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la wpv8A1UN1W1E URBlAUNLNElLTANS BILE IR U DAY

A lnenion1w1inge lneos19usn 0LaNITI8azLE B A

famaluil

O (1) Foudasam

O @) Snguszasanisly

O 3) voudly

O @) sreazidenierfunsosilaunnefisndu wu arudsenau

dAgy wann13au Ussan aila

O (5) Fevesynanvsornvesuansiom

O (6) iavfinsesnuswaniiosdu vioauinsesnusianinsad
o

{ a = o

a - o A .
HAR U TUNNGR UTTAEUIZI AT (serial number)
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O 7) fusiou vanuly wievenisseds @)

O s) iﬁ'aszqmﬂa"ﬂwm‘ (Unique Device Identification: UDI)

o o a

dmsuiasoallounng Usslani 4 dseiand 3 wiauseiani 2
(8%)
7191l ganawls Lounaatu nsednuwarduluinueafeiiuny
& Ada & AN ¥
155AnTa Ansusslunsusussadadidnvauznianienin n
wanTIgazBenaaINAIITIANIlaNN1TULUTTYAT R sllaune Tu
nsfifiluanansnszyve 7 (2) (3) (@) (7) wie (8) lavuaain Tnuans
hillenaisiduasasilounnaunule lnstenaisiiduiasaeile

wnnganansauandtugUuudidnusednaile

o 1nSovliuwngUs:LNBoWALDS LDUWALATU

MDC Tech

my rags st rpeseve sotmare

[T ——T————
I8 ek 358 brand toracn it n OK1
o IDmmmgachy:

i for Use: Tha ystons 5wt 1o b used 153
comcurnt raacing i 1o help racrs with detuction 4t @}
hraciutzrsan o potmatial strcenties ..

NDX Tean 53 software oy apgidcaton desirod 1 be
e by SIS 10 T o et of gl
gty s 8t trast tcrenyien

Audiau Jorwld
H3adaAss:50 (M)

% 4 o &
O unledu « fail
O nséludu Calibrator w3 Control maduuy Target value

sheet 4108

nsel Professional use

O aniflasoenudinguviedadnsamiuwmweainylivy
2870 muana%“uwmmwmasuaqGT'Jsjau?aﬁmﬁﬂwaﬁmﬂumwﬂm
Wsan1¥189ng (Glossary of symbols) Tluamnvidelonansiiiy
wwosflounnone

Q’: dy a . ¥ a ac v == ¥
U ﬂiZHLﬁuEULL‘U‘U Electronic QBG]ENEJﬂ?ﬁLLﬁﬂ\TJﬁﬂ’]iL‘U’]ﬂ\‘i“UE]Ha

z
N30l Home use

I:l manu,u‘uLaﬂmsﬁﬁmﬂ%mﬁameamﬂ@méml,asaﬁumm"lms

fidulunssznaiifeives

wewe lnasifuniwtinsaasaudaluasuniunuenansifuaingsdn
iosnnluwivesnisdasasts deyafiuandlinuenaisituangudn wu
VoyaTigRaTHIUNITIATIzIALEs (Risk analysis) Azifntusnuad 3dlad

msdmviveyanalsghuasunyguilag
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unasuieafiuinTasiiounnd

1. gFungagunnTINveLATRowNvY

O TUsauuuenansesuieasuninsiuai oslownme (Overview) Loy
> Y 4 o 4 ‘< . vow g
voyatlasnuiieriuinieallounny Taguszasanislouasvously
(Intended use and indications) é“ﬂwzumawwgﬂwﬂmu (any novel

features) FvayadinannesdennasiulenaIsiiuiAsesiounne

2. mauansUsziRmslafuoudinst uwzdounieoyanelnng
Swnglunewann wazUsemssmngluussmema

(rlunsimsanvdninamnsissandweiinesawdernaiio
Ussiiulenansuansensaensieuazanssausmavhaueaeiedle

Lne)

Registration | Distribution
Intended
Country Indications Approval date Evidence

use
date (If Applicable)

O Wsadaviluguuuumsisnuegile (1)

L wnlwdu 9 St

Abridged Ing

O Therapeutic Goods Administration: TGA

O Health Canada: HC

O European Union Notified Bodies: EU NB

O Japan Ministry of Health Labour and Welfare: MHLW

[ us Food and Drug Administration: US FDA

O who Prequalification of in Vitro Diagnostics (IVD)

3. GﬂﬁNLLﬁﬂﬂi']EJﬁ%LaEJWU’eNﬂ'ﬁQﬂLﬂﬂﬂ@‘u

Reason for
Intended Date of
Country Indications rejection or
use withdrawal
withdrawal

- anunsadnviluguuuumsenugile (1)

O Wsndnsiluguuuumsinuedle (1)
O nsdluiinisgniinaeu Insyyaeninuiusessiniaives
nandunlaefiilonun “lifivsziinisgniinaauniseyyin

P - C
wiadunzidauanusemans 97 linunisng

4. mINUARIADILANYRIMTRTUNELT UV R O YY RLE IS

fj’mm&Jm%mﬁm%lummmﬁé’amaagm%‘aag‘[,mzmwﬁ%ﬁums

Date of
Country Intended use Indications
Registration

- gansadavinlugunuumsanugile (1)

O Wsndasiluguuuumsinueile (1)

O nsdlad szyveninususesainiavewdndunlaed
x s X 4 o
Weaudn “lifidvevunzifounieaygyiniiadnsdining
nanfdudilunaiandefnsegvsoagluszniteaniunis” linw

[ 2P NN

5. p13uamITenumansusuliiiclszasmainnsluaiodio

o v -
LLWWEJEL‘WLLuUL@ﬂﬁ?iﬁ%ui?‘&]am@&]ﬂ%aﬂ AEs

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

dd/mm/yyyy

- anunsadaviluguuuunsienugile (1)

O Wsadviluguuuumsesmunile (1)

U nsallud nszyvenususesnnaveswandunlaed

Weaudn “laidl AEs a1nnasldiaTesliounnd doaunde 1Y
= o a . & P a_ o ¢ '

autalagliu uazlifl Serious AEs Asusindndusioangnain
= o oY

audataguu” Linunisns

I:l f91897U AEs I%LLU‘UL@ﬂﬂ?ii%ui’]ﬂa%LaEJWU%Ni’]EN’]u AEs

6. AN39EAIT1897U field safety corrective action (FSCAs)

Countries where FSCA
Date of FSCA Reason for FSCA
was conducted

- gnansadavitlugduuumsuaueile (1)

O Tusednviluguuuumsemugiie (1)

O nsdlud nsvyvenuiusesniniaveswdndunlaod
\amman il FSCAs Saunds 17 aufatlagty uaslsid
Open FSCAs sawdnansdmsiaangnainaueagdiu” lanw
#1979

O & AEs \inTu neadin1ssavin field safety corrective action
(FsCAs) Tnemnludavinnasssymasa

O fi5n891u FSCAs Tuiuuionanssyysioasidonveqsioau
FSCAs
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74
=1

neasideniasasiiounnd lnedeelisneazidannsil

1. dnwasinlusasndnnisyinau

2. Jnguszasnsly (intended use)*

- nunludAgyneddennaesiulonasiNUIAIsiolnme

0 wenansuansinguszasanisly (intended use) Aiwuusnluviue

eavidunmsasiiawnveludannassiuienansmiumIeeilaunme

3. muuginsly (instruction for use)

@
4. N15LAUTNYN

5. ongmslyaur
- Maand shelf-life iWduduiuiou vse Jdaau lngaznas

Tudinne Real time stability report

O Wsauuuienansesurgeignisleaudus swn Tundnves
wiedlaunveiduduiwiiou wie Jdaau wu Shelf-life = 18

months from manufactured date

6. vadiA (imitations)/vavaley

7. Audou (warnings)

8. U9AITILI (precautions)

9. Meazdoatesianiilusamidadumuznovtensiasiiouwme
(materials)*
- ansafnyssazBeanindsngulannuesgiu IMDRF auiden
shorturl.at/cqsPT ‘1/1‘111 22/50 Tupeau Heading 39 Material
Specifications

%38 TR-02: Contents of a Product Registration Submission for
In Vitro Diagnostic Medical Devices using the ASEAN CSDT #1113

a ¢

a3A bitly/3iYsFbb

£
=1

WsauuuLands Al

O nsdleisosiio gunses / Analyzer

I:l LONESUERENUUTENOUTDLATDY

R
[ wnansdu q feten

O nsdlhenmna 9

L] 1. Aesfienansusnssiensdaulsznau Sagau vizedaghly

a A ' = a ¢ . .
NANVI DL UAIUUSLNaUVDILATBIUBLNNE (List of raw materials

and components)

O Tnuanssenisarutsznou agiv wietanilundauiowdu
drulszneurena’ oelounneanun Imhmyamamqml,l,az
inamesensidunudunmenism ﬁy’aﬁmﬂmﬂmﬁﬂmauﬂﬁﬁu
Hazardous substances vﬁamimwﬁmﬁﬂ%mmﬁwas{asﬂaﬂdagm
AuUanniiy azﬁyaqLLamqmuazﬂ'%mmmaqaﬁﬁqnén

O VLaJIWU‘Jayja List of raw material

O Iﬂsmsq’iﬁﬁmﬁu Critical, Active, Main ingredient

O 2. Material Safety Data Sheet (MSDS) ¥®1 Finished

product
- NRlNHEALILUE MSDS aeverivunves EU Reach In

HNARLLUIRMINETLIsERUEWANa unesU fuRmuveivun

U

o

fananieenals

[ wenensdu « sisil.

10.  v9fmuARNIZdUY MABves (product specification)

O lusavveyalutenaisiiduiad eadeunns luive
Performance Characteristics 314U

O sszmJ“ a wuvuludenna 0ai U 0 Performance
Characteristics auanansiuieiasiiownme

O nsaifiunly IFU luaveiliAsaty Performance Tusadwiay

ARHGE I RTHIGH
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11 %agaiwamﬁam%‘u 9 (Other Descriptive Information)

[J wndl Lancet uaz/u3e Sterile swab 57308 A28AD4UUY
FuMTNAdeURi
O sterile Test
O Biocompatibility LLGTLm‘
O Cytotoxicity
O sensitization
O irritation
O nansfnwinesfiveya 3o Uszinn staduaivie Model

ARARABINTUYBYATUAAINUALIBNENTINAY

- v
O winil Alcohol pad FIUBYMYADILUUTILUNTNAFBUAY

Uszmiandndunifueanegeaaiulsznauitannodmsuny e

o uavinSeallounne w.A. 2562 il

[T sterile Test, Microbiological (mmmmaa"lumi?m%a)
O Biocompatibility Taun
O Cytotoxicity
L] sensitization
L iritation
O Alcohol stability (s 893 114 ola § 9 Tug Av 18997y
NUADY)
O wansfnwinesiveya 7o Uszinn staduaivie Model

donnapsiuTayAULAAINLALLENENTANAY

Essential Principles

Y

- AAYIAY LWUUNDT

O wonansiimuuuuinluusingdeiniasiiounny Vilnluananse
nslarnienansiinanensiundesieunnsinesnstunsdeu
Tuswoiivdoly

O Tuges Applicable to the device nscﬁiz‘q “No” 5@&35‘14
winnalaggome

O snmsgrulunssdusynang DOC waw EP Tusamumiusianeya
wvitinmsgu 9 uag version

[ nsailuls ER, GSPR noslanstondavin uarFuilunsdnvia

O unlady « il

v a o A ¢ a v a
LaﬂaqilLﬁﬂ\iﬂa%ﬁﬂﬁiNa(ﬂLﬂiaﬂ&lﬂllw%ﬂﬁiaiqﬂﬁzlaﬂﬂW'WJﬁNNaﬁ

o

)]

a1 (Manufacturing Process)

- dansdunauNSHaRASawdiounne i Flow chart

- uuulvasunnsenisunTungideu

0 9zmeeszydio Product name wanstaiawan iWdunssuaunis
HANYDIUATOIOUNVIEAINATY AIUATTNITIBNNT Item NNTIBATT

O I"dims‘q Manufacturing site Tuumazdunaunsndn
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nilsdasusasszuuaIN

[ 15013485 #lé5uni1s5usesdasnsaungqu Scope AsUHIY
feu Design & Development, Manufacturing (Production)
. . . o - ¢ v X =
wag Distribution* taSasdlaunndiinasnisyunsilou uag

v o da a X o .
HAARINUADIUNANAINTTUYUITIATY Manufacturing

Process i
1. n3dl Product owner ALIUAINTIUA LA Design & Development,
Manufacturing (Production) wag Distribution 19wy 1013485
Y99 Product owner
2. a6l Product owner LT UAANTIUUIA U LT U Design &
Development wag Distribution d Physical Manufacturer Lﬂué’
ANtuAanssu Manufacturing (Production) TV 15013485 vas
V’Tlﬂ Product owner ez Physical Manufacturer
*Certified body wneumseralamduiimumneludnuaeiieaila

=
%3

[ Local GMP for Medical Devices

Tusauuumilidesusesszuuaunimnanviiiosn

O waneny

O bmuveunendniedesiiounmefisuvetunsdou

O éaluwuy 15013485 ve4 Product owner 11

O nsdlytiandu Product owner unlslafinisveniisdosuses
STUUAMNII 171 ISO 13485 ¥ Local GMP oendlsfina s
UszmiAnsznae gaansdouaniulszneunsihiiedesio
wnguazySUBYsIaTesTlaune nesUfoR Taglnaauny
wazquanisUszneufansiiuieeeiosdiounms

1 vEninaewayIsNsiFlunisiviersiniesiiownme
(GDP) sty wolw Product owner sanuiisio3usesmiu
FunsuuazzUfiRng “Uszniansensieasisngy (3o sEuu

o ¥ A oA ¢ "
@ﬂm"l‘Wﬂﬁiﬂ LUNNIDVULATDINBDLLNNEY N.A.2566

L - LY '3 v v ' ¥ L= P ad v v a = v a LY 4 .
wuaaasusammqﬂszmﬂmﬂ% dausld 113U wmaaiu‘sammnuaz’;sms’imqmjamwawsmmwmwammm (Declaration Letter)

O tusedavinenansauwuunasuvad Thai FDA

O witsdeaduitlufiesusoneasiounmeinosnistunsfou

Wineil fveudly 3819 aan wnansifu nssfuitunsdoulu

UssLwﬁﬁigqmwummaﬁ%z‘?ﬁms‘ﬁmLﬁ'au
t;aaixqﬂixmﬂﬁgwmlﬁaamﬂgaaﬁ’umﬁwﬂaziaﬂﬁ%u

nefou (lanunsoensds 15013485 1a)

Declaration of conformity amuwuunasy

Y

- dpvenans DOC WWNLLUUW@%NEUEN Thai FDA

aaagnsunsgunldlunsseyiada Standard applied

1. 159U NILTEUABIAROUAUT DR N UALENIZYBIHAR Tt
lulmdeniissunasglamasgiuil

8NA90819 LU mmgwﬁ"[ﬁzﬁywmaau Analytical Performance,
Clinical Performance, Stability test, Labeling L‘lju(;u

2. ﬂ%aﬁuﬁ@]iﬁﬂuﬁ’m’]iﬂLU%EJULL‘U@&LLG’{

3. m1nnu71 Wnsgiud szl asuaauniud Usngluniss

Essential Principle 1vunfiansnsalvygunnlala

EN ISO  18113- | In vitro diagnostic medical devices—Information supplied by

1:2011 the manufacturer(labeling) Part 1: Terms, definitions and
general requirements
EN 62366-1:2015 Medical devices —Part 1:Application of usability engineering

to medical devices

EN 13975:2003 Sampling procedures used for acceptance testing of in vitro
diagnostic medical devices—Statistical aspects
EN ISO  15223- | Medical devices —Symbols to be used with medical device

1:2016 labels, labelling and information to be supplied—Part 1:
General requirements
EN ISO  18113- | In vitro diagnostic medical devices—Information supplied by

2:2011 the manufacturer(labeling) Part 2: In vitro diagnostic reagents

for professional use

EN 62366-2:2016 Medical devices —Part 2: Guidance on the application of

usability enpincering to medical devices

EN Performance evaluation of in vitro diagnostic medical

13612:2002/AC:2002 | devices

EN IS0 23640:2015 | In vitro diagnostic medical devices—Evaluation of stability

of in vitro di: ic reagents

EN 13641:2002 Elimination or reduction of risk of infection related to in vitro

diagnostic reagents

O Tusadnviiensans DOC mukuuWesuves Thai FDA
O Wssunlunsszyiane Standard Applied

O snnsguiissylunsunaunudivsnglunis Essential
Principle
O Wssunlunisseyseasiden OMS

O 1‘1;1!3314 QMS 994 Product owner

O waiionsdslumsstuienarsteyassuunmnin aasszy
Rev. InAsuniu

0 ams numeny

O Wsnisvayalmdulunsuuuoss lawn...

O Wsniiiunsszyie Certification body

Quality Management System Certificate:

<ISO .| Certification Body fand Certificate Number, issue date, expiry date>

O Wsaiunsszufevewniidosusesaann

Quality Management System Certificate:

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

O veyaiuanslunsafuiivsinglunddesusosszuunann
O certificate no. luaennassriu

0 Jusenienans/fuvuaengludennassiiu
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I'EN 13641:2002 Elimination or reduction of risk of infection related to in vitro %, o v ) a4 af P
|2 it magsods O Tusaunlopnudeddunassduanudssivunsidoululne
EN 136122002 | Performance evaluation of in vifro diagnostic medical devices |
EN ISO 15223-1:2016 Medical devices — Symbols to be used with medical device a a A Sy ! ' @ Yoo
150 1522312016 labels, labelfng, and inforcation o b supplied - Part 1: O szydownsesiiounmelunsy / lunssdunundveuarsionis

General requirements 2

In vitro diagnostic medical devices - Information supplied by
the manufacturer (labelling) - Part 1: Terms, definitions and
general requirements

In vitro diagnostic medical devices — Information supplied by

[ENTSO 18113-1:2011
1SO 18113-1:2009

EN ISO 18113-2:2011

| 150 18113-2:2009 the manufacturer (labelling) — Part 2: In vitro diagnostic
L |rcagents forprofessional use 2

[ENTSO 18113-3:2011 In vitro diagnostic medical devices — Information supplied by
| 150 18113-3:2009 the manufacturer (labelling) — Part 3: In vitro diagnostic

instruments for professional use (ISO 18113-3:2009.

In vitro diagnostic medical devices — Evaluation of stability
of in vitro diagnostic reagents

Sampling procedures used for acceptance testing of in-vitro
| diagnostic medical devices — Statistical as,

In vitro Diagnostic Medical Devices— Measurement of

EN SO 23640:2015
1S0O 23640:2011
EN 13975:2003

EN SO 17511:2003

1SO 17511:2003 quantities in samples — of
values assigned to and control materials

1SO 80000-1:2009 Quantities and units — Part 1: General -

EN ISO 15194:2009, In vitro diagnostic medical devices— Measurement of

1SO 15194:2009 quantities in samples of biological origin — Requirements for

certified reference materials and the content of supporting
documentation

items

O Wsaunly ...

10.

nidesusauaniusziAnsiviuig auw. velnanniaidnvesnansinel (Marketing History Declaration)

O Wsndnvinenansmusuunasuvas Thai FDA

Uszifnstunsdeuluiveunasuieiuiniasleunne

O Uszwmanzunedow/sundunsdeu luaennasatuaisnawans

11.

nilsdesusauaninnuuaenievasduanusardrvaanindne (Safety

Declaration)

O tusedavinenansauwuunasuvad Thai FDA

wantiugauvas 1 J)

O wisdasusamanianuvasaselnfiviseSRooundiosnsuss

1§ duanntunvsvetuneideululve (seyufunluriswiaidagiu

12.

o ' dSa v & o °o_ o ' < o n
nangunsayInANVilsuniiviuazdunamiuguasuw ludessman a8.5uses (Product License)

- luanun3091984 Certificated of free sale ln
- wuuluSusewSenilsdeuannisfudunzifounseoyn1nlning

o ! 4 A “ ! Y a ¥
‘\]’Wﬁ,ﬂEJLﬂiaﬂﬂaLLWWﬂIuUﬁ%mﬂﬂN‘] AuNB19B9lUe 3.

O wsauuumdngumstunsdailulsanameg fmuerdslums

o
Usemaninig

o £
o tansnswangunsTunzilioy
Junzilioy

Therapeutic Goods Administration (TGA) Device
Registration License tag

[ Australia R X ) .
Australian Manufacturer’s Declaration of Conformity

(FnuneazBuniiandunnudn shorturlat/se2d7)

[ self-declared c E
= EC Declaration of conformity (EC DoC)

[ Notified Body C€xox
—> EC Certificate wag EC DoC
O eu vop oo MBS MBLaY notified body a8
wu C€arzs
nsdidudiluifununaiguasfinisdoanguie
fdadsusinudu IVDR THuuu Confirmation

letter from NB

[ class A (non-sterile)
—> EU Declaration of Conformity (IVDR)

[ Class A (sterile)/Class B/Class C

—> EU Declaration of Conformity (IVDR)
U Quality Management System Certificate
(IVDR) **

[J eu ivor
**lananseanlag Notified body

O class B/C for Near-Patient Testing, Self-
Testing and Companion Diagnostics/ Class D

—> EU Declaration of Conformity (IVDR)

U Quality Management System Certificate
(IVDR) **

v

N3y
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> EU Technical Documentation
Assessment Certificate (IVDR) **

**langnseanlag Notified body

[ canada Health Canada (HC) Device Registration License

Japanese registered certification 970 MHLW %38
Registered Certified body (RCB) wauAnsdl
“nsdindngrunistunsdeuduarediu
L1 sapan wlaenandunuisengulnemizsnuladld ud
Fundrdesasnuiusasnnugndas

- Tnedl Application form uag Annex Mgadag

- 510K clearance
- Premarket approval (PMA)
O usa ma,niml,uulfgﬁwﬁﬂuaynﬁm wie AwAUY

wanSumaIesiiounmeainuuiv

- De Novo
13. | Letter of authorization (nseltidn) Aswuunasy
O tusadavienans LOA suwuunasuvad Thai FDA
a o A Sy ! ' o Yoo
O srydoiniosounnglunsu / luasatunuidiveuaysienis
items
ada =5 o P < Yo P ' = A ¢ q v @ ' P o = v
14, 1uﬂ‘§m1/|3.lLBﬂﬁ’li‘ULLﬁNi’]ﬂﬂ'ﬁLﬁiaﬂuaLLWVIEJﬁ\lﬂ‘SUﬂ’ﬁﬁ]ﬂ‘VIZL‘UEJULLUUS’JSJH’QSJLﬂSENNaLLWVIEI ThguanansnenaIndauven1n5sauilenie

(GhM)

nsalinsasdiounndfll Artificial Intelligence/Machine Learning (Al/ML) fasiisneazidaaiufiuasnalull

valvidavinenansasudaya - mnlidayaagluanansdue Muuvanudanansadusdoyalmdmii wu deya..agluenars..wi....

No. Wiade 8 | udlv swazdsanisuily

1 daya input data O O 3xuiwazlﬁamjyaﬁmumLawwzéw%’ugagaﬁamjau
osueTwasSuauarTeTuAEN T dmEUToYAT ulwwonnuasUsziana
aveulUlmmenauasUszanana o yandualausnd vsveyalviamund wu

voya...agluionans...uun...
2 | yadoya Dataset Alvlunszusumsiaun Al O O | szuswasideauvasiiun $1udu wazdnuazves
?J%UWEJ?WEJLLMEHIJﬁNW U LLaxé’ﬂwmwaﬁﬁquauua Training Data, Tuning Data (Validation Data),
Famoluil Testing Data
1. Training Data o yandualausnd vsreyalviamund wy
2. Tuning Data (Validation Data) voya...agluionans...uun..
3. Testing Data

wsoulvivnualuld osnrnufsswouazaa1y

WaNzaLveIYRTeLa (dataset) fidonly

3 | deyalunavisesanediiuitlday O O | szuswazidenveslunaniosanediuiidenly
(Al Model/algorithm) Tnadad
oSueTsaziBunasluaaniedanoaiuilidenty wsoulmvamalunisidenls uaznszuaunislunis
Ingday Aimdan Al/ML Model
wsoslmmanalunaidonly uagnszuaunislunis s ynflumvistusreyalufle wu ogluenans...
AnLEaN Al/ML Model ...
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