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Access HBs Ag

Reagent Kit Labels Access HBs Ag and HBs Ag Confirmatory

ACCESS HBs Ag f%
- 4

c € 0459 W 2X9 zc X‘” A24291

INFORMATION FOR USA ONLY
Rx only. 2 reagent packs R1, for the qualitative detection of HBs antigen in human serum and plasma using the
Access Immunoassay Systems. Reactive Ingredients: Dynabeads®* paramagnetic particles coated with streptavidin
and coupled to biotinylated monocional (mouse) HBs Ag specific antibodies in a TRIS buffer with BSA 3.33 mL (R1a),
TRIS buffer with surfactant, protein (mouse, bovine) 3.23 mL (R1b), Alkaline phosphatase (recombinant) conjugated
monoclonal (mouse) HBs specific antibody in phosphate butfer with surfactant, BSA 3.23 mL (R1c).

“® of Dynal A'S., Oslo, Norway

[CONTERTS] 333 mL Ria
323 mL Rib
323 mL Ric

C17383AA XXX XX
techdocs beckmancoulter com

ACCESS HBs Ag CONFIRMATORY %

\J1ec
CEw V 2x%0 ﬂ’i' A24295

INFORMATION FOR USA ONLY

Rx Only. 2 reagent packs R1, for the confirmation of the presence of HBs antigen in human serum and plasma using the Access
Immunoassay Systems. Reactive Ingredients: Dynabeads®* paramagnetic particies coated with streptavidin and coupled t
biotinylated monocional (mouse) HBs Ag specific antibodies in a TRIS buffer with BSA 3.33 mL (R1a), Human gamma globulins
specific for HBs Ag in TRIS buffer with surfactant, protein (mouse, bovine) 2.99 mL (R1b), TRIS buffer with surfactant, protein
(mouse, bovine) 3.23 mL (Ric), Alkaline conjugated (mouse) HBs specific antibody in
phosphate buffer with surfactant. BSA 3.23 mL (R1d).

*8 of Dynal A'S., Oslo, Norway

[CONTENTS] 333mL Ria

I
€7 Access HBs Ag

Grvrvam

€9 Access HBs A
| CONFIRMATOR

Y-MM.C [EoT]

C €osso

ACCESS
Immunoassay Systems
Access HBs Ag

Instructions For Use Hepatitis B virus surface Antigen
© 2020 Beck Coulter, Inc. All righ rved.
© eckman Coulter, Inc. ghts reserve A24291

FOR PROFESSIONAL USE ONLY

ANNUAL REVIEW

amn I Reviewed by Date Reviewed by Date
szm. R I o000 X
techdocs beckmancoulter.com |
PRINCIPLE
r-----------------------------------l
| INTENDED USE 1

| The Access HBs Ag assay is a paramagnetic particle, chemiluminescentimmunoassay for the qualitative detection of the |
I surface antigen of the hepatitis B virus (HBs Ag) in human serum and plasma using the Access Immunoassay Systems. |
h-----------------------------------
SUMMARY AND EXPLANATION
The hepatitis B virus is responsible for hepatic lesions, such as acute hepatitis that can be fulminant and chronic hepatitis
that can result in cirrhosis of the liver with a high risk of hepatocellular carcinoma.

Detection of the viral surface antigen (HBs Ag) in serum or plasma indicates an infection caused by the hepatitis B virus.
It is the first marker to appear during the course of the disease and may be present two to three weeks in the blood before
the clinical and biological symptoms of the disease. Presence of HBs Ag may last for a very short period (a few days) or
a very long period (several years). If HBs Ag persists for more than six months, the hepatitis is classified as “chronic.”

LN Because of the existence of numerous asymptomatic chronic carriers, screening for HBs Ag is required for each blood
donation in order to prevent transmission of hepatitis by transfusion. In addition, prenatal screening of pregnant women
has been ;ecommended by health agencies so that the newborns from HBV carrier mothers may obtain prophylactic
treatment.

6004047 BA
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ORNC procedures.
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Testosterone
Test
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Saliva test .
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Free Testosterone .
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RyHome
Testosterone
Test
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testosterone
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Celiac Disease test kit
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(IVD Medical

Device)
[jsou Class 1

-1IVD Rule 1-7

- yaasNIAITaVAUMSITABlA3A19

- yaasANgTUMSsAabalulo3

- yaasKoRITavAUMSasIAONSaVMSAaLBaIulD3

A28AULDY

- yanadauarstawdawnuauwniulutaand:

- msvauiluasuulaowanseunitndaviiouwne
law1: IVD Rule 1-7

[ns. 02 5918479
E-mail :
IVD_THFDA@fda.moph.go.th

30



N159AUTSLANLASDIUIUWNTAIUANULT Y

o’czlcal o)

Lmawauwmwumaﬂ (Active Medical Devices)

15 uns1AY 2567
NBIAIUANLATAHBUNNE F1UNUANIZNTTUNITDMITHAZHN



N15AUIZNNLATDIDLNNIAINAINLFEN : Active Medical Devices

€ iwumwiaavsaninnEnisdaus:inninSovonwnsgnlulsinSaviionwns
d1HSUMSdUDaanIauansIVMA (non-1VD) MUAUIAHD
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ouTvaweusnwduu Wosdendaufgngansulasinsne
WA (3ufanaunFed Toliuasfivdnnmentadientusog
aulnaduiieaiiuviolndBunansn

Aiehifiansuaniagosden)
Tusnunnetiifingunane @;

\tpdam RS en I ine sy
so¥in wiaifle3dadenendtinluam
Agaweglusn mzdunuduuniu

widestlownndiildndasand
Huusltunelviidadunans

—— < - @

wdoslownndussani 1 wndoadounmiissumit 2. wdnsilowmiussmit 3

(] QJ

LASDIUDLNNONANIAS
(Active Medical Devices)

'
=]

NANLNUNN 9-12

Adlan1sanusEnniATasliaunng

AUANULE Y

32



N159AUSZLNNLATDINBNNIAINA2TIULEEY ;: Active Medical Devices

P2 = N 0 @ o 'y P -~ N 0 o oA aa o
LAIDIUBUNNINLNIAIN LY LUN1F5NE LA IUNNINAN1AIN LT IUNI5INIRY

(active therapeutic device) (active device intended for diagnosis

g

= I s 0 W [ o W = = s 0 W 11 o
wsasdaunndniniasle g ludnazlylaneaine nsasdaunndniniasiae ludnazlylaeaing

A gy o A ¢ i ] A gy o A A ¢ A gyy
139 1YIUNULATDIHBUNNEDY LIWOWE AN v ldsaunuLATasliaunndau e lvidaya
1303 ARLUAMALNY YTBNUYENINN5Y (information) §115Un135n593 a8 AeRw
NN%381lAT9AT1919YIINeT lagsjansng VIRLINDATUEYUNITINYINIIENNEITINGT
Y N 1 < 1 d a
iasnen sausaimAulieg Uiy AAIZHVNIN AINAUYULE UIDAUNNIT
NIDNNNANIN wAnLln

DUATIYLRAIUNAU l donunisaingUieiinnudesransgidedIn vsentiinisiney

(immediate danger) Ya3I319N1eAdAY wnkiluinsnisdasiuadiaiuviag

33



N159AUTELNNLATDIADLNNTNINAINLEYY : Active Medical Devices

-

AANLNUNN 9(1) : UsSANAULEEN 2

AL » LAS YLD UNNINTN1AN LY IUNITS NN INUAN
Uszm‘wﬁ 2

YINUBLNBUINTUTBLANLU AL UNRIIY

———
.

£y

Y
$ T b
Transcutanelous c.elecltrlf:al Hearing Aid Ultrasound device for neonatal phototherapy
neuromusi¥E:S§tlmu ation physical therapy for skin treatment
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. . . High frequency Therapeutic cyclotrons
Infant incubator Lithotripter electrosurgical generators and linear accelerator
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Device intended to remote or monitor class 3
active therapeutic devices
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diagnostic ultrasound in
non-critical applications MRI

Dermascope
Class 1
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(radiopharmaceuticals)

Positron Emission Single photon emission computed
Tomography (PET) tomography (SPECT)
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Blood Pressure Monitor Electrocardiogram (ECG/EKG) Digital thermometer
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Patient Monitor Ultrasound equipment for use in

interventional cardiac procedures

40



' N159AUSZLNNLATDINBNNIAINA2TIULEEY ;: Active Medical Devices

AaANLNUNN 10(2) : UsLLANAMULFYIN 3

1A BRWNENINdNymanedmIun1sItaae

(Y 74

1A aUNNENINANYvangiNaUdesSsanna liiian1suanAIva g0

Naa %4 = LN |

dl 1 cﬂl [ 1 (24
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X-ray machine Computed tomography (CT scan)
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Electric breast pump Electric Suction Machine Nebulizer
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anesthesia machine syringe pump Dialysis equipment
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Powered hospital beds powered wheelchairs Electric toothbrush
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Alternating Pressure Mattress Electrical Massage Chair 45
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Rule 1-4 Rule 5-8

Non-Invasive (Invasive)
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nantnauin 1 -4
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(Non-invasive Medical Devices)
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(Invasive Medical Devices)
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Invasive medical devices
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Tracheal tubes Urinary catheters

Tracheal tubes connected to a ventilator
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tracheal cannula

Urethral stent
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Scalpels and scalpel handles
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Syringe needles

Surgical glove
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Automatic Smoke Evacuation

Establishing Pressure
in Abdominal Cavity \
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nsufflation gases for the abdominal cavity

insulin pen for administration
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Balloon angioplasty

Gusding catheter

Halloon

Flexible guidewire

Angioplasty balloon catheters Cardiovascular surgical instruments
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Infusion cannula %

Tissue stabilizers (cardiac surgery)
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CE marking of medical devices used
during Brachytherapy

Surgical adhesive Brachytherapy device
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Absorbable suture

Neurological catheters

Cardiovascular catheters
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Dental crown and bridge

Dental filling
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Bone cement

Joint replacement
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Mechanical valve
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Tissue valve

Heart value

Cardiovascular suture

Pacemakers Implantable defibrillators
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(central circulatory system) (central nervous system)

1) Kkaaalduavdoaa (pulmonary artery)
2) kaoatdoauavikajuavKiladdudu (ascending aorta) ® dUOV

3) KaoaldaauavKkai» (coronary artery) &
4)kasaldaauavinadounalv (common artery) carotid * LYo H‘ UdlUov
5) kasaidaauavinaduuan (external carotid artery) e (UFGUKAL
6) kaaaldoauavnmaaddufu (internal carotid artery)

7) haacnéaoqo\)aua\) (cerebella arteries) - y
8) kaoaldaanuanuvuzlugvarnauazuvu (brachiocephalic trunk)

9) kaaaldoamRrdId (cardiac veins)

10) kaoaltdaaamuoaa (pulmonary veins)

11) kasaldaamikeyldngraladinsivargdduuu (superior vena cava)
12) kaoatdaamikaytindralaarinsvaredouaiv (Inferior vena cava)
13) d@>ulAvuavkaaaldaauaviked (aortic arch)

14) kaoaldaaunvlkeyusidoaunsovan (thoracic aorta)

15) KaaatdaauavikajusSidaunav (abdominal aorta)

16) Kaoaldaaunvdiunalvusidaud:lwa (cormon liac arteries)

17) KaoatdaauAvlkejuavkdindiuavaudvdirunusnaantdu2niv
descending zorta to the bifurcation of aorta)
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Absorbable
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Yes

> 30 Days

Needle

Yes

< 60 MIns
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e PR § contact lens solution
devices for sterilising endoscope
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Endoscope Drying and
Storage Cabinets

The product used for drying and storage of endoscopes.
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Intrauterine contraceptive device
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seauiintAnTeularang
o o g A o o .
oudmauenluuviiewdi * deugn” lunan < uwawsensdygdnsadisunmd
- L A :
WA, loEEe BN TERRENTINE M TIMazE e sen el Awielul
v w o ' a4 o v e w o &
%o o Timsdanquedosiiownme Suuneendu o Ussian Awielul
- - J .
(o) w@ndoeuALa (Single)
(io) szuv (System)
(o) m3eg@ (Family)
(@ 10 (Set)
(&) emyIviteady (VD Test Kit)
(o) nausdafawidmivn1siteduneueniisnie (IVO Cluster)

01

SINGLE

02

FAMILY

L]

03

SYSTEM

04

SET

®

05

IVD TEST KIT

<

06

IVD CLUSTER

&
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CONCEPT OF GROUPING

01
One generic proprietary name

02
One product owner

03
One common intended purpose
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SINGLE

! a o Jd . . .

yowannwm (Medical device proprietary name) 150
A Y =

¥on15A1 (Brand name) a7

A o Jd o o . g .
taglszasammnzdmsumsldau (specific intended
purpose) 1ag"

.

A A

“?\‘l@"lfﬂﬁ‘ﬂﬂ"lﬂellu"lﬂﬂﬁifﬂq ﬂiﬂhiﬂllﬂﬂﬂl@ﬁﬂTﬂfugﬂiiﬂﬂ

u

1 [ 9
uanaenula
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Example : SINGLE

3819911308 (Condom)
Vl VUIAVTIY o, olo ‘Hiﬂ PEE "])"L! f’ﬂiﬂiﬂﬂﬂﬂﬁlﬂiﬂﬂi%ﬂﬁlﬂ

ﬂuummﬂuiugﬂzmumm (SINGLE) &

ailnsaiasu (Accessory)
«l ginsalidsuveunIoatiounnd aunsosuswe lugiuuu@en
(SINGLE) 18
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SYSTEM

[ 'g I ' % o U 4 J

newig dulszneunvunzidowiudiunilivesmsianguiniesiounnduuuszuy (SYSTEM)
FY o ] o 1 9 1 @ A A 4 2 Y A o Y
dostmthommzdmivldauswnuaiesdiounnduuussuuiu drdmlseneulanamisoni 1y 1y

Yo A A o y A ° [} 2 1 A A o 1
ldnuniesliounndnatoszuy destuswediulseneuiulunaazssuuvsegumueaiuilsznou
9 v
vunenlugdunu@ed (SINGLE)

@ [

@ 1 4 o Qy 1 1 { g
miamﬂqmﬂ%qﬁauwmgmmzw (SYSTEM) 1lszneusieyuaiunseaivdsenound anyazaail

a Y Aa = (Y] A a 1 a 19 1 9)
Nasﬂﬂa@wamﬂmﬂumawamiﬂﬂﬁmmmmwam LL@W]’EN’E)Qﬂ"IEJGlG]

9 a o d A v
RIVBINAANUNIAYINU

Ay 1 QY A Y o ' o A o p
mamimwaiwmmiamqmnuﬂu lWﬂUiiQ’J@]Qﬂi%ﬁ\‘]ﬂ

]
= v =

Renuauyrue 13

Aul52No LA TIEMITINITONINIUI WA 1NOUTI]

(Y] 4 9 = (Y] d' 1 9
Taguszasams IFauwaoanuaui garne |13

] 9
aoatmtemelavevesszuy (SYSTEM) wu Taslunain
o o A A ¢ v A <
PAMIMNUATEINOUNNG TUTFIT HIDUAANIADN VDI
dauilszneuunaz 19N AoTLYToA1NI
“a o ¢ o w g »
aglszasamslddmsuszuy (SYSTEM) 1y
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Example : SYSTEM

__, Wound Drainage Systems
J sznov'lilaqe Silicon Bellow, Silicon Perforated

Catheter, Stainless Steel Trocar




Example : SYSTEM

7

PRP kit system

Ysznol1/d1e PRP Tubes transfer needles, transfer
devices, blood collection sets and syringes
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Example : SYSTEM

1 Main System

2 . . Accessory
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FAMILY

a Y A = [ G a 1 a 19 1 9)
NaﬂiﬂﬂEjWﬂmﬂ‘(’J’JﬂuﬂiﬂNﬂﬁiﬂﬂﬁﬁ'lﬂllﬂﬂﬂﬂﬂ@] LL@W]EN’E]EJE’H?J%]

9 a ] L= o
RIVDINAANUNLAYINU

(%

~ A A J = =~ Y]
NI 1]ﬂTiﬂ'ﬁJﬂlﬂﬂiﬂ\‘]NﬂllW‘ﬂﬂ@TNﬂ?WHLﬁﬂQlﬂﬂjﬂu

4 4 Jd 1 ]
Fovounsoslonnnduaazrems luaszga (FAMILY) dodog

4 a o 4 . . .
muldvenannam (Medical Device Proprietary Name) #3©
¥on13A1 (Brand Name) (Aganu

)}
e

=~ % zd' 1 9J
TngUszasA@enuauiyvne 13

UNTODNLUUNINNITNIN Tﬂiﬂﬁ%)"lxi HAZNTZUIUNMTHNANVD

A A s A A Y = o
ATOIUDLNNINIVTUDUTYITO AQ1UAANNHUIN

' ] 4 d 1
O muﬂszﬂauwaﬂeumm%qﬁmmmmmazﬁwmﬂumz'r;]a
1 9 19 1 9 !
(FAMILY) NANuLaAnA1e 1A e ﬁmagmﬂ”lmamwmm
~ o Y . . 9 Y
nanvateioensyla (Permissible variants) ttagyayan1uns

v H ! 4 [} g}J
FANTAN LHIIVDUATOINOLUNN N NOUNUNIN LA
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i o o . . ' o
voutwAnImMmvmeiivauiuld (Permissible variants) lunguiasasiioumdiuunszga (FAMILY)

' P v oW o o «
1]B‘Uﬂ"lUﬁ'?'lu‘"a'\ﬂ“a"lﬂ'ﬂﬂau?‘lﬂﬂﬂa%ﬂ§QQ&QLLWVIQVIH!J TN

< yel ' al
nanansalddulunduiioisuvmduuunszna (FAMILY)

Coating material for lubrication only

Colour

Diameter, Length, Width, Gauge

Concentration with same indication and mechanism (same composition different amount of

constituent)

Dimensional design differences due to paediatric versus adult use (The differences due to

the different patient population are permissible, e.g. volume and length)

Flexibility

Holding force

Isotope activity level

Memory storage

Method of Sterilisation (to achieve same sterility outcome)

Printing capability

Radiopacity

Shape, Size, Volume

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

constituent material)

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

Sterility status (sterile vs non-sterile)

9 v
UNIANTINVO UV IIANVHANYA1NgoNSU AU
1 o’ 1)
ATDINOLNNINUANURNIZLAIZ IV T IINT AT
=< A a Y
Anyunuay 1aan

“ o ¢ o ' A A L
ﬂi%ﬂ?ﬁﬂﬁﬂlﬂiﬂ%ﬂ?ﬁfﬂﬂﬂ@MLﬂiﬂQﬁJﬂLLW‘V]ﬂ

102



Example : FAMILY
__.d Condom

RINDUNBNUT V1A LAz AITUATUANA NN LARAANITARINULAY

a v Ao J = @ A
ﬂi%‘U’JuﬂﬁﬂﬁNa@]mﬁ@uﬂu umqﬂﬁzmﬂmﬂ%’qmmmﬂumumgwmﬂ
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Example : FAMILY

7 IV administration set

yaliarsazarenviasamend (IV administration set) Nliaadnyazfuanaieny

q
v

1 Anuenvesre ety nasiiquauiaduanulaeasefiuaniaiu wu IV
administration set wiial Filter w3o'liii Filter fludu uanananiaa@edduuay
nszUIUNIRaamouiu Tiaguszaad Bertumuiigmunell aunsadusvelaeld
mentiu@einulugiuuuaszga (FAMILY) 18
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Example : FAMILY

Size, Volume, Diameter,
length

Size, Volume, Diameter,
length

Size, Volume, Diameter,
length

Size, Volume, Diameter,
length

Size, Volume, Diameter,
length

Size: SS, 20cc

nSize: S, 25¢cc C

Size: MS, 30cc

1Size: M, 35¢c (

n Size: L 40cc C

Length: 170mm

Length: 180mm

Length: 195mm

'Lengith: 225mm

' Lethh: 255mm

r Diameter: 13.5mm,

- Diameter: 13.5mm,

ar Diameter: 14.5mm

r Diameter: 14.5mm,

- Diameter: 14.5mm,

105



4 4 4 o o LY @
wseslounnduuuszuy (SYSTEM) naneszuuamnsagudve laeldmuoniivi@eny lugiuuuaszna

N d i o @ @ @ 4
(FAMILY) 18 Taain3oailonnndunazssuuntiiunsmnu deslianyazaall

a Y A = [ A a 1 a 19 1 9
Namiﬂa@wamﬂmﬂumawamiﬂwmmmmwam ummagmﬂ%}

Iveanans RNy
NTzAUMIAILANAToIlBUNNIATNANUFDURIAY

Y] 4

TingUseasameanuauiivune 13

= a A A A Y = o
UN1FDONUUY LLASNITUIUNITAAANIVTUD UK IDAATIIAAINU

drutlseneunanuesszun (SYSTEM) Tanuuanaianula ua

9 1 9 1 ~ [V 9 . .
ansogniglaveuaienu vanvateseusy la (Permissible
variants)
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Example : FAMILY of SYSTEM

J' Locking Plate System

] 1 Y 4
Tumsousvee1nil Plates #iilu Main wanevuia 3319 uaznaiiiins g
iU Screws e l¥lumsrda Tashaiulsznouuaaz semsamnsosiiau

U Y] 4 @ 4 = Y A
s eussgiaglszasams IFnu@ednuauysrne

107




Example : FAMILY of SYSTEM

__.d Hip replacement system

aunsaldmsumsrhdanlasudess Tunidfiew (Hip replacement) isznoude
dmlsznou ves Femoral uaz Acetabular Tasiidautszneuudazsiensamnsaram
Sty eussnngUszasdmslfnuforiunuijanne Tdnuveamsmdan/deude

Yy Y
g Innen NatvavesnazaINlszneus1IuAM Lmﬂﬁl'lﬂﬂullﬁ}
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xample : FAMILY of SYSTEM

1 Plate Length, Width 319 17 331, 817 18 310,
2 Plate Length, Width A9 17 331, 817 20 31,
3 Screw Length, Diameter s uaudnats 5 1. 813 35 1. |
4 Screw Length, Diameter dusuAuaNat9 5 331, 617 40 3131, |
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SET

S . 4 J Y ! 2% 1 3 HE
mssanguinseiiounnduuuga (SET) dsznoudianiesilounndas o s1omsyu Timhunsow
4

=~ ] v d A v AA o v A
Uiii]ul’ﬁuﬂﬂﬁ@ﬂiii]ﬂm“ﬂmEJ’JﬂL!‘VIiJﬁﬂBm%ﬂ\iu

A A A ¢ ¥ ' YA A o
FoyounIowauNNguUYa (SET) dosedmulasonann
(Medical device proprietary name) %38 ¥am3a1 (Brand

=~ (Y] é =~ 9 a A a 9
name) LEINU "]NE’NfﬂiJle’t’)ﬂ’JﬁJi’J‘ﬁ‘lJ”IEJ!WML@]ﬂJllﬂ

= 9 Y A Y o 1 % A ] J
3J"’U’E’T]JQGlG]fLWﬂclﬂﬁnJ'ﬁﬂVl'Nﬁlui'nlﬂu LW@H??Q?@]Qﬂ?ZﬁQﬂ

v
= o4 =

ReanuamNyarg 13

(% A A 4 = Yo %
ﬂ”ﬁ“l]ﬂ‘]Jﬁ%!ﬂﬂlﬂﬁﬂQN@L!W‘ﬂEJ@]”I?Jﬂ')T?J!ﬁENGh’iﬂﬂﬂ1ﬂ5$ﬂ‘ﬂﬂ'ﬂll
= A A Il A = ~ 1
LIHYUDITIYNTLATOIND LLW‘V]EJ‘V]?Jﬂ'J"I?JL?[ENQQQ’@WITJ?J‘U??@@QGlH

1 4 J g
nguasoslounnduuuga (SET) v
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Type of Grouping . SET

A A CA A 1 ! A A J aA a o J g . .
Lﬂimmuwwmmagiwmimg“luﬂqmmmmuwmmmm;ﬂ (SET) onvurewannmuan (Medical device proprietary
A Y Y] J 9 A a A 1 o 1
name) ¥on13A1 (Brand name) 109132 a3An13 19911 M390nUUD HI0NTZUIUMINAANUANANNY Tagiaas
A A J =\ a 1 a
FIMIVBAUATOINUNNSUV VYA (SET) 9190nInan lag naletrainae

4 ' : ¢ 2 a o 4 9 Y
wengunsoseunnduuuga (SET) laq lavunzidieuuds duaaamnsodaganioiie unndliulawanm
) Yo LI ) ' { . o s
ADINIFUBIYNAT 1T 15INe1L1AHI oUNNEA 1% Taeaos lulimslasunilasye voeya (SET) uazingilszasans

JEARLY

1 A A Jd = 1 % Y 1 o A A d A v o
nauAsoslounnduuuga (SET) 9190ANNUANANNU 1A 151 S1uIuATesusunnd niogluuumsiasuny
12 = ! ] Jd
Tagdns lilinmsnldeunilas¥ovesyn (SET) uazingisedenns 14au
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Type of Grouping . SET

A A P 1 1 A A 4 9 A o Y o v % ~
F19MIIATOINDUNNINUT I8 IunguinToauaunnduuuga (SET) dossuive lag lemvoniju@mern Tunsal
1 A A @ Y% ~ v = J o ' Y A o 1
nauAIRlounndLuga (SET) la 1dvunziBoundn minlinnuyseaen S1MU1eLeNI 180T ABITURIVBLABLITIINT
d Ll
neniunuune (SINGLE)

A A o’d'd%l = 3 1 = [ ' A A J 9 o ' ) o
iATelBLNNINTUNZ Do udIurtinueInstanguasoslounnauuya (SET) Ape Triommzdmsy
(] P g}} ] P ] o ) Vo ] P (]
inTealounnduDLYa (SET) tu viinnsesdounndlanamnsoi llldanulany wsesliounnduuuga (SET) ou
Y A o : %X ' S : X .
wwdosgumveATeIlounndtuluudazye (SET) Wietumve inseslounndtiuuen lugluuumes (SINGLE)

! ' y ¢ ) PR v & Vo & ¥
%@ﬂ@ﬂlﬂ%@ﬂﬁﬂllv\lﬂﬂllﬂﬂﬂgﬂ (SET) @]@Qiguﬁémlﬁﬂﬁll')ﬁﬂﬁii]ﬂﬂ!"ﬂ%l!ﬂﬂﬂfjﬂ Iﬂﬁlllll ﬂWLﬂH@@Qi%Hﬁ%@LLﬁ@Q

A A = Jd o 1 A A LA
FOLATOINDLUWNIAINATIUURATNIATDINUBDLULNNYULAASTTIUNT
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Example : SET

First aid kit

k4 1
gatlgunennaiosdu (First aid kit) Uszneudiumiosiiounndvaioriia sy
Bandages, Gauzes Drapes taz Thermometers iiognaamimiussgiaunuiu
=\ ] Y] = (Y] d' o Y o [ Y= Y]
AUMBUTIINUIIAEINY a1g0 sumve laglsamventiumednulugiuuvyga (SET)

L

FIRST AID KIT
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Example : SET

Dressing tray
Y . Y A A J a A 9 a o
ananura (Dressing tray) 1szneuaansoslounndviarsyiia WopraniuIUsg
v I A 1 o Jd Y =Y J 4 a
swnuilufivveussynusifeanu laelingilszasnmmzuazielinan
azanauielumsldau ennsosusve lagldmvontiumernulugluuuye (SET)

L
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N13AANGULATDINDLNNE
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UTENNUBINANLATOIUBLNNE Active

(Y 1 a = ca v 1 1 a = & . w o w
ﬂ’]i’i]ﬂﬂ?,jlllLﬂiﬁ]\‘illﬁ)LLWVIEJ‘VIEJﬂ‘W‘UU@EJIUﬂQiJ LATRINBLNNEUTELAN Active ‘Ui’]ﬂg] Us¥n1Ad1UNIIUAEASSUNISANRISLLaZEN

8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy

= Y o Y 1 = o ¢
L3®y ‘ViaﬂLﬂm%IUﬂqsgﬂﬂQQJLﬂsaﬁilaLLW‘Vlﬂ

LASDIUDLNNG

AnwUseniANITInngy
A - va
LASDILOWNNILAN —>

A ¢ = .
LATDIUDLNNERUULAYI (Single)

A A& ¢
LATDIUDUNNERUUTZUU (System)

Family of

| 1 .
LAIBINBUNNYLUUAIZNA (Family)

System

\A3RsaNNguUUATENa (Family of System)
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% ! a = ca v 1 1 a = & .
nsdnnguesestiaunndninnuveslungy wsesdlaunndussinn Active Using
8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy

LASDIUDLNNG

UTENNUBINANLATOIUBLNNE Active

Family of

System

A A ¢ a .
LATDIUDLNNEBUULAYI (Single)

A 0~ ¢
LAFTDIUDLNNYKUUIEUU (System)
dl =l C4 .
LAIDIUBUNNEUUUAIZNA (Family)

\A3RslalNNguuUAsENa (Family of System)
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UTENNUBINANLATOIUBLNNE Active

% 1 dl A a‘d‘ L% 1 1 dl = 6 .
nsdnnguesestiaunndninnuveslungy wsesdlaunndussinn Active Using
8¢ 4 Usziv Jaaninainisdangudulumudsents “waninaeilunisdnngy
\A3RelauNNg”

A o ¢ a .
LAIDIUDLLNNYLLUULNYA (Slngle)

LATOIDUNNINHHERTNIL...
*  FouAnAugN (Medical device proprietary name) %39 #9n15A1
(Brand name) Lfe1

* dngUszasAanizdmsunislyan (Specific intended purpose)

=
\Aen
991NN UTIVIUY WazllTULUUUBIN UL UTIUIUTIIUANGNY

5]
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é’haEmﬂmLam%’ayamﬁmﬁmm‘Iu Excel Template

YBINTTIUNGULBUY Sin S le

aeu | Fenansousl | IDENTIFIER ;jwam donufinan A195U"Y
A9UTZLNA UL

" Product Name

. Ultrasound Macro 1 ABC Co. 301 Neosho Street, Kansas
b Product description
- *_ 66839

REF | XXX

Lot | XXX

SN XXX
& YYYY-MM-DD

USE BY:
g YYYY-MM-DD

45°C 80
50 l UPPER LIMIT OF 10 =

TEMPERATURE QTY. 1

Manufacturer
Name & Address | Made in USA/

N
\&
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é’haEmﬂmLam%’ayamﬁmﬁmm‘Iu Excel Template

YBINTTIUNGULBUY Sin S le

AU FonAnS 09 IDENTIFIER g’{wam donufinan A195U"Y
A9UIZINA UL

Ultrasound Macro 1 ABC Co. 301 Neosho Street, " Product Name N\
. Burlington, Kansas 66839 Product description
Ultrasound Macro 1 ABC Co. 830 Cross Street, Burlington, - REF | XXX
Kansas 66839 LoT | XXX
SN | XXX

@ YYYY-MM-DD

Manufacture1\
Name & Address ™ Made in USA

\_
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% ! a = ca v 1 1 a = & .
nsdnnguesestiaunndninnuveslungy wsesdlaunndussinn Active Using
8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy

LASDIUDLNNG

UTENNUBINANLATOIUBLNNE Active

Family of

System

A A ¢ a .
LATDIUDLNNEBUULAYI (Single)

A 0~ ¢
LAFTDIUDLNNYKUUIEUU (System)
dl =l C4 .
LAIDIUBUNNEUUUAIZNA (Family)

\A3RslalNNguuUAsENa (Family of System)
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UTENNUBINANLATOIUBLNNE Active

Y i A A cal o | ! a4 A ¢ .
nsdnnguesestiaunndninnuveslungy wsesdlaunndussinn Active Using
8¢ 4 Usziv Jaaninainisdangudulumudsents “waninaeilunisdnngy
\A3RelauNNg”

LASDIHNDUNNGUUUSZUU (System)

*  HARlAYHHANFLINUVTONARIASVALUNEINER LiRadaY
eladvemandueineiu

* audldieliianunsaviausiuiu ieusiaingUseacd
WPeafupunyaangll

*  dulsznauusiazenIansainauTINey iU

Snguszasdmsldnuioafunaisjmungls

o Fosmunanelidevessyuu (System) Ingluaan wnans
fuiasesileunng Tusthivieufnmaenvesdiuuszneu
uwriays1enTs Aeeseydn “Ingusvasanisiddmiussuy
(System) tiu” 122



é’haEmﬂmam%’auuamémﬁmm‘lu Excel Template

VBINTTINNQUUUY System

A195UTY | IDENTIFIER | Wnansnauszine SOUNHAR AN85U"Y
Yuduvas RTPGEY
a9AlTzNaY
" Product Name )
Tu System Product description
Ultrasound  Main Device Macro ABC Co. 301 Neosho Street,
REF | XXX
-— Burlington, Kansas ToT] XXX
e SN | XXX
Ultrasound  Accessory Ultra App DEF Co. 830 Cross Street, Version | YYYY-MM.DD
Application Burlington, Kansas 2.0
USE BY:
66839 g YYYY-MM-DD

u _ 45°C 80
UPPER LIMIT OF 0 >
50

TEMPERATURE 1 QTY. 1

Manufacturer
Name & Address |[Made in USAJ

\_
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Ultrasound

Ultrasound

Application

YUAIUVDY
29AUsZNaU
Tu System

Main Device

Accessory

IDENTIFIER

Macro 1

Ultra App

é’ha&mmmawﬁauuamémﬁmm‘lu Excel Template

VBINTTINNQUUUY System

HHARA9UTTINA GRUINTIART) AnasueY

LNULAY

ABC Co. 301 Neosho Street,

Burlington, Kansas

66839
DEF Co. 830 Cross Street, Version
Burlington, Kansas 2.0
66839 2

Ultra App

\ersion 2.0 ..
M - Lo / ’
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% ! a = ca v 1 1 a = & .
nsdnnguesestiaunndninnuveslungy wsesdlaunndussinn Active Using
8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy

LASDIUDLNNG

UTENNUBINANLATOIUBLNNE Active

Family of

System

A A ¢ a .
LATDIUDLNNEBUULAYI (Single)

A 0~ ¢
LAFTDIUDLNNYKUUIEUU (System)
dl =l C4 .
LAIDIUBUNNEUUUAIZNA (Family)

\A3RslalNNguuUAsENa (Family of System)
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UTZNNUBINFULATDIUBUNNE Active

% ! a = ca v 1 1 A = & .
nsdnnguesestiaunndninnuveslungy wislaunndusznn Active Using
8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy
\A3RelauNNg”

= P ¢ .
insasiaunnduuunszna (Family)

* uanlaggnAneITuVTONARLAEAEWVAINER uAnadagneld

RYRINEN UL AEINY

o fszfunseunuezesiiounmdnuanuidsuieaiu

*  Feveumdesiiounndusiazsionislunsyga (Family) fesetneld
YowAnsiomt (Medical device proprietary name) %5e 3801561
(Brand name) vAefu

*  IngUszaAieniununygaangld
*  A19BNLUU ASIASI NTTUIUNSHNANMIDUNTDAANEARIU 106
* dwunnsiusesegnulavoutieneensule (Permissible Variants)



é’haEmﬂmLam%’ayamﬁmﬁmm‘Iu Excel Template

YBINTTINNQUUUY Famlly

ddu | Yowdadmal | Permissible | IDENTIFIER HHARAUTENA 0N A183U"Y
variant L‘W&Im&l

Ultrasound Shape Macro 1 ABC Co. 301 Neosho Street,
P ¥ Product Name N
Burlington, Kansas Product description
66839 REE | XXX
Ultrasound Shape Macro 2 ABC Co. 301 Neosho Street, - LOT| XXX
Burlington, Kansas SN | XXX
66839 & YYYY-MM-DD
USE BY:
g YYYY-MM-DD
80
45°C
UPPER LIMIT OF 10
5°C i TEMPERATURE QTY: 1
Manufacturer
Name & Address Made in USA/

o
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% ! a = ca v 1 1 a = & .
nsdnnguesestiaunndninnuveslungy wsesdlaunndussinn Active Using
8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy

LASDIUDLNNG

UTENNUBINANLATOIUBLNNE Active

Family of

System

A A ¢ a .
LATDIUDLNNEBUULAYI (Single)

A 0~ ¢
LAFTDIUDLNNYKUUIEUU (System)
dl =l C4 .
LAIDIUBUNNEUUUAIZNA (Family)

\A3RslalNNguuUAsENa (Family of System)
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% ! a = ca v 1 1 a = & .
mM3nnguasasieunnddnnuuselungu nseslaunndussian Active Using
8y 4 Usziv Jwmaninawinisdanaudulumudsenis “vdninasilunisdnngy

LASDIUDLNNG

UTZNNUBINGULATINBLWNEG Active

Family of

System

\A3RslalNNguuUAsENa (Family of System)

a

HARlpeRNARREIUVTENARLAENAELNaINER uinaegnela

1%

LANVRINEN U AEINY
FEAUNIIAIUANLATDIBL NN AIUAMULTB AR INY

b B il }

TngussasAneniununmangl

9

ANTPOALUU 1ASIAS1Y NSEUIUNSHARLALDUNIDAAN8ARINY

dunssiunesegneliveutneneeusuls (Permissible Variants)

= A oA X% | vy Y ) 129
GUE’JGU@QLﬂianIQLLWV]EJ@@Q@%ﬂ']EJGLWGU@ﬂqiﬂ']Lﬂﬁnﬂu



FIBENANTLERITBLANENA LY Excel Template V89

N13TIUNFUBUY Famlly of System

A85UBTUAIU | Permissible IDENTIFIER HHER GRRINTIAET)

3 . 1
V999AUILNaU variant A19UTEN

Tu System fl
Ultrasound Main Device Shape Macro 1 ABC Co. 301 Neosho Street, Burlington,
Kansas 66839

Ultrasound Main Device Shape Macro 2 ABC Co. 301 Neosho Street, Burlington,
Kansas 66839

Ultrasound Accessory Ultra App DEF Co. 830 Cross Street, Burlington,
Application Kansas 66839
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I 1 6
N13TINNANLATBINBUNNE (IVD)

MyINIg NWAA %ugm%
V) a\ € 1A wAa
wNNARANITUNNLUNIANTS

nayaiuay LASBIND LL‘IN‘Y]ET A1NITHATBENIINNITDINRIIUAZEN

’3'%;7; 15 4N3I1AN 2567 1281 16.00-16.30 it.
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1. Usztnnupvmssounau
2. KaniNUNUa:a29e1vNISSOUNaY
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SINGLE

SYSTEM

FAMILY

FAMILY OF SYSTEM

IVD TEST KIT

IVD CLUSTER

SET

1.U3521ann13320Nax (Types of Grouping)

#3130 80y IVD e

133



2. KANINQUNUA:AODDENY
N1SSOUNauY
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SINGLE

Product name : ABC

"""""" A o fa o 1 woa My
1. LRNVDINAANUNLALIN mag«lwamlﬂ

9 &

3.

A o & A A Y o
DIANAGANTUN KIDDINIFIANLALIINK

S o

|

|

|

|

|

|

|

6 o (<% v :
uamqﬂszaamawwmﬁsums DITW |
|

|

|

|

|

|

|

1

Product name : ABC Product name : ABC
Twnaosdl 10 7w Twnaasd 20 3w

Product name : ABC
ANHHER
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EXAMPLE FOR SINGLE

iy fanadoni IDENTIFIER HHAARYS Al dasnooiy | adodeandstiuann | sisaduanns SOFTWARE
1 JHPV16/18/43 Nucleic Acid Test Card 1 Test

2 | HPV16/18/43 Nucleic Acid Test Card 2 Tests

3 |HPV16/18/45 Nucleic Acid Test Card § Tests

4 THPV16/18/45 Nucleic Acid Test Card 10 Tests

5 |HPV16/18/45 Nucleic Acid Test Card 20 Tests

6 [ HPV16/18/43 Nucleic Acid Test Card 50 Tests

Ay tawdedol IDENTIFIER T Auiinia ey g dvns YA siiad odvianans SOFTWARE

BD CS&T Beads [ ] BECTON, DICKINSON AND COMPANY, 8D BIOSCIENCES for 50 tests

2 BD CS&!T Beads BECTON, DICKINSON AND COMPANY. 8D BIOSCIENCES for 150 fests

] BD CSAIT Beads BECTON DICKINSON CARIBE LTD. for 50 tests

4 BD CSA1T Beads BECTON DICKINSON CARIBE, LTD. for 150 fests
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SYSTEM Analyzer

U a ™ 6 A o
1. IRNVDINAANTUNLAIINK

~ Y 1 YR -y o 1 Y A
2. 3aus IEINa lREINITOTINe TSI INA T STLITEER
TaqUzaIdLALINY Accessory
3. @Iz NoUFEINITANIIIBIINNK

4. RN LANFIIANNULATDINAUNNE VDI

1 1 P= % 6 7
dndsznauunaazingnis mmqﬂizaoﬂmﬂ%
#1930V (SYSTEM) whib 7

SYSTEM
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EXAMPLE FOR SYSTEM

T Madwd o
dey dandn faui Newcode R fafnauinay wnasify/ D Tl
3 ‘ i I3 . r
avAlsEnaniy System SOFTWARE
aan
1 Fully Automated HbA1lc FEaomdn
- 29UaN
Analyzer model : LD-520 e
N Glycosylated Hemoglobin .
2 ‘ - Reagent 400T
Test Reagent Kit =
- .. Level 1 control: 3 x 0.1mL
3 HbA1c Control Kit control . I
Level 2 control: 3 x 0.1mL
- Level 1 calibrator: 3 x 0.1mL
- HbA1c Calibrator Kit calibrator e

Level 2 calibrator: 3 x 0.1mL
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Family

¥ a % ¢ = ¥
. RIVDINANNNLALING

J o A = 6 A = Q
. ATTAUMIAIVANIATAINDUNNEAINANNLFDILALING
@Taaagjmaﬂﬁ%amsﬁw (Brand Name) L@i&11%
F= % ¢ A %] A %
mmqﬂszmﬂmmnummgmmslvl,’s

I N e

inasdaunndudaznomiluaszna (FAMILY) danuuandsld udaasad

LY 1 =1 o v . . .
mulazaudrganunarnvatgneassula (Permissible variants)

' 2 d . . . J "
vautwAMImMmMAIENEaNsUlA (Permissible variants) lunauaiasiouwnduvuaszna (FAMILY)

' " v oy A ¢
voumum'nmmnumunUauﬂﬂmmmmnauvmmgndszmn

I‘ | d
ol foulunduatodioumduvunszna (FAMILY)

Coatine material for lubrication only

Colour

Diameter, Length, Width, Gauee

WiNene aTaihsRsadudagindn mundnsaduidyldnngldanunguiaiasiiounnd IVD 139



Specific products

Permissible variants

Blood Collection Tube

- Anticoagulants with same composition but different concentrations
- Additives (different composition and concentrations)

Transport media

- Additives (different composition and concentrations)
- Preservative (different composition and concentrations)

IVD rapid tests

- Different assembly format: cassette, midstream, strip
- Different limit of detection (LOD) and Cut-off (aw: FOB, Drug of abuse test)
- Types of packaging (Ex. Pouch, Canister)

IVD urinalysis strips

-Different combination of testing configurations
-Different parameters

IVD analyzers

-Throughput

- Differences in user interface
- Printing function

- Wireless capability

- Software

- Sample volume

- Onboard stability

- Calibration frequency

IVD label

- Layout (No different information related to safety and performance)

IVD Reagent

- Different analyzer (lawh:uhenitdu reagent Mmutd Medical device file 1Gaoriu
DINWWA/ IDWDVWAASTTUN)

- Types of packaging (Ex. Pouch, Canister)

- Different combination of testing configurations 140




EXAMPLE FOR

FA

A6U BauanH UM

ALLTEST hCG Pregnancy
Dipstick (Urine)

Cassette (Urine)

ALLTEST hCG Pregnancy

MILY

apid Test
ALLTEST hCG Pregnancy Rapid Test

apid Test
Midstream (Urine

2
J

-

Permissible variant  IDENTIFIER HHARAUTINA AUNHAR

Different assembly
format

Different assembly
format

Different assembly
format

VD rapid tests

-Different assembly format: cassette, midstream, strip|
-Different limit of detection (LOD, and Cut-off ez FOB, Drug of abuse test,
- Types of packaging (Ex. Pouch, Canister,

141



FAMILY OF SYSTEM

[ a > 6 V)
AN YBDINAAAN T NLAYIN
= o = ~ o
L ANITAUANNLALILALINTD
a o ¢ A o A1 'Y
. N?ﬂﬁlﬂﬁ'zﬁ\‘]ﬂtﬂEl’)ﬂ%@l’]ﬂJ‘Yl&:!\‘l‘l/‘iﬂJ’]El‘l’)

CHNNTARNLUY LAZNTEUIBANITHAANLAN O URIAAR1LARING

A b WO N =

. @nilsznaunanniataIadvadszuy (SYSTEM) Sanananaienla
waaasagnalavavdrgananainnaigiisansule (Permissible variants)

6. davatnuldTansdn (Brand name) LaBInH

142




EXAMPLE FOR FAMILY SYSTEM

Aasunetudnyatacd

e - e . Permissible .. . Arasunaniy
A6y ianannmm I ' IDENTIFIER HNARAWUTENA anuinde . - R
Usznaulu System variant - 23]
Urine Formed Element
' Analyzer Throughput EH-20908 Qty: 1
Analyzer
Urine Formed Element
2 -2 \
2 Analyzer Analyzer Throughput EH-2090C Qty: 1
-035270-
3 EU-70 Diluent Diluent N/A 105 0003 0 51%2
. ) -035292-
EU-70 Diluent Diluent N/A b 00 oD 5
IVD analyzers -Throughput |
- Differences in user interface
- Printing function
-Wireless capability
-Software
-Sample volume
-Onboard stability
-Calibration frequency

H { & g’ V) H -V
5981151 3-4 Mnrera1n1sasNnULasadlaelsnannisaay SYSTEM
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IVD TEST KIT

1. RIVDINAAN N LALING

2 ngifTeusltidel W unsarinuint e Lﬁamiq
ihqﬂszawﬂﬁﬂaﬁ%mwwﬁQG%wwQTT

3. 281N LanasInLIAI s aunnsudazsanis aad
3xyIngUsza9An13lEd M3y IVD TEST KIT T

4 lsdsanfisia3asfionns 9 19w LATa95LAI1Z AN
#a4UFTANT (Analyzer) sunlFlunimaseusianiy
IVD TEST KIT %

CONTR.

1

Test target

CAL.
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EXAMPLE FOR IVD TEST KIT

RRLGH

Haudaiul

Newcode IDENTIFIER

HHARANLSHUNA

ANNUNHAR

ro

(8 )

Alinity 1 CA 125! Calibrators

Alinity 1 CA 12
Alinity 1 CA 125

b || Controls

| Reagent Kit

s

IVD TEST KIT

=

v

° =
WIEIN

U339

3%
8
q

v

8

[+ >

@

U
0
q

U ‘ﬂl v o 1 N tﬂl
SN lAE U IO WA NN LN D

ﬂizmﬁtﬁmﬂ"’umwﬁgmm o 1
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IVD CLUSTER

¥ a\ (% ¢ A %]
1. LRIVDINAANWTILALING
A @ A oA & . i ~ -~ =1
2. mmumsmugmmawauwwsmmmﬂmﬁmag‘l% sztnnn 1 B30 Yszani 2
3. l#5n13naday (Methodology) LAz wazdnat builszinn CLUSTER t@23N# (AINA1ANKINWALITING)

{ a\ 6 a wA { { 1 % ? 1 ?
4.8101303NLAIDINBAIIVNATLHNWNBIUPLANS (Analyzer) Noanuuuaiva lzTinnuwisls lwngawien
IVD CLUSTER
5. T9N19A1 (Brand Name) L@&n

N~ O~

Reagents Analyzer

CLASS 2 RULE 6
146



AMARNUN

A9 uuNYUIZLIAN IVD CLUSTER

Methodology

Cluster Category
(Closed list)

Examples of analytes*

18

Clinical chemistry

Enzymes

Acid Phosphatase
Alpha-Amylase

Creatine Kinase
Gamma-Glutamyl Transferase
Lactate Dehydrogenase

Lipase

Substrates

Albumin

Bilirubin

Urea/blood urea nitrogen
Cholesterol

Creatinine

Glucose

Other individual and

specified hormones

Gastrin

Gonadotropin-releasing hormone
Melatonin

Pepsinogen

Adrenalin

Dopamine

mmmﬁﬂmmﬂNmmﬁmﬁﬂéf@lmLLuuﬁwﬂ@jﬁa
\ A A & & £ A
nIunguaIaslaunndunnd IVD Tallilszanm
47 379717
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EXAMPLE FOR IVD CLUSTER

dradusavAlsynauiv IVD

16U

- - o~
LAHAANUN

Cluster

- d .
Usuiananndaaiasaciia

wWnHuEIEIIENS

HHARAUTTNA

o
dg0UNHAN

Araging
WuLEN

sWdaaanans
A1NU/a[70

daaaanans
SOFTWARE

IDENTIFIER

W

o

10

Sharay Cortisol
(CLIA)
Sharay Cortisol
(CLIA)
Sharay Cortisol
(CLIA)
Sharay ACTH
(CLIA)
Sharay ACTH
(CLIA)
Sharay ACTH
(CLIA)
Sharay Renin
(CLIA)
Sharay Renin
(CLIA)
Sharay ALD
(CLIA)

Sharay ALD
(CLIA)

Other Individual and
Specified Hormones

Other Individual and
Specified Hormones

Other Individual and
Specified Hormones

Other Individual and
Specified Hormones

Other Individual and
Specified Hormones
Other Individual and
Specified Hormones
Other Individual and
Specified Hormones
Other Individual and
Specified Hormones
Other Individual and
Specified Hormones

Other Individual and
Specified Hormones

o
Usuann 2

Usuanii 2
Usuanii 2
Usuanni 2
Usuanni 2
Usuanii 2
Usunnii 2
Usuanni 2
o

Usuann 2

o
Usuann 2

Other individual and

specified hormones

Gastrin

Gonadotropin-releasing hormone
Melatonin

Pepsinogen

Adrenalin

Dopamine
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IVD CLUSTER

H ¢ o . .
NIMVaILAIBINALNNEWANNTS Immunohistochemistry (IHC)

1. I VAINRAN THNLA LN
= > n:s' = | ¢ n::' 1 n::' = 1 v 1 = > 05’
2. mzﬂumimuqmmawau,wwﬂmumﬂmaﬂaagslu sznnn 1 09 3Tﬂsmsswnqumaaagiuﬂs:mmmmnumvﬁuﬂ

3. inann1sdayludalaiad (IHC methodology)
4. ﬁaeiﬂﬁi’mqﬂs:m&ﬁﬂ%ﬁu Flow cytometry (IHC IVD grouping excludes reagents specifically intended to be used with
flow cytometry)

5. mi'nun&juﬁaoaamﬁaaﬁuﬂﬁﬁ‘hLLuﬂﬂSzmw%%aﬁmwg (Grouping category)

N3MYDILAIDINBUNNEWANNT Fluorescence In Situ Hybridization (FISH) Probes

1. 1IN VDINRAN ML N
P=1 [V ::; P=| 6 a: [ a: P=] 1 % 1 = -V ogf
2. stmum‘smuqmmamal,l,wmm'lam';'mmmag‘l% szinann 109 3 T@\ﬂmﬁ'aam@ia\lmmag‘l%ﬂnmmmmn%mmm

3. fivann1sngaaisainudansalauslaintu (fluorescence in situ hybridization (FISH) methodology)

4. mﬁaun@wﬁaoaa@ﬂﬁaaﬂ”umﬁwLLuﬂﬂizmﬂ%?ammm‘Jj (Grouping category)
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AR

NHIAUY

IHC IVD grouping category.

(closed list)

Rt NAIRLATIEY
Examples of analytes
(non-exhaustive list)

Grouping category

Selective therapy

HER2neu
EGFR

Hematologic disorder and blood
cancer markers

Immunoglobulin Kappa
chain

Immunoglobulin
Lambda chain

Other cancer markers

Alpha fetoprotein (AFP)

Cytokeratin
CD117

Pathogen markers

Escherichia coli
Candida albicans

Herpes simplex virus
protein VP22

Immune disorders

Anti-nuclear antibodies
(ANAs)
Anti-topoisomerase
Organ-specific
autoantibodies
Anti-streptococcal
hyaluronidase
Anti-streptokinase
Anti-streptolysin O
C-Reactive protein

A6 wunevs) FISH probes Fantnetudiiuing
FISH probes IVD grouping Examples of gene
category. targets
(closed list) (non-exhaustive list)
1| Selective therapy -ALK gene
-HER:2
2 | Pre-natal testing -Chromosomes
13,21,18, X and 'Y
3 | Genetic testing of inheritable -ELN gene
disease
4 | Pathogen identification -Mycobacterium
tuberculosis complex
(MTC)
- Escherichia coli
5 | Hematologic disorder and blood | Chromosomes 3, 7, 9
cancer markers and 11
6 | Other cancer markers -LAMP2 gene
- Topoisomerase 2A
gene

Other pathology markers

P57
Growth hormone
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KUvdosusovnNisoaus:iINNIASDYUDUWNE

dWNSOIBULUURADUDIDNAISLUUDUN
IWDSUsSDVYNMISDaUSIINNADIULEDDUA:NMSDANGU

tus:uu E-submission Ta

https://medical fda.moph.go.th/product/a-manual-for-risk
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inSavilouwnddHsuns
SUY3gMeudINsSIvNY
(IVD)

Lm&ia%uﬁm‘%aamﬁaumjuLﬁmau

* NUKLUQ
« UNUIN/KUAAVIU IVD
« MSWAaNSITIZ0USUU

- msdaingavlisuwngmunutden

ua:msdondutngaviauwns IVD

« Msdun:108uUNaasicun IVD v

« InZ2vlduWNgRdovTNS
Us:toutnalulag

wannailunisdangu
1asavlouwng

Awdunieilodemousn s
Mo Disgrostic Device:

IVD-G-07
Hanlnauniunisda
ngutndaviiouwng
dHSUNS3TDAY...

¥ a

aa&amm@iaaaumuw?mﬁmeﬁ IVD

DuAZDVTRUWNE
AHSUMSITOTY
MEUINSVME
(IVD Medical
Device)

Tuisa Class 1

-IVDRule 17 Ins. 025918479

- yoasoRiAeTa0AUMsITATElAI09 E-mail:

- yoosoRiAevaoRUmsaaibatylo3 IVD_THFDA@fdamophgoth
- yoosnRiReavAUMsasIeAansaumsaaibaloulol

AeauY

- ganadauanstawdawnuauwniuludaan:
- msualAuasuLlavnanseuntASaviauwng

HUvdoHanlnun
msdaus:tnniAsov
Uauwngmuadu...

https://medicalfda.moph.go.th/ivd-head/category/ivd-02-h2

[aW: IVD Rule 1-7

ou
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msuun:nuwsauwds.naums
\Wodlumuodun:Gau FuII CSDT (IVD)

nauviutAdoviiouwngddinsumsdGodumeuansiome

NoYAdUAULASDYDUWNE EIUTNVIUATUINSSUNSDIKISILAEN




# wuUdnwsou (Overview)
nIsuun:ztdgulASoviouwng 1VD

msrhnuquatAsoviouwnguavUs:INATNg
nIsvaUs:tNNAD LYY
20S1ANSSSULTYY

Z Msoalonaisus-nounisdun:tgsu

# DDAQUNISYUDQNNQUDY DINULUUUS:LTUAUD
(Evaluation form)
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Lu=thmwsdou (Overview)

NIstun:=tgguLAsSovUDUWNE)
VD
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\ASovliouwng KUNeTD ...

 wssswUryndgdtndovlouwng w.A. 2551 BounTutwuldulosws:swsUtyndGinsoviouwnd (QUUA 2) w.A. 2562
LASDOUDUWNEY KIYADIUDD
(1) 1néovlio 1AZDVlS th3ovna amnn?zstaluﬂutusmmauuua uwmntumsaotumaodaumms WAANTUN BDWALUDS KSD
30nautonwwamhsatmua\)wamnmnUohuwlaww S msulBogorivogotadvdaluld s ISTaua WY 18I UNUREalS

Us:nouniudvaula

(n) 30pdy Uovnu Gamu Uhva ussim K3osnulsa

(u) 3Uvdy Aamu Jida usstnt K3a$NUINMISUIQLBU

(M) asdvdou naunu Aty aaudav wegv A KSDRUAIUNMIEINIAKSDNS:UDUNISNIVASS:UDVS10MY
(v) Us:AUUS:ADLKSDEDEBIQ

(©) AUNMLTQKSDBDYNISIDSTYWUS

(D) Bo2UKADKSDBOYBALBYADIUNWWANMWKSDWNIS

() Zhuauamnmsmsaoaoaomsaomnsmma Wo3anUs:avANOYNISUWNIKEDNSS0DAe

(6) rharokéotBodnsulniovliouwne

(2) aunsadiasudnsuidsounulAdavdouwngau (1)
(3) tAdoviio 1N%oVI3 1NSovNa WaANTUA KépIandunsguuasUs:mAmruasuindovidouwne
nod wadugnsauAdIWLvKuIgyovdvnaddvaiu (1) doiiadutusivnmeuyudndodaddooluiianin

NS:UDUMSNIVNGBINEN SNENNITAUNU HSE)UI]ﬂSEJ'\lN'\NaWQﬂHlﬂﬂwa\)\)'\UlUUhaﬂ
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ipSovidiouwng IVD Kunedv ...

KUIADIU3T LA%DVTD 1A%DVIS tASDVNa SanNBlawlulusioNmeuuud tonnidasiotu

KoLURUANS WANTUN soWALDS KEDIQNIUIONANAKSDINUDVWAANUIOKIEWI: (Intended  use

and Indication) TU30:Blagd WY 1B3SOUNUKEDIBUS:NDUAUFLAUIO IWDTATDADINNISASIDIVAVASID
DINSIVNY l\fx}ajmqUs:a\)ﬁm\)msuwnsjhéamsiaoﬁa wa:soufivaunsallasuy (Accessory) dnsSuls
SHouriutAZovdiouwngdnodu

Aol WadunNSMUADIULPKUNEBVINATUIUSIVMEUYUEKEDFQ3ADYVILLIADINNSIUDUNMSMVINGRS

5n&n SneNNDAUNU KSoUANSsmnandiilnawavviutdusan
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aqus:=avANSI8 (Intended use or Indication)

Jsnnnta ?

lonasrnuiAovbpuwne
(User manual / Operation manual /

aan (Label) Instruction for use / Package insert)

¥ Wiz BIOTECH

L]

KINwudcuanuodduuoain
LHLaQwvuo...
WaQfcuNnudidiondisninNu

@ Thai FDA 158



DLV NMSUIQVEDNIVYNISAILA=IDUDIS uuaaNua:lonaisrinu

C € 0459 7 2x50 A24291
INFORMATION FOR USA ONLY
Rx only. 2 reagent packs R1, for the qualitative detection of HBs antigen in human serum and plasma using the
Access Immunoassay Systems. Reactive Ingredients: Dynabeads®* paramagnetic particles coated with streptavidin I ‘

Immunoassay Systems

Access HBs Ag
TS B s, s e, By 23 . o Al Pt bacambnt o Instructions For Use Hepatitis B virus surface Antigen

monocional (mouse) HBs specific antibody in phosphate buffer with surfactant, BSA 3.23 mL (R1c).
*® of Dynal A'S., Oslo, Norway |

= © 2020 Beckman Coulter, Inc. All rights reserved.
T 24291

323 mL Ric XXX | ‘

C17383 AA
techdocs. com
N (Label N i°I N IF
ACCESS HBs Ag CONFIRMATORY éo_? a a ‘] ( a e ) l D a—] S —] U ( U )
= 2

& - Y 2x%0 z'c/i, A24295 |

Tty 3 roagan packs R o the confimation o the presence of e anligen i human serum and plasma using the Access FOR PROFESSIONAL USE ONLY

Immunoassay Systems. Reactive Ingredients: Dynabeads®* paramagnetic particles coated with streptavidin and coupled to
biotinylated monocional (mouse) HBs Ag specific antibodies in a TRIS buffer with BSA 3.33 mL (R1a), Human gamma globulins
specific for HBs Ag in TRIS buffer with surfactant, protein (mouse, bovine) 2.99 mL (R1b), TRIS buffer with surfactant, protein

, bovie 3.23 mL (R1c), Alkalis d ) HB: ifi ibody
phosphate buftr with surfociant, BSA 323 m. (R1d) ‘""“‘fw‘uj:f;':‘:‘:b 8 | ANNUAL REVIEW
[CONTENTS) 333mL Ria = i
|t R | Reviewed by Date Reviewed by Date
2wl Rid e

techdocs beckmancoulter.com

PRINCIPLE
F-----------------------------------
| INTENDED USE |

The Access HBs Ag assay is a paramagnetic particle, chemiluminescentimmunoassay for the qualitative detection of the 1
surface antigen of the hepatitis B virus (HBs Ag) in human serum and plasma using the Access Immunoassay Systems.
l-----------------------------------

SUMMARY AND EXPLANATION

The hepatitis B virus is responsible for hepatic lesions, such as acute hepatitis that can be fulminant and chronic hepatitis
that can result in cirrhosis of the liver with a high risk of hepatocellular carcinoma.

Detection of the viral surface antigen (HBs Ag) in serum or plasma indicates an infection caused by the hepatitis B virus.
It is the first marker to appear during the course of the disease and may be present two to three weeks in the blood before
the clinical and biological symptoms of the disease. Presence of HBs Ag may last for a very short period (a few days) or
a very long period (several years). If HBs Ag persists for more than six months, the hepatitis is classified as “chronic.”

N Because of the existence of numerous asymptomatic chronic carriers, screening for HBs Ag is required for each blood
%9 donation in order to prevent transmission of hepatitis by transfusion. In addition, prenatal screening of pregnant women
has been qecommended by health agencies so that the newborns from HBV carrier mothers may obtain prophylactic
treatment.
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msLassuuWulnansahrsudun:ildguraasicuritusuuuu CSDT

« msdun:l0gulpdovdouwng AoodalasguloNaIsUs:NoUNISWISTUIWOWaDUUsS:anSNIwua:
A WUaoany lagmsdatasaudoviduluaiusyuuy CSDT

« Common submission dossier template (CSDT) AD SLJuuumsoomsaumnawsuauaswa blile
WAONTUN uazdoyads:anSniwilas ﬂ:nuUaaonanwwammaooomsauuu IWWoUs:nounisgurud
Jun:l08UNaQsTUn Ioeuuuuamnaosaunuuaonauds INFADBU

« CSDT Us:=nouddglonals 2 ddu
1. wnasauds:ansSmwua:Awdaoans (Medical device file)
2. 1nastsougsmMs (Administrative document)
U KUVED/DOKINYSUSDOKEDBUDD Hsalanawsmunnahuwuoa JszinAiMKkuQ

« ouuiasu ISO 13485 Qwémﬁa\)ﬁmsﬁoﬁmanms (Documentation) Bosoutio Medical device file

KSo Technical document UDOYWAONTUN 3odolyaonaldo: lLJumuuauathwwamuwmoomsauuu
lNa1SUS:NDUMSTUN:IG9U Keo CSDT

@ Thai FDA 164



ISO 13485 : Quality Management System for Medical Device

G VierfagKaNe. 700 1496-L MNr. 742 20500 1-2018-0 3-03 13:00

TOVSaA

N D an b ad-Desh-T

INTERNATIONAL ISO
STANDARD 13485

Third edition
2016-03-01

Medical devices — Quality
management systems —
Requirements for regulatory purposes

Dispositifs médicaux — Systémes de management de la qualité —
Exigences a des fins reglementaires

Reference number
IS0 13485:2016(E)

/LR
ISO
N

€S0 2016

4.2 Documentation requirements

4.2.3 Medical device file

For each medical device type or medical device family, the organization shall establish and maintain one
or more files either containing or referencing documents generated to demonstrate conformity to the
requirement of this International Standard and compliance with applicable regulatory requirements.

The content of the file(s) shall include, but is not limited to:

a) general description of the medical device, intended use/purpose, and labelling, including any
instructions for use;

b) specifications for product;

c) specifications or procedures for manufacturing, packaging, storage, handling and distribution;
d) procedures for measuring and monitoring;

e) asappropriate, requirements for installation;

f) asappropriate, procedures for servicing.
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ISO 13485 : Quality Management System for Medical Device

N an-Downibad-Becth-TUV 509 A G Verfag Kt 103 1408-L M. 7423 21500 1-2018-0 3-03 13:00

INTERNATIONAL ISO
STANDARD 13485

Third edition
2016-03-01

Medical devices — Quality
management systems —
Requirements for regulatory purposes

Dispositifs médicaux — Systémes de management de la qualité —
Exigences a des fins reglementaires

Reference number
IS0 13485:2016(E)

/LR
ISO

€S0 2016

7.3 Design and development

7.3.1 General

The organization shall document procedures for design and development.

7.3.2 Design and development planning

The organization shall plan and control the design and development of product. As appropriate, design
and development planning documents shall be maintained and updated as the design and development
progresses.

During design and development planning, the organization shall document:

a) the design and development stages;
b) thereview(s) needed at each design and development stage;

c) the verification, validation, and design transfer activities that are appropriate at each design and
development stage;

d) the responsibilities and authorities for design and development;

e) the methods to ensure traceability of design and development outputs to design and
development inputs;

f) theresources needed, including necessary competence of personnel.
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1. Administrative documents

2. Technical documents or Product dossier or Medical device file
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lENANSAMKUAIUNNNS:NSID

1. Administrative documents

@ Thai FDA

wN

l@uRtupan:l0suanuUs:NoUMsWaaréahtnSovdouwne
nUuvdaucvavnéousuruatRlluyAGuioMsOINTAUAAA
KUVFDSUSDVIANUS:EVAMSIS JoUuvls NMISUSSY huvdosSusovaainia:3sSmMsis
VIUUDVWWAOKSDIDWDVWAONTUN (Declaration Letter)
KUVEDSUSDVADIUEDAAEDVUDVNAANTUNTDINWNACOKSDLID WD OWAANTUN
(Declaration of conformity) .
KULADSUSDVUIOVUS:DAMSTIKUNELASDVIDUWNG UDVRNAAKSDLIDNUDOWAANTUN
(Market History Declaration)
KUVFDSUSDLUEQVAIUUADANYUDVWNACIKSDLIOUD VWA TUN

(Safety Declaration) | .
ha“ngwumsaqmmmnmu’aamuﬁUHmﬁua:é’wuwotumsﬁm‘uquamﬁaoﬁauwné
tucihods:INANEIUNDIUATUNSSUNSDIKISILA:EISUSDD | .
KULdoUDUDILNDDINIDWDVWAAN tUATKLJUADUNU unstbguAmuatinldnNinsovido
uwng (Letter of Authorization for Authorized Representatives)
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9. lE)ﬂEﬂSllaO\)UDlla Sas lE)EJOlF]SD\)UE)llWﬂEJ
UﬂaSUlﬂEJDﬂUlF]SDDUEJllWﬂEJ las Uauamswammsaouauwnahsaswa YAV
Waanoun

2. Technical documents

13.  PNEISLdaVIEMsmialy MsmKauamw rneomsudauovlduniiadumurkdaomsis

@ Thai FDA 169



N2QUNIBYUDONNAUDE

>IN Evaluation form

170



NDQUNISEU DankauDe DN Evaluation form

thiwnn hawn 1

d o d d - N
umezae sruomielluIruuBE e lnd dayp wrrmusevdEny e duiadio ke

Vumarunw sz e keaginieman

- i & ] Surman
arofeadnd-Lae i vcsdaludvi
fouii Z. Jovnidurmnargy onciursds s ydetrlurranlye vio rnrdncs
BAREIN......ovccomee :.'rn“m Sraviodicunwhin g1 0w r.",rr.'!l'r.'uf's:‘y:.\ru.mnn' arrativdnh
o I fia e L arrme
wilamian Wb dauileiun q"Ui:nu\mnumun;\mﬁ'uv‘l 1. 'rur-d TR urnyiesloenfulsiamamsennwiorlbnanegy
1 sore euled socturl ot
| glaemdesbugeary)
[OET 0]
fanrd-aviendnguiterdps e aoiiany Sarolud m
(Vinerderenanaeh wauy) 1. | smniodoummd (Devce Labebm)* eanhzmm i
cmmeddendo: O mnedish oAU mraansmiiferdo:
o tnwrmernmemge Gor wlrnesd Ton ursilenle 0 wwes srtwert of Lals iy Labed
s ey h Ao ioemmd wa ey O amriimtrSeate 9 na wnrareiblirdosio:
Py resilenl frumnenzansde) wwd e nadmhiitusscrmengaaatme
S lafimunsuiitountiswersomudlnen@wd nyuitse S naiuaniy o ey (o penddedafumen siefladf oo imb Sorruhdose
. - ool - e K 1 . . P Rornorreacdarl iR eeus wa o
wirlnus i inesnsns Ty unntludusewuns  une Fusosirw iy s sy P R S
NI TIVE Ny TUR AT IETEBORT YR i ol 1 ST TeeIts et vl A
A92507 winiiusnv-lanelusrussroroewana1s T SuRlmuanu s IrdTRRusTve e L e
C oA . e B —
navn
’ J T T A
ungfasdd foe
thetanimnouvorywrremeluses die O rpoasmrldenpremme Mo
O ufisthy g 2
il liore uwe
O dosncrnohrnrlved
N . 2 | wnewhfanisdonmd eanhomm
| LAt cnmeddenio: U lusedmiuanend Muasto iouwnd
o e amemnge o wlrnesd Ton usdhuls e weibfrdor
s vy elo o wa 3oy 0O mooessnerd oo
Frnryeeslen frvanemansie) rafdcrrrihae o
o tmmanmrrege o penddedafumms O ufisthy 2
. . - . . - " . . Rarnorrtecharle W reus: wa e il Prolesioral we
- disciwiennoyiaaee lUen ) mmidonmsunan e A nEnI menms Iviuseeusle e s mrareege (o penedfrduinmtedc T 0 Bak terrnr By wielaRmeds O-IDL‘JTHaO
wisnusUnan sl ] w2052 (CTT T S N -
- YoImammResengu MD - xolern edcdaldameph e lh Unrmmasenavemagy fo: pesocumsenieamuoy nenrivenfanandingy (Closery of oo . —
- il vy E-vdrniasicn /MuilSrmuan feszsan o "W‘h’k‘. == | eermfloume e s Ceaedice Eva I uatlon form n u
Tummtymuanem Wi FULSZ LETHRDUA BV IRTITRR RErT Ts _—
O dosvusnm-easleraumds ndsdaunscedy
- N rranbefhSuh rrsmeiblrdo:
Ao e’y LR
Gorrrhutscanranmed doys

PredNDCD Pov. S

PrdNDCD Pev 32 20,1254

Thai FDA 171



noaUNI3EU DanRauoe »n Evaluation form
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® US:MANS:NSOVAISISTUU 1500 uomsaonmsauaonumsmsaa
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® US:N1FANS:NSD0aSISUFY 1oV Uomsaonmaauaonumsmo
1Bould3 w.A. 2552
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Test Cassette (Whole Blood /Serum/Plasma)

N\ €-=—="""

CA125 Rapid Test Cassette
(Whole Blood/Serum/Plasma)

Contents: Test Cassettes - 10 Package Insert - 1
Droppers - 10 Buffer - 1

T125-402
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n/30°c
c € ;10 -m z°c—/‘f [:m
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primary label
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Secondary label nso Outer box ,
Immunoassay Multi Level 1: 2x3.0 mL cC817 i
Control Level 2: 2x3.0 mL 20211101 e

A i ® i
& ¥ C€ :

925912

705246

red] 2021-11-01 _
‘lHH & 2024-10-31 A1

P S e e
! I

! I

! I

1 SHENZHEN YHLO BIOTECH CO., LTD. I

| Building 1, YHLO Biopark, Baolong 2nd Road, 1

beosscssnssncscsssfecscccncsnsanacna 4 - | R ——— \ | Baolong Subdistrict, Longgang District, 518116 1
i Shenzhen, PEOPLE'S REPUBLIC OF CHINA 1

: E-mail: info@szyhlo.com 1

| == h © ' l Lotus NL B.V. |
l r— Immunoassay Multi Level1:2x3.0mL  [AEF) CC817 g I I m Koningin Julianaplein 10, 1e Verd, 2595AA, 1

l II Control level 2:2x3.0mL [tot] 20211101 o 1 The Hague, Netherlands. |
l : l A\ [T & it |I||’ |II ] 2021-11-01 o I : E-mail: peter@lotusnl.com |
' |L b &vo] ¥ C€ g 2024-10-31 i1 l 1
N N N S S S S S S S S B S S S S S S S S B S S . . .

; |§ XX-X-X-X-XXXXXXX /
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(/) Thai FDA

AuUs:=NIA

° EﬂUWSﬂI’ﬂOaWﬂZUSUllUUHOﬂlﬂDS
nSo a\)maawnnuswa 1D8Q

ﬂSUﬂDUCﬂUUS:ﬂWﬂllaDDWﬂPﬂNaO N
(a)

. p:AovlilanuBo product ‘name
UDVWWAQO KSoUoyadiv a Ndinty
LU JUKUQDIEY SUNWAQ sKadgum

. nsmaammduuuuamnmas Aovd

CﬂllHU\)ﬂD moaamnmlwumuuu
aamvgwamoaa
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noaUNI3EU DanRauoe »n Evaluation form

lNaIsKanyu

NAISABUNISIUFIUD

NansMnuUASovDUWNE ONUUS:MA 9

Us:mARLAYITDY

® Us:NIANS:NSOVAISISUGY 1590 KaNINUr 35N1s uaztdauly
nsuaavaainuazlenaismnuiAsovbouwng w.A. 2563
(Anunsiea: laacﬂommanawsuuuma)

® US:NIFAINS:NSOVEISISTUFU 15DV uomsaonmaauaonumsmsaa
ﬂonsaomsmolualavlaaoaamumo W.FI. 2562

® US:N1ANS:NSD0aISIStUgu 1oV uomsaanmuauaonumsmo
Bowuld3 w.A. 2552

® UsS:N1ANS:NSOVAISISUFU 1oV sanadouaistawdatunuauy
(wendutudaano: w.A. 2556

@ Thai FDA

O WsadarhwnaisiinuiasaodauwngtAlduliuauds:maAn
1NV

O nsrmuuwanawsn"wﬁum‘siaoﬁauwnsﬂﬁnsuqnswmsmuﬁ
dovnmisdun:ideu

O uiTudu 0 GO

nscd Professional use

O sdtddogonividvngundodryanuadnmnuunudonduiduu
231N ADVOSUNIYADIWKUIYUDVADgDKSDFtYanunIuulduniuiing
KrSoNMwovNNU (Glossary of symbols) [B3tunainksSolonaisnmMinNu
IA3DvliDUWNg e

nscd Home use

O ma\)uuulanawsmnumsaouauwnamnwwamua auunmuningn
WuTUmuUs:mMARLAYITDY

KEIKQ Na1sMNUMUIngd:AovudatkAsuiduMIUINAISINNU
DINWWAQ LuaomnfuuouaomznULJaacmsJ Uauanuaoobmu
ENAISHINUDINKFNAQ LUuuauanwwammumsamsw hmmmaao
(Risk analysis) Av:1AQduUUILAD D\)Ioumsaomuauanmassbuao
UNWUSINA
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mMvNISULUUIDNAISNINU

o Y] [~4 o < [y
2 wuutenansanduidu nrulneuas 27 wuuenansiduidy niwndange (370
AE199NqY (AINEKER) Asula Wudn) neuladaiay wazdiitensy
YALAU LALLBNAITANNUNIEDIH B9l VNNIFIVBANUUTLNA

9

TUBATUNNINTaRILUTEN A

wUatayaann IFU Aw1dang Version
Home use Tilwanasaenlvenaenans

....................................................................................
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(Mog1v Glossary of Symbols iy

Symbol Used for Symbol Used fi

Q UDAISNSIU

v naismnuniuiing o:aovudalbrasuiduciy

Lanawsﬁwﬁumnﬁwém LUovoINULYUDVADIIU
Jaoang Uauanuaoobmmanawsmnumn

/

Do notreuse

Batch code

Date of manufacture

STERILE

Sterilized using ethylene oxide

Sterilized using steam or dry heat Catalog number

WNSQ lUuuauanwwammumsamsw KADIULFYD
s pesns n e Eoops (R|5I< anaIyS|s) nD {Faduudd Solddnmsdsah
S JoyanAdsSBudvUARUSINA

Professional use

v 0BAacgomuovnukSaodoyanusaininuiinu
UoAdwiSuudain dovaSulgAIUKUIEUDVAD
gonSodoyanuciuutdummingnSomuovnnu

Sraoe symbote (Glossary of Symbols) BluaanksSoionansmnu
for use infabeling LASDVUDUWNEADY

Lower limit of temperature

'¥*@EEEEI@W

Consultinstructions for use Biological risks

-~
~)

Control Negative control

w
—-— ™
EE E l EH&H®
q D - =
- =]
: Q
H

:
[

g
:
[+]
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lUdwnaIsNINULASDOVUDUWNE

# nscinirdooldouwngiflu Control, Calibrator néo Accessory 3dua AlUdlonaisinulASoolouwne
LYNUDVAULDY LcidNisorvivNisidlonaisninNnuiAsSovUouwngsounulASovUouwngau

mMuMsSUUUIDNaISNINU

, # wuulondis Declaration letter o noYvovwaanoun/
AWAQUTTU KT nansmiulnSovdouwne

**TQyD:=AoVDSUTNYIKBALDUDID:BIDNAISNINUSDOUNU
LASDvUDUWNEQ**

# TALUUNESMIAUUDYLIASDVTDUWNINRNSAADVNSIS
SOULNTU KOTD NaNsLUUdUA 1

(/) Thai FDA

10 x 100

Intended use
Cuvettes are for use with ABC

systems. They are plastic containers
that hold the reaction mixture on the
system. The reaction occurs inside the
cuvette

Instructions of use

Please find more information in ABC
Analyzer Operator’s Guide.

Glossary of symbols

Please find more information in ABC
IAnalyzer Operator’s Guide.

Warning Do not re-use.

CUVETTES

Cuvettes are plastic consumables.

ATV RIS

ABC123456

LOT

tl ¥

ABC Inc.
A Building 123 Street, USA

Importer DEF Inc. B Building, Thailand
02-1234567

XX-X-X-X-XXXXXXX

Avdaandovtdulumuus=MmARLRYITD a3



noaUNI3EU DanRauoe »n Evaluation form

_ NE@ISABIUNSTUAUD
©ENaSKANZIU

| - a - -
unasuinganuinSovusuwng

1. a§u1UasUmwsauuaomﬁaoﬁauwné [ ILJsouumanawsaﬁuwasdmwsaumﬁaoﬁauwnsﬁ (Overview)
lwu
- Joyatdovdulfgonulndoviiouwne
- JaqUs:avAMstBua:douv(s (Intended use and indications)
- anutuzlawi:syuuutkl (any novel features)

*godoyadonaindovaoandovnulnaisrnnuiAZoviouwneg**
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noaUNI3EU DanRauoe »n Evaluation form

WnasAStuMsaufud
lNaIsKanyu

| - a - -
unasuingonuiAsavuauwng

2. mswudavus:3anslasuasulanisdun:ldgurEoaunIalnoIv O Wsadamusyuuuamsiomufbo
Druglunovaana ua:us:3amssmuietuds:inAcoa* O WUsauuukangunsdun:tdgutuds:inAcinoa Anus1voviu
((3UNISWDISUIKANINEUNNISWDISTUNAUDNAD VA VRLBYDBITY aS1VADY

WoUs:LIuNaISLEavAINUADANELA:dUSSOUNISFIVIUYDY
(ASDVUDUWNE)

Registration
Intended o Distribution )
Country Indications Approval Evidence
use . date

ate

O awnsadun:=tdgutuu Concise Ta

@ Thai FDA 185



noaUNI3EU DanRauoe »n Evaluation form

Us=inARGMsIun=tdou

O Australia

O EU IVDD

O EU IVDR

naskangumsdun:wau

Therapeutic Goods Administration (TGA) Device Registration License

O Self-declared
2> EC Declaratiog gf conformity (EC DoC)

O Notified Body B
-> EC Certificate I.I.C‘I-xxl_x\x.: DoC
*xxxx KUI9HvY Kutglay notified body endoogioisu c€0123

O Class A (non-sterile)
- EU Declaration of Conformity (IVDR)

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

- EU Declaration of Conformity (IVDR)

- EU Quality Management System Certificate (IVDR) **

**lond1soonlag Notified body C€xxxx

O Class B/C for Near-Patient Testing, Self-Testing and Companion Diagnostics/ Class D
- EU Declaration of Conformity (IVDR)

- EU Quality Management System Certificate (IVDR) **

- EU Technical Documentation

Assessment Certificate (IVDR) **

**lonansoonlag Notified body C € xxxx

Health Canada (HC) Device Registration License
Japanese registered certification & wuuMwAUKINaaNTUrALASDVEDULWNGDINKINISU PMDA
- 510K clearance

- Premarket approval (PMA)
aunsouuulanorkintusyoa K3o MWAUKINaQNTUrLASDvTDUWNEDINKUNLSU
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Wnaskanyiumsdunziigundovuuu
KinbUs=Danisvun:ztogutlu
European Union (EU) under
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G nsciiimstun:tigutuanuu: Self-declared C €

. (Kuuu
Boditech 0.5mi x2 EC Declaration of conformity (EC DOC)

c E Declaration of Conformity

Ferritin Control

|REF|CFP0-99
Wxx-x-x-x-xxxxxxx/ EI}]

© waasauridnisdunztdsutu

EU suUuuutadomnaldovie a on
CE mark uuoan

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

Declare under our sole responsibility that the following in vitro diagnostic medical devices 188
other than those covered by annex Il and devices for performance evaluation




A19819 EC DOC

Manufacturer

European Representative

Products Name (Cat No.)

Product Designation

EDMA Code
Classification
Conformity Assessment

Route

Standard Applied

Date: April 27,2022

Chief executive officer

EC Declaration of Conformity

Other IVD according to IVD Directive 98/79/EC

Annex Il {IVDD 98/79/EC)

EN ISO 13485:2016
EN ISO 14971:2012
EN 13612:2002
EN 13975:2003

We, , herewith declare that above mentioned products meet the Annex Ill of
provisions of the Council Directive 98/79/EC for in vitro diagnostic medical devices. All supporting
documentation is retained under the premises of the manufacturer and manufacturer is exclusively
responsible for the declaration of conformity.

EN ISO 23640:2015

EN SO 15223-1:2016
EN 1SO 18113-1:2011
ENISO 18113-2:2011

C€

@Thai FDA

EC Declaration of conformity (EC DOC)

4 HHARAB9IAYI1 EC DOC Tflilaniasuniuniy EU
NYUA A9l

®* Name and full business address or Authorised representative

® The product's serial number, model or type identification

®* A statement, stating take full responsibility

®* Means of identification of product allowing traceability
— this can include an image

® The details of the notified body which carried out
the conformity assessment procedure (if applicable)

® The relevant legislation with which the product complies, as
well as any harmonised standards or other means used to
prove compliance

® Name and Signature

® The date the declaration was issued

®*  Supplementary information (if applicable)

189



ansniﬁmsiiun:lﬁuulué'num: Notified Body C € xox

Sinoc are thuuu ® EC Certificate ua:

® EC Declaration of conformity (EC DOC)
Safe-Accu 2

BLOOD GLUCOSE TEST STRIP

wo| For self-testing

Product Sernvice

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4)

(List A)

© waasauridnisdunztdsutu

Manufacturer:

EU suUuuutadomnaldovie a on
CE mark uuoan

Product: Reagents and reagent products for blood typing

The Certification Body of TUV SUD Product Service GmbH declares that a design

examinalion has been carried oul on the respective devices in accordance with IVDD Annex 1 90
IV (4). The design of the devices conforms to the requiremants of this Directive. See also

notes overleaf.
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Wnaiskangiumsdunziigundovuuu
KINUs:Oanisuun:Logutlu
European Union (EU) under
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Class A

Non-sterile

Class A
Sterile

for Near-Patient Testing,
Self-Testing and
Companion Diagnostics

EU Quality Management System Certificate (IVDR)

@ EU Technical Documentation
Assessment Certificate (IVDR)

| ¢ 9

EU Declaration of Conformity (IVDR)

192



EU Quality Management System EU Technical Documentation

Certificate (IVDR) Assessment Certificate (IVDR)

* R % Benaont durch/Designated by
** *

* -L‘ 3

[
< .
= ** * ** BS-IVDR-099
i t Product Service
< E EU Technical Documentation Assessment Certificate (IVDR)
o w Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
w o Annex IX, Chapter II, Section 4, 5.1
. Product Service (Class C and B Devices for self-testing and near patient testing)
; EU Quality Management System Certificate (IVDR) 4 No. V74 058008 0034 Rev. 00
w Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, =)
T Annex IX Chapters | and Ill (Class D Devices, Class C and B Devices for self-/near-patient testing, a Classification: c
Class C Devices Companion Diagnostics) < Device Group: W010216 - IMMUNOCHEMISTRY - RAPID TESTS & POINT OF
* No. V10 058008 0036 Rev. 00 (X} _ CARE
I Basic UDI-DI: Bt e it
o = Intended Purpose: - o o
(=] Manufacturer: GUANGZHOU WONDFO BIOTECH CO., b -
< LTD. = : - -
ot No. 8 Lizhishan Road, Science City T sk
[V Luogang District -
= 510663 Guangzhou L J
po PEOPLE'S REPUBLIC OF CHINA - " - -
< -
g -
g Device(s): Finecare CRP Test

i FDA 193



EC Declaration of Conformity

as per Annex IV of the Regulation EU 2017/746 on in-vitro diagnostic medical devices

AMH"II[(IC"II‘QI‘Z

Address:

Single Registration Number:

Authorized Representative:
Address:

Single Registration Number:

, under the sole responsibility, that the product/the product line

Product Name Cat. No. Basic UDI-DI
Risk Class: o40B0cCOD
Conformity Route: O Self-Declaration of Conformity (Class A)

O Technical Documentation Assessment Class B/C — Annex IX
O Technical Documentation Assessment Class D — Annex IX

O Technical Documentation Assessment Class B/C/D for Self-Testing —

Annex IX

O Technical Documentation Assessment Class B/C/D for Near-Patient

Testing — Annex IX
O Technical Documentation Assessment Class C/D for Companion
Diagnostics — Annex IX

Certificates: O EU QM Certificate No.
O EU Technical Documentation Assessment Certificate No.
(Class D, Near-Patient Testing, Self-Testing and Companion
Diagnostics):

Other: O Common Specifications:
Notified Body (NB) Name:
NB Address:

NB Ident. No.:

to which this declaration relates fulfils the requirements of Regulation EU 2017/746 on in-vitro diagnostic
medical devices.

EU Declaration of Conformity (IVDR)

/;ﬁwﬁﬁé’mé’ﬂﬁq EC DOC Tfiilevnasuduma EU

IVDR fiviun ¢ail

®* Name and full Manufacturer address and/or
Authorised representative

®* A statement, stating take full responsibility

®* Single Registration Number

® The product's name, serial number, model or type
identification and UDI

® Risk Class

®* Conformity Route

* Certificates

®*  Notified Body Name and address

®* Notified Body Identification No.

®* Name and Signature

® The date the declaration was issued

®*  Supplementary information (if applicable)
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noQuUNISYU NQUDE 91N Evaluation form

NaISABUNISIUFIUD

lNaIsKanyu

i | - a o -
undsuingonuiAsovuauwng

3. NSIVUFQVSIYA:DYQUDVNMISYNLWNNDU O WJsavarntusyuuumsivanugio
. O nsmtuumsnmwnnau KS:yTDADISUSD VD INIDNUD VWA
Intendad Date of jEzEE e Tadidonmu3 “Tuidus: SamsgniwnnaunsaunIardasu
BB e [ ] e u—— ER N:lJguDINUSEINACHY @ T3umso
withdrawal

O awwrsavanmiusyuuumsivaufbo

4. 01sI0UFQVANIUNIWUDVAUDRTUN: LTy UKEDDUTYIALWD DD O WJsadamusuuuumsiomufbo
DIKUNEIWAONTUAUAAIQNTVMVDEKSDDEIUSKIIVANTUNS O nsrutuu tRs:ydoAWSUSDOINID WD VWAARTUATauTLHDADIL
“TiGFwadun: WWoundooytyiaiwo 105 HUNeWaasturitu
Date of
Country Intended use Indications Cla'IOI"IEJDFﬂ\)E)QHSE)E)Q?U&H:)']DOW[UUTT]S Dowmso

Registration

O awwrsavanmiusyuuums1vaufbo

Thai FDA 195



noaUNI3EU DanRauoe »n Evaluation form

NaISABUNISIUFIUD

lNaIsKanyu

i | - a o -
undasuingonuiAsovuasuwng

5. MSIVUFQVSIYOIUKAMSTISUTLWOUS:a0ADINMSIBIASD VDD O WJsavarntusyuuumsivanugio

uwngruuuNass:us 1ga:uquov AEs O nsrutuu As: uuaFmUsusaomnmuaowamnmmoamuaﬂmu
“TUDIKgMsUdUTUWoUs:avAvINMstiAdoviiouwng doud

aocmunoUDDuu Bowmso

Frequency of occurrence

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

dd/mm/yyyy
O awwrsavanmiusyuuumsivaufbo
6. msoudaavsiegvu field safety corrective action (FSCAs) O WJsadamusuuuuamsiomufbD
N —— O nsrutuu lAs: uuaFmUsusaomnmuaowamnmmoamuaﬂmu
Date of FSCA Reason for FSCA ountries where Ui FSCAs dvudadaoutiodonuu” 13mumsio

was conducted

I:I V] AEs l{iadu dovidmsdarh field safety corrective action
(FSCAs) TagrinlijdamAovs:Uinana
O Ushgviu FSCAs thuuuonanss:us1ga:ogquovsigviu FSCAs

O awwrsavanmusyuuumsivaufbo

Thai FDA 196



noaUNI3EU DanRauoe »n Evaluation form

NaISABUNISIUFIUD

lNaIsKanyu

swwasduaindovliouwng Taedovidsigadseadod

1. anucusNdTJLa:KanMIsriviu

2. Saqus:=avAMsts (intended use)*
- nUhludAtudovanandovnulNaisNINULASDVUDUWNE

w

. Muu:UMsts (instruction for use)

4. MsLAUSNY

w1

21gMIS(BOIU* O TWUsQuuuonNa1sasuIgIgMsSmIUIUAvLAIUNIQUDVIASD VDD
- dovudav shelf-life (Wuoudutdou rso UBaou uwngwuoiudutdou Ko Usawu wu Shelf-life = 18 months
from manufactured date

6. Uovna (limitations)/Joruls

~

. MLdiou (warnings)

8. UonDss:IV (precautions)

asauuunNans o Y o -
LuULNaIsNINULASovUDUWNE) wuuonals Technical file -
IGtu 2 sUuuu - e s P S h . \
> Qovlalaniddplidaou wa:tool » NJNaNsSASUNDU Latoya
KOUDIKASUNDUMUANMKUQ doandovnulonaisninu N
2N
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noaUNI3EU DanRauoe »n Evaluation form

_ NasABlUNSIUAIUD
lNaNSHANZIU

swwasduaindoviliouwng Tasdovidsieadaadod

9. s1a:dyauavdaqntdnaanialdudsuus:nouuoviAdovio Usauuunais avd

uwne (materials)* o o =
O nsclitndoviio gunsad / Analyzer

O lonaisiaavasuds:nouuovlAZon
O onaisou @ QOU........

- awnsoAnunsia:pyamupvnquldonuiasgu IMDRF - anu
a0A shorturlat/cgsPT  wlh 22/54 uApdul Heading  13ov

Material 5
Specifications O nscduhencv a

nSo TR-02: Contents of a Product Registration Submission O BnasuEan T T e
for In Vitro Diagnostic Medical Devices using the ASEAN WM

waarnSotdudouus:nouudvlAsSovboliwneg
(List of raw materials and components)
O Lanawsuaooamau_kmnmmnmula_tﬂuuaoamnou ua:daqnis
waarnSotdudouus:nouudviAsovloiwne
(Material specifications)
O Material Safety Data Sheet (MSDS) uov Einished product
O lonansau a Avd...

CSDT awavn bitly/3iYsFbb

@ Thai FDA 198



S

S19a:58ad>UUS:NDUNYKUQUDVLASDVTDUWNIFIKSUMSSTDIuNMEUDNSIVMEY

(List of raw materials and components)

wSouaSuruuonuovodduds:=noutaldu Key, Active Ko Critical raw
components MUNALDIUDVNAONTUNTKSDRWAONIKUQ

‘ViﬁJ']EJL‘VW]I
W5 wazldenves List of raw materials
and components ABIAAAADILLAZ LA

YA ULDNANTAINULASDILDLLNNE

Vi o (1 4% @ CE

(/) Thai FDA

materials and

Component Purpose | Constituent Ingredient
: Membrane o Cellulose membrane
« Mouse Anti-Trich ~0.01%
I Printed Test Line Solution « NaCl ~050%
: Membrane » Sucrose ~1.00%
- . « Sheep Anti-BSA ~0.37%
| Control Line Solution . ~001%
Test strip Key | — NaQH - i
Components Anti-Trich/ « Anti-Trich ~001%
0 Latex Conjugate « Tween 20 ~0.50%
1 Coated Conjugate BSA/ « Red Latex ~0.54%
0 Conjugate Pad Pad Solution Latex Conjugate «BSA ~0.01%
0 Concentrate
! Latex buffer o Tris ~0.01%
i Swab « Rayon
Key I « Antigen ~001%
. Components Positive Control Bulk Solution « GSA ~0.05%
Positive | Trit ~0.05%
Control Swab PF————— . 2 TR0 o o o D2
Packaging - « ABS Plastic
Materials Cap
_____ Desiccant o Zeolite ~0.05%
« KCI
_ I Key ISampIe Buffer « NaOH ~0.01%
Filled I Components |l A0
Sample Buffer I L el L —. L
‘Packaging Vial ABS Plastic
. .
Materials Sample Buffer Dropper Top
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LuuonansuaavAtuanuou:uov Key, Active nso Critical raw materials and
components MUALDUDVNAANTUNKSDRWAONMKUQ Bodoandovaiy CoA

WAL
drulsznaufilylle Key, Active w3a Critical
raw materials and components lula

YIAULUULDNAITAINAT

Atuanuu:NvLIADLA:NMYB3ONMW (Raw material specification)

SYPHILIS ANTIGEN PURIFIED
Attribute Test Method Specifications
Appearance Visual Check Colourless to light yellow and clear
Purity: > 80%
. The main protein band for all SMP
Molecular Size SDS PAGE/ Scanning | |anes s in the 17 kDa region, bracketed
ISRy by the appropriate molecular weight
markers. SMP bands co-migrating
with the COMP bands.
The SMP lanes must display a
dominant immunoreactive band in the
17 kDa region bracketed by appropriate
Identity Western Blot molecular weight markers.
Immunoreactive SMP bands must co-
migrate with immunoreactive COMP
bands.
Protein Purity Purity - GPC 75 - 100%
Microbial Load Microbial Testing <25 CFUML
Fungal Load Fungal Testing <25 CFUML
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(/) Thai FDA

¢

S nsdla3asdiawnmdiinisliiullnddansiza 1eiu Probe, Primer Tugnnsaa way
UEEMIUATIAMNUGNTT  AITTTUAAULUEMIaNSADLIIUAY
A28

Test kit name Target Forward peimer (5'23°) Reverse peimer (5239 Probe (5'=23")

| | Confidential

uarliszy Process validation #itufuidunaunisr@nlianenudssmadinninls
wmdatasdian 1y nsdduwlsznaumeiinwanuywddasiinnsnsaam
Blood=transmissible agents

ZeRLR

Rem No rem Description Kx Component Vendor Name Specification

£ Addions
'

Confidential ol 7

S nsidldnulsznauunain Biological origin 38 Recombinant AB3szyYUWNaLHNT
wazseazidoaluniskdnnie lnesieazidon laun arenugraclida aneiugvas
wadilinnzideelisa drdunsafinrddnuaznsaazdluiiiisatas wa1 #ldlu

NSEUUNSHERTDS Viral lysate AszuIuNsHaRUAzALATIElUSAULAUIaNG

201



e lonasvoyyandiudaoane (Material Safety Data Sheet (MSDS))

Lwuultonaisuoyandiwdaoany (Material Safety Data Sheet (MSDS)) uov
Finished product twowoistuiAdwUanangua:asuds:nounoiotduduasie

(Hazardous substances) tuinSovidouwne

NUEF)
Asal MSDS  LUNuUN1ISuaamd@luusenaundusunsne Wavin@IvtIinansadn List of raw

materials and components a1 O udmvarnyseneuiiludunsieTednudaiu MSDS
RANUUNNBIUNTFYNLDNEASLNDVLALNULFL
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noaUNI3EU DanRauoe »n Evaluation form

NaISABUNISIUFIUD

lNaIsKanyu

swwasduaindovliouwng Taedovidsigadseadod

10. gomuruQlawl:aua ANedIov (product specification)* O WsadhdayatulonaisrnuiAdoviiouwngtukodo Performance
A2DE1V WU Characteristics uluuu

- Accuracy

- Sensitivity

- Specificity

- Sterility

- Stability

- Storage

- Transportation

- Packaging

1. Joyasrwazoeaou a (Other Descriptive Information)* O KNGO Lancet / Alcohol pad / Sterile swab 10udu souogj
a2y
- dovuuuwamsANBIAtUNMWUIASTIULA:ADIUUaDQNY
WU Biocompatibility, Sterility Test tJuciu
- wSolUUKaNYIUNMsgun:Ldeu

L] UE)UEK—TE)OﬂaE)\)ﬂUlE)ﬂEﬂSﬂ'\ﬂUlF]SE)\)UDllWﬂEJ

L] Iuaaonaa\) C]E)\)CnlUUﬂ’]SllﬂTUZHaDOF]aE)\)ﬂUlE)ﬂEﬂSﬂ']ﬂUlF]SE)\)UE)llWﬂEJ
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@ Thai FDA

Biocompatibility evaluation endpoints #1u 1ISO10993

Medical device categorization by

i

Biological effect

Nature of Body Contact [ﬁ:);t::(c):‘ | z >
;- 3 £
I P Z| g E
glzg|s|2 <
[ - g 2 gn g Zl 2| »| 3
st = = = =
A-dmited Nl gl 2| 81E 2|2\ 2|8|2|2|2|8) &
(=24 h) I 2|5V e(z||5|5|8|8|8| &2
i E|E|leygf|S|E|2|E|g|5|® |2
B-prolonged | € | 2 | E¥ 2 | S |S|E|=2| 8|E| €| 2| E
Category Contact c24hos0d || || ENE (2 (4|3 5|52 é S| 2
I AEIEIN =171 7] 3
C - permanent 2 < 2|2 ,§
(>30d) - .| B
| E <
|
A X | XX
Intact skin B X|X| X
C Ix[x[X
A
Surface device Bucosal B X[ X[ X|0|0]o0 0
SN C X|[X|X|O0|O[X[X]|O 0
Breached or A X[X|X]O]O
compromised B X|X[X[O0O]O]|O (0]
surface & X I X|IXZ|I0]01X1X]0 0|0
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_ NaEISABIUNSHUAIUD
lNaNSHANZIU

WNASLFQVIDYAMSWAAIASDLTDUWNIHSDS1Da:IBoAUDVWAAsTEUR (Manufacturing Process)

- uFQLIUOBUMSWAALIASDVTDUWNE O o:dovs:usdo Product name udavdaou3 1uns:uoumswan
- LIUtKAsUNNS1IYNsaIUNdun:dyu YDVLASDLUDUWNEIADNAD MUMISIVSIIMS ltem NNs1iwMs

" oiotoyamanda

1. Purpose

T actahieh tha mansdartuinn nanass, of production and quality control process f

" TRuuudoya Manufacturing Process 8o

Manufacturing process 2. Scope

(nchuding Test Card, Extraction Sokution)

awsadiutu Me—
Product namo:‘ ‘ ﬁ
FI Ch — t Complnynlma:‘ ‘ *¢ @
suuwuu Flow art mswaalag -T- =
9:Govid Product name udavsatou i
30UNS:UDUNISWAQUDVBAQSID e, e
o 1 —
avnald e [l e B
Reviewed By/ DmE| b
. i L _ _ N Approved By/ Date: g *
2 AnWaanauniqeonugnnaadulurkane prar—
3 . r . . - . Signllun:I:| S L —
doun o=ovs:yamunucazunvlsaoe :::E % e VAR
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lNaIsKanyu

NaISABUNISIUFIUD

Essential Principles
O Tasumsgnwumu Partial 2

- awisnanulkaquuuwasulan

O iwnansnnhutuuuliusinndatadoviouwng mAluauisansiu
[aenansavnananvivinsoodouwngndoomsdun:ldautur
UounsSolu

O tusov Identity of Specific Documents s:ytonansliaoandov
nS$olUnaDPUAUAUUIASTIUAS:UTSTUBDY Method of

Conformity
O tusov Applicable to the device nstus:y “No” dovs:ulnawa

laggipddy
O unfudu @ QT
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uas3snmsudavivAdiuaoanaov (Essential principles)

# msiouaavAduanandov aussau:msidviu
AukannisdAtuLNgdNU (Performance)

# Tosansauuuldiv

Essential Essential

Principles Requirements

: A1S0 nsasn1sYuUNEL Ul EU
o E anulraauuuwosulaon
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PRODUCT NAME S:qﬁatﬁl?OlDU

APPROVED |

DATE: 17-Jun-2020

COMPLIANCE ROUTE: Self-Assessment

IN VITRO DIAGNOSTIC TECHNICAL FILE
PRODUCT CHECKLIST TO SHOW COMPLIANCE WITH ESSENTIAL REQUIREMENTS

—————————————————————————————————————————————————————————

PRODUCT CODES:

ISSUE NUMBER:

. SUPERSEDES

PRODUCT CLASSIFICATION: General IVD

ESSENTIAL REQUIREMENTS

SPECIFICATION/

STANDARD SUBCLAUSE REFERENCE/
REFERENCE JUSTIFICATION &/OR
(Date) COMMENTS

APPLY

TECHNICAL FILE

LOCATION

A. GENERAL REQUIREMENTS

vionansdavusinndoindaviouwngdaiou

Walkauisansiuldoenaisaonaindvao

-~

iAdovlouwngndovnistunztdauluAiuad

nSo (U

L =
—l

R
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____________________________

______________________________________

_______________________________

v’ dovs:ylonaisuazrnunglaviiNgodovliaoandovua:nanunauy
NNUIASTIULWILASDVDDUWNYNBIUNISNQdDU

v oo Apply néo Applicable to the device nstcls:y “No”
AoVS:UIKQWalag g aDe

ESSENTIAL REQUIREMENTS SPECIFICATION/ APPLY TECHNICAL FILE LOCATION
STANDARD SUBCLAUSE REFERENCE/
REFERENCE JUSTIFICATION &/OR
(Date) COMMENTS
A. GENERAL REQUIREMENTS
1. The devices must be designed and | EN1SO 14971 Iives - 1| Product Docket Salicylate 3K01- \I
manufactured in such a way that, when used i e 25013 :i _ , t i il 01, 3K01-20 .
under the conditions and for the purposes i Iy i
intended, they will not compromige, %irectly or i T i i E)S_EJ"IEJLHC!Na:)WlHC! Q i i Package Inserts on CATSWeb i
indirectly, the clinical condition or the safety of i i Svaou YES/NO : i OA Rocosds Roomr i
the patients, the safety or health of users or, 1| gp 13641 i . i | Risk Management File RM-0027 !
where applicable, other persons, or the safety ! il | ! I
of property. Any risks which may be ! i | H ! !
associated with their use must be acceptable |  StUUICASYIU il b stUlondisla: :
when weighed against the benefits to the ! d - il P! J . !
patient and be compatible with a high level of | NMNYDO2Uov il il KUYLIQUNINYDUoY |
protection of health and safety. ! i | | ! !
J 1

i i | i

i HH L 1

1 HH I i

1 HH L i

1 4 L 1

1 : | ] i

i i 1 :

\ \, U
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NAISABUNISIUFIUD

lNaIsKanyu

Summary Verification & Validation
O Tasumsgndua Partial 2

wuuNans avd O lanawswamsﬁnuwﬁrhuuuuumjﬂsump Performance
- Analytical Performance, Clinical Performance, Stability Characteristics AUsINNlulDNaisMuLASovDULWNE
report WWudu Tags190IUP:ADVTIRITDASUNDU (VT O wnanss1wounmuuuugroaliAsuiou .

1. Product name (da@un) Product code (sviadu#n) Lot or batch (iaugunisnan) O ﬁangamsﬁn U'\C’I']US']EJ\)']UﬁllUU-[U'CISDCI']UﬁDHSUﬁllaO\)ij'\U
2. PUIPOSE (AUTTAIA) e cerevrererrireeenireeen et ettt et s ses et et ses s s e s bt ennsne s loNdlIsmMm ﬁU[ﬂ'S".a\)[jDuWI"]E'J_

SO I E , O ufTudU @ AU

4. Method / Protocol / Acceptable criteria (3anmagauuazinosinld)
5. Results (nan1magaw)
6. Discussion (afsaua) (H18)

KUNEIKQ ADvuuu Raw data Zunsmmaldu

1. TUdUs: ammsuun (WJeoutu huaamunumuwnua DuomnNuqQua
AUW.tudVUS:INAR D8.5UsDY (Nscdlutdouly Concise)

2. nstd Concise WCis1w0IUDKDTDILUASUNDU

- nsoutdutAsovlpuwngnigus:niAtaw:g wu HIV TUsauuuwans
naaouPINNSUSNEY LIWULAU . |
- yolhoamansutdlonans ua:TaIaﬁv_\lamsﬁnuwﬁaaonéaoﬁua‘ioﬁ
Claim cauNansMAUIKISyUSDE IWonDWALYST La:sdQtsdtu
nsUs:L0uULAZovdouwne

UuinontdSniinA
® wunIsNQdoUKRDITDALU
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monmsuuuiondis

wuunas aod

- Analytical Performance, Clinical Performance, Stability
report WaddudauudodasunuaavlDoiuonaisninuiAsovido
uwnadudu 1ags1gvIuD:AovUKRDUDASUNDU VU

1.

W

Product name (803um) Product code (skagum)
Lot or batch (tausuniswaa)

Purpose (Daus:dvA)
Reference Standard

Method / Protocol / Acceptable criteria
(38N1snadoullazltntunnids)

Results (Wanisnadou)
Conclusion / Discussion (dsUnWa / oAUs19na)

(/) Thai FDA

KIUNEILKQ)

dovlluu Raw data tunscdcioUd

1.

(UdUs:3@nIsdun:tdgutu
KUDEVIUNDTKUIALA:3IUID
fAuQuanuw tuchvUs:iNAN
08.5USDV KSD
S19VIUDKDUDIUASUNDU
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m VMSUHUUIDNAIS
&

- yolAvaniaisucylonans uas
lolanwamsdnuinaoandovniu
Jodsu alulondisninulni
1S8USDE

- IWoAdwauysad ua:so>alsolu
nsuUs:LouLAEovliouwne

A9E19E15UsY

Analytical Performance

A - LoD/LoB/LoQ

-— Purpose

--- Method

- Result

- Conclusion (ABsaanAaDIiy IFU)
-~ Raw data

- Cross-reactivity

-— Purpose

--- Method

- Result

— Conclusion (fasdannaaeny IFU)

-— Raw data
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Concept! 3 U8

c ifﬁffﬂ IFU/ User manual (Instruction for use or
package insert) 1@N&@13ANNUUIYT / LONENST

AfuAIesliannmng / gilanisidau

e widefiineadasiu V&V wu Performance
Characteristic Evaluation/Stability/Storage/

Measuring range etc.

e VOUATATIVFBUITILUAITANET AMNEHEANTD
RIYDINANAMI ALADIFDAARDINAZAUUAYL

i) eﬁ’wm
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Concept! 3 U8

iﬁﬂ IFU/ User manual (Instruction for use or

package insert) 1@N&@13ANNUUIYT / LONENST
AfuAIesliannmng / gilanisidau

e widefiineadasiu V&V wu Performance
Characteristic Evaluation/Stability/Storage/

Measuring range etc.

e VOUATATIVFBUITILUAITANET AMNEHEANTD
RIYDINANAMI ALADIFDAARDINAZAUUAYL

i) eﬁwm

(/) Thai FDA

A28 FVBNLALIVDINU V&V

Pre-clinical

o kR W N R

Analytical Sensitivity
Analytical Specificity
Precision

Linearity, Cut-off value
Robustness / Flex study
Traceability

Calibrator, Control

Stability

Performance and safety
characteristics for instrument

U Longitudinal Study

Clinical
1. Clinical sensitivity
2.  Clinical specificity
3. Comparison studies
using clinical specimens
4.  Clinical cut-off
5. Reference interval
6. Field evaluation report
for Self-test, POCT
7. Use of existing bibliography
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MS3LAS1ALBVATUNMW

(Qualitative)

Linearity
Limit of blank (LOB)

Measuring range

X X X X

Accuracy

MS3LAS1:KLIBVUSUICU

X X X

(Quantitative)

Cut-off value
Clinical sensitivity

Clinical specificity
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6 WNAISASUMSNOUADULANISASIDADUADIUNNADVUDVNMSDDNILUU
(Verification & validation)
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TPHA
For detection or antibodies to T.pallidum in human sera and plasma using micro haemagglutination

Intended use

The Cypress Diagnostics TPHA kit Is a micro haemaggiutination test for
the detection of antibodies to T.pallidum In human sera and plasma. This
test Is Intended as an ald on the dilagnosis of syphilis.

For In vitro diagnostic use only.

For professional use only.

Clinical significance

Syphilis Is a chronic Infection which progresses through distinct stages
of iInfection: primary, secondary, tertiary and quaternary. These stages
produce diverse dinical symptoms, typically producing initial chancres
then syphiiitic rash followed by long periods of dormancy and may
eventually lead to cardlovascular problems and neurosyphilis.

Caused by the spirochaete Trep paflide Infection Is usu
acquired by sexual contact, and the disease may be transm
transfusion of iInfected blood. Intrauterine Infection also occu

Tests for syphilis fall Into four categories: direct mi
examination; treponemal antibody tests; non-treponemal
tests and direct antigen tests. Because of the long pertods of
and the non-specific nature of non-treponemal tests, methods
detect specific anti-treponemal antibodies In patient samples have
become Increasingly popular for screening. TPHA Is one such test.

Princi of edure

The TPHA kit uses preserved avian erythrocytes coated with extracted
antigens of T. pallidum (Nichol's strain) to bind with specific antibody
present In patient sera or plasma. The cells are suspended In diluent
containing components to eliminate non-specific reactions. Positive
reactions are characterized by agglutination of the cells, negative
reactions by the setting of the cells to a button or small ring.

Although Intended to be used primarily as a qualitative test It may also
be used semil-quantitatively (titrating of antibody levels by doubling
dilution).

Test patterns may be Interpreted manually or with an auto-analyzer
using an aggiutination Interpretation program.

Reagents

Test cells: Avian erythrocytes coated with 2x85ml
antigens of T.pailldum

Control cells: Avian erythrocytes, not coated 2x8,5ml

Positive control: RabbIt antiserum; Pre-diluted 1 ml
Titre: 1/1280.

Negative controk Rabbit sera; Pre-diluted 1 mli

Dilluent: Saline solution containing 2 x 20ml
absorbents

Beagent preparation

Storage and stability
All reagents are stable at 2-8 *C until shelf life stated on reagent labels.
Store botties In an upright position. Do not freeze.

Additional material not provided

- U well micro-plates

- Accurate plpettes for 10, 25, 75 and 190 ul

The TPHA reagents may be used In combination with automated liquid
handling or pattern Interpretation egquipment. Consult manufacturers
for advice.

Precautions
All human samples should be handled and disposed of according to local
guldelines.

Reagents contaln sodium azide (<0.1%). Reagents contalining sodium
azide may combine with copper and lead plumbing to formm highly
explosive metal azides. Dispose of reagent by flushing with large
amounts of water to prevent azide bulidup.

Samples

Fresh serum or plasma, free of blood cells and microblal contamination.
Stabllity: 7 days at 2-8°C. For longer storage, freeze at -20°C or lower.
Frozen spedmens should be thawed and well mixed before testing.

Test procedure

Bring all reagents to room temperature prior to use.

Ensure that the Test Cells and Control Cells are thoroughly resuspended.
The kit positive and negative control must be run with each assay, using
the semi-quantitative procedure glven below for the positive control.

Qualitative Assay

7. Sample Dilution (to 1/20)

Add 190 pl of TPHA diluent to a well.

Add 10 pl of sample to the same well.

Ensure thorough mixing.

Note: Positive & negative controls provided are already pre-diluted
(Le.diluted 1/20)

2. Assay
Add 25 pl of diluted sampile from step 1. to each of 2 wells.
Gently mix Test Cells & Control Cells to ensure thorough resuspensionl!

Add 75 pl of Test Cells to 1= well.

Add 75 pl of Control Cells to 2™ well.

Ensure thorough mixing.

Note: Final sampie dilution after addition of cells Is 1/80.

Incubate at room temperature (15-30°C) on a vibration free surface fora
minimum of 45 min. (60 minutes may be necessary for optimum results
with some plate-readers)

Read & Interpret the settling pattern. Agglutination patterns are stable
for at least 3 hours If undisturbed.
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Semi-Quantitative Assay
9 wells are needed for each sample

1. Sample Dilution (to 1/20)

Add 190 pl of TPHA Diluent to a well.

Add 10 pl of sample to the same well.

Ensure thorough mixing.

Note: Positive & negative controls provided are already pre-diluted (L.e.
diluted 1/20)

2. Sample Titration

Leaving the 1" well empty add 25 ul of TPHA Diluent to remaining 7 wells
Inan 8 well sequence.

Add 25 pl from step 1 to the 1" well.

Add 25 pl from step 1 to the 2™ well and mix, then sertally dilute along
the well sequence, discard the excess 25 pl from the final well.

3. Assay

Gently mix the Test Celis to ensure thorough resuspension!

Add 75 pl of Test Cells to all wells.

Ensure thorough mixing.

Note:

- Final samplie titration after addition of cells Is 1/80 - 1/10240.

- Each sample should be tested for non specific reactions by performing
simultaneous a test with Control Cells (25 pul sample diluted 1/20 + 75
ul Control Cells).

Incubate at room temperature (15-30 “C) on a vibration free surf.
minimum of 45 min. (60 minutes may be necessary for optimu
with some plate-readers)

Read & Interpret the settling pattern. Agglutination pattern a
for at least 3 hours If undisturbed.

The titre Is the reciprocal of the highest dilution giving agglutination.

Interpretation of the results
Guidance on titration endpoint

¥ i
Equivocal Negative

Positive

Reactivity less than equivocal is considered negative.

A sample where the Test Cell well Is non-reactive
should be considered as negative for T.pallidum.

A sample where the Test Cell well Is reactive Indicates
antibodies to T.pallidum resulting from a syphilis
Infection. The sample should be repeated In
duplicate. If 1 or more of these duplicates Is reactive
then the sample should be considered positive.

A repeatable equivocal sample should be considered
positive.

Negative

Positive

Equivocal

Where a sample Is reactive in both Test and Control Cells:
- If the agglutination Is greater In the Test Cells then the sample Is
considered positive and should be repeated as above.
- Where a sample has greater or equal agglutination In the Controll
Cells then the procedure below for Absorption of non-specific
reactions should be applied.

Absorption of Non-specific Reactions
1. Add 10 pl of sample to 190 ul of resuspended Control Cells, mix &
incubate for 30 min.

2. Centrifuge to compact the cells at 1500g for 3 min.

3. Add 25 pl of supernatant from step 2 to each of 2 wells.

4. Gently mix the Test & Control Cells to ensure thorough resuspension.
Add 75 pl of Test Cells to the 1™ well.
Add 75 ul of Control Celils to the 2™ well.
Ensure thorough mixing & incubate at room temperature (15-
30°C) on a vibration free surface for 45-60 min.
Read & interpret the settling pattern

Quality Control
For the results to be valid the negative control must glve a negative
result and the positive control must give a titre of 640 - 2560.

Limitations of the procedure
In early primary syphilis, occasionally, specific antibodlies may not be
detected.

Performance Characteristics

Specificity
A study on 300 donor serum showed 100% specificity (95% confidence
Iimits 98.8-100%).

A study on 300 donor EDTA plasma showed 100% specificity (95%
confidence limits 98.8-100%).

Sensitivity
A study on 100 syphilis positive samples showed 100% sensitivity (95%
confidence limits 96.6-100%).

Analytical sensitivity

The Cypress Diagnostics TPHA test kit has an expected sensitivity
between 0,1 and 0,025 WW/mlagainst the 1" IS for human syphilitic
plasma IgG and IgM NIBSC code 05/132.

Interferences

No Interfering substances have been identified however TPHA can cross
react with other treponemal Infections such as T.pertenue and
T.carateum so positive results should be confirmed by another method.

1. Rathlev T. WHO/VDT/RES (1965) 77:50.

2. Tomizawa T and Kasamatsu S.Japan. J. Med. ScL. Blol. (1966) 19: 305-
308.

3. RathlevT.Br.J.Vener Dis. (1967) 43: 181-185.

4. Tomizawa T etal. Japan. J. Med. Sci. Biol. (1969) 22:341-350.

S. Sequeira PJ.L.and Eldridge ALE.Br.J. VenerDis. (1973) 49: 242-248.

6. Larsen S.A.etall.Clin. MicrobloL (1981) 14 : 481-a4a5.

7. Wasley G.D. and Wong H.H.Y Oxford Medical Publications 104-105.

12.2019, Rev. 7.1
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a3U IFU T 3 Yayaiinaavas laun

0 Sample stability

e Storage stability

e Performance characteristics

Specific
Sensitivity
Analytical sensitivity

Interferences

UoS19vU
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Izs. Results

W 2‘3' 1.
Repeatability Intermediate precision

s Mean sD cv SD cv

2. Precision | Topic Sample col col % col %

[HS". negative 0103 | 0002 16 0.003 32

2.1. Methods / Testing Procedure St xam, [FS. postwe 1 1.0% 0.028 28 0.033 32

[HS. postve 2 1.12 0.018 16 0.022 1.0

Precision measurements were conducted on the I ABC medical Device VD lot :01 | ::" i ;929 g‘;; ;; 01'?42 i:

immunoassay analyzer to evaluate repeatability (within- ISk I [ :t 0,108 0:003 2: n 0,004 a

precision W MMUNOSSAY ccording to 405 | 0101 21 0.161 32
the protocoy EP5-A2 of the CLSI (Clinical and Laboratory Standard Institute). DHS =

Precision was determined with a seven member precision panel consisting of five

human sera and twe i levels. Samples were measured in two runs 232

per day in duplication each for 21 days (n = 84). R bility | - m—
- Mean SD cv SD oV

col Ccol % col %

2.2,  Criteria [HS". negative 0.062 0.001 200 0.002 360
[HS. postwe 1 1.10 0.017 1.50 0.055 5,00

: = : = [HS. postwe 2 1.10 0014 1.20 0.055 460

Concentration | CV Repeatability | CV Intermediate precision IS postwe 3 — T 0 T8 v
0-1.0COl <007 COl <0.1COl S, postwe 4 54.6 0.010 1.70 260 490
0.880 0.010 1.20 0.033 440

>1.0C0) $35% $75% 002 | 0001 | 200 | 0002 | 360

. 24. Conclusion
&)Thai FDA | | 220

The tables above summarze the results of the precision studies performed with the



# U1asgiufidovdvnadaou
lBsu

International Engineering
Commiission (IEC)

#  U1asgundoolasutlususoL
(Certificate) 18U

International Organization
for Standardization (ISO)

.

< vasguAtSildutuuagivtunis
M Verification ua: Validation
lu

Clinical and Laboratory
Standards Institute (CLSI)

A2DE1V A2DENV A2DED

# Medical Devices Software Package
IEC 62304:2006
Medical device software
— Software life cycle processes
#  AWUapasiudulwwh
IEC 61010-2-101:2018

Safety  requirements  for  electrical
equipment for measurement, control, and
laboratory use — Software life cycle
processes

@ Thai FDA

# Quality management system
ISO 13485

# Risk management
ISO 14971:2019

Analytical performance

Linearity CLSI EPO6
LoD CLSI EP17
# Clinical performance
Sensitivity, Specificity CLSI EP12
Accuracy CLSI EP24
# Labelling for IVD
ISO 18113
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noaUNI3EU DanRauoe »n Evaluation form

_ nasAtSluMsduruo
lNaISHANZIU

KUVdDSUSDVIONUS:FVAMSIS JoUVIB NISUSSD KULADSUSDYAAINUA:ISMSIE0IUUDVRNAAKSDIWDVWAQsTtUr (Declaration Letter)
O lasumsgnwumu Partial 2

O Wsadamionaismuuwuuwosuuov Thai FDA

1NaNsSSIwLIUMSIaMsANULEsY TURUAMULIasZu ISO 14971 (Risk management file)
O Tasumssanduau Partial 2 (Class lI-lI)

-lUsauuu Risk Management File auu Full Report Tag Scope Risk Management File aduRmMuuuuuEDWSTUNIAD
dovs:udalAdovipuwngndovmsdun:idousaou g0NaKID

O uwumsdan1sAULEYL

O s190umsdSamsADIULES

O cns1oNIsvaMIsADIULEYY

nas3smsrate Msritduamw Kéomsudavoviduniiadumerdaonsts (610)

UDlRASIDADULDNEISAINULAZD VLD UWNTUD VNI CUARNIU
dovmsun:l0ausd3snsrated kol

- KINTKUNasMNuuILuuLalslankdUolAlsSuuSoy

- rINnluOTludovuuu
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_ nasAtSluMsduruo
lNaISHANZIU

KUOdDSUSDVS:UUATUMW

O 1SO13485 rnso TUsauuurivdosusovs:uUAUMWITIUNTKULTDYDIN
0 Local GMP for Medical Devices (UvAu) O Kuaogy

KIUELAQ) O Tuwuvauenaandaviiouwngnguvadun:beu
thuuu 1ISO13485 wov Product owner (1ae Product owner

dovid Scope ogolpsdvud Design development,

Manufacturing)
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—————————————————————————————————————————————————————————————————————————————————————————
/

7

|

- MNERSUTRITEUUANAINATHANABD

NUIHDTUTDITZUUANN

i = LY &
, - Swavldeannalull
BWUUNUIE DS UTRIAUAINANSHANLAS DIL BLNNE § o 42
Lo o L ) (1) U9 LazdEnIunag
AUATUN9NLAYNUIIIUVDITT YToUUIBIUTUTI ; . a4 - o e

. 4 o o - (2) UVY UTTLAN NIDYUAUDILATDIND |
(Certified Body) #39&IUNIUAMZATINAITOINT | - |

o e oA vy o  LNNENHER
LazeT Feaninantasunissusesssuununnly :

NITHARAINUIATFIUNITHAAMIUTLUUAMATNATHES ; (3) 2NEYRINSTUIBITZUUAMATNNTIHAR |

otndlangnamty Ao - pasdelinaaglunsainludinvuaianseyla |
i v o o % 1'% 1 a =, o 1 E
1. iguuﬂqj{fﬂnqiﬂlmﬂqw (Quallty Management E %u\‘lﬁa‘éﬂﬁaﬂﬂaﬂaaﬂﬁﬂLLa'J‘l&ILﬂ‘L! 2 U UULLA i
System) W SO 13485 . Tuieanuilde |
138 VN 9
2. wann9wazIsn1Inalun1suanATaslannng 2 é/
(Good Manufacturing Practices) Wy Thai GMP ‘ . (7

g
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Certificate

Quality Management System

EN ISO 13485:2016 X ®
TUVRheinland

LUUNTIFDTUTDIAUAINNITHEALAS DAL BUNNE Scope:

Design and Development, Manufacture and Distribution of In-vitro
Diagnostic Analyzers and In-Vitro Diagnostic Test Kits used in the

AUaTUN 00N lAgNI8IIUYDITT NTONUIBUTUTBY

(Certified Body) #3pd11NUANENTINAITOINNT

LazeT Feaninantasunissusesssuununnly ISO 13485 (Quality Management System)
NSHANAINUINTFIUNITHARANUTEUUAAINATHNEAR astl e 1Ua9nann U ldlasuuauy 1y

9814ln0g1nlly AD Manufacturing

1. 5TUUMSIANITAMATN (Quality Management

System) U 1SO 13485 | wuvu 1ISO13485 yovILIWDOWAANTUN

w38 LAY

2. AN KazIS NN A IUNISHNENLAS DL DUNNE
wuu 1SO13485 upv site WWAOTKASUNNLKD

P ——

(Good Manufacturing Practices) U Thai GMP

@ﬁmai FDA




noaUNI3EU DanRauoe »n Evaluation form

_ nasAtSluMsduruo
lNaISHANZIU

KuvdosSusoouIaVUS:IaMSDIKUNY AUW. UDVINAAKSDLIDWDYWaOTUr (Marketing History Declaration)
O [aSumsanwumu Partial 2

O WsavamiwonaiscmuuuuwasSuuov Thai FDA

KULdDSUSDVUIQVADIUADONYUDVRWAAKSDIDWDYWAQNTUN (Safety Declaration)
O lasumsgnwumu Partial 2

O Wsadamionaismuuwuuwosuuov Thai FDA

KaNZIUMSDUNaDINKLUDEVIUNTKINALa:S IPrhRuquanuw.tudioUs:INAR pe.5UsoY (Product License)

- Tdanursnovov Certificated of free sale 14 O Wsauuurnangnumsdun:tdoutuus:inFAcioa Anusvsoiu
- uuu?ususaohsahuoaauaoomssuuun LUgUKSDDUYIOTIADID Q1S1VADY
SKUNELIASDVIDUWNEIUUSHINACDG MURSIvaVIUTD 3.
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noaUNI3EU DanRauoe »n Evaluation form

_ NaEISABIUNSHUAIUD
lNaNSHANZIU

Declaration of conformity cuuuuwosuy

- @ wsnodUTHaQLUUWDSUUDY ThaiFDA 1dn O TJsavamionais DOC cnuuuuwosSuuov Thai FDA
O Wsaunlumss:yrdUo Standard Applied
O WsaunTumss:usiga:woua QMS
O QMS nuaoy / LaunawoaoTumsonULanawsuauas uu
ATUNMW i
O Wsaunluadudevtkasoiuanuidevndun:ldeutulng
O s:ydan3ovlouwnglinsu / TUAasOAUKINAUDLASIEMS
chosnvuasyuniBtumss:yioda Standard applied items
1. mmsmuﬁ'mus ydovAADUAJUTDMKUQLAWITUDONAQNTUN O TJsaunlu
IutzsLaan1waoumsmu20mmsmumuo
gNADDEND WU umsmuniunoaau Analytical Performance,
Clinical Performance, Stability test, Labeling tJudu
2. LJUD\)LJ’]C]SU'\UEHU'\SOanEJUlanDTO
3. KITNWUDI Umsmuns uTunsunaumundsmaiumsm
Essential Principle wWorhuuigu Full CSDT[D']HU’]I’]H']U'\SQZHWEJU
untula
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(Declaration of conformity)

wo

DECLARATION OF CONFORMITY
{To be printed on Co | of Product Owner or Physice

We, [name of Froduc ‘ n'..‘-ﬁh'.Jf'h.:fu."c'ff. as the [Froc

Medical Device Regulations in Thailan’i according to the Medical Device Act B.E. 2551 (2008) and the

amended Medical Device Act B.E. 25 019), 2nd edition

[ A Qz—,m,r'}-l,.-rur;-,.f

ISNSIU

Owner or Fhysical

Manufacturer], hereby declare that the i*f-l w mentioned devices have been classified according to the ,
classification rules and conform to the Essential Principles for Safety and Performance as laid out in the

Product Owner

ye

< Product ¢

- - ) -
Name and Address of Product Owner:
Wrnar whm ic roacremncilla far m Vimm | A i i A P, | ~fim it i ~f ASFE/ A ars -y
wner who is responsible for meaical aevice according to the agfinition of ASEAN Agreement

on A ‘v-u-,\ r-‘ Device Directive >

Local authorized

Name, Position

Name and Address of | ’ny;vw' Mai
< Physical Manufacturer v v of manufacture >

Name and Address ofAJ‘n *n*:_d ‘<Lp'<:'50"l‘“ ive:

- + - | i - Y amrbkot ~f
;"' ing the medical device on the marke ar

and model number>
e.g. Class B, rule

ovice .t-l.——*rqn-yﬂ*~ *nﬁl-—w- 1r\ ation v.)‘a "V‘\’j Lna 1|)|ﬁ useda to qn*avn-ma "\" .'_"‘ vr\ ation>

r, Issue date, expiry date> nxxxxxx &XXXXXX g XXXXXX PGA4135P3

Quallty Manogemc-nt Systcm Cert:f icate:

or Ir\"'*\‘vw Bo "]v and Ce

tondards Applied: (for 'Ucd'wk Devices)
< International standards; OR Regional Sta
This declaration of conformity is valid from <L
Authorized Signatory:

v Month Year>

* AUsINnUUAAaIN

L

- dovs:yasvnuBdonogmudrganund

.
~

TENGEN & & [1i C€ \2/24

Monkeypox virus Nucleic Acid Detection Kit based
on Cartridge Real-Time PCR Platform

IVD

Tellgen Cor oration

Tel:+86-21-50800020 Fax:+86-21-50270
www.tellgencorp.com

o Building 0.115, Lane 572, Bibo Road,
 See Attached Schedule for multiple standards > Free Trade Area, Shanghai 201203, Peogle s Republic of China

8T

OBELIS S.A.

Tel: +32.2.732.59.54; Fax: +32.2.732.60.0
Date www.obelis.net

(/) Thai FDA

ec | rep Bd. Général Wahis, 53 1030 Brussels, Belgium

2T
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(Declaration of conformity)

DECLARATION OF CONFORMITY

— ) _ , -
[Te be printed on Company Letterhead of Froduct Owner or Physik

cal Manufacturer] anS"u

We, [name of Froduct Owner or Fhysical Manufacturer], as the [Froduct Owner or Fhysical
Manufacturer], hereby declare that the below mentioned devices have been classified according to the ,
lassification rules and conform to the Essential Principles for Safety and Performance as laid out in the

Medical Device Regulations in Thailand according to the Medical Device Act B.E. 2551 (2008) and the

amended Medical Device Act B.E. 2562 (2019), 2nd edition. Quality Management System
® (]
Name and Address of Product Owner: Certlflcate

< Product Owner who is s ce ac
on edical Oevice Drective > - UIASTIUS:UUMSWAQUDVLDIUDD

Name and Address of Dhys'co Manufacturer:

— o -~
< Physical Manufacturer who performs the activity of manufacture > Wam nfun
Name and Address of Authorizgd Representative:

Local authorized representative responsible for placing the medical device on the markst of

|l : - QoVdDQANADVNUKUDIDSUSDD
Medical Device(s): ACUMW

< e.g. product name and model number:

~cording to the definition of ASEAN Agreement

Risk Classification: e.g. Class B, rule

(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(i . Tellgen Corporation 229
e ty( es) Building 1, No.115 Lane 572, Bibo Road, Free T
Shanghai, PEOPLE'S REPUBLIC OF CHINA

< Class of Device according to the classification rule, and the rule used to determine the classification:
Qua(lty Monogement System Certificate: : (( DAKKS
Deutsche
< Certification Body and Certificate Number, issue date, expiry date o e
Standards Applied: (for Medical Devices) =
. L X . L L, f— = gou
< international standards; OR Regional Standard; ¢ Attached Schedule for multiple standards > [~ Certificate
P w
This declaration of conformity is valid from <Day Month Year= o No. Q5 075694 0005 Rev. 00
Authorized Signatory: &
i . ENISO 13485:2016
g App"ed Standard(s). Medical devices - Quality management systems
Name, Position Date < Requirements for regulatory purposes
(X}
[0
(-
ec

(/) Thai FDA




(Declaration of conformity)

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

Name and Address of Product Owner:

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

Name and Address of Physical Manufacturer:

< Physical Manufacturer who performs the activity of manufacture >

Name and Address of Authorizgd Representative:

= Local authorized representative responsible for placing the medical device on the markst of

Thailand:>

Medical Device(s):

< e.g product name and model number:

Risk Classification: e.g. Class B, rule

< Class of Device according to the classification rule, and the rule used to determine the classification:
Quality Management System Certificate:

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

Standards Applied: (for Medical Devices)

< International standards; OR Regional Standard: OR See Attached Schedule for multiple standards >

This dectaration of conjormity 15 vatid Jrom <oay ontn vears
Authorized Signatory:

Name, Position Date

(/) Thai FDA

&

ISNSIU

Aooev Standards Applied

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 engineering to medical devices

EN Performance evaluation of in vitro diagnostic medical

13612:2002/AC:2002 | devices

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

of in vitro diagnostic reagents

EN 13641:2002

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents
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KUVIDSUSDVADINED QAAAD VUD VNANNTUNIDINWNAOKSDIDNUD VWA U

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

Name and Address of Product Owner:

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

Name and Address of Physical Manufacturer:

< Physical Manufacturer who performs the activity of manufacture >

Name and Address of Authorizgd Representative:

< Local authorized representative responsible for placing the medical device on the market of
Thailand=

Medical Device(s):

< e.g. product name and model number:

Risk Classification: e.g. Class B, rule

< Class of Device according to the classification rule, and the rule used to determine the classification:
Quality Management System Certificate:

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

Standards Applied: (for Medical Devices)
< international standards; OR Regional Standard; OR See Attached Schedule for multiple standards >

~This dectaration of conjormity 15 vatid from <oay vonth vear=
Authorized Signatory:

Name, Position Date

@Thai FDA

&

ISNsS1U

Aooev Standards Applied

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

EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices |

EN ISO 15223-1:2016 Medical devices — Symbols to be used with medical device

1SO 15223-1:2016 labels, labelling, and information to be supplied - Part 1:

General requirements

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by

1SO 18113-1:2009 the manufacturer (labelling) - Part 1: Terms, definitions and
_general requirements

EN ISO 18113-2:2011 In vitro diagnostic medical devices — Information supplied by

1SO 18113-2:2009 the manufacturer (labelling) — Part 2: /n vitro diagnostic

2 for professional use

EN ISO 18113-3:2011 In vitro diagnostic medical devices — Information supplied by

1SO 18113-3:2009 the manufacturer (labelling) — Part 3: /n vitro diagnostic
instruments for professional use 18113-3:2009

EN ISO 23640:2015 Invi:rodugnouicmedlaldmces Evaluation of stability

1SO 23640:2011 of in vitro di

EN 13975:2003 mmwhmmof in-vitro

medical devices — Statistical

EN ISO 17511:2003 In vitro Diagnostic Medical Devices— Measurement of

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

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

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

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

certified reference materials and the content of supporting

documentation
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noaUNI3EU DanRauoe »n Evaluation form

o o _ NasAtsuNsdufud
ddu lNaESKANTU

Letter of authorization (nstdutdn) cuuuuwasy

O WUsavarhonans LOA cwuuuwdsuuoo Thai FDA
O s:yBoiASovlpuwnglinsu / TWasSONUKINAUDUA:SIEMS items

@ Thai FDA 232



1. KUodoSUSDVADIEDAAADVUDVWANNTUNDINHNACQKSDLIDNUDONAQSTTUN
(Declaration of conformity)

2. KUvdousushunomniwovnaantuAiRlduddunu tunscddudhdindoodouwne
(Letter of Authorization for Authorized Representatives)

3. KULdDSUSDLIANUS:EVAMISIB UoUvls NMSUSSD KUuvdoSusovaain ua:3smsis

VIUUDVWNACIKSDLIDNUDOWNAATTUN
(Declaration Letter)

4. pIVIoSUSOLUFAVUS:IAMSTIKUNEIASDVLDUWNETUD DRNAOKSDINUDOWIQSTTUT
(Market History Declaration)

5 KUOdoSUSOVULIQVAIUUADQNYUDVNNAKSDLID D ONAASTTUN
(Safety Declaration)
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a lonansGovoonlasduoowaasntun (Product owner) K&
Wnaa (Physical  Manufacturer)  dvAdsoonionalslQarkd
USUNKSDUaANuLBUSUSDL

varmumuiounnu gndunsaiidudnaatuds:inATngauiso
ldonlaodovnmsvamidunmuing KSo MuovNOU

KINJuN:=LJoutAdovUouwNIUINNT 1 S1I9MS AoVILLULDNEIS
ua=uayalhASuNOUNNSIuNIS

1
| yoADWSOUDDYaraisUnylonans twoawusoat§otunis
| Wostuenans wa:doonuonaisankau

|

L R R R N N N 4

° NaIsAdLuUWDSUdDVIOrMULUUWDSUUo ThaiFDA



Thai FDA

1u:>£1n:n_ua:o:m‘tumsiiun:lo'au

nounwAsovdouwng IVD

o NDVAUAULASDVIDUWNE
MEDICAL DEVICE CONTROL DIVISION

HUNHan owuaans vuamun v VIUNAQATUN VvV viuluyaun v

In$ovidouwngdaHsuns -

@ AGSun=1o
L, =_J srgMstEnaisniduun:10su
— — I~ L)
JUuvagMmeuuonsivniy
(IvD)
« NVKUQ HET
<o nuamsmsSawrSutenasdny
- NS OPTDIHNBAIREL]
o Q—j AISSUPADNIDUDNSIONIE!
« unuIN/KUNVU IVD 2 "N {In Vitro Diagnostic Medical Device)
3
- F \_ -
« Mistaanswnidoius:uu \ =}
+R 0

« msdatAdovipuwnImuANULEY
- . 4 - -
ua:msdanguindaviiouwns IVD

« Msun:ldguNaaszun IVD A
« luDQUDY IVD-G-01 IVD-G-02
Z % AlauUdNVM uusdnNIvNISIa
« fundvsiemsazidea ua:u T = X
ayana uu:u1a1ﬂ§umsuu lnsuman.a'ls
n:t0guLASoVUD... dHSulASovUD...

o UszmAlaw: v

15udvn | dadasy | FooiEsu | dmufwuios . .

vIUKavoangaala v JoannHuy Vv

,ﬁz - 11 ~
= LWUUWasunLAgdUDv

ddanmsdan Bookmark

Tooldlusunsu Adobe Acrobat Pro DC

5 31an.66

e, Adansdarih
oagivnsda Bookmark
lasgunals

dHsuladoviio..
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AamnudoyauIDaSIWULGU

AaMmuNISaIWLAAUDEISETY a 1GN

www.fda.moph.go.th/sites/Medical

ThaiFDA MDCD

NDVADUAULASDVDDUWNE
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S UNVIUANNSSUNISOIHISHA=Y
NS:NSOVAISISIUY

YININTANABAGH IVD :
>}l IVD THFDA@fda.moph.go.th

@ 02-591-8479
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S UNVIVANIENSSUNISOIHISIIAz Y
NS:NSOVAISISIUY

Questions&Answers
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ANSIRLNEENIDNANSE KSUTUunadoumdasiiounngn iy I
suULuy —
Common Submission Dossier Template (CSDT) @

Ansuiadosiiounngii L Tamdosiiounngdmsunsiiiadie
Aauans Ny (Non VD)

|
¢

UINAS551 WAL
indvnsBIUIUNNS
AaYAIUANLAZ Do
AANIUALENSSHANSDINSIATEN
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s a9siatNnga i Teindosiionnnggisunns

FADYAUUDAINAY
General Medical Device Active Medical Device

"\ navAduAUIADVGDUWNE

e Suavr | dadaisy | $avideu | dmuiwuuse . .
MEDICAL DEVICE CONTROL DIVISION

HUHAN "ulaans vuanuA v VIURSaAUN A vulyyan v VIUHVPRNFOaa v UayannHue v

]
o . msﬂunfﬂutmanﬁf\jﬁ T T R R
e—— BT
, ANLUATYEAIRUMIB U RO
« VUASDYDaUWNGdHSUSTOIEMBUDNSIVME (IVD Medical Device) tron-r «ivo d ogyzetic mechoa! devce)
. gy s o sl xadc Sramd
n ao n « Waawamisavoan

« vulAZDVDUWNEDAUSY (Listing Medical Device)

« S0vduwaantun

N

MEDICAL

cioog

- lanfioms/lidoang

msudsnidulidavuspunnanan tudi ne

HUvEasusavtnSoviiouwndiwomsavaon

Auddvlasumsus:nounsia3oviouwng

VuA3avibipuwng3enonadn (IDE)

4 ¥

HUusn > viurhiuquanausangaaiatAdoviiouwngd General Medical Devices > msdun:dgunaasicun General MD > fuuSvsienisa:idsa ua:tuayria General MD >

A A

uuINIVNISIQ
lassuldNals
T — mstunuiisundndon General MD a. 1 H §U lﬂga \)lj a P

©)

Ty -
sriemstanaisniduunzlisu

vumiuquaniauaang . uose | @)
aaaaSoviiouwnd

PN O N P P [
AUDNINYOUDY uuuwasunnedToY

General Medical Devices

AU
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A A A o
1. ¥oInT 0B UNNY
[ A A Jd . .
VD UVIATDINDLUNNEY (Scope of Medical Device)
sHaaInamIoIlounng

A d'glJ A A A A o 1 A o 9
G]fauazmmmu‘wwammmmuwmiumqﬂﬁzmﬁ (NIUUUVI)

d' U cé = d .
ﬂﬂﬁ?ﬂlﬂﬂ?ﬂﬂ!ﬂ’iﬂﬂﬂﬂ!ﬁ‘l‘nﬂ (Executive Summary)

= A A d . L.
|[8. JgaziognN IBINBUINNEY (Device Description)

Validation Documents)

o v { d
10. ﬂﬁ]ﬂ!!ﬁglﬂﬂﬁ’nﬁfnﬂt].]!ﬂ%@ﬂﬁ@!!w(nﬂ (Device Labelling)

11. MIAATIZHANUA Y (Risk Analysis)

‘[12. Gi’imgaéjwaﬂ (Manufacturer Information)

2.
3.
= |«
A A 3/1 9 a ] J Yo Aa a 9 9
5. BOLUASNAIUITVUDINAANUN !lagﬁdﬁﬂﬂﬂ%@‘]JGI,UﬂW'i'JWQﬁuﬂ"IGlHCﬂ@Q@aWﬂ
6.
7.

Y] o Y] Y o 4 4
T’iﬁﬂﬂTﬁﬁTﬂﬂJLﬁﬂ')ﬂUﬂ?TNﬂa@ﬂﬂﬂl!ﬂgﬁﬁﬁﬁﬂugﬂ"l'ﬁ‘ﬂ”l\‘l"luell@\‘]Lﬂ%@Qﬁ@LLW‘VIEJ!,Lﬁga%ﬂ"lﬁllﬁﬂﬂﬂﬁnllﬁ@ﬂ ﬂﬁ}@\‘l

(Essential Principles of Safety and Performance of Medical Devices and Method Used to Demonstrate Conformity)

9. !,’E’Jﬂﬁ"ﬁﬁqﬂﬂﬁﬂﬂuﬁﬁ]ﬂllﬁ%@]i’)%ﬁ@ﬂﬂ’ﬂhgﬂﬁ@ 3UDIN1IDONLLUY (Summary of Design Verification and

Common Submission Dossier Template (CSDT) I

4 13.1SO 13485/GMP h
14. Letter of Authorization
15. Declaration Of Conformit

- Y

H
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o w ! q
1.aa1nttaztanai1in ﬂU!ﬂ%@\‘]ﬁ@!!Wﬂﬂ

X I~ 1 9
TN NG 1l se ez 14
ﬂgm@nmﬂ?ﬂmﬂiwm’;qmﬁﬁmqm

Liﬂﬂ wamﬂmm AFNSLAY N@‘L!Ulfll
MIUTAINAINLALLBATITNIND

iAT0eTRUNNG W.A.2563
X m’%aaﬁauwmfmﬁﬂﬂuﬂﬂaﬁﬂﬂ (Home use
medical device)
< nsoailounndnldlnediszne 3w
unnduazensisugy (Professional use
medical device)

A A I A Y
Lﬂﬁ@QN@LLWﬂchllliJ‘]Jﬁ%ﬂTﬁmWW% 114

Y
Ufianufivlszmaaiug mvua
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o w ! J
ﬂﬁnﬂ!!ﬂglf’)ﬂﬁ1§ﬂ1ﬂﬂ!ﬂ%@ﬂﬁﬂ!!Wﬂﬂ

A A O’d'dﬂ A A o’d'dﬂ
RIDNUBDLUNNYNUUTENIAR NS AIDNUBDLUNNINUUTENIALRNIE
 pailedmsumsdaenssu w2547  palledmsumInsanlsn wel. 2555
o o A o < = < A A o * )

s Mvuanaasasienaiuilunsesliounng w.a. ** QIBNOUNY W.A. 2556

J a a ! 1 a v
2561 X ﬂm“lamgiﬁuﬂﬂmﬂ%mﬁ@uﬁ”lm%’auﬂ‘waawmw’mm
’0’ = o o’d'd e~ 1 é'l [ &I
% Hanfasnieansgeal] uaiulseneuieaie W.Al. 2562
o Y] J o o d' A 4 J a (Y] PR (Y A o Y] 9 [ EY)
AMTVUYBY TAALIATOINDUNNG WA, 2562 *%* paanuNYaularndag syl lunsLuIUMIT AR
% A o J9Y 9 o @ A ) A
o Hanf T udsumsneniaeaalansedla W.A. 2557
= L) a J
NN N.F. 2560 ** IUTIY laRANYEE WA, 2559
) 1 a o &} a gIJ L) Aaa 1
** nszuenaaeruldrmnielsmanrerialdnsa ** uuenda laulddaluseme w.a. 2562
& A [ o ) J v o
A8 WA, 2553 % WANNUNTMTUMIQUAAUTTURT W.A. 2562

o = = a g a\ 9 glz =
* ﬂizmﬂmaugauﬂﬁﬁmm%a%mhmu%a N.H.
2553
Jd o I
% IUAAUNE WN.f. 2553

243



s ! o
Download isgmansgnsnasisugulann nillednesniuguniesiounnd > doya

nHUNIY > ﬂi%ﬂ?ﬁﬂﬁgﬂiﬂx‘lﬁTﬁTiﬂ!’qﬁU

~\ navAuAuIAZDvouwWNE
MEDICAL DEVICE CONTROL DIVISION

Sudvd | dadaisa | $aviEeu | dAeuRwuuse . .

HUHAN vuaans viuanun v VIUNAOATUN Vv viuluuaun v vIUHAavddNFaaa v JoyannHue A

« YASINYIAUNYHLIY

« US:TWONSAISI0NNHUNE

« ws:swUryndGitndovijouwng

NNNS:NSIOV

UsS:MANS:NSI0AISISEUGU

na\)n:)uqum§aoﬁau Saiiisiiairinnt0 S

Us:mAAfU:NSSUMISIASvaUWNE

M E D I c A L D E V I C E co N. T R o L D I v I s:108UdINVIUATINSSUNISDIHISIAEN

s:108UATU:NSSUMSIASDVDDUWNE
Ad0aUNVIUATUENSSUNSDIHISUAEN

AUpnAHUY

gavniomsaacongunnHue
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1 o v o Y J : J a o J
Download qiiesuuzmstaviiaainlann nilladnosniuauaiosdounnd > Ounaasuan > 113

2 = a (Y] J 1 d' d' ° ° (Y, = o
Yunzdounaanmy > 1i...... > adeiinertos > Guidline mssawssunainuazionasiiny

A A ¢
PITONUDLLNNY

"\ novAdUAULAZDVTDUWNE R s S P,
ommmm|linom R e P S Budvd | dadasy | $oviSeu | AeuAwuuoe
MEDICAL DEVICE CONTROL DIVISION

HUHAN vaans vuamui v vuKRaasun A vuluuan v VIUHdVPDINFOAQ vV UayannHuLe v

« msBun:bsunaasioun
« vUAZoobauwngnolU (General Medical Device)
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2. unasiinednunsesieunnd (Executive Summary)
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2. unasiipednnsesienning (Executive Summary)
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3. wazpamnsesieunng (Device Description)

(1) ansaeni 1 vazranmsiau @

(2) ﬁ’mqﬂﬁzmﬁmﬂ%’ (Intended)

(3) Hova 14 (Indication)
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3. wazdaansesieunnd (Device Description)
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5. WIITOIUIOITTUUAUMN NN THEAN

ISO 13485 Certificate »sa GMP Certificate
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6. Declaration of conformity (DOC)
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+ WaOUWomsdvoIN 8 Thailand FDA & Singapore HSA Reliance Model Consent Form a a
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6. Declaration of conformity (DOC)

(EXAMPLE)

DECLARATION OF CONFORMITY

[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]
We, [name of Product Owner or Physical Manufacturer], as the [Product Owner or Physical

Manufacturer], hereby declare that the below mentioned devices have been classified according
to the classification rules and conform to the Essential Principles for Safety and Performance as
laid out in the Medical Device Regulations in Thailand according to the Medical Device Act B.E.
2551 (2008) and the amended Medical Device Act B.E. 2562 (2019), 2nd edition.

Name and Address of Product Owner:

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

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

Name and Address of Authorized Representative:
< Local authorized representative responsible for placing the medical device on the market of
Thailand>

Medical Device(s):
< e.g. product name and model number>

Risk Classification: e.g. Class 2, rule 11
< Class of Device according to the classification rule, and the rule used to determine the
classification>

Quality Management System Certificate: (for Physical Manufacturer)
<ISO...... , Certification Body and Certificate Number, issue date, expiry date>

Standards Applied: (for Medical Devices)
< International standards; OR Regional Standard; OR See Attached Schedule for multiple
standards >

This declaration of conformity is valid from <Day Month Year>|

Authorized Signatory:

Name, Position Date

(EXAMPLE)

DECLARATION OF CONFORMITY
[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]

We, [name of Product Owner or Physical Manufacturer], as the [Product Owner or Physical
Manufacturer], hereby declare that the below mentioned devices have been classified according
to the classification rules and conform to the Essential Principles for Safety and Performance as
laid out in the ASEAN Agreement on Medical Device Directive.

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

Name and Address of Physical Manufacturer:

< Physical Manufacturer who performs the activity of manufacture >

Name and Address of Authorized Representative:
< Local authorized representative responsible for placing the medical device on the market of
Thailand>

Medical Device(s):

< e.g. product name and model number>

Risk Classification: e.g. Class ..., rule ....

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

Quality Management System Certificate: ( for Physical Manufacturer)

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

Standards Applied: (for Medical Devices)

< International standards; OR Regional Standard; OR See Attached Schedule for multiple

standards >

This declaration of conformity is valid from <Day Month Year>

Authorized Signatory:

Name, Position Date
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6. Declaration of conformity (DOC)

s*Declaration of Conformity Template (DOC) [Medical device
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6. Declaration of conformity (DOC)
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7. Letter of Authorization (LOA)
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« viuAZDYDUWNG5FuNVAAETN (IDE)
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¢

7. Letter of Authorization (LOA)

(EXAMPLE)

Letter of Authorization for Authorized Representatives
[To be printed on Company Letterhead of Product Owner]
Medical Device Control Division
Thai Food and Drug Administration
Ministry of Public Health
[Date]
Dear Sir/Madam,
Subject: Letter of Authorization for [name of Registrant]
We, [name of Product Owner], as the Product Owner, hereby authorize [name of Registrant],
as the Registrant to prepare and submit applications for the evaluation and registration of
medical devices to the Thai Food and Drug Administration on our behalf.
This authorization shall apply to the following medical devices:
[product names and model number of medical devices]
We also authorize [name of Registrant] to make declarations and to submit documents on our
behalf, regarding the above medical devices, in support of this application. These declarations
and submissions are made pursuant to the requirements of the Medical Device Act B.E. 2551
(2008), the amended Medical Device Act B.E. 2562 (2nd edition) and any other applicable

laws that may also be in force.

This authorization shall remain in effect until our notification to the Thai Food and Drug
Administration in writing that the authorization is revoked.

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

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

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

Yours Sincerely,
[Signature]
[Full Name and Title of Senior Company Official]

[Company stamp]

|
6
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Concise evaluation & Reliance Program

1. Concise evaluation
A
ouly
‘0‘ A A J A A 1 gi
* Lﬂﬁ@QN@LLWWEJ‘1J'§$Lﬂ‘I’]ﬂ’J”I§JLﬁ'EN‘V] 2— 4 MUY
’0’19101 A 913 =~ 1 Ao W 9 v gﬂ L=
* ﬂ'ﬁ‘]J’OHiJ@]i“I’T"UHT]%LUEJHGI)HVEH’JENWH‘V]ﬁ”ll!ﬂ\‘l”luﬂmgﬂﬁillﬂ”l’i’f]"l”l’i”l'ﬁl,mgfJ"IGlfI’TﬂWﬁEJ’E)iJTU AN 1 ‘1J

'l 910 110 6 missamdail
1.1 Therapeutic Goods Administration: TGA
1.2 Health Canada: HC
1.3 European Union Notified Bodies: EU NB
1.4 Japan Ministry of Health Labour and Welfare: MHLW
1.5 US Food and Drug Administration: US FDA
1.6 WHO Prequalification of in Vitro Diagnostics (IVD)
% 113 Fonsdn Ju saAnRveuneafieunnd Sagilszaesms 19 deriald aan enasify

A A J Y s A c!'gi Y a A A o’ng 9 A v A Yo Y=
ITONNBDLNNY UIITINTUN G]f@!,!,agﬂﬁ\clellﬂ\clfﬂﬂa@ GUEN!)ﬂﬁE]\ﬁJ@LLW'Wﬂuu@]@\clLﬁﬂ@ﬂﬂﬂﬂqﬂﬁﬂﬂuﬂﬁﬁmﬂ

- Y
NUHINTUUVNAU

259




Concise evaluation
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Concise evaluation & Reliance Program

2. Reliance program
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Concise evaluation
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Download
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Medical Device Life cycle




Medical Device Life cycle

ISO 14971:2019

Market validation and
User need

|

Regulatory review

* Definition of medical device in
Thailand : comply with the
Medical Device Act of 2019

* Risk classification of medical
device
Class 4 — High risk
Class 3 — Moderate to High risk
Class 2 — Low to Moderate risk
Class 1— Low risk

* The regulation
Licensed — Class 4
Notified — Class 2 and 3
Listed —Class1

* Personnel training
Regulatory affairs

Design input

*Standard, User
needs, EP, etc.

A

Design output
*Specification

Prototype

4

Design process

(Risk Management)

» Inspection

» (e.g., Dimension,
Visual inspection)

» Testing*

* Pre-clinical testing

» (e.g., Chemical,
Physical, Biological)

= Animal testing

= Analysis*

» (e.g., Software
validation, Sterilization

validation)

Standard:
TIS, ISO, EN ISO,
ASTM,

Note. *Typically, some testing or analysis will be conducted under a laboratory quality system

compliant to ISO/IEC 17025 or an equivalent standard.

Clinical evaluation report
(e.g., MEDDEV 2.1/1 rev.4)

+ Clinical data
1) Literature Review
2) Clinical Experience

| msutficient

3) Clinical Investigation
*|SO 14155:2020
Clinical Performance
*ISO 20916:2019

From Investigation Devices
Initials Production lot/batches

Ethical Committee's

approval
[From recognized EC
by Thai FDA]

u parallel
Thai FDA's approval

for Clinical
investigation

Good Manufacturing Practice /
ISO 13485:2016 (QMS)

Design
Transfer

Design Transfer

* Production
Specification

* Trial Run & Process
Validation

Device Production

Good Manufacturing
Practice /
I1SO 13485:2016
(QMS)

Mass Production

Establishment registration
with Thai FDA

Medical Device registration
with Thai FDA

Prepare technical
document for
submission with
Thai FDA

Class 1 Class2-4

1 |

CsSDT

Listi
ne document

Product liability law
Post Marketing
Surveillance
Competition Etc. 264



Essential Principle of Safety and
Performance of Medical Devices and
Method Use to Demonstrate Conformity
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Essential Principle of Safety and Performance of Medical

Devices and Method Use to Demonstrate Conformity

LONANTULAPINANNNTEAULNLINUANNUADAAYLAZANITTOULNT
NNUTDILATOIBUNNG LagIBNISTILAAIDNIAINNADAARDY

io 1-7

i 8-19

Annex 1
Essential Principles of Safety and Performance of Medical

Devices

General Requirements

1.

Medical devices shall be designed and manufactured in such a
way that, when used under the conditions and for the
purposes intended and, where applicable, by virtue of the technical
knowledge, experience, education or training of intended users,
they will not compromise the clinical condition or the safety of
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Essential Principle of Safety and Performance of Medical

Devices and Method Use to Demonstrate Conformity

N\
> 1. Benefit outweigh risk

~:
R A [lTladlladdelrier

|
> 4. Stability

[

> 5. Transportation and storage
[
> 6. Benefit vs Adverse event
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Essential Principle of Safety and Performance of Medical

Devices and Method Use to Demonstrate Conformity

> 8. Chemical, physical and biological properties

> 9. Infection and microbial contamination

> 11. Medical devices with a diagnostic or measuring function

> 12. Protection against radiation (Active medical device)

13. Requirements for medical devices connected to or equipped with an energy source
(Active medical device)
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Essential Principle of Safety and Performance of Medical

Devices and Method Use to Demonstrate Conformity

> 14. Protection against mechanical risks (Active medical device)

> 15. Protection against the risks posed to the patient by supplied energy or substances
(Active medical device)

> 17. Protection against the risks posed to the patient for medical devices for selftesting
or self-administration

> 18. Information supplied by the product owner

> 19. Clinical Investigation
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Essential Principle of Safety and Performance of Medical

Devices and Method Use to Demonstrate Conformity

LONANTULAPINANNNTEAULNLINUANNUADAAYLAZANITTOULNT
NNUTDILATOIBUNNG LagIBNISTILAAIDNIAINNADAARDY

Essential Principle Applicable to Method of Identity of

the device? Conformity Specific

Documents

1.90¢ “Idlitunsestlounmévselsi” Applicable to the medical device

o Fonpeuin 19/ YES/A wie lulls/NO/ N/A wiewesuremsua
2 .41 “Bnsuansmnuaonndes” Method of conformity

* Bououarnsdadannsg i uarsryrnelavinBduar Tudeulviodvewnasyuty
3.401 “lonansiameildidundngn” ldentity of Specification Documents

* szywenansmute 2 lagld reference number vesenans

270



Essential Principle of Safety and Performance of Medical

Devices and Method Use to Demonstrate Conformity

NUBLUR)
- insesownvdusazyinenvluinludeddnangudidgmnde Huanr3oLI1Ued
nandn I durUszdivinannslamugannuningUuasasnnyamuneveinan s

YDINU
o mavdnnslaliifeades Wszydt llld vie NO w3 N/A uaveSunewvinna
 mnunsguiilisnddaildinasgutanan Wgkansoiiuessantamidni

Gap analysis inmsdsuuadiidmansenuseninulasniouazaussous
MsviauveaAIeilaume
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Ex

No. | Essential Principles — General Applicable | Method of Identity of
Requirements to the Conformity Specific
Device? Documents
1 Medical Devices should be designed Yes Quality System Mfg A Ltd
and manufactured in such a way that, Standard: Corporate

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

- 1SO 13485: 2003

Risk Management
Standard:

-1SO 14971:2007

Design Control
Procedures:

-S83782

Quality Manual

ISO 13485
certificate No.
135

Risk
Management
Report

Design
Specifications
322/2005/08
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Q/

/ saating Essential Principles fiigndasiuinsasfiaunndAsinnag

LANAISNYANTU LUNITAUNSLL YUY

& Essential Principles Conformity Checklist (ASEAN)

& Essential Requirements/General Safety and Performance
Requirement (EU)
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Essential Principles Conformity Checklist (ASEAN)

4a 1-7 General Requirements

aa 8-19 Design & Manufacturing Requirements

-- 4a 8 Chemical, physical and biological properties

-- 42 9 Infection and microbial contamination

-- 4a 10 Manufacturing and environmental properties

-- 4a 11 Medical devices with a diagnostic or measuring function

-- 4 12 Protection against radiation

-- 4a 13 Requirements for medical devices connected to or equipped with an energy source
-- 42 14 Protection against mechanical risks

-- 4a 15 Protection against the risks posed to the patient by supplied energy or substances
-- 42 16 Active implantable medical devices

-- 42 17 Protection against the risks posed to the patient for medical devices for self testing or self-administration
-- 4a 18 Information supplied by the product owner

-- 4a 19 Clinical Investigation
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naag1e 13. Requirements for medical devices
connected to or equipped with an energy source

13.1 Medical devices incorporating electronic programmable systems, including software,
shall be designed to ensure the repeatability, reliability and performance of these systems
according to the intended purpose. In the event of a single fault condition in the system,
appropriate means shall be adopted to eliminate or reduce as far as practicable and
appropriate consequent risks.

13.2 For medical devices which incorporate software or which are medical software in
themselves, the software shall be validated according to the state of the art taking into
account the principles of development lifecycle, risk management, validation and verification.
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IEC 62304 Medical device software—Software life cycle processes

Search IEC 62304:2006(en) x

IEC 62304:2006(en) Medical device software — Software life cycle processes m () FoLLow i

i= Table of contents ¢ Availablein: EN FR

4 * General requirements

5 Software development PROCESS FOREWORD

» 5.1 * Software development planning

» 5.2 * Software requirements analysis 1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising all

» 5.3 * Software architectural design national electrotechnical committees (IEC National Committees). The object of IEC is to promote international co-

» 5.4 *Software detailed design operation on all questions concerning standardization in the electrical and electronic fields. To this end and in addition to

» 5.5 * Software unit implementation and verification other activities, IEC publishes International Standards, Technical Specifications, Technical Reports, Publicly Available

» 5.6 * Software integration and integration testing Specifications (PAS) and Guides (hereafter referred to as “IEC Publication(s)”). Their preparation is entrusted to technical

» 5.7 * Software system testing committees; any |IEC National Committee interested in the subject dealt with may participate in this preparatory work.

» 5.8 * Software release International, governmental and nongovernmental organizations liaising with the IEC also participate in this preparation.
IEC collaborates closely with the International Organization for Standardization (ISO) in accordance with conditions

6 Software maintenance process i T
determined by agreement between the two organizations.
o

7 * Software risk management process

8 * Software configuration management process 2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international

9 * Software problem resolution process consensus of opinion on the relevant subjects since each technical committee has representation from all interested @?6
Annex A Rationale for the requirements of this standard National Committees.



/
naag1e 13. Requirements for medical devices
connected to or equipped with an energy source

13.3 Medical devices where the safety of the patients depends on an internal power supply
shall be equipped with a means of determining the state of the power supply.

13.4 Medical devices where the safety of the patients depends on an external power supply
shall include an alarm system to signal any power failure.

13.5 Medical devices intended to monitor one or more clinical parameters of a patient shall
be equipped with appropriate alarm systems to alert the user of situations which could lead
to death or severe deterioration of the patient's state of health.

277



/
naag1e 13. Requirements for medical devices
connected to or equipped with an energy source

13.6 Medical devices shall be designed and manufactured in such a way as to reduce as far as
practicable and appropriate the risks of creating electromagnetic interference which could

impair the operation of this or other medical devices or equipment in the vicinity where the
medical device is located.

13.7 Medical devices shall be designed and manufactured in such a way as to provide an
adequate level of intrinsic immunity to electromagnetic disturbance to enable them to
operate as intended.
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IEC 60601-1-2 Medical electrical equipment - Part 1-2: General requirements for basic
safety and essential performance - Collateral Standard: Electromagnetic disturbances -
Requirements and tests

7  ELECTROMAGNETIC EMISSIONS requirements for ME EQUIPMENT and ME SYSTEMS .............
71 Protection of radio services and other equipment.................ccooin.
711 FGENEIAL ...
I EC 60601 _1 _2 7.1.2 Operating MOdes .............ocoiiiiiiiiiii
713 Multimedia equipment... .
7.1.4 * SUDSYSIEMS. ..o
Edition 4.0 2014-02 715 ME EQUIPMENT and ME SYSTEMS specified for use only in a

shielded location SPECIAL ENVIRONMENT ..........ccuiiiiiiiiiiiiiiniineeeeeeas
7.1.6 ME EQUIPMENT and ME SYSTEMS that include radio equipment.........

I N T E R N ATI O NA L 717 * ME EQUIPMENT whose main functions are performed by
motors and switching or regulating devices...........cccccoeeiiiiniiinn,
71.8 ME EQUIPMENT and ME SYSTEMS containing X-ray generators ..........
STAN DARD 7.1.9 PATIENT physiological simulation...............cccciiiiiiiiiiiii
7.1.10 Artificial Rand........ccoooiiiiii s
7.1.11 PATIENT-coupled cables .............cooiiiiiiiiiiiii s

7.1.12 PERMANENTLY INSTALLED LARGE ME EQUIPMENT and LARGE
N O R M E ME SYSTEMS ...ttt ee e ees st en e
7.2 Protection of the PUBLIC MAINS NETWORK .......ccciiiiiiumiiiiiiieeaeaiiiiiieeeeaeeeeeiiieaees
7.21 * Harmonic distortion .........
7.22 * Voltage fluctuations and flicker..

“ Colou 7.3 EMISSIONS requirements summary..............

8  Electromagnetic IMMUNITY requirements for ME EQUIPMENT and ME SYSTEMS .................

8.1 FGBNETA .. e

8.2 PATIENT physiological SImulation .................ueuiiiiii e

8.3 Termination of PATIENT-COUPLED PartS..........ccciiiiiiiiiiiiiiiieeiiiiiiiie e ee e

8.4 HAND-HELD ME EQUIPMENT and parts intended to be HAND-HELD.......................

8.5 F SUDSYSIEIMS ..

Medical electrical equipment - 8.6 PERMANENTLY INSTALLED LARGE ME EQUIPMENT and LARGE ME SYSTEMS.............
Part 1-2: General requirements for basic safety and essential performance - 8.7 " Operaling MOdes . o o oo
8.8 * NON-ME EQUIPMENT ....ciiiiiiiiiititiiiitiiiti e s e e e e e e ee e eeeeaaeaeaesaesesaassassssasaananas

Collateral Standard: Electromagnetic disturbances — Requirements and tests
8.9 * IMMUNITY TEST LEVELS

8.10 * IMMUNITY to proximity fields from RF wireless communications 279
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/
naag1e 13. Requirements for medical devices
connected to or equipped with an energy source

13.8 Protection against electrical risks

A medical device shall be designed and manufactured in a way that ensures that, as far as
possible, a patient, or any other person is protected against the risk of accidental electric
shock when it is installed and maintained as indicated by the product owner, is being used
under normal conditions of use and in the event of a single fault condition.

280



Summary of Design Verification and
Validation Documents
(Verification : Pre-clinical Study)




Summary of Design Verification and Validation Documents

lnasTIsTauUuinTadl Ussnause

1. lonansfiagy n5os795s 129UseNoUMBTDYANSYNIUADULATATIRADUANNONDIVDINNTDNUUU
Fadmvin law product owner/manufacturer winiiu

2. Full Test Reports (include the objectives, methodology, results and product owner's conclusions)

wamlumsiolsanenas
1. masguiszyluasn EP desll version assiusieaunamsnageu wie Declaration of Conformity
2. nasgnledredslummaasudeailu version aiga
+ winguds Std. version . product owner/manufacturer dessihn GAP Analysis ulisuifieudefmuaiiazdoues
version im VS agiiu mianuiinnuuanaedsiivedng desiiminaaeuaiu Std. version aiga
A A s=q I y 3 A A s o v A A oA sA o
3. wiesiounndnl¥lumsnadeudouiluniosiounndnumue uaz lusienunamsnagoudodszyyoinsosiiounndnsumve
+  nsalilmesesdeunndnzudve Product owner/Manufacturer desgnamnanalumslfiaiosiiounndouiludumulumsnagou
Tusreauramsnadeunse Protocol
A A q 9 ¥ a A a AA o
4. wiosilounnenlFlumsnagovdesgnwaa lugouinaantumue
9. nitunziewnsesiounndnuy family win Product owner/Manufacturer dennadouiiios 1 Size dostusangualunmisiden

funwasetiounndluminaseuzuilu Worse case luswaunaminageurse protocol
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Design Verification

Performance and Safety Packaging Validation

Devices Containing Biological

Material Transportation test

Biocompatibility Sterilization Validation

Software

Stability and Shelf-life Verification and Validation

where no testing was undertaken, for the medical device, a rationale for that decision must be provided.
Evidence to support the rationale shall be provided.
9.1.1 Software Verification and Validation Studies

This Section is not applicable to ........ as the device does not incorporate or interface
with any software components nor does it require software to function. 283



Medical Devices Standard

ISO: wasgumnanieinasgiuszninalszmea

Wl Tawiasaw International
Greenland I
(Denmark) Qrganization for Standardization i -
S Japanese Industrial
EN ISO Standard
Harmonized
ALASKA ASTM Standard
(US.A) American Society for - Russia
Canada Testing and Materials b
s EU: Kazakhstan
e - Magnolia
US.A I e =z
. ke -3 J ot o= China o Japan
MEXICO — CUBA — J India = -

= S\ Thailand- ...

- S £ N )

- o _ B Indonesia =

Arandeedduasguiilu Version agamniu
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. Wineeouna g ludulagaiu
sass1utlsEnoudas dearih GAP ANALY SIS ulisuieuiasdormiua
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FOMHUAA ] 1951
AFMINATRULATHANMTNATOY

A A Alg Y
insedion s lumsnaaon

J @
NUNNITYDUITUNANIINATDU
9

"U@Qﬁ‘ﬁg]}@ﬁLLﬁﬂﬁGI,U'ﬂEJ\ﬂuwaﬂﬁﬂWﬁﬂU

a o ¢
HIATFIUNAANUNGATINNITTY

g ax A Y a 9 Yy o o o v Y o
L‘]Ju']ﬁﬂ1§1/]Qwa@]1“1111&ﬂ13“ﬁﬂ\1ﬂ']"|11ﬁ@ﬂﬂaﬂﬂﬂﬂﬁaﬂﬂﬁlﬁﬁﬁlﬂfgﬂTuﬂjﬁlllﬂa@ﬂﬂﬂ

uazauITnuzMImLveunsesiieunnd (vieaae essential principles)
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Medical Devices Standard

Horizontal Standard
(Basic Standard)

Standard indicating fundamental
concepts, principles and requirements
with regard to general safety and
performance aspects applicable to all
kinds or a wide range of products
and/or processes

- 1SO 14971:2019 Medical devices -
Application of risk management to
medical devices

- 1ISO 13485:2016 Medical devices -
Quality management systems -
Requirements for regulatory purposes
- 1ISO 14155:2020 Clinical
investigation of medical devices for
human subjects - Good clinical

Semi-Horizontal Standard
(Group Standard)

Standard indicating aspects applicable
to families of similar products
and/or processes making reference
as far as possible to
basic standards

- 1ISO 14630:2012 Non-active surgical
implants - General requirements

- 1ISO 11607-1:2019 Packaging for
terminally sterilized medical devices -
Part 1. Requirements for materials,
sterile barrier systems and packaging
systems

Vertical Standard
(Product Standard)

Standard indicating necessary safety
and performance aspects of specific
products and/or processes, making
reference, as far as possible, to basic
standards and group standards

- 1SO 11979-2: 2014 Ophthalmic
implants — Intraocular lense — Part 2
Optical properties and test methods

- 1SO 14607:2018 Non-active surgica
implants - Mammary implants -
Particular requirements




Performance and safety Testing

: Mech_anlicTaI Test LN LUNISNAITUISIEIIURNANISNAFDU
- Physical Test 1. #esede vertical standard (&)

- Chemical Test 2. wndulsmanaseuiifuanimundues deswuu method validation
report
SO 14607:2018 Non-active surgical implants - 3. Testreport must include th'e objectlv_es, methodology,
Mammary implants - Particular requirements results and _prOdUCt owner_s conclusions.
4.  wnuuu Certificate of Analysis (COA) dasuuu
7 Design evaluation........... protocol/SOP/Work Instruction duans Method #fldlunsmaaeu
General. ... m‘%mﬁaﬁiﬂumimaau uwag criteria #ldlunisveusunanisnaaeu lng COA fead
Pre-clinical evaluation..........ccccccc.... Teyavansesiiounnd,lot, specification and test result
7.2.1 General...ren 5. Test Report fosmnaeuszutioniosdounndnbumuve
7.2.2 Mechanical tests...... 6. Sample dlinmeaeu deniu MD fisufve uazndnananuiinaniiszylu
7.2.3 Physical evaluation .. S

724 Chemical evaluation. If the device tested differs from the subject device that is to

be registered, justification on the applicability of the test
results to the subject device must be prowded
1. mnguAvedunzidyy Imamﬂgmm‘u family #uwu MD Aldlunmageudios

nstunsLDeuadosilounme 23 n.e. 2565 Ju worse case Wﬁ@ZLI“ZILL?J\‘imG]Nﬁ‘Uiuﬂ@U 286



Devices Containing Biological Material

- animal or human cells, tissues and/or derivatives,
rendered non-viable

- cells, tissues and/or derivatives of microbial or
recombinant origin.

Rendered non-viable,

Infectious and transmission concern

freedom of the donor/s (human or animal) from known
infectious agents pathogenic to the recipient

Risk management

Information to support the risk protection method
(including transmissible agents, viral clearance results,
methods of harvesting, process validation results and
traceability)
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Devices Containing Biological Material

General principles applying to biological evaluation

® Exposure to body. The range of potential biological hazards
® Choice of materials intended for use in humans
® Characteristics and properties of the material
® Other relevance considerations
Material of manufacturer
Additive , contaminate , residue
Leachable substance
Properties and characteristic of final product
Degradation produce
Other components interaction
Result : Biological evaluation report
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Biocompatibility

* ISO 10993-1:2018

Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process

- The general principles for the biological evaluation of medical devices
- The categorization of devices
- The selection of appropriate tests

- The test shall be carried out in accordance with good laboratory practices
(ISO/IEC 17025 or equivalent).

Testing shall be performed on the final product™*
Or representative sample taken from the final product

Or from materials processes in the same way as the final product
289



ISO 10993-1:2018 Biological evaluation of medical devices

Part 1. Evaluation and testing within a risk management process

Table A.1 — Endpoints to be addressed in a biological risk assessment

Medical device categorization by Endpoints of biological evaluation
Nature of body contact Contact duration
A - limited Irrita Ma- Imola Repro
(s24h) Physical tionor | terial | Acute | Sub | Sub P H Car | duc-
Chr | nta €M | Gen
and/or |Cyto intra media | syste | acu |chro . . oco cin tive/ Deg
B - prolonged . . . . | omnic| tion otox
Category Contact chemical | toxi cuta ted mic te | nic X mpal :.. | oge | develop | rada
(>24hto30d) toxi| ef- Pa| jci-
informa- | city neous pyro toxi | toxi | toxi citvb | fects- | tibil | tva nic | mental | tionf
C-Long term tion reac geni cityb |cityb|cityb y b ity y ityd | toxici-
> tivit city? tyde
(>30d) y y yd
A X8 Eh | E E
Intact skin B X g | E E
C X E E E
Surface medical A X E E E
device Mucosal membrane B X E E E E E E
C X E E E E E E E E
Breached or A X E E E E E
compromised B X E E E E E E E
surface C X E E E E E E E E E E E
Blood path, indirect A X E E E E E
B X E E E E E
C X E E E E E E E E E E E
Externally Tissue/ A X E E E E E
communicating bone/ B X E E E E E E E E
medical device dentini c X E E E E E E E E E E E
A X E E E E E Ei
Circulating blood B X E E E E E E E E E
C X E E E E E E E E E E E 290




ISO 10993-1:2018 Biological evaluation of medical devices

Part 1. Evaluation and testing within a risk management process

Table A.1 (continued)

Medical device categorization by

Endpoints of biological evaluation

Nature of body contact

Contact duration

A - limited Irrita Ma- Imola Repro
(s24h) Physical tionor | terial | Acute | Sub | Sub P H Car duc-
Chr | nta €M| Gen
and/or |Cyto intra media | syste | acu |chro . . oco cin tive/ Deg
B - prolonged . X . . | onic| tion otox
Category Contact chemical | toxi cuta ted mic te | nic . . . | oge | develop | rada
(>24hto30d) . . . . .| toxi| ef- |MP2 jci- > .
informa- | city neous pyro toxi | toxi | toxi| ooyl e o |tibil | poa | D€ mental | tionf
C-Long term tion reac geni city? |cityb|cityb y b ity y ityd | toxici-
(>304d) tivity city? tyde
A X E E E E E
Tissue/bone i B X E E E E E E E
Implant medical C X E E E E E E E E E E E
device A X E E E E E E E E
Blood B X E E E E E E E
C X E E E E E E E E E E E E
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Biocompatibility : ISO 10993-1:2018

General principles applying to biological evaluation

® Exposure to body. The range of potential biological hazards
® Choice of materials intended for use in humans
® Characteristics and properties of the material
® Other relevance considerations
Material of manufacturer
Additive , contaminate , residue
Leachable substance
Properties and characteristic of final product
Degradation produce
Other components interaction
Result : Biological evaluation report

292



Stability and Shelf Life

Shelf Life
For MD with shelf life.

Data demonstrating that the relevant
performances and characteristics of the medical
device are maintained throughout the claimed
shelf life

(1) Real time Stability Report +
Protocol

(2) Accelerated Stability Report +
Protocol

ASTM F1980-16 Standard Guide for
Accelerate Aging of Sterile Barrier Systems
for Medical Devices

Projected Useful Life

For devices that do not have expiry date.
msriua Projected Useful Life Tignedean

ISO 13485:2016 - Medical devices - A practical guide

For devices that absence of an
expiry date (infinite shelf life)

WHDIUUUNSNFIUARARITN

(i) that there are no safety-related performances or
characteristics which are likely to deteriorate over time, or
(i) that the extent of any likely deterioration does not
represent an unacceptable risk, or

(iif) that the period over which unacceptable deterioration
occurs is far beyond the likely time of the first use of the
medical device e.g. 30 years.
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Stability and Shelf Life

= = a & o . °
Q Lﬁ‘UlﬁSENSJBLLWVIé fu qnmguuazm'mwmuﬁammmaa vertical std. ‘VI%E) product owner LuUgU1
@ o 1 d ]
UYNAIBYNINBNAGIU performance L¥U NN 3 M, 6 M, 12 M, 15 M, 18 M, 21 M, 24 M

e @ @ @ @
({ P o o @
Finished

Accelerated ‘ '

=~ = A’ ] . =
iuiasesilonnmd a1 amgamail/Anudwiarmuiiimunlu vertical standard (1)
(63ifl vertical std. 91991489910 ASTM F1980-16 Standard Guide for Accelerate Aging of Sterile Barrier Systems for Medical Devices)

Tnenantameuinnu real time 2 U

W W 1 A A o
YNADYNIWINAEHIU performance AuaIMiIualy protocol

n3TuNzLiBuAToawnNg 23 W.8. 2565 204



Stability and Shelf Life : Documents

1. siBuKaNIsAaaU real time stability woumsosiiounndiidudwe 3 lots/batches

- nseil Real time Stability Study giliugriada sulaslddessanunanisvaasy accelerated stability unulst
uazifio Real time Stability Study 1a8aud? azsiosas report sianalidy nesmuaNiAZosdounme’

2. Test report must include the objectives, methodology, results and product owner's conclusions.
- nseil Test report fidoyaltinsugu Tiuuy Stability Protocol

I TUANSWRNSAUNSIBURANTSVAADU stability

1. shethamdasfiounudi (@ Tunsveaeu stability daalluiaiosdounngiidusvo
- vnld 19 nandasduannanalunmsldindosdounmgduidudsiunulunmsvaasvlusisaunanmsnaaounio

protocol
2. wansnadau performance wusnu specification

3. protocol wasnsnaaRULULLIS fosasunsfinnsaisnisAuias Accelerated Aging Time uas
Accelerated aging temperature

4. nsglduvadsuinsosiiownwndiuy family wnidonnaaouiiisg 1 size dosduaunawalunsidonsiunu
waaafiownng lunsnaaaulusisanunanisnaaaunso protocol
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Packaging validation

vin lugaslinnsvaaounszuInAsussAaUet ?

] a Y] A 9 Y] 4
o iz hignunsaasasunansaainlannnszuinussydus 100 %
Y A Y] S A A Y = T 3 I°4
MIATINFoVUITINURNodUTUNaNM s Faro T u TUa s
12 ] 2 Aa o P X '

Ao 1135 a2 iNaas AN a oL

9 1 a a ! a a dq Y a 2
WADIMINATOUNTLUIUMINOUNTHNANVTI UAZIHDNAAITIN IHUNTNIITAUININNTZUIUNTTINNT
9 %’ . . : a2 g
aosliminageunszuaumssn (Revalidation) silesnnidu Critical process

o uITysaveunsesiiounndngu Sterile medical devices
sauilu Critical process
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Packaging validation

Types of packaging and their validation

Types: wrapper, blister, pouch — packaging machines are different.

Packaging validation method Physical test of packaging

ISO Packaging for terminally EN 868-1, Ax. F | Leak (soft packaging)
11607-2 sterilized medical devices-
part 2: Validation
requirements for forming,
sealing and assembly
processes

GHTF/SG | Process validation Guidance || EN 868-5, Ax. D | Seal strength
3/N99-10 | (applied for packaging)
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Transportation

VN lsosfinsvadoaunisonady ?

a o J Y J v o J 1
wammmW%’@ummmiﬁ;ﬂmmzﬁmimmu“lumifgﬂmmwm (Transport carton) ’E]Wi]ﬂi%ﬂ@ﬂ@%ﬂ
o 9 v
- Inner box NAIYITR Duplex sheet Lae
o 9 v
- Outer box MAYI8A Corrugate sheet

Y] 4 1 v ! A Y] Jd Y] 1
UsTANAUUA (Transport carton) 1zdeslasumseenuuuiielniloswdndasiniouvesussydusi 11w
A < A A ¢ _ , , a o q ¥a X ¥ n v
\dore mszilunseeliounndngu Sterile medical devices vndoneazyiliaawouaz 14n1slila
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Transportation

Transport model condition

ASTM D4169, table 1 Distribution cycle
Distribution cycle model

ASTM D5276 Leak (soft packaging)

ASTM D999 Seal strength

ASTM D642 Compression

o A Y] J Y Y 9 iy
u'lwaﬁﬂm"WWﬁ'ﬂﬂJ(‘]f@QﬂjﬁEﬂqﬂmcl’ﬂﬂﬂﬂﬁﬂﬂﬂﬂlﬂclﬁ Transport condition

A H Y J [V vgn
fl]gW%TﬁﬂnﬁﬂWﬂ]W%@QUiﬁﬂﬂﬂ!WIﬂ1ﬂWﬁq Transport condition

X 1 Y J v Y 1
6}1hlﬂJﬁ’J!Lﬁﬂﬂ’J’]"lf@ﬂUﬁﬁﬂﬂmcﬂﬂﬂﬂﬂiﬂﬂlﬂ’]v\lﬁaﬂﬂ'ﬁmuﬁﬂ
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Sterilization Validation

Q/

iRFosHaunngUsdANIdofoInanItola 61il

1. Sterilization Validation Protocol
2. Sterilization report®

Y] 9}9}

= )
VUDINON

[*%

* A A A A o o'uli d'g = 9/&91} 1 =] 9
NIUNTONAANTUN LUAIINUNVUNSIUIU Gl,“]ﬁ)'!,l,i’lﬂmgc]Nﬁ’J"IL‘Vi@GlWNiG]ﬁ"IEN"IHﬂ

** o sterilization wansusiged1dsn ISO 13485 wie GMP #adoamuenaisiingae



Q/

aaaeng tanans Pre-Clinical Study aasrasiaunndniniag

Q

Tayanasuandluiada Pre-Clinical Study aasasasiaunndniiniag

¢ Lﬂuﬁ’agaﬁua@aﬂizﬁﬂ%mw LazaNNUaaant TQGLQ%E’Nﬁf’JLLWVIg

o Lﬂuﬁagaﬁua@a’hLﬂ%@@ﬁauwwsﬁﬂu"lﬂmaﬁaﬁmmmwwz (Product Spec) 2@

L a Q 6 A Y A 6 1 A A 6
LA VUBI NN TU magwam (Lﬂmei/lﬂ'ﬁ(ﬂi’ﬁ"ﬂﬂﬂaElLﬂﬁ?NﬂJ?JLLW‘Y]EI)
¢ Lﬂ%ﬁaaﬂﬁ@ﬁ’mﬁaﬂﬂﬂiaElﬂLLUULﬂ%@x‘iﬁaLLW‘Y]ET

* [ JudayandaviuniNestuauuansd EP G9azidunaniimasay Test Report,
Validation report L uan
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Q/
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Medical Electrical Equipment Standard (IEC 60601 Series)

IEC 60601-1 General Standard
IEC 60601-1-X Collateral standard

IEC 60601-1

General Safety

IEC 60601-1-2 IEC 60601-1-6 IEC 60601-1-8 IEC 60601-1-10 IEC 60601-1-11 IEC 60601-1-12
Electromagnetic Usability Alarm Systems Physiological Home Emergency
Compatibility Closed-loop Healthcare Medical

(EMC) Controllers Environment Services

Environment
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Medical Electrical Equipment Standard (IEC 60601 Series)

IEC 60601-2-X or IEC ISO 80601-2-X Particular standard

IEC 60601-2-10 IEC 60601-2-24 ISO 80601-2-61
nerve and muscle stimulators infusion pumps pulse oximeter equipment
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Q/

LASTIWTUAIUDVLASDY AED AAISI

Jayavnudluus:yugssnuius:naums lagWwoisauoinanans DOC uazonans Product specification

NAITNSIU

uasgiu
IEC 60601-1 General requirement basic safety & essential performance
IEC 60601-1-2 Electromagnetic disturbance requirement & test

IEC 60601-2-4

Basic Safety & essential performance of Cardiac Defibrillator

IEC 62366

Application of usability engineering to medical device

1ISO 10993-1

Biocompatibility
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Medical device software Software life cycle processes

Scope of 62304

Customer
needs

v

EC 62304 Software Development Process

Customer
needs
satisfied

)

System development activities (including system risk management)

v

7 Software Risk Management

5.1 SW

Development Requirements Architectural  Detailed Implementation Integratlt.m &
. " N A Integration
Planning Analysis Design Design & Verification Testing

5.2 SW 5.3 SwW 5.4 SW 5.5 SW Unit 5.6 SW

8 Software Configuration Management

9 Software Problem Resolution
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Example of Standards Apply to SaMD

Software Life cycle

QMs

Risk Management

Product Safety

IEC 62304:2006 Medical device software — Software life cycle processes

ISO 13485:2016 Medical devices — Quality management systems — Requirements for
regulatory purposes

ISO 14971:2019 Medical devices — Application of risk management to medical devices

IEC 62366-1:2015 Medical devices — Part 1: Application of usability engineering to medical
devices

IEC 80001-1:2021 Application of risk management for IT-networks incorporating medical devices
— Part 1: Safety, effectiveness and security in the implementation and use of connected medical
devices or connected health software

IEC 82304-1:2016 Health software — Part 1: General requirements for product safety
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Cybersecurity

Definition

state where information and systems are protected from unauthorized
activities, such as access, use, disclosure, disruption, modification, or
destruction to a degree that the risks related to violation of
confidentiality, integrity, and availability are maintained at an
acceptable level throughout the life cycle

[1ISO 81001-1 Health software and health IT systems safety, effectiveness
and security Part 1: Principles and concepts]
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Cybersecurity

Cybersecurity Requirements and Controls

Total Product Life Cycle Approach

Requirements Design & Verification & Clinical Deployment/ Post-market
g Development Validation Evidence Implementation Monitoring

- Cybersecurity Control

- Risk Management
- Verify Cybersecurity Control
- Checking of vulnerability database

- Post marketing plan
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Cybersecurity

Evidence should be submitted to support the cybersecurity

1. Cybersecurity vulnerabilities and risks analysis

Cybersecurity controls measures

3. Security test reports and/or evidence to verify the device cybersecurity and
effectiveness of the implemented cybersecurity control measures.
[traceability matrix between security risks, security controls, and testing to verify
those controls]

4. On-going plans, processes or mechanisms for surveillance, timely detection and
management of the cybersecurity related threats during the useful life of the device,
especially when a breach has been detected.

N
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Artificial Intelligence (Al) & Machine Learning (ML)

Artificial Intelligence (Al)

Programming computers to perform tasks to mimic human capabilities- such as understanding language, recognizing
objects and sounds, learning, and problem solving — by using logic, decision trees, machine learning, or deep learning

Machine Learning (ML)
Subset of Al that gives “Computers the ability to learn without being explicitly programmed”
- based on work by Arthur Samuel

Supervised Learning

II ‘.t]‘_‘jl_'l_i [_1 " fl;

Semi-Supervised
Learning

Deep Learning

: ».“vjh

. | ey rit
alpg 5

Subset of ML utilizir

Reinforcement Learning

X The descriptions within the diagram are not definitions, and are included to convey a general sense of the technology.
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Machine Learning (ML) Development Process

Device Development

Quazlity Managament System

-

Training Dataset

Labelling

Validation Dataset

Model Selection,
Training, Tuning and
Maintenance

1!

Data selection and Management

Performance and
Clinical Evaluation

\

Al medical device
deployed

Re-training of model

!

Performance

Monitoring and Tracking

K Process Control
e o o S — — ————— =]

i

Real world data

Device Deployment and Implementation
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Additional information should be submitted for Pre-Marketing
Approval of Al/ML-based Medical devices

Requirements

Dataset Input data and features/ attributes used to generate the corresponding
output
Source, size and attribution of training, validation and test datasets

Al Model Al model selection

Performance and Clinical Evaluation

Test protocol and report for verification and validation of the AlI-MD,
including the acceptance limits and information on the anomalies
identified

Performance of the AI-MD (e.g. diagnostic sensitivity/specificity
/reproducibility where applicable)

Clinical Association between the AI-MD’s output and clinical conditions(s)
must be presented

Clinical workflow

Device workflow including how the output result should be used

Al-Model Re-training Plan

Interval for training data update cycle (e.g. in months or years)
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V Machine Learning (ML) Development Process
Limitation

Al assists/augments the user
Al makes decisions autonomously

Al algorithms are locked before deployment

0000

Al algorithms continue to learn from new data after deployment
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Objectives

?- Background of Clinical Evidence & Design Validation

nitcal Evidence
ntcal Evaluation (How to conduct clinical evaluation?)

tntcal Data

lllé:- ||I§:- |||§- lllé:- IIQ"-
O O 0O ﬁ

tnical Evaluation Report (CER)
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Essential Principles of Safety and Performance of Medical Device
and Method Used to Demonstrate Conformity

Applicable to
the devices ?

General Requirements Ves

7. Medical devices shall require - Applicable

clinical evidence, appropriate for
the use and classification of the
medical device, demonstrating
that the medical device complies
with the applicable provisions of
the essential principles. A clinical
evaluation shall be conducted.

Method of Conformity

standard, guideline,
guidance

1. MEDDEV 2.7/1
revision 4

2. IMDRF MDCE WG
(PD1)/N55

Identity of Specific
Document

srylenansuangIui [4u
ANFHAGNANNADAAA DAL
standard, guideline,
guidance u test
reports / records,
validation reports,
certificate etc. Tnosios
FLURHULADIIBNU K0T
wwoulwad reports

Clinical Evaluation Report
No. XXX, Revision XX,
Date XX
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Clinical Evaluation

addresses the following Essential Principles

EP1 - Safety

- acceptable benefit/risk profile

EP6 - acceptable benefit/risk profile
- acceptability of undesirable
side-effects
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I So 1 3 48 5 .2 0 1 Medical devices - Quality management
o systems Requirements for regulatory purposes
7.3.7 Design and development validation

Design and development validation shall be performed in accordance with planned and documented
arrangements to ensure that the resulting product is capable of meeting the requirements for the
specified application or intended use.

The organization shall document validation plans that include methods, acceptance criteria and, as
appropriate, statistical techniques with rationale for sample size.

Design validation shall be conducted on representative product. Representative product includes
initial production units, batches or their equivalents. The rationale for the choice of product used for
validation shall be recorded (see 4.2.5).

As part of design and development validation, the organization shall perform clinical evaluations or
performance evaluations of the medical device in accordance with applicable regulatory requirements.
A medical device used for clinical evaluation or performance evaluation is not considered to be released
for use to the customer.

If the intended use requires that the medical device be connected to, or have an interface with, other
medical device(s), validation shall include confirmation that the requirements for the specified
application or intended use have been met when so connected or interfaced.

Validation shall be completed prior to release for use of the product to the customer.

Records of the results and conclusion of validation and necessary actions shall be maintained (see 4.2.4 318
and 4.2.5).



Medical Device Life Cycle

ISO 14971:2019

A

(Risk Management)

v

Good Manufacturing Practice

v

Market
Approval

< ISO 13485:2016 (QMS)
Idea/ Concept/ Desi .
esign & . N .
Definition/ en =1 Design Validation Design Transfer
e, Development Verification
Feasibility
Market validation, Design input * Inspection Clinical evaluation

*Standard, User
needs, EP, etc.

User need, Intellectual
Property (IP)

l

Regulatory review

* Definition of medical device
in Thailand : comply with the
Medical Device Act of 2019

* Risk classification of medical ‘L
device Design output
Class 4 — High risk *Specification
Class 3 — Moderate to High

risk
Class 2 — Low to Moderate risk
Class 1 — Low risk

* The regulation
Licensed — Class 4
Notified —Class 2 and 3
Listed —Class1

* Personnel training
Regulatory affairs

Design process

Prototype

Center for innovative Medical
Device Promotion, Thai FDA

* (e.g., Dimension,
Visual inspection)

* Testing*

* Pre-clinical testing

* (e.g., Chemical,
Physical, Biological)

* Animal testing

* Analysis*

* (e.g., Software
validation,
Sterilization

validation)

Standard:
TIS, I1SO, EN ISO,
ASTM,

Thai FDA's approval
for testing/Analysis/Inspection

Note. *Typically, some testing or analysis will be conducted under a laboratory quality

system compliant to ISO/IEC 17025 or an equivalent standard.

(e.g., MEDDEV 2.1/1 rev.4)

* Clinical data
1) Literature Review
2) Clinical Experience

l Insufficient

3) Clinical Investigation
*ISO 14155:2020
Clinical Performance
*ISO 20916:2019

From Investigation Devices
Initials Production lot/batches

Ethical Committee's
approval
[From recognized EC/IRB
by Thai FDA]

# parallel

Thai FDA's approval
for Clinical
investigation

Establishment registration

Design Transfer with Thai FDA

* Production
Specification

* Trial Run & Process
Validation

Medical Device registration
with Thai FDA

{

Prepare technical

Device Production

document for
submission with
Good Manufacturing Thai FDA
Practice /
1SO 13485:2016 * *
Qms) Class 1 Class2-4
. CSDT
. Listing d ‘
Mass Production ocumen

Product liability law Post
Marketing Surveillance
Competition Etc.
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Clinical Evidence

The clinical data and the clinical evaluation report
pertaining to a medical device.

- Clinical
Clinical Evaluation
Report

Clinical
Data (s)

Evidence

Clinical Data

The safety and/or performance information that is
generated from the clinical use of a device

T

Clinical Data | Clinical Clinical

1. Scientific Literature . i
2. Clinical Experience Evaluation Evaluation

3. Clinical Investigation Report

\/

Common Submission Template Dossier

(CSDT)
1. Executive Summary

2. Essential Principles of
Safety and Performance

3. Device Description

4. Summary of Design
Verification and Validation
Documents

- Pre Clinical Studies

- Clinical Evidence =

Clinical Evaluation Report
+ Clinical data (s)

5. Device Labelling
- Label & IFU

6. Risk Analysis

7. Manufacturer
Information

8. DOC

9. LOA
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Scoping
& Plan
Stage 4 ‘
Clinical

Clinical Evaluation Report Identification of

including Evaluation pertinent data

PMS/PMCF Plan

Analysis of Appraisal of
clinical data pertinent data
Guidelines:

1. MEDDEV 2.7/1 revision 4
2. IMDRF MDCE WG (PD1)/N55

Clinical Evaluation

A methodologically sound ongoing procedure to
collect appraise and analyze clinical data
pertaining to a medical device and to evaluate
whether there s sufficient clinical evidence to
confirm compliance with relevant essential
requirements for safety and performance when
using the device according to the manufacturer’s
Instructions for Use.

Objectives

Ensures that the evaluation of safety and
performance of the device is based on sufficient
clinical evidence throughout the lifetime that the
medical device is on the market.

*Apply to all classes of Medical Devices (Class 1 - 4)

*Clinical Evaluation is responsibility of the manufacturer
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y Updating the Clinical Evaluation

Frequency of updates: The manufacturer should define and justify the
frequency at which the clinical evaluation needs to be actively updated.

The clinical evaluation is actively updated:

« when the manufacturer receives new information from PMS that has the potential to
change the current evaluation;

e if no such information s received, then

- at least annually if the device carries significant risks or is not yet well
established; or

- every 2 to 5 years if the device is not expect to carry significant risks or
is well established; a justification should be provided
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V Qualified of Evaluators

The evaluators should have at least the following training and experience in the

relevant field:

- A degree from higher education in the respective field and 5 years of
documented professional experience; or

- 10 years of documented professional experience if a degree is not a
prerequisite for a given task.

323
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/ Stage 0 Scope of the clintcal evaluation (1)

Clinical Evaluation Plan

(1) The device description.

(2) Whether there are any design features of the device, or
any indications or target populations, that require
specific attention. The clinical evaluation should cover
any design features that pose special performance or
safety concerns (e.g. presence of medicinal, human or
animal components), the intended purpose and
application of the device (e.g. target treatment group and
disease, proposed warnings, contraindications,
precautions, and method of application) and the specific
claims made by the manufacturer about the clinical
performance and clinical safety of the device.

11

(3) Information needed for evaluation of equivalence,
if equivalence may possibly be claimed.

(4) The risk management documents of the device, e.g.
the hazard identification list, clinical risks identified from
the risk analysis. The scope of the clinical evaluation will
need data from and cross references to the manufacturer’s
risk management documents. The risk management
documents are expected to identify the risks associated
with the device and how such risks have been addressed.
The clinical evaluation is expected to address the
significance of any clinical risks that rematn after

design risk mitigation strategies have been employed by
the manufacturer.
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/ Stage 0 Scope of the clintcal evaluation (2)

Clintcal Evaluation Plan

(5) Data source(s) and type(s) of data to be used in the
clinical evaluation. Data relevant to the clinical evaluation
may be generated and held by the manufacturer or
available from scientific literature.

(6) Whether there are any specific clinical concerns that
have newly emerged and need to be addressed.

12

(7) The current knowledge/ state of the art in the
corresponding medical field, such as applicable standards
and guidance documents, information relating to the
medical condition managed with the device and its natural
course, benchmark devices, other devices and medical
alternatives available to the target population.

(8) Needs for planning PMS activities.
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/

(9) Whether the manufacturer has introduced/ intends to
introduce any relevant changes, including

- design changes,

- changes to materials and manufacturing procedures,

- changes to the information materials supplied by the
manufacturer (label, IFU, available promotional materials
including accompanying documents possibly foreseen by
the manufacturer) or other claims,

- and whether the claim of equivalence to an existing
device is still appropriate.

13

Stage 0 Scope of the clintcal evaluation (3)
Clintcal Evaluation Plan

(10) PMS aspects that need regularly updating in the
clinical evaluation report

- new clinical data available for the device under
evaluation;

- new clinical data available for the equivalent device (if
equivalence is claimed);

- new knowledge about known and potential hazards, risks,
performance, benefits and claims, including

- data on clinical hazards seen in other products (hazard
due to substances and technologies);

- changes concerning current knowledge/ the state of the
art, such as changes to applicable standards and guidance
documents, new information relating to the medical
condition managed with the device and its natural course,
medical alternatives available to the target population;

- other aspects identified during PMS.
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14

Demonstration of Equivalence
Equivalent Device VS Device under Evaluation

Clinical

Used for the same clinical
condttion, and

Used for the same
intended purpose, and

Used at the same site in
the body, and

Used in a similar
populations, and

Not foreseen to deliver
significant different
performances

Technical

Be of similar design, and

Used under the same
condition of use, and

Have similar specifications
and properties, and

Used similar deployment
methods (if relevant), and

Have similar principles of
operations and critical
performance requirements

Bilological

Used the same materials
or substances in contact
with the same human
tissues or body fluids.
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15

Stage 1 Identification of pertinent data

/

Data generated
and held by the
manufacturer

~N

« All pre market clinical investigation

« All clinical data generated from risk management activities
and the PMS programs

 Relevant pre-clinical studies (e.g. bench test reports
including verification and validation data)

~

N

.
-

.

Data retrieved
from literature

\| » Clinical data relevant to the device under evaluation/
equivalent device

« Current knowledge/the state of the art
(Includes applicable standards and guidance documents,
data that relate to benchmark devices, other devices, critical
components and medical alternatives or to the specific
medical conditions and patient populations intended to be
~J|___managed with the device)

J
~

All data sets should be documented (adequately summarised, appraised, analysed and
referenced) in the clinical evaluation report.
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Stage 1 Identification of pertinent data

Clinical Data retrieved from literature

Literature search &
review protocol

Content of literature search & review
protocol

1. Background to the literature search and the
literature review

2. Objective: research questions

3. Methods for identification, selection, collection
and appratisal of the relevant publications needed
to address them.

4. Appratsal plan & Appraisal criteria
5. Analysis plan

searching

- Literature search report
- full text coples of relevant
documents

Sources of literature

1. Scientific literature databases e.g. MEDLINE or PUBMED
2. Internet searches

3. Non-published data

- label and IFU of the equivalent device and/or of
benchmark devices and other devices.

- Data provided to manufacturers from implant registries.
- Data presented at congresses.

4. Citations referenced in scientific literature can be
important and should be screened.
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y Stage 2 Appratisal of pertinent data

review all of the contents, the methodology employed, the reporting of
results, the validity of conclusions drawn from the investigation or report,
and evaluate any limitations and potential sources of error in the data

Appraisal criteria

1. evaluate methodological quality and scientific validity

2. determine the relevance of a data set for the clinical evaluation

3. weight the contribution of each data set

17 330



y Stage 2 Appratisal of pertinent data

1. evaluate methodological quality and scientific validity

« Examine the methods used to generate/collect the data

« Evaluate the extent to which the observed effect (performance or safety
outcomes) can be considered to be due to intervention with the device or
due to

- Confounding influences

- Blas

- random error

- inadequate disclosure of information
- misinterpretation

18 331



V Example of studies that lack scientific validity
for demonstration of adequate clinical performance
and/or clinical safety

a. Lack of information on elementary aspects:

This includes reports and publications that omit disclosure of

- the methods used

- the identity of products used

- numbers of patients exposed

- what the clinical outcomes were

- all the results the clinical study or investigation planned to investigate

- undesirable side-effects that h|ave been observed

- confidence intervals/ calculation of statistical significance

- if there are intent-to-treat and per protocol populations: definitions and results for the two
populations

332
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/ Example of studies that lack scientific validity
for demonstration of adequate clinical performance
and/or clinical safety

b. Numbers too small for statistical significance

Includes publications and reports with inconclusive preliminary data, inconclusive data from
feasibility studies, anecdotal experience, hypothesis papers and unsubstantiated opinions.

c. Improper statistical methods

This includes

- results obtained after multiple subgroup testing, when no corrections have been applied
for multiple comparisons.

- calculations and tests based on a certain type of distribution of data (e.g. Gaussian
distribution with its calculations of mean values, standard deviations, confidence
Intervals, t-tests, others tests), while the type of distribution is not tested, the type of
distribution is not plausible, or the data have not been transformed. Data such as
survival curves, e.g. implant survival, patient survival, symptom-free survival, are
generally unlikely to follow a Gaussian distribution.

333
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/ Example of studies that lack scientific validity
for demonstration of adequate clinical performance
and/or clinical safety

d. Lack of adequate controls

In the following situations, bias or confounding are probable in single arm-studies and in other
studies that do not include appropriate controls:

- when results are based on subjective endpoint assessments (e.g. pain assessment).

- when the endpoints or symptoms assessed are subject to natural fluctuations (e.g.
regression to the mean when observing patients with chronic diseases and fluctuating
symptoms, when natural improvement occurs, when the natural course of the disease in
a patient is not clearly predictable).

- when effectiveness studies are conducted with subjects that are likely to take or are
foreseen to receive effective co-interventions (including over-the-counter medication and
other therapies).

- when there may be other influencing factors (e.g. outcomes that are affected by
variability of the patient population, of the disease, of user skills, of infrastructure
available for planning/ intervention/ aftercare, use of prophylactic medication, other
factors).

334
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Stage 2 Appratisal of pertinent data

2. determine the relevance of a data set for the clinical evaluation

Other data (Indirect supportive role)

(1) must have the data quality necessary  Data that are not pivotal are generally appraised and weighted for

for demonstration of adequate clinical their contribution for purposes such as:
performance and clinical safety of the . {gentifying and defining the current knowledge/ state of the art
device under evaluation in the corresponding medical field, so as to define acceptability

criteria for the evaluation of the benefit/risk profile and of specific

(2) be generated either with the device side-effects of the device under evaluation;

under evaluation or with an equivalent

device used in its intended purpose - identifying hazards (including hazards due to substances and

technologtes), individual case reports may be used for identification
of new and previously unknown hazards that are associated with
the device;

« justifying the validity of criteria used for the demonstration of
equivalence (if equivalence is claimed);

« justifying the validity of surrogate endpoints (if surrogate
endpoints are used).

« providing input for the planning of pivotal studies. 335
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Stage 2 Appraisal of pertinent data

3. weight the contribution of each data set

Based on their scientific validity and relevance, the data should be weighted according to
their relative contributions.

Due to the diversity of medical devices, there is no single, well established method for
weighting clinical data:

e the evaluators should identify appropriate criteria to be applied for a specific evaluation;
e these pre-defined criteria should be followed strictly by the evaluators.

Typically, clinical data should receive the highest weighting, when generated through
a well designed and monitored randomized controlled clinical investigation (also called
randomized controlled trial), conducted with the device under evaluation in its

intended purpose, with patients and users that are representative of the target
population.
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V Stage 3 Analysis of the clinical data

Goal: to determine if the appraised data sets available for a medical device

collectively demonstrate compliance with each of the Essential Requirements
pertaining to the clinical performance and clinical safety of the device, when
the device is used according to its intended purpose.

- Requirement on safety (EP1)

- Requirement on acceptable benefit/risk profile (EP 1, EP6)

- Requirement on performance (EP3)

- Requirement on acceptability of undesirable side-effects (EP6)
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y/ Stage 4 Clinical Evaluation Report [CER] (1)

1. Summary

2. Scope of the clinical evaluation Scope must cover the following
Information:
1. Name, Model, Size, software and
accessories including equivalent device
(if any)
2. Indication and intended use (in labelling
3. Version of IFU

3. Clinical background, current knowledge, state of
the art

25 338



VI/ Stage 4 Clinical Evaluation Report [CER](2)

4. Device under evaluation
4.1 Type of evaluation
4.2 Demonstration of equivalence (if any)
4.3 Clinical data generated and held by the
manufacturer
4.4 Clinical data from literature
4.5 Summary and appraisal of clinical data
4.6 Analysis of the clinical data
4.6.1 Requirement on safety
4.6.2 Requirement on acceptable benefit/risk
profile
4.6.3 Requirement on performance
4.6.4 Requirement on acceptability of side-
effects

26

1. what kind of clinical data (s) that
evaluators used to support performance
and safety of subjected devices ?

- See Section Device under evaluation, Type of
evaluation

Clinical Data depend on Type of evaluation
(1) Clinical Investigation

Clinical Data = Clinical Investigation Report
and Clinical Investigation Plan

(2) Literature review

Clinical Data = Full text copy of Literature (s)
2. If clinical data (s) were retrieved from
literature review, How many
literatures/papers do we have to submit
together with CER to Thai FDA ?

- See section Summary and appratisal clinical
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y Stage 4 Clinwcal Evaluation Report [CER](3)

Content of CER

5. Conclusion

6. Date of the next clinical evaluation Clinical Evaluation Report is updated as
defined in CER ?

7. Dates and signatures Have Evaluator (s) signed and dated in
CER?

8. Qualification of the responsible evaluators CV of Evaluator and Declaration of interest

9. References
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28

Documents of Clinical Evidence

1. Clinical , 3. Literature
Evaluation Report ~ 2- Full text copies of Search Protocol
clinical data ,
(CER) *appratsal plan
4. Literature 5. Curriculum Vitae 6. Declaration of

Interest [evaluator

Search Report (CV) of evaluator (s) (5)]
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- Executive Summary
- Essential Principle
- Device Description
- Summary of Design Verification and
Validation Documents

- Device Labelling

» - Risk Management

- Manufacturer Information

L@NE15L95 N9 (Administrative.document)
- Declaration of Conformity

- Letter of Authorization
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CSDT nﬂ§5ﬂﬂﬂiﬂ0ﬂuL?iﬂﬁ (Risk management)
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E About u Taking part Store

ICS n 11.040 11.040.01

1ISO 14971:2019

Medical devices — Application of risk management
to medical devices

Abstract == Buy this standard

This do:

Format Language

. Ufudienu I1SO 14971

Medical devices — Application of Risk
Management to Medical Devices

1ISO 14971:2019(en) Medical devices —

:= Table of contents

Foreword

Introduction

1 Scope

2 Normative references

3 Terms and definitions

4 General requirements for risk management system
4.1 Risk management process
4.2 Management responsibilities
4.3 Competence of personnel
4.4 Risk management plan
4.5 Risk management file

5 Risk analysis
5.1 Risk analysis process
5.2 Intended use and reasonably foreseeable misuse
5.3 Identification of characteristics related to safety
5.4 ldentification of hazards and hazardous situations
5.5 Risk estimation

6 Risk evaluation
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ISO 14971 : 2019 Table of Contents

Foreword 7. Risk Control
Introduction 8. Evaluation of Overall Risidual Risk
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6. Risk Evaluation
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* Failure Mode Effects Analysis (FMEA)

* Failure Mode, Effects and Criticality Analysis (FMECA)
* Fault Tree Analysis (FTA)

* Hazard Analysis and Critical Control Points (HACCP)

* Hazard Operability Analysis (HAZOP)

* Preliminary Hazard Analysis (PHA)
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Evaluation of Overall Risidual Risk
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Risk Management Review
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Production and Post — Production Activities
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Risk Management Plan

Hazards , Hazardous situations , harm
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