltems (F1UU............. 318119)

No.

b=3)}

wily

=)
swazansuily

1

YauAnA 9

seylvaenanesiuiuaniuuaain waziiseyluenas DoC, LoA

item/Accessories

seytoisuntaeniluves item duliidilaieuasnsedu viosey Main

AeSunBTudIuvasesAusznaulu System (nsdl System/ Family of System) m

Permissible variant (n38d Family/ Family of System)

JEUAUAIANUINT 3 “Vaurieauvaniatefisauiuld (Permissible variants)

nguLAIasiiaunng

lunguinsasiiounnduuunszna (FAMILY)” Usenid a8 159vannnailunisdn
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%IUD

b=}

wily

=)
swazByanIsHA LY

T ] R ) 5
VIUYTIWAITAMATARRIEINODY TLI1.ﬁ VoDAATEY i] ouwngnnUIsLam

A ' -
faunanldtulunduelasioumsuuunssga (FAMILY)

Coating material for lubrication only

e

our

Diameter, Leneth, Width, Gauge

e ation with same indication and mechanism (same compesition different amount of

constituent)

es due to

iatric versus adult use (The differer

Dimensional des:

differences due to pae

the different patient population are permissib 2. volume and length)

Flesibility

Heldir

lsotope activity level

Memaory s

Method of Sterilisation (to achieve same sterility ¢

Printing capability

Radicpacity

Shape, 5ize, Volume

Viscosity (The chanege in viscosity is solely due to changes in the concentration of

constituent mate

Type of device mounting (2. ceiling mount, wall mount or standing)

Sterility status (sterile vs non-sterile)

. i - =] - s
wpuswa s ivsaiulidiudiudwiuesaounndiitinaanisnezos

ﬁﬂ'\mm’l'ﬁﬂﬂunejulﬂ%minwwﬂu‘mm:gn (FANMILY)

Specific products Permissible variants
Defibrillators Aulornatic or semi-automatic
Dental handpieces {i) Rotational speed

{ii) Material of handpicce

Diagnostic Radiographic systems {1 Nurber of slices

(i} Digital ws Analog

(i) Biplane and Single Plane
{ivl  lat Panel vs Cassette

(v} PETfi gsize

Gamma Camera Numbser of delectors

H-ray detector Scintillator material

IDENTIFIER
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No. 9o g | uily sreazdeansuily
iz‘uf‘l U (Model) visosviaduen (Ref No.) Taenadasiufinansunaain onans
ffuuagfiszyluenans DoC, LoA wnliiflitesy « - 7
5 | duandnsUszsimAnazanuingn O O
seylviaenaaesiurinde Physical Manufacturer lutenans DoC
JoyaresaenanoiulunilideiusesEuuANAIMNITHER wazuLRAINAEY
6 | Mesusiiaiy O O
nsdiflwenduffududsyney wienansuriviune Soudurenduiianinduy
w3nsilownng seurneauestuYaIganiuas (version number) lugas
A1 UnELRs
aanuazenasmiusasiiounnd (muuszniam aanuazienasiniuAIasdiouwnng w.a. 2563)
No. #de 8 | uily s1eazdeansuily
1 | aana3aslisunnd (Device Labeling) O | O |vwewg:
o davhliIulumusemansensnsansisugy 13os wdninasi 38013 uas - fpsuuvamnulvinsunnsensaudiszylunsesens item
Heulanisuanseanuasenarsifueiesdlownnd we. 2563 - aaniluuuinfesanunsaneafiusieazdenliodnedain
o imslithammingmiedydnualintuwmudenny fewesue - nsahu SaMD wuunmmihvsuanInavesesliLaAnsToyaTouaz
aumnevesigevieddnvaiiudunwilnevienwidsngulilueann nestureseniuag fidentification, Traceability] uazdmintoyaiiiandls
Wiaienanstituiatediounmdds Julumudsenansensasisage 309 ndnnae 33015 waziteulanis
LaRRaINRazONaIRULASoslownng WA, 2563
(n) Yowdnsaust O O
(@) MeazBuaRsaiuATesiounndisuiiu Wy dawlszneuddy vénns | [T | [
N9U Yszan sila
() InguszasAvsadausld O | O | vews : assouandliluenansiiduedosdiownmels

ynliausasanauuaainle MkandbiluenansinnuiasalawnneLnu
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No. Wi 8 | whly eazideansuily
o gl A/ML : in3eaflounmetyanuseivs fedifingusasdifiounud
nsAnduveedinuasuAaInsmenIsemdlun1sidadenieainvsens
sndulalunisinw
(@) 31 UsnausseviteUsinaiianunsaussy ududnsdl O O
@ Bnld enfunsdliietestiownmdiinnudanulunisldiueguda O | O | vwews : assouandliluenansiiduedosdiownmels
winlilasauansuuaanld Truandliluenansiduedosdlounmeunu
(@) Houasfinevasdnuiingn wieanruiiing udaudnsd Tunsdiidug O | O
Yt Tuanstioaniuiingn ilas uazuszmeaiindndae mnliuansda
sniluazidiesvasnin Wusnstardvewaniue e Uszmadrvas
ARSI uazUssnARHEALNY
(%) Lawﬁiuaqzym Tusuudssenisaziden wealusuanuds wanaiu O O
N XX=X=X=X=XXXXXXX /
(%) ¥ Moguazvuniauinsdwi vavawnenisansie nsdifaanisdoya 0O | O
IV EBY GRIC
winllannsouansuuaanld Waasliluenansiiuieiesilownmedunu
(o) LaviiviesnusuanenseiinGn viojuiinan wiasWauszsuadas (serial O O
number)
() oy U w3el iheu finanvsanunany Tnsuansdfledaay 4 nadl O O
w3esflaunmdiinsimuaegnisldanlfuanuiou U viel Weu i
NUADIEYAY
(g Bnsnudnu O | O | vwews : asnsauandiiluenansifuieiosiounmels
winlldannsouansuuaanld Wiaasliluenansiiuieieslownmedunu
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No. Wate 8 | wilv seazBEAnNIsHitY
(@) Awdou devinuld vadoadsszde ilslinsldinTasiiaunmd 1inanu O | O | vwews : assouandliluenansiiduedosdiownmels
Uaansty (lunsdiiis)
minlsianansauansuuaainls Wuandfluenansidueiesdeunndun
2 | wnasiiuelasiiaunmd (IFU) O | O | wews:
o Javilnlulunuuszniensensansisaae So3 Nl 33013 way - ;ﬂﬂi’fmﬂé’%’u%gﬂaﬁqﬁ@ﬁmﬁ’umi%“ﬂmﬂ'gmﬂaamﬁwwlsm,ua% iy Joya
Soulanisuaninainuazionansiiuiesesilaunme w.e. 2563 AuATEsefienaintularAuuzilunsiuile defuuaves
° LﬁamﬁLLaquLaﬂmiﬁﬁmﬂ%qﬁaLLWMET%sé’aqaamﬂﬁaﬂﬁuﬁixﬂuamﬂ Iﬂiqa%qﬁugm (Infrastructure) fluugi1 :18M30999 (Port) Maidousia
NIEMARAINEHER N13SulsEiunselinsatuayunieinu Cybersecurity
wag Software Bill of Material (SBOM)
- nsdl AVML : Jldeaslasudeyadidny 1w Inguszasdlunisly deusdd
ftefidunguitimane suneunislénu UssanBnmaes Al Model (9u
accuracy, precision, sensitivity, specificity) ﬁﬂwmmaﬁmﬂaﬁiﬂumﬂﬂ
uazvaey Al Model dorvunvestoa input fwnzaslunsli Al
Usvanana desrinvesnislian msinnuandeyaildiuan Al Model
LAZNSEUIUNITNIAATN (Clinical workflow) iile Al Model nlufidiusau
sufedeyanssnanilousulssuszavzamues Al Model vioidlofitigm
LﬁmﬁwﬁqmﬂwamﬁmﬁaaﬂlﬂdmamLLé”; [transparency]
FIUNTHONAITHUY
No. Wate 8 | wilv seazBEAnNIsHitY
1 | unaguiiedfuiesasiiaunnd (Executive Summary)
msa’%maa@mwmu‘uaatﬂf’éaaﬁaLme‘i (overview) | O
swazBunndosdiowmdmsszylionadeatuiissymhdwe
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No. #ade 8 | uily swazideanisuily
Inguszasin1slduasdausld (intended use and indications) O | O
Foudldmsseyliiaenndosiufisyynihve
Usginnnslfsuaysiinstunaifeuveoygalinsminglufesnann uas O | O |vwewg:
Uszaansamungludszmannse (list of regulatory approval or Marketing - Reference agency: izq%aﬂizmﬂ ‘m’%a%ammamuﬁﬁuguam%qﬁa
clearance obtained and commercial marketing history) wingluvszimaninag fildsueygrlrnsmieiriediownme oy
O Savdussulaeisntasad- Notified Body (EU countries), TGA (Australia), FDA (USA), Health Canada
Reference Intended | Indications Date of Launch Evidence (Canada)’ MHLW (Japan)
ey e app':”:_‘ or | date - Intended use/Indications: sz ingUszasduaziovdldmuilaiueugyn
i
i Tuusemaiinanadis
- Date of Approval or marketing clearance: i%iﬁuﬁiﬁﬁmﬁ'ﬂu
O LLuua‘TﬂLuﬂﬁmaw%amﬁqﬁaLLammﬁusﬁwzLﬁaw%augymiﬁmaﬁmma Tuaynavavdngruiuuunvienaniisludes Evidence
wnsasflounmdludssmesingg - Launch date: seyfuilizunsdminglusiesmann
- Evidence: seyfalonansuasiaviiienansiliifuvdngunislésuaynm
\Wu EC Certificate No. XXXX
foauuunangIuNIsHsUaY AU
*** pAARUIITLASU CE mark uananuuu EC Certificate uda Tuuu
EU Declaration of Conformity fimanan Product owner 1n¢ag
518a138AY2INTINLIANNABY (withdrawal) miau.zyﬂw%a%uwmﬁﬂuiuﬂismﬁ O O
7199
O savudumsdaeiivhdessi:
Reference Intended use Indications Date of Reason for
agericy withdraval refection or
withdrawal
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No.

L v
%3V

b=3)}

wily

=)
swazansuily

nsain1sgniinaeunseugavsetuveisuanUsemeaine Ilansdoyalunisns

niousTyYmANa

o 3 o o ° ' a o o
ﬁﬂ']u.ﬂ']W‘U3\1ﬂ']‘Ua%uﬂgLUﬁluW‘%aaHmu']ﬂLW@'J'NQ']‘Viu’]EINaﬂﬂmWﬂuﬂa'}ﬂﬂﬁNﬁq\?
agu3nagluszninennilunis (status of any pending request for market

clearance)

v

L% o [ IS TG v A
D Invindunsslaeiimvensil:

Referance Intended use Indications Date of registration

agency

dayadrAginenuanulasaisuazanssauzn1sinauvaasastiownng

(important safety and performance related information)

O asusenummnsalsulifisUszasdainnsld (summary of reportable

adverse events) lanvinans1alaedmtanad:

Description of adverse event Frequency of otcurrence
(number of reports / total units sold)
in the period of dd/mm/yyyy to
dd/mmdvyvy

1

[ field safety corrective action (FSCAs) Tidnaviansnslaedivdasai:

Date of FSCA Reason for FSCA Countries where
FSCA was conducted

nsafisenumansaidulifislszasdannisldinsesilownndvse FSCAs Iy
LONa1TIEYTIgadenveITIgumgnN Tl Ul sz a0 5ldinTeslounme
138 FSCA
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No.

oo v
%3V

b=3)}

wily

=)
swazansuily

nsdilifinenumnsaisulifisszasmannisldinesdiownmdnsa FSCAs Aaud
afnaufialagdu WvewdnineidesiusesiliinerumanisaldulifisUssasd
nnsliaIeaiownndvnse FSCAs aawsafnauiialagdu (mSenasulaeiinves

NARAEU9N)

a o = ¢ P o X
LENSTIEaLIIENYBLATaNaLNNENUSENaUAR8I8N1SAIRa UL

® ad LaideavEeouiusuaywivsedn Ignyinluliidin (rendered non-

viable)

® L9ad Lieide viToaYusueAuvIE (microbial) isedunIdanus
WUFNI54 (recombinant origin)

o duUsyneuiuanesad (iradiating component) silaunndududeau

NANNITAAGYNLINUANUUADAABKAZANTIAULNITTINNIUVBIATDNBUNNELAZIENSHENIAINEDAARBY (Essential Principles of Safety and Performance of Medical

Devices and Method Used to Demonstrate Conformity)

71514 Essential Principles %3a Essential Requirement

4849 method of conformity

ﬁaﬂiz‘q version U84 standard

494 Identity of Specific Documents
fpasyyenansvanguilglunisuaninugonaaediu standard, guideline,
guidance 19U test reports / records, validation reports, etc. Iﬂ&lé}’@dizqwmma%

189U I IUABUUVDY reports

= & Yo o v wa =2 o o v o
%aLLa%a']ElL‘UU%IT\]ﬂVI'] Qﬂi?ﬁ]ﬁﬁ‘uuﬁ%ﬂﬂq&lﬂ iqumwﬂumiamm

a o P ¢ . o a0
18a21UARIB9UBLNNEG (Device description)

31

Device description and features (@nwaueN2lULaZRANNI5TN9I)
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No. Wate 8 | wilv seazBEAnNIsHitY
A complete description of medical device, Primary Packaging and Secondary O O | wunens :
Packaging - msdinseduneliliiug Input Lay Output vewwenAwIsAvezls
Principles of operation or mode of action O | O |- esiinsesuslidiuinszuuiinsidouse dsfouavieuaniasutoya
Risk class and applicable classification rule for the medical device O [l BRANSRIRN
according to the Thai Regulations - %299 Risk class and applicable classification rule ﬂ?iiwmq}mﬂumi
A description of the accessories, other medical devices and other products [l [l Fauszamiadesiiounndidn Class wae Rule fananade
that are not medical devices, which are intended to be used in combination
with the medical device
A description or complete list of the various configurations of the medical O O
device to be registered
A complete description of the key functional elements (e.g. its parts or O O
components), its formulation, its composition and its functionality.
An explanation of any novel features (if any) O O
3.2 | WnqUszasAn1sld (Intended use) O | O | ssulfaesndestuluienansiiuieiesilounmd uazionansdun
3.3 | dousld (Indication) O | O | ssulfaesndestiluenasiiuiaiesiiounmd uazionaisdun
3.4 | Awuznisld (nstructions of use) O | O | ssulfaesedestuluenansiiuiedesiiounnd
3.5 | nsiuinen (Storage condition) 00| 0O | nedidu samb enlsifideyaseasdenlusdet aunsaseyin N/A 14
3.6 | 2180151491 (Shelf life) O | O | wniluuumanmsveaeunieinvesegmsldanudiimua
3.7 | daviuly (Contraindications) O | O | ssulfaesadestuluenansiiuiaiesiiounmd uazionaisdun
3.8 | ALA@Y (Warnings) O | O | ssulfaesadestuluenasiiuiaiesiiounmd uazionaisdun
3.9 | 49A335299 (Precautions) O | O | ssulfaesndestuluienansiiuieiesiiounmd uazionansdun
3.10 | waduliieUszasA (Potential adverse effects) O O
311 | nMsnwdaeniadendu (Alternative therapy) O | Od
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No.

oo v
%3V

wily

=)
swazansuily

3.12

seazdynauvAuazTannldnannsadiounnd (Materials)

nsdilu SaMD envliifideyaseauiBenluiidel awsaszyin N/A T

3.13

Other Relevant Specifications (Fan1%uAl@W1ZaY q NNeTD4)

Specification vauA3asilounngfigumue

oS TEaziBntorimuniAeaiu Product specification ddlvideyalieiudnune
Yosudnsiua a1aifinsszynsgIu wazdinsnadeuvewsiazdarvun Taaidu
formunamnzifeafuandnuus mMshaulezasssousmaainve Aol
W

Javindumsnauansdaya product specifications vednsiusivsadoyaves

Y

druusenau tngara ol lonaall
1. mYansnegau

2. WNUNSNAADY

OO0 =

Other specifications e.g sterility, stability, storage and transport, and

packaging

O

O

Laﬂaﬂiaiﬂnﬂiw’auaauLtazﬂi?ﬁlaa‘umwgnﬁawmmiaamwv (Summary of design verification and validation documents)

Design Verification (mimuaaumwgné’awaamiaanLLUU) %38 pre-clinical study

Summary of design verification and validation documents
(1lNETETUNITNIUFRULALATIAFDUANUGNABIYBINITIBNUUL)
Qmﬁmé}’aqaqﬂmimuaauLLaamwaaummgﬂé}’awmmiaamwumémﬁaLwaéﬁ?ju
A0

TUsndnviansUgylaeiseeinteniu Full test report A9

O

O

Full Test Report sing 9 filfidudoyadnadewes Summary of design verification
and validation documents lagazABENISNAABUATLAIIUVAN I AULAL ANULEES
Y99LATD9EIBLINE

RUNYLYA
I

A29819U s AUUNTIUABULAZAIIVEDUADINYNHBIUBINTTADNUUY

O  Software Verification and Validation Studies
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v

D PliD)

b=3)}

wily

=)
swazansuily

NAnANIN AU foadunsasliawnmngniumve warnanananun
HARAUTTEYluAve

O mnNAnSuNNlINeaaulinsaItuNEURIYE ALABIIRNIIN

Declaration letter [toTUaTHAN AT TTUA VAL HEN T
Ymageuundnsiasifeaiu (dentical Product) 19y gns
AuUsEnay, NSEUIUNSHER, NsrUIuMSlFUsRande
(Sterilization Process)

o wmnlildnaaauiuyn model Fasguasmanalunsidonsunulu

NISNAABY %38 worst - case assumption

Full Test Report Fwuuwn ﬁ]zﬁmﬂizﬂauﬁw%ga Protocol, Method,
Result, Conclusion, LLazmmigmﬁiﬂi’fﬁwﬁﬂumimmaauﬁus]

nIalLUU Test reports #wdu Certificate of Analysis 9zAD9LUU SOP/Work
Instruction iuans Method 7ildlunisneaeu, wdesdiefldlunsnaaeu

ey Criteria MEIUN158USUNANISNARDULLALLAL

nsaldu in-house method T3kuu method validation ULLLAY

[] Tested version of software
(nsillildanAdaetUNE UM UBABLUS HULBUAIILLANANESE 1IN

version NMAdaULaY version NYUAIYB)

[ Summary of verification, validation and testing (inhouse and

in a simulated or actual user environment)
[ List of unresolved software anomalies

[ Software life Cycle - 62304 test report
- Software development PROCESS
- Software maintenance process
- Software risk management process
- Software configuration management process
- Software problem resolution process
Usability
[ 62366 test report
Performance Evaluation Report

Cybersecurity

O Cybersecurity vulnerabilities and risks analysis [ISO 14971
standard]

[ Cybersecurity controls measures

[ Verification and Validation of the implemented

cybersecurity control measures -- Vulnerability Scanner,

Penetration Testing, DoS Attack

NON-IVD-C-SMD-01 Rev.2-04.04.2567
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O] On-going plan for surveillance and timely detection of
emerging threats -- Post-market Vigilance, Vulnerability
Disclosure, Patching and Updates, Recovery, Information
sharing

O  Personal Data Protection Plan acc. to Thailand's Personal Data

Protection Act B.E. 2562 (2019)

gL 1SO 17025 certificate %30 GLP vasiasufjiansnagau O O

Design Validation (mimfmaaummgné’iawaamsaanLLUU) %30 Clinical Evaluation

Clinical Data O O

Full reports of all studies referenced in the clinical evaluation report
L] Investigation Report (Full paper) of Subjected Device
[ titerature of equivalent device

[ clinical experiences

Clinical Evaluation Report (CER) O O
suazidenvas CER

(1) 5y guideline Fldlunsdavia CER

L] MEDDEV 2.7/1 rev.a L1 GHTF/IMDRF

(2) Scope of medical device ¥yl product fidufve wazdouddmuiiszylu
2aNALNAIINNY

(3) Literature search protocol

(4) Literature search report

(5) Curriculum vitae (CV) of Clinical Evaluator

(6) Declaration of interest 484 evaluator

NON-IVD-C-SMD-01 Rev.2-04.04.2567
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5 | nMsiasziauLdes (Risk analysis)

UNUN15IANTTANULEDS (Risk Management Plan) O O

foslsenaumedeya Aialuil

' '
- =

®  Scope s¥UlBLATRINBLINEY

® Product description and Intended use
® Product Life cycle

® Risk Management Team

® Overall residual Risk Evaluation

® Production and post-production information

3184IUN15IANIAMUEES (Risk Analysis Report) O O
fossznaumedeya Autaluil
® FMEA

® Conclusion

o

Wauly NMsdnnsanudsveniostisunmddosliRnm 1ISO 14971 il

[ aenndosniu 1SO 14971:2019 / EN ISO 14971:2019

[ @ennd@smal 1SO 14971:2007 / DIN EN ISO 14971:2013

Y a

6 Manufacturing Information (ﬁagawwam)

Y

Yainsasilaunndnauave O | O

Flow chart ¥84n5UUMINER N15ATUAN NTUTENBU NINAABUNERASMI 113 O O

U399 A13FAARAIN ﬂWiLﬁ‘U%’mﬂ’] 57 IAUSIARNNTD WaENTEUINAISIALITBY

= 4% Y a o A ¢
VBLULASNANUDINNEAALATDIUBLLNNY E] D

7 | milsdeSusasszuuamnmnIIHEn (ISO 13485/GMP)

gl [J

ISO 13485 Certificate VosfjnAnAIDsTlaunNENTuAIYD vio GMP u3e PIC/S O O

NON-IVD-C-SMD-01 Rev.2-04.04.2567
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NUazLdYnYad Certificate

®  Scope NlAN155UT9Y ABIEDAARDINUNARNAUNTBUAIYD

o daagluognisldau

aa ° o q v o 8 da X o Y v
8 29N1IN1818 ﬂ']i‘i/l'fhﬂﬁuaﬂ']w LLazn'ﬁ"lﬁm"umLﬁﬂ%tﬂﬂ%umﬂwa\‘imﬂ"v (1)

JpUTBNsivsevhate vinlvauaniw 0O 0O

9 Declaration of conformity (DOC)

tdn&13 Declaration of conformity (DOC) O O | wuewme
o Iduuunedudi oy, fviun - davinenans DOC MmuwuUNeIUUas Thai FDA
o suydairdediounmditude - ¥l Product Owner seylvidenndasiuntfve
- ¥t Physical Manufacturer: seyanuiinanveaiosiownme wagues
aunsalladu (accessories) muitszylilunasens MTEM Tasumnuss
nsdiflunadnvatsuisazdiavihsensaauindaduonasuuuils Tnglk
YU ANULBNENTUUU (see attachment)
- ¥t Medical Device: szyiaiadosiiounmd uavgunsnilada
(accessories) puitszylilunsasens ITEM Tasunnsiens snildesu

v 1 o a 3 s & | P4
rodlavesulvinsunnsenis nsdiilugenduriniadunsasiisunndli

32ULD3TUVDITINANISAE N3dlgUnsaliasu (accessories) H518n13
Fununn sxdavhmensduenaisuuuilileglissydn auenansuuy
(see attachment)

- ¥t Risk Classification svylidenadasiuniineve

- 9299 Quality Management System Certificate iwiwaxtﬁﬁlmm
Quality Management System Certificate lviaenndasiuteyaluniiade

FUTBITTFUUAMANASHERTNILUUIN NIdiivaeuwvasnEndeseydoyaliasy

VRWNUNAIHER
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- ¥lo Standard Applied s¥us1gasidunveInsgIunlddmsunageu
wnsgIuvemansiael @ladlinisssyiiios 15013485 Fadunissusessyuy

AMNNNTNENTRALTI) NFRNNITEYIRITUYRINATT UMY

10

Letter of Authorization (LOA)

1@N&135 Letter of Authorization (LOA)

o Iguuunesui ey, Muum

-

® syyTaiAIealionnndniuAve

11

a P
57811584 9 (913)

nilsdasusasinguszasanisld dausld n1sussy nildeiusesaninuazisnisly

uYasiHAnvizald1vaskaniuel (enarsatuilliasuulaedaniufianis au./

&)

Tiuunsdl concise evaluation/reliance program W3ouLUU
L] aannwesesiiounmdnudildasuayanlu reference agency

L] wnansiiuasestlounndmuitlasuoyanly reference agency

nisdasusauanlsziin153mueATedlaunndvasiNENWE LT VR INAAS U

(enarsatuiliiasuulaedandufiants de./eu.)

Tiuunsdl concise evaluation/reliance program

nisdaiusauaninuUaeaievasinaniadivasnaninen (enasatuilliag

wnlaggaiufangg an./au.)

Tvkuunsdl concise evaluation/reliance program

wangIun1saRgInANMileundniiuazswaitiuguainiasiiaunngly

AN9USEINAN 98.5U5049

MU9ABYaLU1591lA59N1S Thailand FDA & Singapore HSA Regulatory Reliance
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https://medical.fda.moph.go.th/media.php?id=517235892683939840&name=Non-IVD_F_05_Declaration_Letter.docx
https://medical.fda.moph.go.th/media.php?id=517235892683939840&name=Non-IVD_F_05_Declaration_Letter.docx
https://medical.fda.moph.go.th/media.php?id=517239102593179648&name=Non-IVD_F_03_Marketing_History_Declaration_Template.docx
https://medical.fda.moph.go.th/media.php?id=517239151666536448&name=Non-IVD_F_04_Safety_Declaration_Template.docx
https://medical.fda.moph.go.th/media.php?id=517330060550742016&name=Non-IVD_F_06_Thailand%20FDA%20&%20Singapore%20HSA%20Regulatory%20Reliance%20Letter%20of%20Acceptance.pdf

711 19 311 20

nsalln39lATINT Regulatory Reliance Program

No. #ade 8 | uily swazideanisuily
nsalltn39lATINT Regulatory Reliance Program
Thailand FDA & Singapore HSA Reliance Model Consent Form O |
N3aid1991lATINNS Regulatory Reliance Program
Change Notification O |
nsalltn39lATINT Regulatory Reliance Program
Response to IR O O

nsalAIRedlaunygNal Artificial Intelligence/Machine Learning (AlI/ML) fasdistgazidanatnuipunssaliil

Yo o v oy " o =] % A v % Y a 1% - v
‘Uaalﬂﬂﬂ‘l/l']l;aﬂﬁ']iﬁiﬂ‘ﬂa%la - Mﬂnu%agaagimanmiaw] 1/|LL‘LI‘U&I"ILLa'Jﬁ']ﬁJ']iﬂ‘UU\?‘U?JHﬁIﬁLQ']ﬁU']VI LYY ‘Uaa‘\}a...agiul,aﬂa']'i....wu'] .....

a5UNS18arDYATRI LA pEANaTIL TN llneduU

No. Wiade 4 | uile seaziBeansuily
1 | doya input data O | O | szuswasdeaderivuaamedmivdeyanazloululigensuas
gduneTwaviBunuazderimuannzdmiudeyaiiazdeululivenduisuseuiana Uszanana
% nillaanin sodUstealilamTg Wy Jeya...oglu
LONANT... AT.....
2 | yadoya Dataset filglunszurunsamn Al O | O | ssuseazdununaiun 311 agdnuazuas Training Data,
FRUNETIWUNAINLN T wazanunizvesYntoyanwalull Tuning Data (Validation Data), Testing Data
1. Training Data Yxx S v Y vy v d o w |
MnkdIENIaTUITayalAd N W Toya.. oglu
2. Tuning Data (Validation Data) v
LBNETT.... U .....
3. Testing Data
wienlivamaluFoseifissweuas Anumsnzauvesndeya (dataset) Mdenld
3 | doyalunavsedanadiiuiildeu (Al Modelalgorithm) O | O |ssuneazideavedunansedanediunbentdlaeduy
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911 20 31N 20

No. 9o | uily swazansuily
W%@MIﬁLM@Nﬁiuﬂ’liLaaﬂﬁ waznsrUIUNsiunIsAnEen Al/ML Model W%’@miﬁmg}maiumﬁﬁaﬂi%j LAZNSZUIUNISIUATSAALEDN Al/ML
Model
w0 ynfiudataedvsdoyaldfle wu ogluienans. ...
4 | deyaaussnuzva Al [1¥U accuracy, sensitivity, specificity] O O | seydeya Performance Criteria (141 accuracy, sensitivity, specificity]
O umjmvmﬁlmmﬂumiaamu (Performance Criteria) 152011UA *%x ﬁﬂﬂﬁLLﬁ’Jsﬁ’Jﬁl%ﬁﬂﬁaHaﬁlﬁmﬁ LU agﬂmaﬂmi....wﬁw _____
AAUANtRgALANTIAUE (Performance Specification) Wuu Test Protocol uaz Test Report lun1susuifiudsz@nSnmuasda Al
O #ifaya Test Protocol kag Test Report lunsmudeulasnTIvaeud model
golfwasTlaussousauiisvunliviely
5 | daya Clinical Workflow O O | seydeya Clinical Workflow
fimsuanwazesuaieInsraildnnsenduasluly suiesuiiduneulados
flauuAstemasiedessyaula
6 %’aga%’umauw’%mmumi re-training model (§1&) O | O | 5¥yuwunis re-training model
fimsuanstisnasiesoulunsdmeamdeyanisFeus (Training dataset) lunsdliis
mafiudeyavdaanniith Al model luldam wazdesideyassnauilélunis re-
training model
7 | Buq 00| O | Windngudui Type ves Al dunuulnu

- Locked Type Algorithm (ndteengnainenvazdinisiivtoyaust il
AsEUIUNTS Training Al lUBewq axiivaanatasdifvualidmsunis Re-
training model) %39

- Continuous Type Algorithm (ﬁmnﬁmﬂ'agamz Training Al 1UL§IE]EJ€]€J’m

v P

JoyainulRendieangnainluudd)
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