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PRODUCT REGISTRATION REVIEW REPORT
FOR EVALUATION OF CLASS 2, 3 OR 4 IN VITRO DIAGNOSTIC MEDICAL DEVICES
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o or Use T syt b e to b used 334
comcarrnt macing i o help s with detection st @
hracintzatan o petatil atmcenmtivs -

Audiau Jofuld
H3a¥aAss:50 (M)

msrir
oo || O L : i
e @ ool
sttt [l osursaansosiaus-sunzon
J (serial number)

J

O wnlody q ¢l

O nsaidu Calibrator we Control Avaiuy Target value
sheet mﬁ?’JEJ

O 3§ﬂ'151,511%'nmé7@ﬂmﬁu summary verificaiton and

validation Tusanumureyadnase

Performance Characteristics

O wnansmiuedesdiownmenasfinisuansusyavsnmuasaing
Uaoasts (Performance characteristic) 11 asUn 7un19 5 WA n
Vlﬂﬁa‘ul’; Tu Summary verification and validation Lﬁ'lalwy
@0AAAITUNIATEIY ISO 18113-1 W30 18113-2 30 18113 -3
mmﬁ;\?mﬁm‘lﬂhumsaanLL'UULaﬂmsﬁﬁuLmzﬂmﬂmmm%‘bnﬁa
wnne lawn
dmiunsal Qualitative
O Analytical Sensitivity or Limited of detection (LOD)
(Werunnsel)

O Analytical Specificity

O Interference substance

O Cross reactivity (Wdumnsel)
O clinical performance

O Hook Effect (wauansdl)
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dm3unsal Quantitative
[ precision (Repeatability, Reproducibility)
[ Accuracy or trueness or method comparison (weumnsel)
O Limit of detection (LOD)
O Measuring range
O Linearity test (waunnsel)
O Analytical Specificity
O Interference substance
O  Cross reactivity (LauAnsel)

[ Reference interval or cut off value (aunansal)

dm3unsal Semi-Quantitative
O Analytical Sensitivity or Limited of detection (LOD)
[ precision (Repeatability, Reproducibility)
O Accuracy or trueness or method comparison or clinical
performance (Waauansed)
O Analytical Specificity
O Interference substance
O  Cross reactivity (LauAnel)

[ Reference interval or cut off value study

v oy A od v
D NIVIUNNYIVDY

O walw Analytical Performance 4%l
[ ns6l Qualitative %av o Analytical sensitivity (Limit of

detection - LoD) A1 LoD nasuansaidaauinidu luaiunsa

wanaduri <, <, >, 2 ln dufulvunlonisuansvoyaluonas
ffusaglmunuasureyalu Vav

O nssd Quantitative A1 LoD iy LoQ laa1unsals nns
seeuanduniosmneg > ve > 1n lnunlonsuanseyalu

nansiiuwaivnumuaeuveyaly VAV

O unlw Clinical Performance sisil
A8l Qualitative
O nswadeu wazn1suans Clinical Performance aiduly

ANLMTZIU CLSI EP12 TUsanumu unly il

O wuniinsnaaeu Clinical Performance Lisy  fugn
poralussiuieatu fofu Winuansasuuamvaaeuiiisuiuis
Um3571U (Gold standard)

0] Tsmagu uazuans Clinical Performance Tuguuuy
2x2 Contingency table

[ m1519 2x2 Contingency table ;aﬂixq?}% Reference
method I dmauinlandnnisesls iwu RT-PCR Ineg Method
Y mya 399 Uﬂwysljuﬂ LU lml 3¢, Contrast reagent , Hospital

Examination, Commercial kit Wuau
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#2879 2x2 Contingency table

Comparative test results
Candidate test results Positive Negative Totall
Positive [ a | b ] at+h
Negative | c | d | c+d
Total a+c b+d n

1 Tusansr9@au Clinical Performance luaanmaadfiunisnaasy

Tusfae Summary Verification & Validation a3

A58l Professional use

O aniflysheeniundnguviedadnuaimiuwmwenilavu
2870 éTaanmst'lwmEJSUENGTJEJaw%aé’zgﬁﬂwajﬁfmﬁummlwa
Wsan1W83ng (Glossary of symbols) Tluaannmielenansiiify
wrdesilounmenie

g & = . Y oA aa Yo ¥
YU ﬂimL{juEﬂLL‘UU Electronic %Gla\‘mm%LLa@ﬂﬁmiLﬁlnﬂxﬁlamua

A58l Home use

O nowuuenansirfuedesdiounmenngudnuasatunivilne
Adulunudsznaiideives

weg tonmstfuniwlneasaesudaluasuaaumuenaisity
ngdn esnluisesaulaense veyaiuandinuenansiiiy
mﬂﬁmém Lﬂu%@gﬁﬁ@mémmumﬁm’m}ﬂ’;’m?{m (Risk analysis) 719z
At Flasinsdavhmeyaiimsgluasungusion

O mail,ﬂummmﬁlsz"lﬁyﬁ”q Home use &g Professional use
wainsiAusessitlulvidenainuati, nasal swab, Vaaie
939152 Unane #3eiEnsfumegeiinoufulngyaainmis
nsuwemTiuagesdinsuanseyavdafufiounniafuiesis
Tanawilasypainsmenisumsoniunienuulafiansadiulng
yaravialula

wu yaravhlulmAuiessnansimdu

O wuveyaluaennasssil

O wusfamundnlhensundnniwnedsil

° v v

O sunmuuaanlusennassiureyaluenansiiiusil

O fveyailuanunsalalunisiin Home use o sl

unasuieafuiaTasiounng

1. gaungagunnsINveLAIeiownvey

O Wsnuuuenanseduneagunmsesosdiounma Overview) 1wy veya
N SV S ‘o s gy v oW

WemuAeiuaiadiawnne Tnguszasanislouazuoudly (ntended use
and indications) é"ﬂ@mzLaW’ngLLUﬂMm (any novel features) & 9 oya

fananmes@enmaeuLNESMAUASDElauNeY

2. auansUsyTamslasueyiianst unsdoudoougelung
$mnelumemann warUsyiRmssngludsemama

d%iumiﬁmsmmé’ﬂmm%ﬂﬁﬁmﬁmﬁm@ﬁ%ﬁﬁ;jﬁmm@yl,ﬁa
Uszdiuenansuanieulaendenazaussougmvhnueseiadie

LWne)

Registration | Distribution
Intended
Country Indications Approval date Evidence
use
date (If Applicable)

O Wsadaviluguuuumstemuaile (1)

L Wsauuundngrunistunsidouludssmanisg Anuensdslu

MNIINNAY
Uszmaiisinag 9 8
] - Lanmiwang”mn”lﬂmmww
Junzilou
O self-declared c €
[ eu vop
—> EC Declaration of conformity (EC DoC)

s = [Y) < Y A ¥
O nsalieaniinsuansdeydnue CE mark asmeafinisszyveya
nangunstunedoukazUseiinstunsideuves EU Tumsng

wazwuumanguN1s UL dounfeIveluauiliiudy
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o

O unlodu q Gl

3. GI']i’NLLaGNi’]EJaZLﬁﬂ@%ﬁ]x‘iﬂ’]igﬂLﬁﬂﬂ@u

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

- gnansadaviluguuuumsnugile (1)

O Wsedasiluguuuunmsismuniie (@)

O nsalludnisgnuinasu nszyaennudusedainiatves

nandunlagiiilonnunn “lifivszianisgniinasuniseyyin

¥
A& = a

wsadunzifouaindsemanng 97 Tlamunisns

4. MTNUAAANUNNVBIABTUNEL TEUVTBaYYALTB I

Tvnendadunlunaiandinegviosglusenindniuns

Date of
Country Intended use Indications
Registration

- gnansadavintugunuuansniueiie (1)

O Wsednshluguuuunsemuniie (@)

O asdlludl nszyveanususosainaivewmaniun el
& e X a 4o
Wenuin “lifidrvedunzifsunsaayyraiednsdaning
nanfudilunarandednsaguoagluszndnedniunis” linu

AT

5. P13 kamTsnumansasuliiiclszawmainnsluaiodio

o v -
LL‘W‘ﬂEJ‘L‘ViLL‘u‘UL@ﬂﬁ?ii3Uﬂ§T&Ja3L@8WUf’N 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

- gnansadavilugduuumsienueie (1)

O Wsndnsiluguuuumsisnuedle (1)

O nsdlladl nszyvernususesainiavewdadunlaod
g oM y o o ¢ v o
vloadruan “laifl AEs 91nnasldinTesiiounnd daunds
1 U audstaguu” Linunisn

L fs1e91u AEs Truuuenanssyyseasdonuasenu AEs

6. ANT9LEANII89U field safety corrective action (FSCAs)

Countries where FSCA
Date of FSCA Reason for FSCA
was conducted

- gnansadavilugduuumsienueie (1)

O Tusadaviluguuuumseeueite (1)

O nscflufl nssyvennuiusesainiavessdnduelaod
ilormunn “laifl FSCAs Sounds 1 T aufetlagtu” Tamumang
O 7 AEs 1AnTu neiinsdavin field safety corrective action
(FSCAs) Tnsnlsidnvinnesssywmapa

O 518919 FSCAs Tuuuuianansssysioazionuessdiu
FSCAs

a o A 3 Yy a a o X
neazideniasasliounnd lnsdelisuazidennsl

1. anwaeinlusagnannisyinau

2. Taguszasanisly (intended use)*

- minludrgmesaennassiulonasiIfuIADsouNme

O wenansuansinguszasnnisly (intended use) fuuuanlufane
uazdunasasdlownveluaennasvisesuazidealuasuaIuAY

LNENSAAUAIBIBLNNY

3. muuzihnisly (instruction for use)

4. nsAusnw

5. 218NN
- maaang shelf-life iWduduruiou vse J9aau lngaznas

Tudnme Real time stability report

O Wsauwuutenansesurseignislymudus we Tundnves
w3esdlaunvaiiudiviusiou wis Jdaau 1wy Shelf-life = 18

months from manufactured date

6. vadim (imitations)/vevaly

7. AfeU (warmnings)

T

8. vOAIT3EN (precautions)

TUsauuuLandns Al

O nsdledesilo gunsas / Analyzer
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9. MwazBumesianiiluramierdumulsneureussestiounme
(materials)*
- mmmﬁﬂwﬁwauﬁUmﬂﬂmﬁdﬂqiﬁié’ﬂmmm@u IMDRF An3/390
shorturl.at/cqgsPT ‘1/1'1:7 22/56 lupeduil Heading a9 Material
Specifications

%38 TR-02: Contents of a Product Registration Submission for

In Vitro Diagnostic Medical Devices using the ASEAN CSDT

D LONENIULERIENUUTZNBUTDLAIDY

< o &
D NA1TOU &) AU

O ns@hirewna g

[ 1. Aesfienansusnsmenisdauusznau Jngdu viadanild

nanvsaituduUsznauveaIadilannng (List of raw materials

and components)

O Inuanssensaudsznou Tngau uieTanilondansedu
duvsznouradalssdounvs vanua Tnslunosuansgmauas
Usinasesansiiduaudunisnsm edmnanslasiquuastfdu
Hazardous substances Wipansuwiafiusuniinanoveyanu
ANUUaensiy awiumLLamgmuazU‘%mﬁuwmmié’fﬂﬂén

O lziwusﬁvaga List of raw material

O Tﬂimzqﬁﬁﬂmﬂu Critical, Active, Main ingredient

O 2. fesflionansuansqausuiinisnienin uazailvesinghu

wazyanildndauioidudiulsznavvasinlasiiounnd
(Material specifications) 484 Critical, Active ¥38 Main
ingredients/components Vi@'waﬂﬁ’muﬂ Wy Bna1s COA

O 5&13JWUﬂWiLLﬁﬂ§%@;Jua Material specifications v

O {llayja Material specification iy COA laiasunauma Main

component ﬁﬂi?ﬂgﬂu List of raw material

O p3eslounmednsluuulnadaasien wu Probe, Primer
Tugansaa uazthendmiunsiamiugnssy msssudiduiuanie

nsneziilumy Wioeun9ueY Target Gene

S a o ‘da B o a4 & A P a ! ¥
O nsalndnduniinnslvhaviewedulafianunsofansladu

auusznaulunssuIuNISHAR XABILERS Process validation 91

A o

Budunnssuiunisuaniiu lnanrnudssnstinwlnvieuss

ﬁ?gﬂ LU LONASUERS process validation Tun1s Inactivate

O dwusznevinan Biological origin %58 Recombinant (5@@
i%uLL‘Ma‘ﬁﬁiﬂLLaSiWHa¥L§Hﬂ1UHWiN§m€%/]8 Tagseaziden laun
aetugueshafa aeugvensaailumzdedhia ddunsn
ThndsnuavnsmesdluiiAsates 1a Alvlunsyuumsndaves
Viral lysate msmummé‘mLLasﬁnmiwﬁIUﬁﬂﬁ;ﬁqw%{ ot
*gquusznaulaiiidu Anticen 3o Antibody Iﬂsml,ammyayja

vinAnlaen1358Y Source, % Purity wag Purification method

YPINITU % FINa™M

[ 3. Material Safety Data Sheet (MSDS) %81 Finished

product
Y o Y v v
O ﬂsmmwamw\‘nﬂm MSDS aagvai1muaved EU Reach Tn

HNARALUUANTINETLEB U MANA R IU JURmuvainrun

U

o

fananIvenals

£

[ wenansou q fiete

10.  vafmunanIzdus MAewes (product specification)

O lusainveyaluienaisiduias esdounneluiive

Performance Characteristics 14U

IVD_MDCD EV FU : Rev.01 26.5.2569




W 15 9 27

O veoyad uuvunludennaesnuiave Performance
Characteristics muenatsiiuasasliounme dalulvunloveya

Senauveswnlluenansiiunsesdlawnme

[ asdifiunly IFU Tuieediiaadu Performance TUsaswLav

LRHEG R ATHIGH]

11. magaswam%m?ﬁu 9 (Other Descriptive Information)

-annsasuunangiunstunedeululssimealngves Lancet,

Sterile swab %30 Alcohol pad wnunanisvageula

O w1ndl Lancet uaz/u3e Sterile swab 533087267 83U
eNuMTAARUR
[ sterile Test
O Biocompatibility Taun
O Cytotoxicity
[ sensitization
O irritation
O wansfnwinesfiveya 3o Uszinn staduavde Model
aamﬂéuaaﬁwﬂaa&awamnLLazLaﬂawsﬁwﬁ’U
O wuundhgrunistunsdedlutssmalne i)
LJ vndl Alcohol pad mua&“Jﬁ”'ssn;aaLLu‘Uﬁmmmimmaaumm

Usymandnduniifiveanageaaiulsznouiieantindmiunyye

#01 wayiAInallounne n.A. 2562 ¢all

[ sterile Test, Microbiological (ﬂ’J’mﬁ’]u’ﬁaTurﬂi@i’]L%@)
O Biocompatibility oun
O Cytotoxicity
[ sensitization
L irritation
I Alcohol stability (1 09211 Lﬁ'ﬁyaimwa"w”uqﬂwyw gY8aTU
NUABE)
O wannsfinwmesiveya de Uszian saduaivie Model
aamﬂayaaﬁ’uﬁazsauuamﬂLLazLaﬂaﬁﬁﬁU

o X a Y
O wuundngrunstunsBevludsemalne (@)

Essential Principles

Y

- FAYIAY WUUNDT

O wnansimusuunludsngewdesiiounns viluluans
niularienansiinanensiuaiesflounnsfinesnisiunsideu
Tudweiiniely

O snmsgrulinssfusenang DOC uae EP TUsanumuiswoya
\iinasgiu 9 uag version

O Tuwes Applicable to the device ﬂ‘siﬁizq “No” myaﬁz‘t_ql
winmalaggenie

O nsllale ER, GSPR o;aqﬁuam%éﬁmﬁw wayTuilunsaavi

P

O unlodu o Failne.
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Summary Verification & Validation

Ao < D) & v o g Ywy 1 v v v a v
NUYLYA :nsaifiusznuudlaniude 1 Las/1%9 U8 2 azwﬂwmlzum:u1mmqf-aaaUﬂ'mJﬂsumuuaxgnmaﬂwuaaulﬂ)

'U‘LW|ﬂﬂ’]iﬂi%LllUﬂ’ﬂllQﬂ(ﬂENGEJﬂﬂa’eN‘lJENL@ﬂE‘I’]iL‘UQ’Nﬁﬂ'ﬁﬂ’]ﬂ [daulvdrusuniswuu Clinical Report #13 IMDRF

Yo YA o« < o
WIMUNN 3 AUTERUVAN (GHTF/SG5/N8:2012)

48 1 Iassafrevassisiunisane

[ nsal Class 2 Tvwuusites Summary of study the protocol ,
¥ )4 =1
U3 2 AMUATUNIUVAINANITANEN

results and conclusion

48 3 ANENABINUNZHNNIIYINTTVBINANITANEN - v v -
v [ nsal Class 3 Tvwwuidu Full report mallassasanan1sane

[ nsal Class 4 Tvwwuidu Full report + Raw data anailasasng
HANSANY
VB NNTEAUAINMLESINNTANYIAEARIE Reference standard

way denmavifiuveayauuanansiiuATesilownve (IFU) e

1A59851998951891UN15ANEN

[ tasea¥rssnearunisanudddasudau sialvdslianunsaiiansannisnegauld sneazidensall

O nesiinsdavianstaienans fiszyhwenisvagsundn uazhvesesmulaswasisseny wseulslannanisanwiidennassifudadl Claim au
wnansiidulmSeuses Weanuauysa wazsinslunsusyilueieadiouwnme mnludaviweyasiuiunayluawisansivaeureyals eswn

Yoy sryANaenanasiueetnulile duliu validavinansynuitegietiansil (31989013 IMDRF/RPS WG/N13Final:2024 (Edition 4))

Summary Verification and Validation report

Content
1.Analytical Performance report O ACCEPIANCE CrLBMA. ..ottt eerie s et 90
11 Ansly O ReSUIS. ... O
.
. O CONCIUSIONS. ...t sttt e e e eae e e e et e e e eneeaeeaeeeemeneeeen 92
. 1.8 Gravity Eect SIWAY . .....ooooiiiiiiiiiniiiiiississs s ssessns s ssnnen e 99
b O ProduCt MBME.........ooiuiiiiiiiiiti e ittt n e ann e 94
: O PUMPOSE... ..ottt e et e e et et aeeeeeemaase e e e e e e e s ehnsassaneseensnnnsesaaaanns 95
. O Reference standard....................ooiiiiiiiii 96
12 O Method......oooiiiiiiiiiii e e e DT
¢ O Acceptance Crteria..............oooriiuiiierieiieniiiiniee e 98
L]
. hnssnane O CONCIUSIONS. ....covieiiiiiiiiieesiiiesieieesesesseneeeieeeeeeasssbaeessnnsseenseeenenneens 100
® Accoptance Criteria 7 2.Clinical performance rePOMt. .......................ccoo.ooooooeeeeeeeeeeeeeeeeeeeee e 101
® Results .. e 1B
L |- @ ProduC NBME........covieiiiieiiris et g 102
.
1.3 Interference Substance.......... e sennisesssarsansns 20
®  Product Name...............cccoonin e N ——— | b
® Purpose.............. 22 .
® Reference standard. ... 23
L O 24 .
o Conclusions... —— —— a7 @ ConClIBIONS.......ccoiiniiininanniiiisiitinissisi s st st sss b ettt sas s s asassas 108

O sreauaznssiilaseadreseauinidu Full report azgdasilvnusyssasuniuvseiviveduiiiieuidsdla danlslandmdssdluasuniuluung

o X
sreanndu dail

1. Product name (Jaumn) Product code (3¥a@ua") Lot or batch (@
ASHER)

2. Purpose

3. Reference Standard *

4. Method / Protocol / Acceptable criteria ("‘ﬁﬂﬁmﬂﬁauuazmm%m%)

5. Results (NaN15MAEBY)

6. Conclusion

7. Discussion (@AUs1ena) (a13)
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- nadhidudesslounmefidusznimaniz 1wy HIV TUsauuURANSYIAEUNNTING 3Liuids

* $1399 References Standard (1nnsguanafilvensdsluniseenuuy Protocol nsdnu)

O wunsuandluasunauluynsresnunsing Wensdeusazuandluasunnnisinumnanade

O wumsssynasgulugennassionisfine fedl ..

- Reference Standard Aosimunzaum NS AN UAazTrennae Tnsluainadinly CLSI wde SO manetauanay wusnsgiulumsosnuuy

protocol Msfinw Anwideesunsgiudiudulaain https://medical.fda.moph.go.th/ivd-head/category/ivd-std-pre-clinic

O wnlodu o @af

ANUASURIUVBINANISANE

(89 YARTI9 1 YAns3a a1aditausldusansuianauinnds 1 wuuls waznanisinea1failinsTudIunINAINMNNZENUD UAAZYNRNTIR)

O defisnenunsanenbinsudumudneazvesyansiail

0 wenanswanis@ineniivinusuuanliasunaia Performance Characteristics ivsinglutenansinfuiaesiiownnd (nseidl Test dulu IFU)

O nsdliBsnmunin (Qualitative) Hasidayadisil

1. Analytical Sensitivity or Limit of Detection (LoD) O
2. Hook effect or Prozone effect (5?5]) O
3. Analytical Specificity O
3.1 Cross reactivity ns@insiaitonsoanstanm ansendiniionaiilassasisnanetu 01
3.2 Interference substance [
4. Robustness #30 Flex study O
4.1 Reading time O
4.2 Sample volume O
5. Precision [
6. Stability test O
6.1 Real time stability report O
6.2 Accelerated stability report (ayﬁﬁ) O
6.3 In use stability report or onboard stability report (gWLﬁIEJ?%’EJﬂ) O
6.4 Transportation stability or stimulated stability or shipping stability report O
6.5 Specimen stability report (5%ﬁm{m) O
7. Other test (a11))
7.1 Method comparison ﬂiiﬁﬁm%‘aamﬁ‘éu O
7.2 Assessment of Equivalence or Suitability of Specimen Types O
7.3 pH Effect lawg UA TEST [
7.4 Gravity Effect lawz UA TEST [
8. Clinical performance O
9. Usability test Report (56l Home use) O
10. Software validation (gﬂﬁ Software) v IEC 62304 Certification [J
11. mmﬁmmmﬂﬁ@mﬁ&mmlWﬁﬁ O
- nsdindndaendu wiesdalurih Wuuusissnunsiine safety electrical equipment report #1955 IEC 61010 wag IVD EMC Report

AINNIRTIZTUY EN 61326

¥
a

0 nsdlyansaau3unas (Quantitative) fosfidoyadiall

1.Stability test O
1.1 Real time stability report O
1.2 Accelerated stability report (5ﬁﬁ) O
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1.3 In use stability report or onboard stability report (enieaves) O
1.4 Transportation stability or stimulated stability or shipping stability report O
1.5 Specimen stability report (5%5&13“1?@&) O

. Precision (Repeatability, Reproducibility) [

. Accuracy or trueness or method comparison [

. Linearity test [

. Limit of blank (LoB) L1

. Limit of detection (LOD) [

. Limit of Quantitation (LOQ) [J

. Measuring Range O

o oo ~N o0 U A~ WLWN

. Analytical Specificity O
8.1 Interference substance [
8.2 Cross reactivity nadliivansifiouasuasaneiug vidoansiainm ssandnfionilasaseaety O
9. Other test (61il)
9.1 Assessment of Equivalence or Suitability of Specimen Types O
9.2 Method comparison ﬂiﬂjﬁm%aﬂﬁ’méu O
10. Usability test Report (3¢l Home use) O
11. Software validation (5737 Software) 1wy Certification anal IEC 62304 [
12. mmgmmmﬂaamﬁamqlwﬂw O
. ﬂiiﬁmﬁmﬁmsﬁﬂu Lﬂ%aﬂ%lﬂ%xllﬂ IﬁLLUUﬁEmumiﬁﬂm safety electrical equipment report #1uN1%351U IEC 61010 Whag IVD EMC Report
ANUUINTZIU EN 61326
13. Reference interval (5ﬁﬁ) O

[

L nsdlyansaaidsneuiuna (Semi-quantitative) dosidayadsil

1.Stability test L]
1.1 Real time stability report O
1.2 Accelerated stability report (onih O
1.3 In use stability report or onboard stability report (5%?1'8’3‘(]/8@) O
1.4 Transportation stability or stimulated stability or shipping stability report O
1.5 Specimen stability report (5%?{83%@@) O

. Precision (Repeatability, Reproducibility) O

. Accuracy or trueness or method comparison O

. Linearity test (573?) O

. Limit of detection (LoD) [

. Cut-off study or Reference interval O

~N O U B~ W N

. Analytical Specificity O
7.1 Interference substance [
7.2 Cross reactivity nadlimaneideuasuasaeiiug wieansiinm msaninfioraillassanseasdu O
8. Other test (811])
8.1 Assessment of Equivalence or Suitability of Specimen Types O
8.2 Method comparison ﬂ’iajﬁl,ﬂ%flaﬂmﬂ‘g:u O

9. Clinical performance [] (weumnsdl)
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10. Usability test Report (n3di Home use) [
11. Software validation (5137 Software) \wu Certification anal IEC 62304 [
12. mmgwummﬂaa@ﬁamﬂwwvw O
- n3dindndnmdy Lﬂ%‘aﬂ%lwm TﬁLLuUi’lm’lumiﬁﬂm safety electrical equipment report #1uN1%3g1U IEC 61010 thag IVD EMC Report
ATULINTFIU EN 61326

o

O asdiliu Control or calibration Reagent ﬁaﬁﬁ‘ﬁ'ay’a il

1.Stability test [J
1.1 Real time stability report O
1.2 Accelerated stability report (5711) O
1.3 In use stability report or onboard stability report (gﬂl,ﬁlmgad) O
1.4 Transportation stability or stimulated stability or shipping stability report O
2. Precision (Repeatability, Reproducibility) (575) O
3. Accuracy or trueness (5133) O
4. Traceability Test O
5. Homogeneity Avanduiioidioatu @) O
O asaidu Coagulation Reagent/Analyzer ﬁaﬂﬁ‘ﬁaga uﬂﬁ
1.Stability test [
1.1 Real time stability report O
1.2 Accelerated stability report (575) O
1.3 In use stability report or onboard stability report O
1.4 Transportation stability or stimulated stability or shipping stability report O
1.5 Specimen stability report O
2. Precision (Repeatability, Reproducibility) O
3. Accuracy or trueness O
4. Reference Interval, reference range Measured values of normal plasma O
5. Analytical Specificity O
5.1 Interference substance [

6. NMIAdaU INR Lag International Sensitivity Index (ISI) O

a wa

d1wsu Prothrombin Time (PT) masuaninuazn1siuiadvdaiau iienisudananimesduainimen

181

PT uavseiiha (Fuid)
INR =

PT aduau (uvi)
7. Usability test Report (156l Home use) O
8. Software validation (5737 Software) \wu Certification anal IEC 62304 [1
9.1 Electromagnetic Compatibility (Should meet the requirements of EN61326-1:2013 and EN 61326-2-6:2013) dmsuides Analyzer
9.2 Assessment of Equivalence or Suitability of Specimen Types nsdifeenaduden LLm'Lﬁam/|maamﬁmgmmﬂmmwﬁa O
[ nsaidu Reference Cell 1%y Panel cell , O cell etc. @&1%5U4u Blood Bank in Analytical process ﬁa&ﬁ%’ayjaﬁ'&‘ﬁ
(il laisaudatnen Antibodies #1499 WU Anti-A, Anti-B etc.)
1.Stability test O
1.1 Real time stability report O
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1.2 Accelerated stability report (endh O
1.3 In use stability report or onboard stability report O
1.4 Transportation stability or stimulated stability or shipping stability report O
2. Analytical Sensitivity (Detection Capability) [
3. Antigen Phenotype Accuracy (Dual Testing) O
Busumugnaeseslusinausufiauluunasion Tneszyaly Anti-serum 91neg1euss 2 wiadlun1snsrdusu)
4. Precision / Reproducibility O
5. Methodological Agreement (Comparative Study) O
(WamnagauLUTe Ui uiuIBuInIg U (Reference Method) L‘ﬁa§u§uiw§mﬁmsﬁiﬁwaﬁgn§mLszuﬁwmummgmmﬂa (18U AABB / 21 CFR 660))

6. Analytical Specificity O

O wnlodu q &

0 anussmnaunanisinerdians (Scientific Validity) (9 Juamsuymasaaudanssu / Novel or Emerging Biomarkers) Usznaume

O 1. nesdin1505 ureAuduWus ¥09d153L1AT 189 (Analyte) Auani1igniadiln (Clinical condition) w5oassine10u 19T ALY
2. ﬁmﬁﬂﬁsLLuuszTaagJawfiawé’ﬂgmaﬁuaqummamLwaammamﬁwmmam%aéwﬂwgﬁu (L‘Ul‘u Literature review, Consensus statement 310
AUNAIIVITN, UnAMIASEAlaSUNNSATRLMW)

O 5. Sanveyaatiuayu Scientific Validity wiendngruiiuuuandilufsmensnsiigauauduiusmandin

NUYLAE) (91989124 IMDRF)

miﬁmmﬂmmammzﬁmaﬁagammﬁﬁﬂ (Clinical Evidence) dmiunisusziiuneusengnain (Pre-market conformity assessment) azfia15a.1

\an" Scientific Validity, Analytical Performance wa¢ Clinical Performance i1t laiﬁi"lLﬂumaﬂﬁumay}aﬁlﬁm‘uaaﬁu Clinical Utility Tuu3um

Meuen (WU ANUANATNLATEIAANTANS150UEY (Health Economics), unun153an1syUelag sy, n3eAunsenvete1snw)

mwgné’aammsaumﬁmn'mjmwamiﬁnm

5 v 1 < 1 v = l a 4 o dy
D fisngunsanenda uanvlszinuanulddenadessannubivunzaumedrinis Wudluasd

O LLf%uvL‘lJ Analytical performance ﬁ'ﬂ‘i
[ Analytical sensitivity or LOD @5y Qualitative
O ﬁuaai‘miizqﬂmwgmjuﬁiﬂﬁumsmaau BNy m‘mmaauﬁuhiﬁmsmmgmﬁmmmmL%u%ul,muaummsmﬂmmu’ju Titer 1o
O sesimsvnaeufiinsuans Estimated LOD wa Confirmation LOD (20 41 3 lot) ¥atau
[ conclusion éTaaaﬁgUﬂ'ﬂ LOD A49NUNANITNAADUIT
[J LoB, LOD uag LOQ &%y Quantitative
O Conclusion naslaiasy LOD, LOQ Tnsladydnuel > vie » mswashlvlimsiureunvesiasitanisnsinfasasvonaioslownme
[ Analytical Specificity éTaa‘sxuqm'mLsgm%u%m?ﬁﬁl%maaﬂﬁsﬁmwu
[ Linearity test ABIUARINTTHUARIPNETS (Linearity Plot) #50 ATINALLANAN (Residual Plot or Difference Plot) Lﬁaﬁiﬁyﬁgaga
1) agmj”azga (Data Points) fiunan1siaveunaysyiuAILLTY 2) l@udunisannes (Bestfit Line): ﬁ'aLgumaﬁmnmuqm{agaﬁ%mmlﬁaﬁqm
(Linear Regression) WSeMMILARIANNITIANATY (y=mx+c) uavadulsyansanduius (R) uaz Lﬁ'aaLLququﬂammﬁwamwmaamﬂmguma

w3alu wagan R? Aasimwilng 1.0 1niiga (wu > 0.99)

< o

O veyanansinwinussnuiivuulunsinuveaslivanshnmuenasmiuaiesdiounme fail

O unlodu q faile,

LI unlw Clinical Performance sl
O veyanansinwinussnuiivuulunsinuveaslivanshnmuenasiiuaesdiownme
O mosuansninaaeulnnse Raw data Inasunndaosnsdfidne wu mniieuiu molecular test mossyymn Ct wiamnifieuriu ELISA fln

UER9AT S/Co. VBILABZFAIDENY Lﬁumu (La‘W’]%ﬂiﬂja‘Lm’l Class 4)
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O ans1e 2x2 Contingency table c;{adszuﬁﬁ Reference method 1%%@L%ui’ﬂ‘gwﬁﬂﬂ’ﬁazvli \u RT-PCR I@ﬂ%w‘{m‘lﬁizu Contrast reagent ,
Hospital Examination Lﬁju(;llu
[ nmsweaeu Clinical Performance laiidulunausnasgiu CLSI EPL2 (Qualitative Test) Waanuvu unly fail

O wuandinnsmaaey Clinical Performance Wisuifugansanlussduideadu dafu Wsawuunanisvageuifisuiuisuinigiu (Gold
standard)
O lumsvaaeunssiimsesung ides nissmmmsadinisifusuiesainuassesavilimagey Tudulumandnnsdunmms
afrogndls wielsnsmunanunsguanaln (1eauns sample size srlauia)
(lunsdliiidnuenisuin ussfessauiunesisay 30 July mmsalmmm%agaéauﬁloﬁy LguLﬁsLm'iwﬁﬁdyaaaﬁ’amﬁmmimaﬁmsma%aagaﬁu
aAa)
*mﬂwﬁnmiﬂ"wmmuaxmmsgmﬁéwémaymﬁﬂﬂﬁﬂummﬁmsxﬁumﬂa ﬁwmaﬁmaéﬂﬁ@iﬁmmmmauaﬂﬂmﬁu
O Tsnagy wazuans Clinical Performance Tuguwuu 2x2 Contingency table

#a98/79 2x2 Contingency table

Comparative test results
Candidate test results Pasitive Negative Total
Positive [ a [ b | atb
Negative | c | d | c+d
Total a+c b+d n

O unlodug & o,

1BNE193I8UNMTTANTANUEEY THUJUAMUINATFIY 1ISO 14971 (Risk management file)

T

- TUsauuv Risk Management File aUu Full Report 1At Scope Risk Management File atufi nuuuunidl ofiansanuaifaie

s

v
9UD

nesEyTeins oslounnefinenisunzidoutaiau waziiudn
wnasauladrunilseenainduadu [ wumsdansaonandes )
- 91PN IUERIPNIN Risk acceptance criteria Tudazapdiniansmeduy

‘o o = ! 9
SNEUNVININUA AITOUAZAIIFULIY (SxP) Tuumagsesiu

um Risk acceptance criteria
..

Severity

Fadl 5 not acceptabie v ik ceducing
meas.ses Mt Do taken immedately.

2005 the reed for the

Itr0duCTion of risk-red.cng mes.ses.

Probability

s acceptable risk.

O senumsdamsanuides

- Yszneumefianssumsdanseudedlavinasununiuusumsdanseny
= o .- = : . . ‘ ¢ %
Fee mndEsTiviauvieeglnesiu (overall residual risk) aglunaumiigansu
19 52 Uun T IUTIRELATI LN U TN SRERRAEAIENAINTLUILNTHER
(production and postproduction information)

D A1919N15IANTITAULEES

medical  persannel
attention
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8. | tenasuansdeyaniswinniasliounndvioneazduadrvasuaniug (Manufacturing Process)
- LARITURBUNTHARIAS BITBUNTE [ 9znesszydio Product name wansdataudn iWunsyuiunis
- uuulvasuynensmunTungideu HANUDATOIIDUNYIEAINATY ANHATTIIBAT Item YNTIBNTS
O Wsasgy Manufacturing site Tuwnazdunaunisnan
9. | ena1sisnisitate n1svinlRdudniw Wsensvdnveadeiintiuntanainisly (d1d)
48l NATIVABULBNAITAIAULAS BIHl BUNNY VBIHANA UNTI N1 O nasuanveyadIuiingdl Home use (luaanuagienansiiiv)
¥ X ~ ! daa ° = !
pesnsTunzdeuniisnsvhaie viely
- ndilwdenansiivanuuunaglalanvelnseuses
- mnludlunegwuy
10. | wisdeiusasszuuamnin
0 15013485 #lé5uni1s5usesdasnsaungqu Scope AsUHIY TUsauuunisdesusesssuunanminiviiiesan
Aeud Design & Development, Manufacturing (Production) O wumeng
N 4 a r E - - g Sk X
uag Distribution* tASasdaunndNdeenisyunzidou uas O lunwuveunendamsoslownne N uvetunzieou
d0AARINUANIUNLANNINTINIUITIAIN Manufacturing O &lawuu 1S013485 984 Product owner 1
Process 1w [ 56l scope Tuasuanu Tuuuy Audit report iielafiansaunlu
1. ns Product owner sudlufanssudaun Design & Development, ﬂi%Lﬁu‘ﬁEﬁlﬁJﬂiU&’Juﬁﬂﬂéﬂ
Manufacturing (Production) &g Distribution TWuuy 15013485 a¥o ¥ o Ve w4 o
O nsaluvinandu Product owner unlulasinisveniiadesuses
984 Product owner ¢ ‘ N . B
2. neil Product owner LT UR 9N TTUUIIE I L0 Desien & JEUUAMAIN LU 1SO 13485 %58 Local GMP ae14lsfiniu mu
. M a ° o P
Development uaz Distribution @3u Physical Manufacturer idug UI¥N1ANTENTIN HANNELUEUANIUUTENBUNITUINYILATOIND
silufianssu Manufacturing (Production) Tvwuu 15013485 84 [,L‘WV}EJLLag%%’Uﬁ]ﬂégy’]m‘U']EJLﬂ%‘:aﬁﬁaLLW‘V|EJ maqﬂﬁﬁﬁ Imﬂ,‘mmu@m
iy Product owner uag Physical Manufacturer warquani1susenaunani1sue i evieins el ounne
*Certified body uaumsenalafduiiimumneludnunzifediule . P i DY A i .
. A1 NANLNUNKALIZ 159 A un15U RS 8R8LAS RISl auNNY
730 y Y C
(GDP) watiu ¥aly Product owner 8pn#i9d8s U091 1U
[ Local GMP for Medical Devices . o o
FunsuwazarUJURnY “Usen1AnTENTINEsITNEY 1309 SEUL
o Y 4 A A < .
AN IYTOVIELATDILBUINNEY W.A.2566
11. | Declaration of conformity amuwuunasy

v o

- 90NN &1T DOC mmLUUWa'gmm Thai FDA

aaagnsunsgunldlunsseyiada Standard applied

1. mmﬁmﬁvhuszuﬁyaaﬂaaUﬂquﬂTaﬁmumawwmaamﬁmﬁwﬁ
lulmdeniissunasglamasgiuil

8nfeens 1y mmgm?ﬂ%maau Analytical Performance,
Clinical Performance, Stability test, Labeling L‘lju(;u

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

3. MnwUN mw3§1uﬁ35q1ﬂﬂiuayaummﬁﬂﬁﬂgﬂumﬁw
Essential Principle dlevuangu Full CSDTLﬁﬁymﬂjﬂﬁamq’iﬂiﬁzﬁg

guunlule

O Wsadaviienans DOC muuuumesuves Thai FDA
O IﬂiﬂLLﬂlﬁuﬂﬂiixuﬁwa Standard Applied
O wnasgiuiisvylugenaasmieluasuaiunudiusinglu

71519 Essential Principle

O Wsaunlunsssyseasiden QMS
O 11;‘53‘14 QMS %84 Product owner
O oms nuneng Wanunly
O Iﬂsmﬁm%a;gaiﬁﬂulﬂmuLL‘UU‘V\I@%@J Taun...

O Wsnifiunnsseyde Certification body

Quality Management System Certificate.

< [SO ......| Certification Bodyland Certificate Number, issue date, expiry date>

O Wsaiumsszyevomisdesusasnanin

Quality Management System Certificate:

Certification Body and Certificate Number, issue date, expiry date>
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EN ISO  18113-|In vitro diagnostic medical devices—Information supplied by
1:2011 the manufacturer(labeling) Part 1: Terms, definitions and
general requirements
Medical devices —Part 1:Application of usability engineering
to medical devices

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

Medical devices —Part 2: Guidance on the application of
usability engineering 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 ic reagents

Elimination or reduction of risk of infection related to in vitro
diagnostic reapents

EN 62366-1:2015

EN 13975:2003

EN 62366-2:2016

EN 13641:2002

['EN 1364122002 Elimination or reduction of risk of infection related to in vitro
= i ic reagents
EN 13612:2002 | Performance evaluation of in vitro diagnostic medical devices

>

Medical devices — Symbols to be used with medical device
labels, labelling, and information to be supplied - Part 1:
General i
In vitro diagnostic medical devices - Information supplied by
the manufacturer (labelling) - Part 1: Terms, definitions and
general requi
In vitro diagnostic medical devices — Information supplied by
the manufacturer (labelling) — Part 2: /n vitro diagnostic
o reagents for pr i use
[ENTISO 18113-3:2011 In vitro diagnostic medical devices — Information supplied by
| 1SO 18113-3:2009 the manufacturer (labelling) — Part 3: In vitro diagnostic
B ents for professional use (ISO 18113-3:2009)

EN ISO 23640:2015 In vitro diagnostic medical devices — Evaluation of stability
1S0 23640:2011 of in vitro di reagents |
EN 13975:2003 Sampling procedures used for acceptance testing of in-vitro |
diagnostic medical devices -~ Statistical aspects |
In vitro Diagnostic Medical Devices— Measurement of |
quantities in biological samples — Metrological traceability of
values assigned to and control materials

EN ISO 15223-1:2016
1S0 15223-1:2016

ENTSO 18113-1:2011
1SO 18113-1:22009

EN ISO 18113-2:2011
1S0 18113-2:2009

EN SO 17511:2003
1SO 17511:2003

1SO 80000-1:2009 _

EN ISO 15194:2009,
1SO 15194:2009

" | Quantities and units — Part 1: General AN
| In vitro diagnostic medical devices— Measurement of
quantities in samples of biological origin — Requirements for
certified reference materials and the content of supporting

O veyaiiuanslunsaiuiivsnglumidedusesssuuaman
O cCertificate no. luaenaasaiiu

O Susentonans/Sununengludennaosriu
O Wsaunlapnudsddumsatuanudssitunzdeululne
44 a G Lo 4 d v
O szyvernsetiounnelunsy / lunssiudeiiusinguuaann wn

ANVBLALIIBNNT items

O unledusg fail ........

12. | Letter of authorization (nselLt1) AMLUUNBSY
O Tusndmvinenans LOA suwuulasuvas Thai FDA
O szyvewnsediounnelunsu / lunssiudeiiusinguuaann wn
ANUBLAZIIBNT items
ada = I s v P ' ] ¢ q vl o ' v o =2 v
13. | Tunsaindienansduassensiasasiaunndnldsunisaanzidsunuusungunsasiiounnd liswenarsdaindianiaurvaniuissanilaiog

(GRED)

s

nsallAsastiaunndill Artificial Intelligence/Machine Learning (AI/ML) fasiisneazidaaiuiunsnaluil

v

validninenarsagudaya - mniideyasgluenansduy Auwuusnudaunsadusdoyalidmdni wu doya..agluenans...ui....

No. %iata

=
Y

wily sneazdean1suily

1 daua input data
v
afungTwadeaLarvaivualansdmIueyail

avvaululrmenauwisussanana

O

O | szuseasiBeaveimuaanzdmivveyanszleu

TWlvwanauisUsvauans
N UAIA11I0T U B AL MU LYY

voya...oglueNaNT... Mu1.....

2 | yadoya Dataset Al¥lunszurumsiaun Al
oBUTETIBUMANTIN ST uardnunzTEIYATeYa
Famaluil

1. Training Data

2. Tuning Data (Validation Data)

3. Testing Data
wyoulymanaluld osaruisanouazadu

WiNzaNvaIyaveya (dataset) Midanly

O | srusivasideaunadiun 91U Laganuuges

Training Data, Tuning Data (Validation Data),
Testing Data
“* Pnduata1u150d veveyaluiamund iy

voya...eglulenans... M.
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No. Selin) a wily shgazideansuily
3 | dayalunavisedanediiunldeiy O O | srusigazideavesluinaniedanedviuiidenly
(Al Model/algorithm) Tnedaay
a a Y as a & ¥ ¥ ¥ A ¥
aSuneTaridenvadlunansesanaanuidenly wseulnmanalunisidenty uagnszurunislunis
Tnoday Andan Al/ML Model
v a o v owe v v
wsaulnimgualunisidenly uaznszuiunslunis o ynfuaimieTuseyalvile 1wy egluenans....
Andean Al/ML Model AUN.....
4 %asdaammuwaa Al [19u accuracy, sensitivity, O O EEARIRE Performance Criteria [4% 4 accuracy,
specificity] sensitivity, specificity]
. . . . v oy v v
O UA1SMINUALAMN LUNISEDUT U o ynduaimieTusteyalvila 1wy egluenans....
(Performance Criteria) %5 8N U A wU......
ﬂmﬁ"ﬂwmzmuamiauz (Performance LU Test Protocol way Test Report Tun1susziiiu
Specification) UszanSn1mvassa Al model
¢} ﬁmaga Test Protocol iag Test Report
TunsmugeulaznsIIgaUNTENALISH
A o Y oy '
aussaugmufArualws el
5 %’aga Clinical Workflow O O seyvaya Clinical Workflow
9 Y
fnsuansiazesuneiginsinaflaainvenauls
Tuly swwdfsesuigndunsulanesiiauuienves
a ¥ o
wagiNevesseiula
6 | YoyavundunIaunUNIT re-training model (61 | [ [0 | szusaunis re-training model
g
finsuansyisiamisseulunssnianveyanis
\F8u3 (Training dataset) Tunsdififinisiduveya
#8997 Al model Tlwau uazassdiveya
fananaunlalunis re-training model
a ¥V A o '
7 U O [0 | Wwwwdaduduin Typevos A Lfunuuluu

- Locked Type Algorithm (mﬁ”aaaﬂémmmma%ﬁ
mﬁLﬁU’uyauuaLLélniﬁﬂizmumi Training Al i3 e8¢
srflvraranarilfmualidmsuns Re-training
model) 38

- Continuous Type Algorithm (ﬁmslﬁusuyaagauas
Training Al l‘Uﬁ'a&lqawmjya;gaﬁwuwawé’qaaﬂajmmm
TUum)
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WONEISHUUNNY

UTen1ANIZNTINEIT1TUEY
1589 AN 95015 wazkauly

ANSLENIRANNKAZLENEITAINULATEILBIINE W.A. 2568

asfudl 27 wodniou 2568

UsENIATIVAIUNY 1A 142 nautivay 3979 vt 19-24

LY

Juh 22 Sumu 2568

fnalddsAuium 20 fiquiey 2569

&du aanuazanaismiuladavdauwnd (1)

Sowaasitun

2 swa:deaiigdniuindaviouwngnsndu wu duds=naudidAny KadnmMsivu Us:an via = @
3 Janus:zavAmsly Jauold @ == ®
4 Fudu USruussHEaUSLNUINaILISOUSSY udducnsed v =
5 58mstd Auu:thtumsts (eni3unsaita3avdauwndinnudaoulumstdoniuaguad) @
6  Goua:Advusvamuinaa H3pamuRU ududnsad unseiilbuguid tAuaavdaanmuinaaiiooua:usina V) =

findadoe Hinlbuaavioanufua:iovuavinaaliuaaviaiSwaonaasiaun wov UssinAdwavwaasioun
ta:us:inAgwaaunu

7 1auAtuayauna Tusundusiemsa:idea K3alusuaaUDY (V] -
8 fia AoduaHuetavInsAwn KEadaomvnsaada nsaddoomsdayaliuiduriadovideu = (v o
9 |aUAHEDBNUSIAAVASVRKAN HEDSUNKAQ HEDSHaUS:311ASDY (Serial number) @ *xxr -
10 1dau U K20 1dau Anaa laguaavldredaiay 4 Han nseitadovdouwndludnmsriruaaignsidou @ rrxx =
n 1éou U K2l 16U Akua Y lasuanvltosdaiay 4 HaN HEDS:UPIYMSIGUULUINSUAKAN® Bl -

nseitAdavijouwndiimsmKuagmsidoiu

12 58mstiusnun - ®
o - - . - ~ - - .~ - - - - - s
13 Andiau o wid HSoUA2SS:3V IWalHmMsiGinSoviiouwnd tianwlaaany (Iunsrunu) > V]
14 1daubiiioan HéauAlunsvarga HEasHanduAUINAasAITUTYUU = (V]
* nsridmsuaaviandiu 1-3, 5-6, 8, 12-13 GuuaanAsudULED s lasumssniuludavsarianaisiiundaviouwnd lasoylau

« asfinliawnsas:yBuuaanifuacvBitonaisiiulnSaviouwne

~+ minuaovivaanBudsludovuaaviunaismiiuy Al

s nsauaovtlumundonngu Hiadhdonundonnu Hiadruanunirhriudonnudld

# MIns:ygMSIBoTUINSURKAQ tHuaavidau U H3a U 16ou Akaa lasuaaoldrediau 4 Handw

3smisuaav

aan

uaavitnsoviiouwngHEoNMBU:USSUASDVTDUWNE
tuuspauniruldlosvie uazawsaswlddawu

ugavionaismnusounvgamsigiugyuvuns:aly
HSosUuUUBIannsalng 1wiu Basau mwsHano1s Bulud

vl Jsuaynna fudvsiemsa:idea HSaRoauSvdovdaraain ionaisfmutAavdouwndmuus:maY gndovuddiasonauuie
vl WiAu 120 SutvudsufwdinouiiHihA fu diuassoasuiadaviisuwngldassouasstiindn

uniawiznMaaHSURUS:N2UNISS181aU

aanHSonasMAULIASovlUWNIRIAaNTUNMSOIWUS:AA as 1S9 Hantngun 35S uazwaulunisuaavaain

H3olonaIsMAUIASDVdouwNE w.A. 2563 AdaefiausuAus:MAGIEUAU
tHgunvldladaludn Tuifiu 2 Oduudiunus:maddnaldivau

#1989 : https://medical.fda.moph.go.th/relevant-laws-and-standards/mdlaw03045
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sgazidena1szafyn1suTunily viiauiudayanisusadiu

Rev.01-2026

1Lienansaaniasasiiownng

1.1 uAllIMNISATI9 1Y mﬂﬁﬁmsﬁ’msﬁmmsJazLﬁsm"LusﬁgumauLLiﬂ

1.2 Uﬁ’U‘Uyayjaﬂ’]iﬁ]'ﬁ’miﬂ;ﬂaﬂﬂgaﬂﬁUU'ﬁzﬂ’]ﬁﬂizV]i’Nﬁ’]ﬁ’lﬁﬂJﬁ‘UL%laﬂ
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