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ws:swUnucdaiasSavijouwng w.f. 2551 Sounluwulaulasws:sisUtdadGitasavijouwng (avuin 2) w.A. 2562
LASDVUDUWNE KUIYADIUIN
(1) tnovilo 1A%DVIS th3pona Dmnntzﬁatuﬂutusmmauuua uwwntvmsaa?unaudnumms WAONTUN BoWAlDS

hsaacmautonwwamhsatmua\)wamnmnuohuwtaww anhsutvaan\)huaaamtooamaldu Tuo1o:tslagawo 8
saununsaZuUs nounudvaula

(n) STopdy Uovnu adacmu uhda ussin KSosSnulsA

(u) 30ody Ao UJa usstm h§as“nu1n:|su1015u

(A) asovdou naunu Aty daudav wgo A1 KSDRUAIUNIEYSINIAKSDNS:UDUNISNIVASS:UDVS10MY
(v) Us:AUUS:ADOKSDEIUBIQ

(©) AUNILTQKSDBIUNISIDSTYWUS

(Q) vaamaahsavaauowanmunwwamwnsawms

(v) Zhuauamnmsmsaaa\)a\msaamnsmma (Wo3anUs:aoAnMvuMsuwngndons3aode

(6) rmarekréoundodnsuinoviiouwne

(2) qUnsnhaEuahh§u2z3§3uﬁu1n§a\)ﬁauwnému (1)

(3) irSoviip LASDYIE tASDVNa WAONTUA KSDIANdUNSTUUASUS:NIAMKUaILUuLASDYTDUWNE

ol wadugnsmuadwjvkngydvaviAnadvmu (1) Suiiadulusivmeuyudnsodaddoviuiiaoin
AS:UDUMSMVLNEUINEN ShennidAunu KSaugnsenunuarcuthinawavoviutdusan
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irdovilouwnsg In Vitro Diagnostic (IVD) e ..

KU1EADIUIN L1ASDVD 1ASDVlS msa\)na :)cmnIuZaLmIUIusmmauuué UeRIEASID
uhovUNUANS WAONTUA BDWALDS hsaamnautonuuamnsatmuauuaanm u: KUIYLaWN:
(Intended use and Indication) Tu>1o: 1BlagaWo WBSOunuKEaldUs:nouUNUELSUTQ tWDTK
JDIyaDINNISASIDFVEVASIDDINSIVNE lwa:)chs dVANIONISULWNEIKSDNISITDAY UazsOUNY

aUnsmtasu (Accessory) anhsuhss:)unumsa\)uauwnam\)mu
nod Naauqnsmun:nuuonuwumnouu!uswnwuuuunsaan:na\ﬂumomn
Ns:UdUMSMVINAB3INEN SnennidAunu KnSougnssvnuacytiinawavviullusan




gouvlsnsadanuUs:avAmsty (Intended use or Indication)

Us1ngna:>utnuaowacmtun ?

wnaismiulAsoviiouwng
(User manual / Operation manual /
Instruction for use / Package insert)

aan (Label)

@ WIZ BIOTECH

Diagnost K for Anti-sullerian hormone
(Fluorescence [mmunochroantographic Assay)

Awarding ISO9001 and 15013485 Certification

Y
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KNnwudonuanuoiduuaain
ua_o\):h...
naasicundidnaismnu




ADDEHIY NMSUIQVTDIMVYNISAIULAUDUVIS vuaainuaznaisnnu

aan (Label)

Y

yuwell N
Electronic Blood Pressure Monitor

Model:YE650D Measuring range:0~300mmHg
Powersupply:DC6V,3.6W Working system:Continuous operation

HIES

JIANGSU YUYUE MEDICAL EQUIPMENT & SUPPLY CO.,, LTD.
YunYang Industrial Park, DanYang, Jiangsu Province, PR. China

lnaisnnu (IFU)

R

YE650A/650D/660B/670A/670D
Electronic Blood Pressure Monitor

YUy MEN’
YunYa of k.DanY; langsu Provinc R.China
Shang ernational Holding 2
EC| Rep|Sherarelintsman c € User's manual
Eiffestra Be 80,20537
Hamburg GERMANY O 1 2 3

Y
730167-0a & Please read the user's manual closely!
Th ss

d f issuance: 2015/11/25

Application scope and attention items .

Range of application

The monitor is used for measuring blood pressure of human
body (adult older than 12, not suitable for new born baby)!

Attention items

ACaution: Pay attention to the following points when
measuring or it may cause the incorrect results.

@ Ssit still for 5 minutes before measuring to ensure quiet and
stable mode.




Access HBs Ag

Reagent Kit Labels Access HBs Ag and HBs Ag Confirmatory @
. ITER C €oaso
ACCESS HBs Ag %/7 | €7 Access HBs Ag COU
/
C€.. Y 2x50 '{ A24291 - ﬁ‘g:ngﬁﬁgassa Systems
INFORMATION FOR USA ONLY | y y A H B A
R ly. 2 rea ks R1, for the 1l de! f HB: h d pl: thy
B e e R Syt pempet i S || | ccess HBs Ag
and coupled to biotinylated monocional (mouse) HBs Ag specific antibodies in a TRIS buffer mL (R1a), - g - -
ek b G Ao A1 ok e i et e Instructions For Use Hepatitis B virus surface Antigen
SRS e ety l ‘ © 2020 Beckman Coulter, Inc. All rights reserved
T ; A24291
323 mL Ric YOO XX |
cimesaa LA ooooooo

techdocs beckmancoulter com

<29
< T ACCESS HBs A,
ACCESS HBs Ag CONFIRMATORY & | £ agcess we:a
Ce - Qrvamoo o
0450 V 2x%0 zc 4’ 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 FOR PROFESSIONAL USE ONLY
Immunoassay Systems. Reactive Ingredients: Dynabeads®* paramagnetic particies 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

hasprate batr it sutocint BSA 323 . (R1d o D w ‘ ANNUAL REVIEW
9.0t DynsiA's, Oso, Norway | | BARCODE 2
[CONTENTS] 333mL Ria - -
28 | Reviewed by Date Reviewed by Date
m T ¢ o (-
323mL R1d cirssaAd . L&) oo

techdocs beckmancoulter.com

PRINCIPLE
r-----------------------------------
| INTENDED USE :

i The Access HBs Ag assay is a paramagnetic particle, chemiluminescent immunoassay 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.”

O 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 [Iecommended by health agencies so that the newborns from HBV carrier mothers may obtain prophylactic
treatment. ™



2. msvaus:=nn/s:QuiAsSavijouwng
acwwnaudev (Risk classification)
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JszinntuaiAaoy

IVD Non -IVD (Product licenses)

ANWIEsVFV
(High risk)

31u15'iamls:mm‘1= 1

IVD (In Vitro Dlagnost|c) KUNEADIW3T UheN (reagent) 3aasdD (reagent product) ddaoutigu (calibration) aisnouAu
(control material) lnsa\)uahsaaUnsru (kit, instrument, apparatus or equipment) s:UUNSASID3LASIK (system) KSD
:)cmau?o nlmua\)wacmtunU\muwi-hhsunsaaaoa\msaamnswmuuuuu sounvlakauazadud:usomn

. Non-IVD Ku1gAIWU3 thdoviipuwngnuontkiiooin IVD Us:naudds General medical device (GMD)
Thai FDA

ua: Active medical device (AMD) 10
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1.

2.

w

No v A

o

nvYIvDUNJY (UeNvI)
yaasdo HIV
(Diagnostic)*
yaasoo HIV (Self-
testing)*
noussdlakadnSuuyug*
astautGuinonuv (Filler)*
IAOUULNgUBalAu*
arsrnltiadinsSutdtums
Wiaam (Animal origin)*
vaasdo COVID-19**

gunzsulusyuuu CSDT

@ Thai FDA

tn§aoﬁattwn6n31u159o 2-3

Ussmawunistawizudvus:=tneAilng

Sun 2 qanAu 2566

G NN

o

tASoviouwngmunmwuilua
yaasdo HIV (Monitoring)*
tASDVASIDIQUSUITU
uwoanoogoa**
yaasIvWNURUWAEMIDU
askhiadinsSutdtunmsmwicaiam
(Non-Animal origin)*
thenwantdoadduinsovla
(gl3]v]

arswondwu*
waanounQualtaudauna
Alcohol Pad
noldodnSuFlaunssy
lauddund (Contact Lens)
nvevouly (lWdew)

gun=woutusUuuu CSDT

nsavilouwndganundov 1

| ——

KUELKA * 1aSavilpuwndnmuualidaviiluaunawne (Seller licensing)
** DEStHI1VNUNOUUS:NMIFA

N



wndovilouwnganudsv 4
QueIvDUIIY (J9110)
vaasoo HIV (Diagnostic)*
vaasoo HIV (Self-testing)*
noussylaradinSuuyud*
astautGuiRonuv (Filler)*
IAuULINgUBalAu*
askiiadnsutdlumsmiciam
(Animal origin)*

vaasoo COVID-19 **

ONOUAWNS

©

dun:zwgutusyuuu CSDT dun:zwbgulusyuuu CSDT

tn§aoﬁauwnén:nmz'-§so 2-3 \

tASovisuwngmeauniwuida
yaasdD HIV (Monitoring)*
tASovasdvIausuitullpanoooad **
yaasdIOWNUDUWEMDU
arskniadnsSutdtumswiciam
(Non-Animal origin)*
uhenwonidoaddainsoviaAsu
arswondwu*
waanounqQuataudauwe
Alcohol Pad
nolodkSufiasnssu
lauddund (Contact Lens)
avevouly (Tuidens)

** DESHITVNUNOUUSEMA

KYKAQ * m'é’aoi'iauwnéﬁ’ﬁmuotﬁc‘iaoﬁtuaqtgmuw (Seller licensing)
@ Thai FDA

KEY MESSEGE

duuuu Full CSDT wiiu

Jpuamudomnualu
Js=niAlawi: U Nisudaav
231N wanadouluus:tNF
UIASFIUUVAU

12



nmsdaus:innuasavidauwngnuaduidey : IVD

woauly :
KN larangraninoun IKIBAIULEELNFONIN

oftiiliinalanavoms s
B e a ey

O mfmimmvlﬁhwi’umﬁﬁvﬁ’nmuusni'Nmu‘
dﬂﬂﬂ‘;mum:‘\iw ) Fenguonidesnd sz lundninentd 1.5
c gt (i wouicluidinn i H. Pylod uazinicd

iemlums o TmsAmBd e
P

o . vaaiaSnen Wy mofly Iadu wulnd
o aninaug #niodmued)
aitirbialnsaro =
O arndtodsamzmostnfadovioan iz gty mwam N3IWYsznn
e st i fi e ’
(e WD UG~ Lzl 6

CMV and Herpes Simplex Virus (HSV) Tufthmlgnihuetun:)

O i
@\' (e vsfilvizusandlan visWledilamende (o
4 o 1
4 7 = 4
szl 2 emdninnil 6)
» wespueRugniaxlusysd (W Huntington's Disease,
Cystic Fibrosls)

uin 1w Wisilidleltiamsamuns¥edy
muandemu Liaduaissouvmiimiu
| mesdumuerhimy

- Annandes dotlgn NySnenitilig
offusommsriufogasisFnothoiimis (i carl
markers, cyclosporine, prothrombin time testing)
SnngihelandmdofdunnnwAsSia (@ HOV viral load,
HIV viral load and HIV and HCV geno- and sublyping)
AvIvARNIBN s AMINAUATIsTBIINtuATIA (Wu Spina
Bifida %38 Down Syndrome)

o

O

3

i m-m’(ui;um.

@ Thai FDA 13



msdaus:inniasavijaouwnagcmuamutdsv : Non-IVD

IWUNWIAQURANINARIMSSaUsnninSeniionwnanlilsnsoviomwnd €9
fInsUMsodusaameauensima (non-IVD) qUANLIGEED

21 m‘%mﬁau.wm'iﬁgna"u%"ﬂﬂ W3
(Invasive Medical Devices)

. IWUMWHdaphraninamsoaUssinninSavbonwnanluisIASavonwnE
dinsumsoupaamausns1vms (non-1VD) MuAUIdED

3. wAFauHannNgnHn 189 (Active Medical Devices)

wmannanT 8(2)

wénunas 10{1)
S A e

__ B9 = z

: £ = 4 = = = # ydmnanti 8 wiFwnantn o{1) iagy ARl "

= < o ar S [ s wannui 5 wamnaita 6 wannanta 7 = s TrailnAndunmnsnszan
uems ot lne
1. wsaviisunndilildsnandlulusienie ew o e bl i = L et
N 2 M ‘di oD ) Joadameriomy FouABmodasman foeAEmodaEnT e T i viaaHisdenaRnnmilnuail
( on-invasive €aic evices Tadlili3Enedasnin Tagldomidong Taeloncozdu for mn‘1 " “' b = AmaEAyaEH
| — ?
= = win wia
= i 2 nannwsi 3 e e ..

BT dadumoduviafiussanm il distiiniesiihsnaume 4 v v Snuncosifl 13 | i 14 oy
odudariuRnnisfiiaune o ufig &ty hmgm‘,mm;ﬂgm | wAnnanfi 4 g o i ) (o) idovz o ——— totewdemegnaandnlaudrame N wingRaunvdiadnemea _ mamnnsm 16
watAslilmnauralasnail e A > inad | Fawnssufhindusntatnl it wltaau ernfen vl 2 i n st fl il Aaayi _ndoaflaunndilinang

wim‘lnﬁmmmm = ;;u i s = - il e ﬂ::‘)“nh:“—‘;“::?;ﬁaam ﬁl\]ﬂlﬁ]ﬂmmﬂu\ﬂTnﬁﬁumﬁﬁ et f:’ﬂﬂuu;mq;;:ﬁﬂlm seeanidn wEadiEahed vilangRufridin wisflaaf
ety gtie sthamdngheme [taensusdu | wre et e saaiwiasfiewmd e s g zrsenszaun R
o © il dvanulu ‘“+ UAsInLEn
A s > S HAossivials FopRoL s
O e wou 7 o Weduiialnomssiy
| i = Sl 2 g sileRnrrarts st Teniididy
Taawlu Ci plen s o8l winileTiadbmanainfuan
sonn sowy o ||| © tHRDREIBIIT 5 o dlouszAinisznovia eyl AR wr ur -1-
= X v wie viesauEin ===
o = S ik © tievd v © wdosfowmediid @'
lﬁa’(ﬂnu\r\mlznaﬂﬂ © tadausaiuwdotawm wnmsineszneusy SO . AT 2ot
msfnmnissuntiud Hidnizmi 2 wla mnes mtudus i 4 b ) '
5 oyl @ > vioanesativin o —
2 SRS 3 15 ) il % ) 4 HAMAUTN 10(2)
orjmenudmivians vsmmigenri (centrifuge) Whudlen Win isehusnituoy ® qu:m \RevsorSIER SR HILANF B e i aaliaumndfnaEnmia iizshudartoailounmyd wnistud ey
armundoiyann i . onrsuanfudia — v o At Spenkin - L H— s i it Wi gndl iy
° i 5 o 3 i GUEE T

) WS o D> remmet | el T e sy |t wn

wessaamm Uty /_*7 A © Al Fner wia O b e P v EaARR S & FuAnntaun Gntact skin Aeurrszhudas:Augaduty W

wiofveiummiadeda "linm:g'lu\jmmn] © oiind Fnos vito pubgc e L TR sarrminninuinumdRanE T it

wovinme GGty et N s atusy

B FUdausT o wimandpifistuiny

wlalEinnausaiiiing ST
Somntstuniouivaz

ARNINTONIIALHS
S

wuumAssiiviniu

(secondary intent)

| odousiaiu
wieaflounnd

| iinsasnand] 2

| wloszmitaain

infpailauwndiifindadndnn
fwrhiudebifedun e

<>

wlazghdle Wrmssena
e
Awrfusudduta

<G>
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IVD
Risk Classification
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Uodoinidnadonnudsvuov IVD

AT N UDVALSIASDVJDUWNE

AW ANNUANaNS:NUYD VU YadINLASDVIJDUWNECiDUAAAUAMSAISISUHY
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IVD Risk classification
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AWEYYD

nanunaunn 1 » Jssnnd 4

. msa\)uauwnanU\)huwlwams:)ama\)nmZh
mcﬂsnmomahsasa\)saamsauwaa\)nmlmno
Isndacalulana dduUs:NDuUYDYLADA WAANTUN
uovlana (blood derivatives) wadltoldio néo
2380: IWoUs:lTuADIWIKLI:aulums hldoa dg

lanQ hsamsUanmaaaaa. ADDEIV LU NS
nad@ouLWwoasIoMsaatso HIV, HCV, HBV,
HTLV

HIV HBV

HEPATITIS €

RAPID S(REEN TEST
W’IOIB

HCV HTLV

19



AWLHEY ALEYYD

Krannounn 2 Ussini 4  Usanni 3

Kannounuvaus: mnnmumaaomsaouauwna IVD lwanoaaumuaamUu

2 Us=nn AD AWLFYVUSLNNA 3 (Class3) wa: A WEgvUs:LNNNA 4 (Class 4)
Junu

.+ anutuzupudpuyovKLjldDa Atndovidouwndavisnasiold uas

¢ A W&aINTYUDLUBDUALIDUYDVHIjlADAlUNMISIALADAKSDNYLADA



- - 2 A WEDY
Kanunounin 2 » FOMNSED

MeiiSera .'l
{Monoclona Antibodies) o= _
For Blood§pind & | ‘

- dnSunadourLjlaDa Toes 0 -
s:uUlUlo (ABO system) iR

StUUDISIOY (rhesus system)

s:uulnaa (Kell system) [Kell (K)]

s:uuAaq (Kidd system) [JK1 (Jka), JK2(Jkb)]
s:uuOwWW (Duffy system) [FY1 (Fya), FY2 (Fyb)]

yanaddunijlanas:uulnaa (kell system)

21



naninounn 2 » AxIndvUsanni 3

anhsunoaaunmaaohsauuoua\)luawa WK
uutaiun:nuunnqum\)Unnsmnununuuamaao
douus:nouydvlanalsadlisnlfionsondyd:ainsSu
NMSIAKSD MYLapa KSomsUanig Ade1v 1wu
StUUslWoalo (HLA) , s UUAWW (st uuoWWaum

Human Leukocyte Antigen (HLA) test kit

22



AWEYD

Kannounn 3 Jsstand 3

Zumsmsaamwanatsn?uuﬂuaunao
(cerebrospinal fluid) KSalana zsounmmaao
WiovonNWuBond YoS1AalunIsSIwILasv 15U 13D
nolsAlumKirnavuoau (Neisseria meningitidis)
KSo LonNolsAlgDhUaUDYONLEU (Cryptococcus
neoformans)

STET R
BRLE 3
&5
d
2

= x o't i <
' &
’ &"@‘ w
Fo
oy ; tpcaKt
_s,//f’ [

()
QS/
(_Q- P
: d
\

yanadduLBanalsAldoANaUDVDNLAU

23



AL
Js:unnn 3

Kanncurin 3 (co) »

- luMsasdoMIBonalsABLIIAVITYVED KINWA
NMSAsdDNawWaIa WUDEKSDMSNIUASSADLFNBSQ

KSDWNIS DEIVSULSY LBU BAASIDILASIALWD
SUoagy Cytomegalovirus (CMV),

Chlamydia pneumoniae, Methycillin-Resistant
Staphylococcus aureus (MRSA)

MRSA-Screen =) ‘_;”3}
b CE€ vm [Ti €00 SENEN 0D, LT
rig, u 0 - Sptaad X
e ™ e,
e B j..-:n‘ :“‘-\_.‘A
p— = = : . ) = ‘/.

IIIIIIIIIIIIIIIII

¥ MICROWELL ELISA
Cytomegalovirus IgG
[REF] 12017 96 Test
[L019-D3-022 TS

- 20104 -((EE]

Diagnostic Ak

qnnnaauu";a Cytomegalovirus (CMV)



DIAGNOS'I‘IC AUTOMATION, INC.

Kranncunin 3 (co) » Szllf':fr?‘;

Zumsmsaanonsaoamsunssnnaunaao
LWWoBUvanid: nununumaaonmtmno
Isndadio Wwu NMsnadoudanid: NUAUNUCD
Rubella nSo Toxoplasmosis

yanaadu Rubella

25



A EeL

K 3 .I
Js:nni 3

- tumsa
SODIWDBUDA
ND:UDVl
KINWANSASD SAQQLBDKS
D odn N
Snummthwu:)gga\:\tlﬁ;o = UnmUlaﬂ‘)UTTUamstc)lg:J}I;nu
0IUNISU
Msasoo Ent indunean
e AW
(HSV) tundJ roviruses , CMV and Herpe clooaa
JUouUanmended:, uWUde SLIljo 3 SRS IR

gsanaddu Enterovirus

@ rapid klt

www.stdrapidtestkits.com

RAPID SCREEN TEST

(Whole Blood / Serum /Plasma)

d & Health Care Professional Use
» Detects Herpes Simplex2/ Anti- -HSV-2196
» High Clinical Accuracy >98%
» Reliable & Fast Resultsin <15 minutes
» Tested by Certified Laboratories Worldwide
> ISO 13485 & GMP Certifications
% product from Remedium PteL1d

% ?
A ISOW  Manufacture red by iCare/
JAL Innovation Singapore

For Fiel

mm—

uaQ
sanadadu Herpes simples virus (HSV)

26



Kanneurif 3 (cd) ), ANWIED
Js:nnn 3

- tluNMISNQd@DUNMYWUSNSSUIUDUUE LU
Huntington’s Disease, Cystic Fibrosis

- lumsasovAansaviwaAatdaaNFIUI8aIKSU
NIsUUAQLA:DANISSNUILLUULDIEDY KSDBUD
s=g:UpVISA KSD SUDAVISAUELSY

27



Kanwnounn 3 (cid) » 3:1;‘:.-?‘;

- tlunisas>oaamus:aQuaIaIsKsSodduus:=Nou
m\)z's':)mw KINWANISASODNAWAIQD: A
laa\)v\)mwams moau?asnuwnm?nwu:)aaatu

amumsmmuunannmumavamamoauwau
1wu Cardiac markers, cyclosporine,
prothrombin time testing)

tr$ov3a Prothrombin time (PT)
28



AWEYD

Kanuncunn 3 (co) fodpte 1

wamomu (monitor) MsSnuWUdalsAdia
wanlUuaumswmavam Llsu HCV viral load,
HIV Viral Load

. tluNMsas>oAansovNMD:RaUunaucmidauov
n1sntuAssin wu Down Syndrome




m-'imntuﬁﬁ 4 » A wAsvUs:InNA 3, 2

¥ifalg \ By If- r
BvQ OEIDUCDEJEIU‘_E? (Se .test) | A ES

+ yanadoulnadowuoe (point of care testing) Jsnni 3

NUvKkugdikrsSuasIdunatuldoauass:aunalad i

InSovias:duihmatuidaa

30



audgvusznni 3.2

Kanwnounn 4 »

. yanadouddsauYAKamsnad@ulLlaguvan1o:3naa
nwnsuwngrsSotdunanisnadouliovdu 3vaDvAsID
AamuwamouApLURUAMS U saNAdDUMSAVASSH ¥A
NQd@DUND:DSTYWUS sanadauluddano:

= s

PREGNANCY HCG i =

5 Tests

yanaddUMSAvASSs ganadduduanly

» n:nmé'it_m
Js:=tnnn 2

sanaddutuUdaad:



KanmnNounn 5

. uwmsaamnautonuanum LaWnc mmuaowamnmnu\)huw
EﬁHSUZanUUCIE)UHSE)ﬂS UDUﬂ'\SC]SDDDUDOEJ IT]EJUE)ﬂS']\)fT]EJ
nma:uamaww numsmsaaaauuu lsu E)']H']SlaEJ\)lUE)

. 1ASDYDNIDWDYNAAN ALY KUgIDWI:dIKSUTSUdUQDU
N1SQSODIUDAUMEUDNSIVNY (instrument) U
Centrifuge, Pipette, Automation, Analyser

- MBU:LAUEDEVASOD (specimen receptacles)

ADWLEYD
Jsunnin 1



Kanunourin 5

AMULEL
Js:=:tnnn 1

. l‘é technologies

Attune® [CoEs
Wash Solution &%
Qty.: 250mL

@A 217ecass Poore-06-02 AI*"

‘;: Research Uw o«u Not for

AANC Drocedur
"
wa
om o

muuziivdvdvasoo DIMISLAYVLLD uhendrvufnsen

ADDEV : mmsmaa\)waanhsumsuan/muumva , BOQUNSTULWAE: Ll3UVIWDBUY
sUQUDVLED, uwwamdgnsm (wash solutions) , msa\)uaua muu:ztnudaano:
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AMLLEYY
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RyHome .com T S RyxHome

.
Testosterone Cellac .

iyt o
Test Disease
At-home test reviewed by our physncl Advanced genetic test kit O =
7
Saliva test . : ° : i
o 2%
Marker tested: % Markers tested: % §>
Free Testosterone g O = DQ2, DQ8 , c o %
Iﬁg DQA1*05, *03 185
 T— //) ///)
QOI‘IOHBUE’BS'TIJU testosterone QOI‘IOHDUI{SB H. pylori Celiac Disease test kit
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PUBLIC ENQUIRY - SINGAPORE MEDICAL DEVICE REGISTER (SMDR)

Medical Device - Product Local
| evice | Coregory | Rewstrant | TGOt | tmporter | Wholesaler | ypnupcturer

Advanced Search (Multiple criteria search is always AND condition)

Search Criteria Search Entry Search Mode
Device Proprietary/Brand Name | Starts With w

|

| | | Starts With v

| | | Starts With v

| | | Starts With v
Local Manufacturer : | | | Starts With v

|

|

|

E

Registrant :

Product Owner :

Importer & Wholesaler :

Registration No. :

| | Starts With v "
|| Starts With v Slngapore
|| Starts With v

-Select Medical Device Class-- v Medical

Maodel Name :

Maodel Identifier :

Device Class/IVD Category :

Specialty Category : | -Select Medical Specialty Area—- v |
Biological Material Component : | _Sglect Biological Material Component-- v | D E \ ic E
Product Owner Country : |--59Iect Country-- v|

Professional Use Only : Reg i Ste r

Security Check:

Can't read the word below? Try different words (S M DR)

Please enter the word you see above:

[ ]

I Search |



PUBLIC ENQUIRY - SINGAPORE MEDICAL DEVICE REGISTER (SMDR)

Device Info
--------------------------_—----------

Device Name: Actim Oy Actim® PROM Rapid Diagnostic Test [Actim OY)

Description: The Actim PROM test is a visually interpreted, gualitative immunochromatographic dipstick test for
detection of amniotic fluid in vaginal secretions during pregnancy. Actim PROM detects IGFEP-1,
which is a major protein in amniotic fluid and a marker of the amnictic fluid in a vaginal sample. The
test is intended for professional use to help diagnose the rupture of fetal membranes (ROM) in
pregnant women.

Medical Specialty Area: Obstetrics & Gynascology

Medical Device Class: Class B IVD

Registration Date: 15/01/2016

Rapid Diagnostic Test
- Risk class: B

Change Motification Approval Date: 25/11/2019

() ()
Product Owner - Grouping type: Single
1. Actim Oy [Actim OY] Klovinpellontie 3, 02180 Espoo, FINLAND

Registrant

1. UNISON COLLABORATIVE PTE. LTD. 400 ORCHARD ROAD, ORCHARD TOWERS, #£12-05, SINGAPORE 238875

Models

MNao. Model Name Identifier UDI-DI DM-DI Place of Manufacture
il} ctim PROM 20 JOB3IZETAC [FINLAND

ests/kit
2 ctim PROM 10 ISBESIEI'AC [FINLAND

estg/kit
3 ctim PROM 1 JO830ETAC FINLAMD

est/kit

Close

Note: All device listings on the Singapore Medical Device Register (SMDR) are active. Class A medical devices are not
registered in the SMDR. To retrieve Class A medical devices, please visit Class A Medical Device Database.




PUBLIC ENQUIRY - SINGAPORE MEDICAL DEVICE REGISTER (SMDR)

Device Info

___a B & &8 &8 &8 &8 B &8 &8 & B BN B | | | I I D D D D D DN D DN DD D DD D B B B e

Device Mame: Karex Carex Emﬁumsﬁar&xr I

Description: Carex Condoms wil help to reduce the nsk of transmission of HIV and many other sexually I
transmitted diseases (STD's), if use properly, although no contraceptives can guarantee 100%%
effectiveness. I

Medical Specialty Area: Obstetnics & Gynaecology l

Medical Device Class: Class C medical device

Device Registration oz DEDDoB MR I I I ———
Registration Date: 18/08/2010

Change Motification Approval Date: 10/08/2016 - RiSk CIaSS: C
- Grouping type: Family

Condom

Product Owner

1. Karex Industries Sdn. Bhd. [Karex] PTD 7906 & 7907 Taman Pontian Jaya, Batu 34, Jalan Johor, 82000 Pontian, Johor ...

Registrant

1. Coralatex Marketing 10 UBI CRESCENT, UBI TECHPARK (LOBBY C), #02-48, SINGAPORE 408564

Models

I I I B DD B B B . 1
Ino. Model Name I fidentifier I
1 ICarex ICondoms 12's
2 ICarex 1 ICondoms 144's I
3 ICarex |_[Classic Condoms 3's 1
4 Carex Flavored Strawberry 3's I
I= ICarex Flavored Strawberry 12's I
5 ICarex I IContura Ultra Thin 12's
7 ICarex I IClassic Condoms 12's I
5 ICarex i lContura Ultra Thin 3's I

Close

MNote: All device listings on the Singapore Medical Device Register (SMDR) are active.




PUBLIC ENQUIRY - SINGAPORE MEDICAL DEVICE REGISTER (SMDR)

Device Info

Device Name: Artron Onestep FSH Urine Test [Artron Laboratories Inc.]

Description: Artron One-Step Follicle-stimulating hormone (FSH) Test is a rapid and convenient I
immunochromatographic assay used for the qualitative detection of FSH in urine at or above 25 |
mIU/ml for early diagnosis of menopause. I

Medical Specialty Area: Obstetrics & Gynascology I

Medical Device Class: Class B IVD

-----_---------------------------------‘

Device Registration Mo: DEQS00610

Registration Date: 0&/09/2017

Change Notification Approval Date: Mot Applicable

FSH Urine Test

Product Owner - RiSk class: B

(] (]
1. Artron Laborateries Inc. [Artron Laboratories Inc.] 3938 North Fraser Way, Burnaby, BC, V5] SHIEE Grouplng tYPe' Famlly

Registrant

1. POINT OF CARE PRIVATE LIMITED 41 HUME AVENUE, SYMPHONY HEIGHTS, #09-02, SINGAPORE 598733

Models

r Il I I N e
Model Name

One Step FSH Urine
Test (Strip)

|
1
2 0 [One Step FSH Urine
|
1

Identifier UDI-DI DM-DI Place of Manufacture
01-04-113 ICANADA

No.
1

01-04-130 [CANADA
Test (Midstream)

One Step FSH Urine

3
Test {Cassette)
— == e e .

01-04-122 [CANADA

Close

Note: All device listings on the Singapore Medical Device Register {(SMDR) are active. Class A medical devices are not
registered in the SMDR. To retrieve Class A medical devices, please visit Class A Medical Device Database.




PUBLIC ENQUIRY - SINGAPORE MEDICAL DEVICE REGISTER (SMDR)

Device Info

N I I N D DN D D DD D DD D D D D D D D D D D D D DD D DD D DD D DD B DD B B B B

Device Name: BD Veritor™ System For Rapid Detection of Flu A+B [Becton, Dickinson and Company]

Description: The BD Veritor System for Rapid Detection of Flu A+B is a rapid chromatographic immunoassay for
the direct and qualitative detection of influenza A and B viral nucleoprotein antigens from nasal and
nasopharyngeal swabs of symptomatic patients.

Medical Specialty Area: Microbiclogy

Device Registration Mo: DEDD17532

Registration Date: 07/10/2015

Change Notification Approval Date: 22/07/2016

Device System Info: [System or Procedure Pack], The BD Veritor System for Rapid Detection of Flu &+B is a rapid

chromatographic immunoassay for the direct and qualitative detect
nucleoprotein antigens from nasal and nasopharyngeal swabs of sy

System for Detection Flu

- Risk class: B
Product Owner
- Gr

ouping type: System

1. Becton, Dickinson and Company [Becton, Dickinson and Company] 1 Becton Drive, Franklin Lakes, ;

Registrant

1. BECTON DICKINSON HOLDINGS PTE. LTD. 10 COLLYER QUAY, OCEAN FINANCIAL CENTRE, £10-01, SINGAPORE 049315

Models

MNao. Model Name dentifier UDI-DI DM-DI Place of Manufacturel

BD Veritor™ System B55045 CHINA I
For Rapid Detection I
of Flu A+B

BD Veritor™ Flu A+BR55051 CHIMA
Control Swab Set

BD Veritor™ System R56055 MALAYSTA
Reader

%]
—u & 5N 5§ § |
P e N .

I I N B .
Close

Note: All device listings on the Singapore Medical Device Register (SMDR) are active. Class A medical devices are not
registered in the SMDR. To retrieve Class A medical devices, please visit Class A Medical Device Database.




I Device Name: Abbott Alinity i Anti-HBs [Abbott] -i
| Description: The Alinity i Anti-HBs assay is a chemiluminescent microparticle immunoassay (CMIA) used for I
| the quantitative determination of antibody to hepatitis B surface antigen (anti-HBs) in human
I serum and plasma on the Alinity i analyzer. [
| Medical Specialty Area: Immunology [
Medical Device Class: Class D IVD [
---------------------------------------------‘
Device Registration No: DE0502025
Registration Date: 13/08/2018 HBs assay

Change Notification Approval Date: 13/11/2019 - Risk class: D

- Grouping type: IVD Test Kit

Product Owner

1. Abbott Ireland Diagnostics Division [Abbott] Finisklin Business Park, Sligo, IRELAND

Registrant

1. ABBOTT LABORATORIES (SINGAPORE ) PRIVATE LIMITED 3 FRASER STREET, DUO TOWER, #23-28, SINGAPORE 189352

Models

INo. Model Name Identifier
Alinity i Anti-HBs Reagent Kit 07P8922
Alinity i Anji-HBs Reagent Kit (with auto-dilution) I 07P8952
Alinity i Anjji-HBs Reagent Kit (with auto-dilution) I 07P8957

Alinity i Anji-HBs Calibrators I 07P8901
Alinity i Anji-HBs Controls I 07P8910
Alinity i Anji-HBs Specimen Diluent | 07P8942
l
i |

Alinity i Anji-HBs Assay File 07P89-1A
(07P89-3A

OloN[ounRlwlN=



I Device Name: Abaxis Piccolo Lipid Panel [Abaxis, Inc.]

l
| Description: The Piccolo Lipid Panel reagent disc, used with the Piccolo blood chemistry analyzer or the |
1 Piccolo Xpress Chemistry analyzer, is intended for the in vitro quantitative determination of total |
cholesterol (CHOL), high-density lipoprotein cholesterol (HDL), and triglycerides (TRIG) in |
capillary (fingerstick) lithium heparinized whole blood, venous lithium heparinized whole blood,
lithium heparinized plasma, or serum in a clinical laboratory setting or point-of-care location. [
From these determinations low-density lipoprotein cholesterol (LDL), very low-density 1
lipoprotein cholesterol (VLDL), non-HDL cholesterol, and a total cholesterol/high-density |
lipoprotein cholesterol ratio (TC/H) are calculated by the analyzer. Lipid measurements are used I
in the diagnosis and treatment of lipid and lipoprotein disorders, atherosclerosis, various liver
and renal diseases, diabetes mellitus, and other diseases involving lipid metabolism or various I
endocrine disorders. |
l
l

i Medical Specialty Area: Clinical chemistry
Medical Device Class: Class B IVD
Registration Date: 03/03/2017 Lipid panel
Change Notification Approval Date: 15/06/2020 - RiSk CIaSS: B
Device System Info: [System or Procedure Pack], iii) System or Procedu

- Grouping type: IVD cluster

Product Owner
1. Abaxis, Inc. [Abaxis, Inc.] 3240 Whipple Road, Union City, CA 94587, UNITED STATES
Registrant

1. FORTUNA SCIENTIFIC PRIVATE LTD. 2 KALLANG AVENUE, CT HUB, #05-04, SINGAPORE 339407

Models
NO' ﬁw___________ Identiﬁer
1 | [Piccolo Xpress chemistry analyzer 1 1100-0000E
2 | Abaxis Chemistry Control Level 1 I 1100-9131E
3 I Abaxis Chemistry Control Level 2 | 1100-9132E
| 4 . IPICCOLO Lipid Papel ... ... . 400-0025




IDevice Name: Abbott Alinity c Alkaline Phosphatase [Abbott] |
IDescription: The Abbott Alinity c Alkaline Phosphatase assay is used for the quantitation of alkaline 1
[ phosphatase in human serum or plasma on the Alinity ¢ analyzer. 1
lMedicaI Specialty Area: Clinical chemistry 1
Medical Device ClassL o o m mSESS BV o o o o e o e e o o o
Device Registration No: DEO0501377
Registration Date: 14/03/2018

Change Notification Approval Date: 31/12/2018

Alkaline phosphatase
Product Owner - Risk class: B

1. Abbott GmbH & Co. KG [Abbott] Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY [tk CLe V]I 3T WAV < T=H A/ 0 Mol (V15 1= 4

Registrant

1. ABBOTT LABORATORIES (SINGAPORE ) PRIVATE LIMITED 3 FRASER STREET, DUO TOWER, #23-28, SINGAPORE 189352

Models
No. i Model Name Identifier
1, Miinity c Alkaline Phosphatase Reagent Kit I 08P2020
2y [Aiinity c Alkaline Phosphatase Reagent Kit I 08P2030
3 | linity c Alkaline Phosphatase Assey File_ _ _ _ _ 08P20-1A




Risk classification for IVD
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INTENDED USE

The Cell-Free DMNA Collection Tube is a direct draw whole blood collection
tube intended for collection, stabilization, and transportation of whole blood
specimens, and for the preservation of nucleated cells to enable analysis of

cell-free DMNA.

46



INTENDED USE

The Cell-Free DMNA Collection Tube is a direct draw whole blood collection
tube intended for collection, stabilization, and transportation of whole blood
specimens, and for the preservation of nucleated cells to enable analysis of

cell-free DMNA.

Class1 Rule 5
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[INTENDED USE]

The HBY Combo Rapid Test Cassetie is a rﬂp

qualitative detection of HBsAg, HBsADb, HBeAg,

BeAb and HBcAb in serum or plasma.

id chromatographic immunoassay for the
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[INTENDED USE]

The HBY Combo Rapid Test Cassetie is a rﬂp

qualitative detection of HBsAg, HBsADb, HBeAg,

BeAb and HBcAb in serum or plasma.

id chromatographic immunoassay for the

Class 4

Rule 1
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The Accu-Chek Guide Link
System

The Accu-Chek Guide Link meter with
the Accu-Chek Guide test strips is
intended to quantitatively measure
glucose in fresh capillary whole blood
from the finger, palm, forearm, and
upper arm as an aid in monitoring the
effectiveness of glucose control.

The Accu-Chek Guide Link meter with
the Accu-Chek Guide test strips is
intended for in vitro diagnostic
self-testing by people with diabetes.

The Accu-Chek Guide Link meter with
the Accu-Chek Guide test strips is
intended for in vitro diagnostic
near-patient testing by healthcare
professionals in clinical settings.
Venous, arterial, and neonatal blood
testing is limited to healthcare
professional use.

The Accu-Chek Guide Link blood
glucose monitoring system is intended
to be used to wirelessly transmit
glucose values to a compatible
MiniMed™ Pump with Bluetooth®
wireless technology through the use of
Bluetooth low energy communication.

Suitable for self-testing

The system includes: Accu-Chek
Guide Link meter with batteries,
Accu-Chek Guide test strips*, and
Accu-Chek Guide control solutions™.

*Some items may not be included in the
kit. They are a separate purchase.
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The Accu-Chek Guide Link
System

The Accu-Chek Guide Link meter with
the Accu-Chek Guide test strips is
intended to quantitatively measure
glucose in fresh capillary whole blood
from the finger, palm, forearm, and
upper arm as an aid in monitoring the
effectiveness of glucose control.

The Accu-Chek Guide Link meter with
the Accu-Chek Guide test strips is
intended for in vitro diagnostic
self-testing by people with diabetes.

The Accu-Chek Guide Link meter with
the Accu-Chek Guide test strips is
intended for in vitro diagnostic
near-patient testing by healthcare
professionals in clinical settings.
Venous, arterial, and neonatal blood
testing is limited to healthcare
professional use.

The Accu-Chek Guide Link blood
glucose monitoring system is intended
to be used to wirelessly transmit
glucose values to a compatible
MiniMed™ Pump with Bluetooth®
wireless technology through the use of
Bluetooth low energy communication.

Suitable for self-testing

The system includes: Accu-Chek
Guide Link meter with batteries,
Accu-Chek Guide test strips*, and
Accu-Chek Guide control solutions™.

*Some items may not be included in the
kit. They are a separate purchase.

Class 3

Rule 4
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A Fluorescence Immunoassay test for qualitative detection of antibodies to
Treponema Pallidum (TP) in human whole blood, serum or plasma with the
use of Citest™ Fluorescence Immunoassay Analyzer.

For E}'ﬂfessfanaf in vitro dfaﬁnosrjc tse :Jﬂfi.

The Syphilis Test Cassette (Whole Blood/Serum/Plasma) is intended for in
vitro qualitative detection of Treponema Pallidum (TP) antibodies in human

whole blood, serum or plasma to aid in the diagnosis of Syphilis disease.
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A Fluorescence Immunoassay test for qualitative detection of antibodies to
Treponema Pallidum (TP) in human whole blood, serum or plasma with the
use of Citest™ Fluorescence Immunoassay Analyzer.

For Emfessfanaf in vitro dfainosrjc tse ﬂnfi.

The Syphilis Test Cassette (Whole Blood/Serum/Plasma) is intended for in
vitro qualitative detection of Treponema Pallidum (TP) antibodies in human
whole blood, serum or plasma to aid in the diagnosis of Syphilis disease.

Class 3 Rule 3




Intended use

To provide a gentle and vigorous votexing for test tubes or flask in vitro diagnostic
specimens for qualitative or quantitative test procedures in fields of bioscience
laboratories, such as microbiology, biochemical etc.

Refer to your local clinic laboratory method specified by reagent manufacturers or
established by medical technology for products applications.
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Intended use

To provide a gentle and vigorous votexing for test tubes or flask in vitro diagnostic
specimens for qualitative or quantitative test procedures in fields of bioscience
laboratories, such as microbiology, biochemical etc.

Refer to your local clinic laboratory method specified by reagent manufacturers or
established by medical technology for products applications.

Class1 Rule 5
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DG GEL ABO/Rh (2D) (RT)
Blood Grouping Reagent

Instructions for Use. For in vitro diagnostic use.

INTENDED USE

The DG Gel ABO/Rh (2D) (RT) card is used for determining the antigens of the ABO and Rh (D) system
and the reverse ABO group, in gel technigque.
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DG GEL ABO/Rh (2D) (RT)
Blood Grouping Reagent

Instructions for Use. For in vitro diagnostic use.

INTENDED USE

The DG Gel ABO/Rh (2D) (RT) card is used for determining the antigens of the ABO and Rh (D) system
and the reverse ABO group, in gel technigue.

Class 4 Rule 2
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One step hCG Pregnancy test
Check Sure Strip 1 Test

A rapid one step test for the qualitative detection of human chorionic
gonadotropin (hCG) in urine.

For home use and professional in vitro diagnostic use only.

INTENDED USE
One 5Step hCG  Pregnancy Test 1s a rapid chromatrographic
Immunoassay for the qualitative detection of human chorlonic

gonadotropin (hCG) in urine to aid in the early detection of pregnancy.
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One step hCG Pregnancy test
Check Sure Strip 1 Test

A rapid one step test for the qualitative detection of human chorionic
gonadotropin (hCG) in urine.

For home use and professional in vitro diagnostic use only.

INTENDED USE
One 5Step hCG  Pregnancy Test 1s a rapid chromatrographic
Immunoassay for the qualitative detection of human chorlonic

gonadotropin (hCG) in urine to aid in the early detection of pregnancy.

Class 2 Rule 4

59



Intended Use

FOR /N VWITRODIAGNOSTIC USE
Qualitative test for the recognition of the M {(MNS1) and/or N (MNS2) antigens on human red blood cells.

Summary and Explanation of the Test

Testing with Anti-M (Anti-MNS 1) and Anti-N (Anti-MNS2) is used to determine whether red blood cells possess or lack M
and/or N blood group antigens.

Principles of the Procedure

The procedure used with these reagents is based on the principle of agglutination. Normal human red cells, possessing
antigens, will agglutinate in the presence of antibody directed toward the specific antigen.
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Intended Use

FOR /N VWITRODIAGNOSTIC USE
Qualitative test for the recognition of the M {(MNS1) and/or N (MNS2) antigens on human red blood cells.

Summary and Explanation of the Test

Testing with Anti-M (Anti-MNS 1) and Anti-N (Anti-MNS2) is used to determine whether red blood cells possess or lack M
and/or N blood group antigens.

Principles of the Procedure

The procedure used with these reagents is based on the principle of agglutination. Normal human red cells, possessing
antigens, will agglutinate in the presence of antibody directed toward the specific antigen.

Class 3 Rule 2

61



5. AP IVYMSYas:auaAIULdgvIASDVYUDUWNS IVD




Y, = ~ ~
Hnaninaunn 1 ﬂﬁglﬂﬂﬂjn\llﬁﬂﬂﬂ 4

@ Thai FDA




Y, &~ ~ ~
Haninaunn 1 ﬂﬁglﬂﬂﬂ’lﬁllﬂﬁﬂﬂcﬂ 4

Q d. []

dl P=| (d' ] dl' ta' ai o VU A a\ 1 P=| 1 (%] A' YV A a\ 1 P |
Lmaaamu,wvnﬂm\gam\l'\mwamnmaa‘nmiﬁmﬂfmmﬂmaﬁia‘saasaslm‘madwaaawm‘l‘nLﬂﬂfiﬂmﬂmaslmaaﬂ
¢ A&

1 ) a o 6 ) . . A ) Qv
danlIznouvadtion HAAN MY VDILADA (blood derivatives) Lsaatibatliia ®IaaIa9y
WadsstinaNNIzaEN1WN13 WHtRan a1gtdan waani1sdanaigalaas

Q

A A20879 1B NIINAFILNIIAALTD LI5H UUANLSY 15031 Aot
Intended use LD

- HIV, HCV, HBV, HDV, HTLV

- Screening Blood Product for - Malaria (Plasmodium spp.) uazlsadndelasgadunnzdug

transplantaion/transfusion - Cytomegalovirus (CMV)

- Trypanosoma cruzi (Chagas disease)
- Epstein Barr virus (EBV)

- Toxoplasma gondii

- Treponema pallidum (Syphilis)

; vﬁakﬂﬁumuﬁammm@ﬁmu@lﬁmaaum:ummeﬁ;ju%ﬁnﬂiaﬁm
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Lﬂiﬁ]\‘i&laLL‘W‘YIEI‘V]&(!G‘W&I’]EIL‘WE]Gﬁ’)%‘ﬁ’lﬁd‘ﬂ‘ﬂ’ﬂ‘ﬁLﬂﬂtﬁﬂ@]ﬂ@laﬁiaiaﬁiaElﬂ’ﬁﬁ&lNﬁﬁx‘]ﬂ‘ﬂ’ﬂﬁlﬂﬂfﬁﬂ@]ﬂ@]a
=

] a\ H [~ [V} ] r=% [V ] : { ]
BIND IHRLNAFTN1IZNITWAPANANNADTIG SNE LAWY 19ANRNAMNLF LI IHAITUNINITZR &

Intended use L@ ABEY LW NINAFDULNDATIINITAALDD
- Screening/Confirmatory Diagnosis - HIV, HCV, HBV, HDV, HTLV
>> WARINLI RN @AAY (monitor) mﬁ'ﬂmqjﬂwiiﬂa@ - Haemorrhagic fever viruses (134 Ebola, Marburg, Lassa,

waniduauaada®ia Viral load/ Treatment/Monitoring Crimean-Congo Haemorrhagic fever)

3zanidu Class 3 Rule 3 P )
- lsndu 9 1 WHO dszmeaidulsaszunaiuus

(Pandemic)
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dl' P | 6 o (-9 41' (= | p=-) a (W) dd' A U1 (W) a' (W)
msaaadau,wnﬂmmuﬂﬂaamwamwgLaaﬂmwamnmma%ﬂmwﬂ% IND AR
nsad Lﬁﬂ%ﬁ%ﬁﬂ‘lﬂ%aL‘ﬁaﬁ%g%?jﬁﬂ?ladﬁailaaﬂ

Intended use LNaAIIININALADA NaANINEMTUNATIUNINDA

- s=uuiadle (ABO system) L% A1,A2,B,0 cells

. . . . 1 A
- screening, dlagnOStIC’ Conflrmatory %%J]Laﬂ@@ﬂll - STUVBNSLAT (rhesus system) L% #181%1 WeakD %38 Partial D

= 1 % =
IENUT I - ZULLARR (Kell system) [Kel1 (K)(talwn))]
- S2UUAAG (Kidd system) [JK1 (Jka), JK2(Jkb)]
- 3UUGWR (Duffy system) [FY1 (Fya), FY2 (Fyb)]

32394 Control red blood cell (O-cell) fFRILNaFOU Antigen ﬂlad%yj
Lﬁ@@]L%ﬁ’]ﬁﬁ’Jﬂ LLﬂ:Lﬂ%QG%Lﬂi’]zﬁLLﬂz Software ﬁﬁ’]ll’]iﬂLLﬂﬂNﬂﬂﬂql;
RaaLnant
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daudsenauvesfanwadiilaiaviveaigtsdmiunsivivise digiden visensugneney

Intended use ki@ ABENNITNAADUAIL
- screening, diagnostic, confirmatory nijidendu « 71kl sub type - 1819 5I9MnYden Anti-k (1ALAN), Anti-Lea, Anti-Leb
57915k Class 4 ¥

- 1181 Anti-H d@mSuns3an O-Bombay, O-parabombay
- Lﬁamiﬂaﬂdwaﬁfaaz Transplantation ¥ a v o v v .
v ( P ) - U NATUAIILINAULADY 9 LU AHG HLA

- ey Software @msuvin HLA typing 16U HLA-A, -B, -C, -DRB1, -
DQB1, DPB1 uagdu 9 Lilen1suandieeiels

- UUIMAABUDU ¢ LT 1UN8MAdOU Enhancing enzyme
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1
w

AI o a\ a\ ] (W] Q 6 ] (W] A' { o a\
T N1560131 W FINTN IR L NALSANA A NS NATH NSRRI DT0950 NI STNRNAFINNN IRLNA
1SAGaaaNISINATHNHS.

Intended use Na@aI1IRBanalsa AIBINNINATDULNAWILD

- Neisseria gonorrhoeae

: : : : g
- screening, diagnostic, confirmatory analsaanu  Chlamydia trachomatis

(% 1 % = |
AL NATWVINND - Ureaplasma urealyticum

***é’aa”laiﬁi’mqﬂs:aa&ﬁa Screening Blood Product | - Treponema pallidum (Syphilis)

for transplantaion/transfusion*** - Haemophilus ducreyi
- Trihcomonas Vaginalis
- herpes simplex type Il (HSV)

- Human papilloma virus (HPV)

- LAzl IARAA NN AT NN WD
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U

A & v @ . . e e £ o A = (= A Aa
Twn1sasrandanalsa i ludwnas (cerebrospinal fluid) #3al8aa TINAINLFYY a1 nLiwitona
2AINNA LBNITLNIZLR S

Intended use Lilans1an L Banalsa ARENNITNAFDULNDNLYD

- Neisseria meningitidis

- screening, diagnostic, confirmatory L%aﬂ'aiiﬂ
- Cryptococcus neoformans

mm"”aaahm”mmwﬁa .
- Aspergillus spp.

- Mycobacterium spp. (TB)
- Haemophilus influenzae

- Streptococcus pneumoniae

- Listeria monocytogenes
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t:ly 1 d'z = dl a U = | 6 s aA A A
sl%msmmmwanafsﬂma\lmwmmga RINRANIINTIDRANAIN WLIYWIONITN IBAIIAILFYTIAUIONNS
DE19THILIIIINDINITATIVAANIDIFAINAITANOWARDALNOBUIFN1IZANANNBADHINTN AL NALIAGAGD

Intended use WWBASIANLBNBDLSA AIBDYNNIINATIULNDNINLYD

- screening, diagnostic, confirmatory Fonelsamusnegamurnie | Cytomegalovirus (CMV)

- Cryptococcus neoformans

- Chlamydia pneumoniae

- Methycillin-Resistant Staphylococcus aureus (MRSA)
- Toxoplasma gondii

- Rubella virus

- Measles

- Parvovirus

- Zika
@ Thai FDA
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U132 WFUENIE VI L5ARALYBNIDEN1ILNUANNY MINHANITATIIRANAIA AziiANEEIlUEN1S Anduls
SnwmvinligUasagludarunisainludsanaiusayin

A29819N15NAFDULNDULYD

Intended use LNBNTIANNTBND]LIA |
- Cytomegalovirus (CMV)

- Epstein-Barr Virus (EBV)

- screening, diagnostic, confirmatory Wenolsa
- Enteroviruses

'y} 1 v A
AIUAIDYWNATUVITHD - Herpes simplex virus (HSV)
- Dengue

- Chikungunya

- West Nile virus

- Hepatitis A virus (HAV)

- Salmonella typhi

@ Thai FDA




Y, &~ ~ ~
HaninUNn 3 ﬂﬁglﬂﬂﬂ’ﬂlﬂﬁﬂﬂcﬂ 3

sl%msmmﬁ'ﬂﬂsaaLﬁaﬁ'ﬂLﬁané’ﬂwﬁm%'umsﬁ']ﬁ'ﬂI,Laz%ﬁ'mms%'nwnmmmzm B30Tz VDIlIA KD
aa [V} (~1 -V
AR elIANZLSI UASNITNAFIUNISNENITN 1N ie]

Intended use A1DEY1INISNAEIU

e . - - Huntington’s Disease
- screening, diagnostic AMUAIDLNATUVINND

- Cystic Fibrosis
- FISH probe 7l Intended use Lian153%aa815ANgLSS

- Immunohistochemistry (IHC) 7l Intended use 1ionI3
IadelsAuzLSa
- Cancer marker 714 ¢ U PSA, CA 125, CEA, AFP 1Junu

@ Thai FDA 75




Y, &~ ~ ~
HaninUNn 3 ﬂﬁglﬂﬂﬂ’lﬁllﬂﬁﬂﬂcﬂ 3

TN 1561529 A AN IZALLNEITHIDEIRUIENDUNITININ WINHANITATIVRANAIAVLH AN NLF LTI Lldns
o A V) g; o [ VK- VN 1 d:; [~ -V 1 aAa 1 o o
ANAWIISABINT LKL gadlwan1wnIsTantdwAaaNATNAaZIM D L1IRLNR

M08 NINAFIY
Intended use _
Cardiac markers

- Troponin-T, Troponin-|

- CK-MB

- NT-proBNP

- High-Sensitivity C-Reactive Protein (hs-CRPX)
Coagulation test

- Prothrombin time (PT)

- Activated partial Thromboplastin Time (APTT)
- Thrombin time (TT)

- Venous Cloting Time (VCT)
- Blood clotting disorder u D-dimer

- screening, diagnostic, confirmatory eMuAI0E1IAY
SRRt
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TN 1561529RAETNIZAVENEIIHIDEINUIZNOUNITININ WINHANITATIVRANAIAILH AN LHBITI Ll d NS

(=%

a @ A o LYKV ' ea @ o 1 aAa ' @ @ 1
aawlasnN nthgagdlnaaiwnisainidwasanaiucdasinateauna (M)

MINAFBIUITLAVLIAN ) lNILUFLR DA

- Narrow therapeutic index drug L% Phenobarbital
- High Alert Drug
- Targeted Drug

- Allergy L% Immunoglobulin E
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Tun1961529AANTINEHRAUNALANILLAYRINISN LUASSA

Intended use Mg NIINAFdU

- Thalassemia

- screening, diagnostic, confirmatory @y@38813y | Hemophilia

o A
AL - Down Syndrome

- Polycystic Kidney Disease
- Sickle Cell disease

- Cystic fibrosis

- Huntington's disease
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{ 6 o o . LY 1
LA3BINBUNNaINIUNILTIIBAILAKLEY (Self-testing) BIazanadaulnanadilie (POCT)
Nuvuanan1EIngaNINIsUnNng

Intended use M9819N1INAFIU

o . . . el |- 1A3897IATTALINANA bLRa (glucometer)
- screening, diagnostic, confirmatory ‘ﬂm@qﬂizmﬂmi D

A v o : : :
JWUUY Home use, Self-test #38 Prescription use f1% - 1AY83NIIIAITAL International Normalised Ratio (INR)

%] 1 Y] A di o 23 A
GADUNOTUDINND - Lﬂiﬂﬂ@li’)ﬁ]izﬂﬂuﬂﬁl%ma@ (blood gas)

- 1AT2INTIIATZAVLN warfarin
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'y = M o A ¢ A & & v 4 v
Ygﬂﬂﬂﬁaﬂﬂ?ﬂﬂﬂlaﬁﬂNﬂﬂ']iﬂﬂﬁﬂﬂl&llﬂ?ﬁﬂﬂﬁﬂ']qg'ﬁﬂ@]‘V]']\‘]ﬂ']illwcnﬂﬁi@tﬂ%ﬂﬂﬂ']iﬂﬂﬁaﬂlﬂaﬁﬂ% DIRNDY

A3IVAAMANANIIABILUHIANTT 15 ZANATOLNIIAIATIN FANAFDLAIZIRIYPNWKS Fanadau ludasaaz

Intended use M9819N1INAFIU

< &
- screening, diagnostic, confirmatory ANAIBENIABYINND i @@ﬂ@aaumimmin (Pregnancy test)
- @@ﬂ@aaumazm%@wﬁf (Fertility test)
- ranasauludaandz (Urine strip)

- ganazoy luiuluidaa (Lipid profile)
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L]
=

H -V H =\ (V] 6 1 o [V q? a A [V
mmmmmnaﬂmﬁ msrmzmmzﬁm”'maawamnmmqmmﬂa'msu‘l%‘lum%ma%%?amzm%mimqmuaw

AYWONINNIYNLAYIVDILBNIZAUNIIANITIDHD LTI

Intended use

- dia9 liiinsszydiie screening, diagnostic,

confirmatory

- INANTLASYNGNDENY NOUIZFIINATIZH

Thai FDA

AN AN T
- m‘ﬁ”lil,aal{iL‘Iia LT blood agar, MacConkey N0
biochem T TEWIULENLTE

- e Diluent w58 Cleanser 71 Wilévind §seniudnating
R GHEEN

- fdandne g nldlsldldnannis FISH nIaldwannns
Immunohistochem 1% Gram stain, AFB, Modification
AFB
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{ 4 a\ (> 6 1 [ (-7 qu a A Q 1
tﬂ%aﬁﬁa‘ﬁtg’]ﬂaﬁNa(ﬂﬂmb‘n&lﬂ%&l’lﬁlLQ‘IN’]$ﬁ’]‘l¢‘iiﬂ1°lﬂ%°}.l%(§lﬂ%ﬂ’ﬁ@li')‘i]’)%i]ﬁﬂﬂ’] ganNINang

(instrument)

(% 1 a\ (% 6
Intended use A HUNIINAANTRN
v 9o “ ¥ e A - Centrifuge, Pipette
= 5314’)’]@]6]01"1iﬂﬁﬂﬂﬂuu’m’] RUNEAITNIT QAILQIIBID N - Clinical chemistry analyser

Laﬁl’lvl,ljﬁ']lﬂiﬂ LLﬂﬂNﬂLLﬂ$ﬂﬂﬂNﬂvL@T - Enzyme immunoassay ana|yser
A a o : L A & - PCR thermocycler

- LWaNIILAIBUAIBEN NDWISRIILAINCH

- sequencer for NGS applications,.

- LAIRIANABN TN TN TIN

- LAIBIIANITANVDILROA Erythrocyte sedimentation rate (ESR)

- Software NURAN Operate A8 Analyzer

P DAI3IZII LAIDIILATIW LI Hematology, 47% Bloodbank LLRs

1A393LATE ISE 22 laiaaLilw Class 1
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& A .
ABUELNUAIAINIIY (specimen receptacles)

Intended use

C NALALINEIAI2HIIABWNNTILATIER

@ Thai FDA

A EIHANN AT

- Specimen containers LL‘.LI‘]Jﬁfm%avL&iﬁ preservative
el

- Tube SWMSLLAUFIFINTID

- U39 Hemocuture

- Nasopharyngeal swab

- Transport medium o4 Cary-Blair, Amies
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Lﬂ%aaﬁau,wmfﬁ'm%'umﬁﬁaﬁﬂmﬂuans'ﬂamﬂ%aagjuanmﬁa nnszulnnantnostii 1-5

AILIBNIIFIIINY

Intended use
- ﬁ’m‘fuqﬂamﬂimdﬂ’mmﬂﬁ

- §IRI screening, diagnostic, confirmatory ANNAIDENY
auND

@ Thai FDA

M2081NITNATDL
A A & 4 A AN o @ &
- bADIUBELNNULLRSUWIETBDW € ﬂVLQJLmW%ﬂﬂLﬂmeVl 1-5
Chemistry
- Electrolyte 13% Mg, Na, K
- Protein 3% CRP, albumin, total protein, bilirubin
- Lipid profile % Chol, HDL, LDL
- Vitamin

_ §139%9 1% Glucose, ALP, AST, BUN, Creatinine
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A ~ ¢ o > aAa [ 1 =2 1 P=| ~ > & (W 1 d”
Lﬂiﬂd&laI,I,‘W‘YIElﬁ'l%%’ﬂﬂ’]i’l%ﬁ]ﬁﬂlﬂ'\El%aﬂi'l\fiﬂ’]ﬂ%daﬂ%aﬂt%%a mnwszﬂuwamnmmw 1-5 AAUIBNI

&35 (M)

M0819N1INAFDU
Hematology
- CBC, RBC indices
- Cell count/differentiation
Immunology
A A 6 A g/ dl U >
IR auNNgRIatin e lTranng Immunology

- Hormone 1@% GH, LH, FSH, TSH, Thyroid hormone
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A ~ ¢ o > aAa [ 1 =2 1 P=| ~ > & (W 1 d”
Lﬂiﬂd&laI,I,‘W‘YIElﬁ'l%%’ﬂﬂ’]i’l%ﬁ]ﬁﬂlﬂ'\El%aﬂi'l\fiﬂ’]ﬂ%daﬂ%aﬂt%%a mnwszﬂuwamnmmw 1-5 AAUIBNI

&35 (M)

M08 NINAFIY

Microbiology

- Adenovirus

- Rotavirus

- HSV type |

- Influenza virus A (1N WHO dszn1é pandemic 2z3aLdw% Class 3),
B,C

- Human metapneumovirus (hMPV)
- Parainfluenza

- Respiratory syncytial virus (RSV)
- Varicella-zoster virus

- Rhinovirus
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A ~ ¢ o > aAa [ 1 =2 1 P=| ~ > & (W 1 d”
Lﬂiﬂd&laI,I,‘W‘YIElﬁ'l%%’ﬂﬂ’]i’l%ﬁ]ﬁﬂlﬂ'\El%aﬂi'l\fiﬂ’]ﬂ%daﬂ%aﬂt%%a mnwszﬂuwamnmmw 1-5 AAUIBNI

&35 (M)

M08 NIINATDL

- Clostridium spp

- Bordetella pertussis

- Helicobacter pylori

- Susceptibility DISC (bacteria/fungal)
- Histoplasma capsulatum

- Candida albicans

Pathology

- FISH_probe 138 Immunohistochem %ﬁ@lﬁ"‘ﬁ’aﬁa ai
LRSI LINATD

ANIINE
@ Thai FDA 91




Y, &~ ~ ~
HANDUNN 6 ﬂﬁglﬂﬂﬂ’ﬂlﬂﬁﬂﬂcﬂ 2

A ~ ¢ o > aAa [ 1 =2 1 P=| ~ > & (W 1 d”
Lﬂiﬂd&laI,I,‘W‘YIElﬁ'l%%’ﬂﬂ’]i’l%ﬁ]ﬁﬂlﬂ'\El%aﬂi'l\fiﬂ’]ﬂ%daﬂ%aﬂt%%a mnwszﬂuwamnmmw 1-5 AAUIBNI

&35 (M)

M08 NIINATDL
Microscopic Examination
- Urine strip

- 1389l TERNa T lRAIANNE 193N wIaldRe
A1 parameter

¢149 9 1% Urine sedimentation , Sedimentation
count/differentiation
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