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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 (FB9n19 Full-CSDT)

YULUIAYD: SEUU E-Submission

No. VRliD Yoyaluvthdve (Mfuszneunsszy) 8 | uily TeazBeansuily

1| Famwilne O | O | vaews : Jefiszyassiedally generic name
szyBemsmawniveiiaenadeaiulon gy yosiA3nsilounnddedszyTonisi wuleuusus
nsdiinesilounmd Professional use ansnsnazdelneld Fogusne

2 | fomwndangu O | O | vaews : Jefiszyaszsiodslly generic name
seylvgenaaesivluaain, IFU, 793 item, Declaration yosiAInssloummddeiszyTonisi wuleuusus
of conformity (DOC), Letter of Authorization (LOA) %aﬁuﬁ’;‘&l

3 | Jeandoyedesiiounnd (mundsngw) O | 4

seylvidenAaesiu GMDN term v@ua GMDN 71sgysn
dudulsiannules www.emdnagency.ore

4 | 1@y GMDN 0O | O

v

seyliaenndeaiunsoliaunndnumve duAulaain

@ &
VYulws www.emdnasency.ore

5 | Youazinwdnvaswdniae (Product Owner) O | O
seylvidenaaeaiuiive Name and Address of Product
Owner Twenas DOC

6 | dousld O | O

seyliidenAaeafiu Indication lutenansmiuinIaile
unngAuatu (Original IFU) nladl Indication @1mnsa

3¢ Intended use 15

7 neazdynLATaiaNNg O O

seyliaenadeaivluenansseasidunniodonnnd

NON-IVD-C-ACT-01 Rev.4-15.02.2566


https://www.gmdnagency.org/
https://www.gmdnagency.org/

91 4 970 22

No.

Y

Udda
v

lunihAve (MUsenaunssey)

wily

=)
s1gazdeanIsuily

vaudreiATasiiaunngd
sryvauTIeveaIaiownmd auveutgluluannsideu

anuusEnaunis

nuewme : mngusznaunishilianveutingves
wspadlawnngndumasluluannzidouaniu
Usenaumsuan/ddn dedluiinveaudneluly

ngidvuanulznaunIInou

Jldinsesiiounnddnaglungy

Home use/Professional use

10

sUuuUN1353AngY (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

seylviaenanesiuiuaniuuaain waziiseyluenas DoC, LoA

item/Accessories

seyfoisentaeniluves item dulidilaieuasnsedu viosey Main

AeSunBTudruvesesAusznaulu System (nsdl System/ Family of System) m

Permissible variant (n38d Family/ Family of System)

JEUAUAIANUINT 3 “vaurieauvaniatefisauiuld (Permissible variants)

lunguinsasiiounnduuunszna (FAMILY)” Usenid a8 15a9vannnailunisdn

nguLAIasiiaunng
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No.

o Y
%IUD

b=}

wily

=)
sreazdeansuily

[ - o ) o
vavdnsaumanavaneiauiuldvauaisatlauvmdnalzan

o o ' A
wannsnlddulunguiatadiourmduuuaszna (FAMILY)

oating material for lubrication only

eter, Length, Width, G:

sncentration with same in

constituent)

ication and mechanism (same com,

ition different amount o

Dimensicnal des

the different patient po

on differences due to paediatric versus adult use (The differences due to

.¢. volume and length)

Flexibility

Holding fo

sotope activity level

Memory storage

eve same sterility ou

ity (The ¢

snstituent material)

1ange in viscosity is solely due to changes in the concentration of

Type of device mounting

Sterility status (sterile vs non-st

] = Y Ww = A o = e ¢ =i
Yaudrsanuvanvawhseuiuldmuiudviueiesllounndiiianianiznnzas

fannsalibulungueiosiounnduvunszga (FAMILY)

Specific products

Permissible variants

Defibrillators

Automatic or semi-automatic

Dental handpieces

(i) Rotational speed

(i) Material of handpiece

Diagnostic Radiographic systems

(i) Number of slices

(i) Digital vs Analog

(i) Biplane and Single Plane
(v) lat Panel vs Cassette

(v) PETH g size

Gamma Camera

Number of detectors

X-ray detector

Scintillator material

IDENTIFIER
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No. Wt | wily Fgazdeanisuily
szyiesu (Model) viosvadudn (Ref No.) Taenndeafufinansuuaain enans
ffuuagfiszyluenans DoC, LoA wnliifliesy « - 7
5 | duandeUszimanasan uingn O O
seylviaenaaesiurinde Physical Manufacturer lutenans DoC
JoyaresaenanoiulunilideiusesEuuANAIMNITHER wazuLRAINAEY
6 | Mesusiiaiy O O
nsdilwenduifludiulsznou vonansuriitung o durensusidaindy
\wdesilound syymnelavioifuresensinag (version number) lutesdaiute
aannuazienasinfuieIasiiounmd (auUsenia aatnuazienansinfuiniasiiounmd w.a. 2563)
No. Wt i | wily sgazdeanisuily
1 aaniAzasilounmd (Device Labeling) O O | vuawme :
o dnvhlkPulumulsznansensnansisugy 3os udninaei 38013 uas - fnduuvaaniliiasunnnensmaiseylunsesens item
L‘?‘iaul%ﬂ’]’ﬁLLﬁmamﬂLL@%Laﬂmiﬁ’ﬁmﬂ%aﬂﬁauwmj W.A. 2563 - Qaqﬂﬁluu‘ugﬂé‘f@qaqg\njau@qLﬁuﬁqgag[ﬁg@lﬁ@gﬁq%@wu
o Minislihtaniwdinguisedaydnvaliduunudeniny desesuie
auneveterteddnuaiiuduniwinevienindingyliluaan
videlenansiduleesilownmdse
(n) Yawdnsiaai O | O
(v) swanBaieafiuniesdounndiisndu wu dauvsznouddg wénns | [0 | [
191U Uszinm vila
() InguszasAvzedausld O O

ynldaunsasanauuaainla MkandbiluenansinnuiasaslawnneLnu
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No. Wil g | wilv seazideansuily
(@) Fw9u Buausspitelsunaiiamisaussy udusnsdl O | O
@ 33msld endunsaliieSesdiounndiinnudaaulunislisueguda O O
mnladannsouansuuaainlsd WuandSluenansiiueiosdeunndunu
(@) Houasfinevasdnuiingn wieanuiiund udusnsd O | O
Tunsahduduindh Wuansdoanuiingn e uasUszmeiinandae
winliudnsdosauiuaziiiowaiuin Wuandoiirvesudnioel Wos
UszimAld1venanine uazUssinaAduanuny
@) aviiluayin Tufuudsmenisaziden viseluiuaauds uanaiy O O
N XX=X=X=X=XXXXXXX /
() T Moguazvuneiavinsdwii viadamnenisinsie nsdifaanisdoya O | O
NGV E DR CRICT
wnldanansouansuuaanld Wiaasiluenansiiuieiesfiownmdunu
() \viividosnusuanenseiinan vidojuilndn vioswaUszsaTas (serial O O
number)
() Wiy T viel iy findavisovuneng Tnsuansdfisedaiay 4 nsdl O O
\wTasdiounndinsimunargmslinuliuanufou U viel ey i
NuADY Y
(g Bnsnudnu 00| O
wnldanansouansuuaanld Wiaasiluenasiiuiniesfiownmduny
(@) Awdou deviuld vadoadsszde ilelinsldialasiiaunmd 1inanu O | O

Uaandy (unsaindl)

ynliausasanauuaainle MwandbiluenansinnuiasalawnneLnu
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No. Wil g | wilv seazideansuily
2 | enasifuiadesiiounnd (IFU) O | O | vwwews: nsdledesiieunms Home use dvsuua Original IFU/User
o davhliPulumudsemansensnsansisugy 13os wdninasi 38013 uas Manual sty Wunwlne
foulumsuansaanuagtonansiiuiedosdound we. 2563
° L‘ﬂamﬁuﬁﬂﬂumﬂaﬁﬁﬂﬁ'um%dﬁauwwéﬁ]xé}'aqaaﬂﬂé’aqﬁuﬁwﬁluaa’m
F1ENITONEITUUY
No. Wt i | wily sgazdeanisuily
1 Uwa‘gULF'imﬁ'mﬂ%'mﬁauwwé (Executive Summary)
msa’%maa‘gﬂmwsw‘uaatﬂ?aaﬁau:wm‘i (overview) | O
swazBunndosdiowmdmsssylimonadeatuiissymhdwe
Inguszasin1slduasdausld (intended use and indications) O | O
Foudldmsszyliiaenndosiufisyynihve
Usginnnsl&suaysiinstunafeuveoygalinsminglufesnann uas O | O | vwnews

Uszaansamugludszmannse (list of regulatory approval or Marketing

clearance obtained and commercial marketing history)

o o & Ay v o &
D Q@WWLUUWWiWGIWBNW?%@@QUI

Reference Intended Indications Date of Launch Evidence

agency use approval or date
marketing

clearance

O wuvdnwnlususesmsondidouaninissutunsifounsoaygalindmiie

in3estiounndlulszinenige

- Reference agency: ixq%aﬂizmﬂ ‘m’%a%awmamuﬁﬁuguam%qﬁa
wingluvszimaninag fildsueygrlrnsmieiriediownme 9y
Notified Body (EU countries), TGA (Australia), FDA (USA), Health Canada
(Canada), MHLW (Japan)

- Intended use/Indications: sz ingUstasduaziovdldmuilaiueugn
TuUsvwaiing1adis

- Date of Approval or marketing clearance: izufuﬁiﬁmﬂﬁ'ﬂu
Tueygwvsevdng uiiuuusvionanislutes Evidence

- Launch date: szyiuiiuinedmigluviomann
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No. #iade 4 | udlw seazideanisuily
- Evidence: szudaienatsuaziavionarsildidundngiunislisueyey s
19 EC Certificate No. XXXX
dosuuunangunsidsusygInuig
*x% pAANMINIASU CE mark Wananuuu EC Certificate wan Toiuuu
EU Declaration of Conformity #18ana1n Product owner 11478
= - R
518a2188AY0ININLINARY (withdrawal) n1sauyInsetunzileuluyssna O O
7199
[ o [ a v YW c;‘,
O davindunisslaeiivindasiail:
Reference Intended use Indications Date of Reason for
agency withdrawal rejection or
withdrawal
nsain1sgaiinaeunseugavsetumeLlsuanUsemeanne Ilansdoyalunisns
NioUTTYMANA
o X =] o a o ' a o Aou v
aounInvasAIvalunzileuviseaygy eI mneNanfua lunangeding O |
o300 uszninennilunis (status of any pending request for market
clearance)
v o & P 1
O davindunisslaeiividesiai:
Reference Intended use Indications Date of registration
agency
dayadrAginenuanulasaisuazanssauzn1sinauvaasastiownng O O

(important safety and performance related information)

NON-IVD-C-ACT-01 Rev.4-15.02.2566



911 10 1N 22

No.

o Y

%IUD

b=}

wily

=)
swazByanIsHA LY

O asusenummnisalduliifisUszasdainnsld (summary of reportable

adverse events) lanvians1alaedmtanad:

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

1

[ field safety corrective action (FSCAs) Tidnviansnslaedivdesad:

Date of FSCA Reason for FSCA Countries where
FSCA was conducted

nsdifisenumnmssisulifisUszasdannsldindosdeunmdnie FSCAs Biliy
1na3TEYTIeReBenYeITIeIgNTalsUlsis AR aInn sl Seelounme
%38 FSCA

nsdilaiflerummmanisuliifsszasiannsldiedosfiounmevio FSCAs daus
afnufielagiu WvemdnduandesusesiliiisenumgnisaidulinUssasd
nmislfiedosilounmevide FSCAs dusoimaufisdagiiu wfosamnalasdwes

a o 6.
NARNN)

LANSTIEALLDIAYBALASRNBLNNENUSTNaUR8IEA1TAIRB UL

v €

o Lad iiloideviveuiusuosyuduiednifignihliliitin (rendered non-
viable)

o Lad iiloide vidoayiuiueAuN3s (microbial) w3eqAuvIssauss
WUFNI3U (recombinant origin)

o duusyneuuanesad (iradiating component) siiauandududoou

feene drulsyneuiiasessd (iradiating component) ailaunndadud

20U visavdaliuandududaaur

NON-IONIZING

RADIO WA

EXTREMELY
LOW FREQUENCY (ELF)

VES (RF)

MICROWAVE

NON-THERMAL

INDUCES LOW
CURRENT

THERMAL

HIGH CURRENTS

HEATING

ELE
PHOTOCHEMICAL

IONIZING
RAVIOLET
X-RAY

GAMMA RAYS

BROKEN BONDS

DAMAGES
DNA
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wily 1eazdgan1suily

b=}

No. tin)

- Sedviinldunnidudeou (Non-lonizing Radiation) U Radiofrequency

(RF), Microwave, Infrared, Ultraviolet (UV)

- Sedvdiaunndaudesu (lonizing Radiation) 14 X-Ray, Gamma Ray

2 | wann1sEIAYNEINUAMUUABANBKAANITIOULNITTINNIUVDLATDINBUNNERaZITNTLENIAUNABAAADY (Essential Principles of Safety and Performance of Medical

Devices and Method Used to Demonstrate Conformity)

#1314 Essential Principles %38 Essential Requirement O O

489 method of conformity O O

G’f@ﬂi%‘q version U84 standard

¥4 Identity of Specific Documents O |
Aesszyenasrangunlglunisianmugennaesiu standard, guideline,
guidance KU test reports / records, validation reports, etc. Imaéfaﬂizqwmma‘u

$1891U NI IuReuluas reports

= & Yo o v wa =2 o v o
%aLLa%a']ElL‘UUQT\]ﬂVI'] Qﬂi?ﬁ]ﬁ@‘u%ﬁ%ﬂﬂq&lﬂ s’aumquﬂumiamm E] D

3 | swazideaaasiiaunnd (Device description)

3.1 | Device description and features (dnwauzN3luuaznann15191u) O | O |wewe
ardeneseslisunmdamsssylidenndosiufissunindve - sligun nveuAIolaunngNEuA1ve

aa ¢ ¢ & ' = a o el a & I3 fal o
- ASUNTINALITIUUEIUUTZNDU NIDNAANUNNVUNLLUSULUULDNALITNAA
@ a = s ¢ . ¢ ¢, a6 ¢ AL
TuaTosdlounmdszuliestu (version) YosweNiLIT/WTULIT 1Y
Nedeu
- 5 UEANUAINNTOLUASIYBNAB/TBINIINTYBUADUDIATDILBLNNG LU
Asiteumameany LAN mMsidausawuuliany (Wireless) nMsidausanig

Bluetooth n3ideusiafiu cloud platform Liusu

A complete description of medical device, Primary Packaging and Secondary O |

Packaging

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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No. Wil g | wilv seazideansuily

Principles of operation or mode of action [l [l

Risk class and applicable classification rule for the medical device O O | wnewns

according to the Thai Regulations mﬁwmawaiumﬁmﬂixmwLﬂ%‘laqﬁmmwévﬁ’l Class Waz Rule Asnanniey

A description of the accessories, other medical devices and other products [l O | wuewns

that are not medical devices, which are intended to be used in combination ﬁﬂﬁ’ﬁwmiqﬂﬂiiﬁlﬁ%m (accessories) W%@Mgﬂﬂ’]W‘u@ﬂ@ﬂiiﬁLﬁ%y

with the medical device

A description or complete list of the various configurations of the medical [l [l

device to be registered

A complete description of the key functional elements (e.g. its parts or O |

components), its formulation, its composition and its functionality.

An explanation of any novel features (if any) O |
3.2 | WqUszasAn1sld (Intended use) O | O | ssulfaesadestuluenansiiuiaiesiiounmd uazionaisdun
3.3 | 9ausld (Indication) O | O | ssulfaesndestuluienansiiuieiesiliounmd uazionansdun
3.4 | Awuznisld (nstructions of use) O | O | ssulfaesrdestuluenansiiuiedesiiounnsd
3.5 | nsiuinen (Storage condition) O | O | ssulfaesadestiluenansiiuiaiesiiounmd uazionaisdun
3.6 | 919n13lgu (Shelf life) O | O |vwnilisuunanisveaeuluiate Summary V&V
3.7 | davuly (Contraindications) O | O | ssulfaesndestuluienansiiuieiesiiounmd uazionaisdun
3.8 | AnfaU (Warnings) O | O | ssul¥aesndestuluenansiiuiaiesiiounmd uazionaisdun
3.9 | 49A335299 (Precautions) O | O | ssulfaesndestiluenasiiuiaiesiiounmd uazionaisdun
3.10 | waduliieUszeasA (Potential adverse effects) O O
311 | nsdnwndaeniadondu (Alternative therapy) O | O
312 | swanBeaaudAua Tagilindnaiosiounnd (Materials) O O

msauansingauldlun1snan (raw materials) Al4lunsuan O O
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No. Wil g | wilv seazideansuily
Certificate of Analysis (COA) Y84 raw materials Pldlunsndn O O
Foasznaudaetoya delud
1. supplier’s name, address and telephone number
2. material reference
Assembly Drawing O |
Circuit Diagram | M|

3.13 | Other Relevant Specifications (Harmunaamzdy q MAeataq) O O
Specification YasiA3asilounmndiitudve O O
oSunesIwazLBeaterivuAREIiu Product specification slitoyaiReiiudnuas
Yosudnsiu 919fin135YINIgIN kazdinsnadeuvewiazdaivun Taaily
formunamnziieafuandnuu mMshaulezasssousmaainve o
g
Favdumsnguanadaya product specifications veandnsiuiiviatoyaves
duszneu Tnsasdoaiiiomsdl
1. Wtannaaau
2. \NTINISVAADU
Other specifications e.g sterility, stability, storage and transport, and O |
packaging

4 Lanmia?ﬂmimuaauLtazﬂi?ﬁlaa‘umﬂugnﬁawmmiaamwv (Summary of design verification and validation documents)

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

Summary of design verification and validation documents
(tLNETETUNIINIUFDULAZATIAFDUAINUYNABIVIINITIBNUUU)
Q’mamﬁaqa;ﬂmimuaauLLaxmnaaummgﬂﬁawaﬂmiaaﬂLLUULﬂ%@qﬁaLwaéﬁﬁu
Ao

O

O

NON-IVD-C-ACT-01 Rev.4-15.02.2566



91 14 N 22

No. e g | wily swazideanIsui by
TUsndnvinansUnylaeiseainteniu Full test report A9
Full Test Report sing 9 filfidudoyadnadewes Summary of design verification 0O | O | fhedruszbulunisniudaunaznsiagauanugniaainsaansuy
and validation documents 1A8azABIINITNAFDUAUAMUALIZAULAZAIULEES O  Electrical safety and electromagnetic compatibility (including
ENGER S RIRIE] essential performance)
KUBLiF) [1 60601-1 test report
a o ¢l ¥ 1Y I3 A A s o a ]
® nanfmuNldnagaay dosluasosounndNniuave uaznanananIuil [ 60601-1-2 test report
NARAUTTEYlUAIYD
) . . [ 60601-2-X test report
O mnnanduyNlinegeulinseiuidumae WwAeInvi I o .
. o , O  Software Verification and Validation Studies
Declaration letter LiaULAIINANTUNNIUAIYD LA NANNUNT . e ad o
. e e ea W _ , [ Tested version of software (ns@llsdiaenadpsiuiiduvanes
wvadaulluNannuNAeInNy (Identical Product) Lou gns .. . . y i
, - . P WIHUBUAMULANGIITERIN version IAdaULLas version NBuY
dHuUsEnoy, NITUIUNITHES, NTEUIUNMIINIIUTIAINTD .
I ANUD)
(Sterilization Process)
My o v & 4 o [ summary of verification, validation and testing (inhouse and
o  mnbilanagaudunn model Aasguasvnnalunisidonsdiunuly
- , in a simulated or actual user environment)
N1INAFDU NI worst - case assumption
® Full Test Report 7luui szfewlsznausiedeya Protocol, Method, [ List of unresolved software anomalies
Result, Conclusion, waznsguilgensdslunisnaaauiiueg [ Software life Cycle - 62304 test report ud@nansnsadari
® nsdluuu Test reports M Certificate of Analysis 9gfoauuy SOP/Work 1oNA13 62304 Checklist (iielsiaudaundule) uasuuuionansil
Instruction uans Method Aldlunismageu, in3ssdlefldlunsmaseu NEIURRNUTINIMUATBIAIZIUANGT3
ey Criteria MBLUNNSHBUSUNANITNAFD UL LNLLAL O Usability
o  nsalfu in-house method T¥luu method validation LR [ 62366 test report
O  Biocompatibility
O] Biological Evaluation Report
[ Biocompatibility 10993-X test report

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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wily 1eazdgan1suily

b=}

No. tin)

O Devices Containing Biological Material

O  Sterilization Validation (for devices supplied sterile)
[ Evidence of ongoing revalidation of the process

[ Sterilization validation Report -- method used, Sterility
Assurance Level - SAL, standards applied, Sterilization protocol,
summary of results

O  Stability and Shelf-life Studies

[ Real time and accelerated stability studies
Performance and Safety
Packaging Validation Report

Transportation test

© O O O

Cybersecurity

O Cybersecurity vulnerabilities and risks analysis [ISO 14971
standard]

O Cybersecurity controls measures

[ Verification and Validation of the implemented
cybersecurity control measures -- Vulnerability Scanner,

Penetration Testing, DoS Attack

[ on-going plan for surveillance and timely detection of
emerging threats -- Post-market Vigilance, Vulnerability
Disclosure, Patching and Updates, Recovery, Information

sharing

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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No. Wt | wily Fgazdeanisuily
O  Personal Data Protection acc. to Thailand's Personal Data

Protection Act
O flusunsdansdeyadiuynna dedoslisidunsdadungung
AuATOslRYRdINUARS (WSeTI1TURYARNATOITRYATIUYARG A
2562 (UsgmAld 1 4.6 65) Uaz WisTIvUYQAvNIMULINYIA W.F.
2550)

d1 1SO 17025 certificate %39 GLP wasiasufjuinisnasau O O

Design Validation (mimfmaaummgné’iawaamsaanLLUU) %30 Clinical Evaluation

Clinical Data [l [l

Full reports of all studies referenced in the clinical evaluation report.

L] Investigation Report (Full paper) of Subjected Device

[ titerature of equivalent device

O clinicat experiences

Clinical Evaluation Report (CER) O |

snwazidenvas CER

(1) 52y guideline 7il#lunsdanin CER

[ MEDDEV 2.7/1 rev.4 [ GHTF/IMDRF

(2) Scope of medical device ﬁxu%a product fidudne LLﬁzi@ﬁﬂ%’GﬂMﬁixﬂu
2aNuazLenNa1sAAu

(3) Literature search protocol

(4) Literature search report

(5) Curriculum vitae (CV) of Clinical Evaluator

(6) Declaration of interest 984 evaluator

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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No.

o Y
%IUD

b=}

wily

=)
sreazdeansuily

A5AITIZRAULES (Risk analysis)

WAUNITIANTIANULEES (Risk Management Plan)

foslsenaumedeya Asialuil

' '
- =

®  Scope s¥UlBLATRINBLINEY

® Product description and Intended use
® Product Life cycle

® Risk Management Team

® Overall residual Risk Evaluation

® Production and post-production information

31897UN1TIANTITAULEBY (Risk Analysis Report)
foslsznaumedeya Auialuil
® FMEA

® (Conclusion

wauly N1sdnnIsAUEsUBLAaslauNndfesUfURAm ISO 14971 dsll

[ @onadeaniy 1SO 14971:2019 / EN ISO 14971:2019

O a@enadesma 1SO 14971:2007 / DIN EN 1SO 14971:2013

Y a

Manufacturing Information (%'ayjawwaﬁ)

v

YaiAsaslaunngdngun1ve

Flow chart %99n32UIUNSHEN N15ATUAN N15UTENBU N1SNAFOUNENSTMA N3

U339 Msfnaan nsiivsne nmsiliusieande waenszuiunsiiesdes

A ¥
o -
2
o

Youarinsvednaninzasiiounnd

o q'

Yauariinvasaaruniinliusiaainita @y Sterile Products)

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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o Iguuunesui ey, Mviua

® syyTaiAIealionnndniufve

No. e g | wily swazideanIsui by
7 | milsdefusassruuamnmnIIHEn (ISO 13485/GMP)
wifsdesusasszuunmunwNsRAAvDHARIAS o sliaunnENduAve O O
wazLdenUey Certificate
®  Scope Tilinssuses Rosaenndasiundniasifidumee
o  daagluognisldau
1SO 13485 Certificate vosanuivhisUsAmInGe (n36] outsource) O O
8 | Bmshane msinlauanm uasnsviavendeiifatunmendsnslid @i
iz@%miﬁyﬁﬁaﬁwaw i feasiiuezinide Wudu O O
9 Declaration of conformity (DOC)
1@n&13 Declaration of conformity (DOC) O O | wueme

- dpviena1s DOC MMULUUNSUUDS Thai FDA

- ¥ta Product Owner seylvidanndasiuntfve

- ¥htfe Physical Manufacturer: szyanuiinanveadosiiownme wazues
gunsallaRu (accessories) muitszylilunsasens TEM Tiasumnuss
nsdifundssdnvansuisazdavhaensanuiindsduenansuuuils Ingls
YU ANUBNENTUUU (see attachment)

- ¥t Medical Device: seyfeiniosiiownmd wavgunsniadu

(accessories) auitszylilun1snesenis ITEM Wiasuynaents mnddesu

rodldtogulinsunnsients nsdidurenduasidaduaiadiounmdlissy
WestuveweNAWISiIY n3tlaUnInliaiu (accessories) 518159 MMUNIN

v o <) =3 £% '
ardnrisemsduenarsuuuililaglissydn muenaisuuy (see
attachment)

- ¥te Risk Classification syyliaenadasiuninve

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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No. Wil g | wilv seazideanisuily
- 9299 Quality Management System Certificate ixgi’l&laxlﬁ&lmm
Quality Management System Certificate lvidenndesiuteyaluniade
FUTRITTUUANNNANTHARTILLUIN Nsdiivansuvidanandessyydoyalinsu
VBINNUNAINER
- ¥htfe Standard Applied szyBaziBonvesuasgwilidmiunaaey
wnsgIuvesndnsiae @daldnisseydios 15013485 Fadumsdusesszuy
AunIMNERARTRdlsH) WieuTsrynaitureanaTg Ui
10 | Letter of Authorization (LOA)
19n&13 Letter of Authorization (LOA) O O
o Tduuunesuil ov. Avun
o syylairdosounmdfitudive
11 | s1en1s9u 9 (@)
nilsdafusasdnguszasanisly dausld n1sussy nilsdesusesaainuazdsnisld | [0 | O
suvastuiaviiadrvasmaniu (enasatuildacnulasginiuians an./
du.)
Tiuunsdl concise evaluation/reliance program W3ouLUU
Ol aaﬂnLﬂ?aqﬁaLLWM&Tmuﬁlﬁ%’U@wm’Lu reference agency
Ol L@ﬂﬁ’]iﬁ’]ﬁﬁLﬂ%‘lmﬁaLLWWéﬁﬂuﬁlﬁ%’U@H@’mﬁlu reference agency
vijidefusananslsziinssminanieslawmdvesuantadvewdadnud | [0 | O
enasatuiilfasunlnedsnduians au./au)
Tvikuunsdl concise evaluation/reliance program
wilsdesusesuansnnutasndsvasduinviadvamdniual (enasatuiildas | O | O

wnlagdaiufanTg de./6u.)

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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nsalltn39lATINT Regulatory Reliance Program

No. e g | wily swazideanIsui by
Tuunsel concise evaluation/reliance program
wangiunseyInINlsuiiviiuazsunafiAuguatase silaunmely O O
fnuszmad o8.5uses
nilsiavaid139ulasen1s Thailand FDA & Singapore HSA Regulatory Reliance | [ | [
nsalltn3lATINT Regulatory Reliance Program
Thailand FDA & Singapore HSA Reliance Model Consent Form O |
n3allt1391lAT9N1 Regulatory Reliance Program
Change Notification O |
nsalltn3lATINT Regulatory Reliance Program
Response to IR O O

nsalAIRedlaunNygNal Artificial Intelligence/Machine Learning (AlI/ML) fasdistgazidanainuipunssaluil

Yo o v oy " o =] % A v % Y a 1% - v
‘Ua&lﬂﬂﬂ‘lﬂ']l;aﬂﬁ'ﬁﬁéﬂ‘ua%la - meuagaag"lul,anaﬁaw] 1/|LL‘LI‘U&I"ILLa'Jﬁ']ﬁJ']iﬂ‘UU\?‘UaHaiﬁLﬂ']ﬁqul LYY ‘Uaga...agiul,aﬂmi....‘wu'] .....

FBUNETIWUNAINNT T1UIU wazanunizvesynloyanalull
1. Training Data
2. Tuning Data (Validation Data)

No. elin) 4 | uilv s1gazideanisuily
1 | deya input data O | O izqiwazLﬁaﬂﬁﬁaﬁmumLawwzé’m%’uﬁauﬂaﬁazﬂauiﬂiﬁsuaw@,n%
a%m&m&Jastﬁ&lfﬂLLassﬁ’aﬂ"mumLQWWzﬁww%’v%auuaﬁ%ﬂaulﬂiﬁeuawﬁm%ﬂszmama UsEaana
*o ynfudanansndusdoyaliidindii wu doya.. aglu
LONENT.... NN, ...
2 | yadaya Dataset #ldlunszuaunsitaun Al O | O |ssuneasidenunasiiun s1uau uaydnwaiyed Training Data,

Tuning Data (Validation Data), Testing Data

NON-IVD-C-ACT-01 Rev.4-15.02.2566
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No. 9o | uily swazansuily
3. Testing Data ok ‘mﬂﬁLLé”Jmmaa%ﬂﬁayjﬂﬁﬁmﬁwﬁ Wy Toya...agu
wiorlimgralubosnuiismeuasanumnzasvesyatoya (dataset) Mdonld ONETS.. AT
3 | Yeyalunaviesanadiiuilldan (Al ModeValgorithm) O | O |ssuneasdenvedinaviodanedfiuiidentdlagduay
obueTeasBuavedlunavsesanadiviuiidonldlasdaad wiouliwaralunisidentld uwagnszuiumslunisandan A/ML
nwioulimanalunisidenld waznszuiumslunisdniden AI/ML Model Model
w0 ynfiudataedvsdoyaldifle wu ogluenans. i,
4 %ayjaammuwae Al [\ accuracy, sensitivity, specificity] Il O isq%’aga Performance Criteria [1%1 accuracy, sensitivity, specificity]
O Timsmyuamnae lumseensy (Performance Criteria) H3afmua xxx %ﬂﬂﬁLLﬁjﬁUS%ﬂﬂﬁagaiﬁﬁiﬁ 2y agﬂmaﬂmj_mwﬁq _____
AuanyuzduauIIaUuE (Performance Specification) WU Test Protocol uay Test Report Tunsuseifiulsza@nsnimasssa Al
@] ﬁﬁﬁlmga Test Protocol tag Test Report lumsnmuaevuazasIageuN model
wouldnsaussouzandiminuainie lu
5 %’aﬁﬂ,a Clinical Workflow | M| i%‘q%uﬂa Clinical Workflow
finsuansuaresunaieinnineildanvensuasiuld sudwsuiidunenlades
flaunifeadomaniortosszivla
6 %’ayja%’umaw%au,wums re-training model (§1&) O O | s¥yununis re-training model
finsuanstaaviesoulunissmandoyanisiFous (Training dataset) lunsdlfid
mnﬁui@gawé’qmﬂﬁﬁ’l Al model Uy wazdonhdayadnanunldlung re-
training model
7 | Buq 00| 0O | Windngudui Type vos Al dunuulnu

- Locked Type Algorithm (ndseengnaine1sasiinsinudeyausladl
NTEUIUNIT Training Al TUie89 aziitnataziimuualidmsunis Re-

training model) #3®
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L v
%3V

b=3)}

wily

=)
swazansuily

- Continuous Type Algorithm (ﬁmitﬁu%’auual,l,az Training Al iﬂﬁla&mmn

v P

VBHaAN
Y

wulenaseangna1nlund)
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A15unN1sUseiiuanaswuuege (concise evaluation)



él"aaehaLanmﬁaigdmﬁmuaauLLazmsmqmaaUmwgnﬁawaemﬁaanufuu

@nvinduntudenge sndunsaindnludsemeadainduntelngld)
LNANITATUNTNIUABULALNITATINABUAIINYNABIVBINITOBNUUY

(Summary of Design Verification and Validation Document)

OIS DI OUNIIE oo
TAUTLAIANTITITIIU (INEENAEU USE) wvvvvrrvvrrrecrrrriecr s
WAZTDUIIY (INTICATON) v
lansfine (e) Anwineunisnaasamismann (Pre-clinical studies) FIUIY weocvveeeeereeenne.
©) YANFIUNNAFHEN (clinical eVIdENCE) TIUIU cerrrrrerreveeceeeeminiesssssssseee s

v A

=
PNUAB

NAEYU Loy
RIGRNY

(@) ANWINBUNTNAABINIIAATA (Pre-clinical studies) I1UIU..vereen...... ndDU

@. IDNTNAABU

WUNTIBURA MNETIINNITVAFEU YOUTIENTNAADU WATNINTIIUNDNNBIN

Tnguszase

/M svedau

NanN1INAdaUu

a3y

. YON1TNAADU

LAINTIBUNE MNHETVIINITNAGOU YOUVIENITNAADU LASUINTFIUND DI

Trguszase

BMsvedau

NanN1Inndau

a3y

(o) ¥engIUNAALN (clinical evidence) IMUM.......... NAFDY

®. FBNTNAADU

LAUNTIBUNG MNHETVIINITNAGOU YOUVIENITNAADU LASUINTFIUND DI

Trguszase

Bnsvedau

NanN1Inndau

a3y

anwiloe
OUANR havAIwLs
UseiiunTIUSeMEHanvs oL venansiue



nilsdaiusasinguszasanisly dausld n1sussy wilsdesusasaainuadsnisldeu

Declaration Letter

[To be printed on Company Letterhead of Applicant] | tend1seenalagdsiniiufionns aw./au.

Medical Devices Control Division
Thai Food and Drug Administration
Ministry of Public Health

[Date]

Dear Sir/Madam,

l, [name of Company], the applicant for registration of the medical device(s) stated below, hereby to
certified that;

[List containing product names mediical devices]

- szyTeinTesiiounnmd wazgunsaliaBa (accessories) aufiszylFluniss
518013 ITEM TWiasuynaenis windidesudestlddesuliasunnsents sau
fanefuvaswendurinsdiiidu Software as a medical device

- nsigunsaliaiu (accessories) f518n1331uauann azdnvisentsidu

nasuuuild Taeliszydn auenaisuuu (see attachment)

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.

reference agency izq%wmm’mﬁﬁ
wihiwazgunalunisinfuguaieiesiie
wnnslussUsamaiidndneu
AMZNTTUNTTOMITHAZENBDNTU
TGA (Australia)

- Health Canada
[Signature] - Notified Body (EU)
[Full Name and Title of Senior Company Official] - MHLW (Japan)

Yours Sincerely,

[Company stamp] - USFDA




ABE1NTNFSUTILENIUTLIANITIINUY ANN.

Marketing History Declaration Template

(To be printed on Company Letterhead of Applicant)

Medical Devices Control Division
Thai Food and Drug Administration
Ministry of Public Health

[Date]

Dear Sir/Madam,

end1seanalagdaniiuiants au./au.

reference agency ¥U¥anl8941UNY

v o ° o w o A
vimwu,azmmaﬂ,umimn‘ugumﬂsama

wnndlusrsUsemananinau

AMIZNITUNTITOINITUAZEEDNTU

TGA (Australia)
Health Canada
Notified Body (EU)
MHLW (Japan)

US FDA

l, [name of Company], the applicant for registration of the medical device(s) stated below, hereby

declare that the medical devices have been marketed in the independent reference regulatory agency’s

jurisdiction for at least one year. The first date of market introduction in [jurisdiction/country] was

[mm/yyyyl respectively

This declaration shall apply to the following medical device(s):

[List containing product names of medical devices]

(see attachment)

fasldvoiuliasunnsens saudaiesduvasvanduasnsaliiilu Software as a medical device

P = P ¢ ¢ a . a ] A
- sEyvaIATRsliaunnd uazaunsaliaiu (accessories) muiszylilunsnesenis ITEM Tiasunnsiens winiivagu

a ¢ a . a o v o < ey v o '
- nsmqﬂnsml,aiu (accessories) 4318N1FITUIUNIN QSQﬂVI'ﬁ']EJﬂ'ﬁLUuLEJﬂﬁ'ﬁLLuUﬂlﬁ Iﬂﬂiﬁiguqq AULDNETITLULUY

l, the applicant, am aware that making a declaration which | know to be false is an offence under the
Medical Device Act (B.E.2551), 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,
[Sienature]

[Full Name and Title of Senior Company Official]

[Company stamp]




B9AasUTaIRanIANUaBANY

Safety Declaration Template

[To be printed on Company Letterhead of Applicant]

) ) o tana1saenIlagdaiuianis au./mu.
Medical Devices Control Division

Thai Food and Drug Administration
Ministry of Public Health

[Date]

Dear Sir/Madam,

l, [name of Company], the applicant for registration 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) when
used as intended by the Product Owner, in the last one year from [dd/mm/yyyy] to [dd/mm/yyyyl:

No reported deaths;

No reported serious deterioration in the state of health' of any person; and

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]

a A & ¢ ¢ a . a
- szyaiATasliounmd uazgunsniiaiu (accessories) nuiiszylily
M1529318M15 ITEM Tiasunnsens ndvesusiasldvesulviasun
= ¢ o '3 3 ad < .
318M 3 TeesTuvsganiulsnsaiiilu Software as a medical

device

l, the applicant, am aware that making a declaration which | know to be false is an offence under the
Medical Device Act (B.E.2551), 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,
[Sienature]

[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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