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A new enzymatic cycling method for
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Fumihiko Yamaguchi™*, Takashi Etoh®, Mamoru Takahashi®, Hideo Misaki®,
Haruhiko Sakuraba®, Toshihisa Ohshima®
*Plamcva Technology D evelopes cnt. Anshi Kasci Pharma Corporation. &4158 Acahimaschi Nobooka Myarali 8820847,
Mapan Miyarali, K
*Fione Cloarey il oreed Sox Divadon A sshd Kasel Pharma Corporation. 0 Mgeshinscho, Kanda, Chiyodalas. Tolye 100 S481. Japas
“Dacpear el o Buslopioal Science and Tochnolagy, Faculy of Exgiscring. The University of B, 2- 1 by imachs,
Fidsasliivns T708 306, Sapan
Reosivod 30 Fene 3004; roccived in novised o 16 Soptember 2004; soocpted 16 Scpicmber 2004
1. Introduction convenient and higher specific than the others for
assay of ammonia in blood and other body fluids, In
plays an imporant role as an amino particular, the enzymatic method using bovine liver|
Jonor for various materials in organisms and is a final GLDH has been widely utilized for clinical and food|
metabolite produced from proteins and amino acids by analyses [14]. However, the precision and accuracy of]
enterobacteria in human small intestine, High levels of GLDH method are subject to effect by interferences|
jmmonia have strongly toxic effects on the human such as chyle, albumin, and any insoluble materials in
kentral nervous system, and increased plasma ammo- plasma and serum. Thus, an alemative method which
jia concentrations are associated with some metabolic is less susceptible w any influence by interference n|
disorders and comatose states [1-3]. Usually, ecess ied [15]
‘a in tissues of animals is converted t 1 We recently obtained and characterized a stable
iver and excreted. However, when the urea excretion
kystem fails to function properly, is accu-
mulated to toxic levels. Increase of COnCEnN= In addition, we developed an alter-
fration in blood is a typical marker for liver diseases native method for ammonia assay using an enzymatic
fuch as hepatitis and hepatic cimhosis [4.5]. In cveling svstem
pddition, : determination in blood is important _ ~ .
hind indispensable for examination for the checkup in (Fig. 1). 1 was first converted © .
hepatic encephalopathy causing coma, curative effect, and pyrophosphate by + in the
itne i presence of The product,
The ion-exchange method [6,7], dry-film method _ was amplified by an enzyme cvcling svstem
ing diffuse separation [8.59]. indophenol method consisting of coupling reactions of
Fujii- Okuda method) [10,11), and enzymatic meth- a o . md the
s using ghitamate dehydrogenase (GLIDH) [12] and {etermined
~gluiamine synthetase (GS) [13] have been devel- by increase in absorbance at . In this work, we
ad for deermunation of 1 in blood and other describe the analytcal performances of the new
fluids. Of these, the enzymatic methods are more method and its usefulness in clinical analysis.
o AAA I} 1 o] A (1), AlF A w
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o ¥&u : HIVHBVHCVHTLV WA <k

ALZH, I TE, SH-S AHEERd 8¢ A=

1 HWHH

1 = Retoviidae®| YFOICI IS 2ANANE §
HEWE T enveloped Bj0|d|~0|C}
Lo ) B APUHY UM WEAE DO
1R eS| YEL HEAST HVY FMBLY FRUMSE BAR Q= HO2

20|12 WE0| UEILZITEE 28 AlZh] WRCD @AM Uck

d22 F@sch

M M WHEI0] 019%2] HLYEE BACH

|Z’I Hﬂiﬁdr—l_ﬂ !.-.8}2" I'-.‘E-H in'DI iEi LR1Ct

2 AEOIM TASE 20| FAE =2 retrovirusBA| 1930WCHN WAL 0]
Hol#2E 28 CD4-8 YEFH HHC B =2 08~ PEFY FHSE WS =80
wan = OYYEEF XET 2F W9 HEF YHE 5 AT YBASRE 4HE
Ugo|Lh, 2HEVE RS YW YHEE WAL WAHHL S9 YFEKHSU
HAE S FEUeR oM 47E A Bl | SHE U¥E YUY b HY

TIRE XY, HMYHoR YR o9 Af7 B2 WE 2ose R2uUatE dyss g
AT ME Hinuma §0| 1980000 0] WP 373WE YR SN HAY RE &
d2a Je Ao U, o|R 198000 Belo] O §O| HIF AY2E o2 7hx WEE X
o OREOIAM GG 025%2] WUEE RO O UG L9NVAE WEM X222 2
g Wk 1037749 FM BolM 29y @

— WA 1000009T 9T HIEE WA

2 (- Yol =ojs B2 B¢ OpRY BYHO| YO0 XU TEEG UCHE MU=

&0| mHECH MEpd WHIHE WOIUZ| HE HAHE WEE AW s

(2/100,000), =2 0| (3/100,000), S5 (L/100,000)8C §& =T
O FUNAM] o BP0 2% T

W + U= Yo7 GEA
O KEnE ARV 2 4Y Frmc

7 227 ME BVE B0 OlF WA & Uk WWO T QU0 wHSTT2Y o

o lelYA HHES % 910000022 L}
ENt20l Ol ofol b MAUAE VA MEAME SRS O|F (9.6/100.000,
2001W)3 Hjesta ¥ (5/100000) T~ (7/100000). AH@ (2/100000). W REBE
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are selected as a larget gene.

1 asa Cancer Biomarker
the product of _ is a non-coding, . RNA.
is present at low levels in | , and is highly over-expressed in of

evaluated, with a median  -fold up-regulation compared 1o

sufficient number o1 cells for aceurate results. The the ratio of
RNA o RNA (both in copies/fmL), multiplied by 1o obtain a whole number.

is undetectable in normal and malignant tissue from other organs, including

bladder and testis. Thus over-expression is highly specific for . These
findings enabled the development of a noninvasive for predicting
biopsy oulcome. The Assay directly detects from
cells shed imto following
Score: | normalized to evels in

Although 15 highly expressed in cells, it is also expressed at low
levels in benign | N contains a mixture of cancerous and benign

To detect over-cxpression from cancers, levels are
therefore normalized to the quantity of _ recovered in the urine sample. This quantity
is determined by measuring the level of | the sample. In contrast 1o
RMA levels are similar in benign and cancerous cells, levels in the unine

sample are therefore directly related to the number of :lls present. In addition 1o
normalizing the levels, levels are used to confirm the specimen has a

2 | The correlation of cancer with

As described above, levels are median  fold higher in cancer cells vs. benign
cells. In contrast evels are similar in cancerous and benign | cells,

and can be used W normanze for the amount of | cells recovered in the
unne sample. Uhe 15 the rahio o1 {poth n copies/mL),
multiplied by 1o oblaim a whole number.
Data from the pivotal clinical study and other publications show that the quantitative
Score is associated with the likelihood that a subsequent biopsy will detect cancer.
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CO., LTD.
Tel: Faz: E-mail:
Monitoring System
Test Principle
use a timed-endpoint method to measure the
soncentrations in whole Bloca. serum
or plasma, The conceniration of is calculated by the values of
and THU system montors the change in absorbance s
The change in absorbance is directly proporticnal 1o the concentration of the specimen,
< In the reaction hydrolyzas o wndd
The free ts cxidized o angd by
- he reaction or myorogen peroxios win
anc 1o produce a colored
Sy +RCOOH
0 +HEO2
H2O2bindicstsr —— dye + F20
The an the lest device precipitales the and
leawirg in the spocimen, The concentration of this is then determined
enzymancaly, the same as .
Plasmg ~ ——————————— Hepleted Plasma
< — +RCOOH
+02 — & 4 HrO2
202 v indicuter +dye IR0
= 5L o = o] = o [T
o AAA : HYAFY AFEHL B Askel 488 U 2 PHS F
g 53 ARY AR AE
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Michols lnsiitule Duagmostics
This summary of 510(k) safety and effectivencss is being submitied in acoordance with the

nat knawwn

Sk ) Matification
TL0 STk} SUMMARY
1. Name of Subminter, Contact Ferson and Date Summary Prepared:

requiremnents of SMDA 19M and 21 CFR 80792,

S1ME) Numibver:
Nichols Instinne Diagnostics

1311 Calle Batido

San Clemente, CA 92673

Phone; 249-240-5360

Fax: 949-940-7313

Caontact Person: James A, Ryhski, Phal,
Date Prepared: July 16, 2002

Device Name:
Lamplaiacior o SCrological Heagenis

1.
Trade! l‘n;pn'glury Mame:

CommonUizual Mame:
Classification Mame
is @ two-site

Imimunoassay (K971537, Cleared Jume 27, 1997),

amtaing dilured

Fredicate Deviee:

We claim substantin] equivalence to the Orion Diagnostica Pylonsa” ElA-G
Specialty System.

3,

er 2 sl

utilizes chemiluminescence sermdinium csiers as the
s 1 oand 2 ojnto the

4. Deviee Deseription:
The
treatment with hydrogen peroxide and an alkaline solution. The Trgeer 1 solution
weid and T 1

Chemiluminescence
sodlium hydroxide. The system automanically inject

chemilumineseenee assay 1oF use with
EAOCH NS spociany cnomuuminescence system. Acndinium esters emit light upon
rigger sol

confains hydrogen peroxide in dilute

- 43 -
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Michols Instisate Dhagnotics
Michals Advamiage”™ H. polori 150 Antibodics
SI00K) Meaificaron

wells of the cuvette which axidize the acridinium ester. The oxidized product is inan
excited site, The subsequent return 10 ground state resulis in the emission of light,
which is quantified 10 two seconds and s expressed in relative light wnits (RLUJ by
the integraied system lumincmeter,

2 Immiunometric Assay

i 2 twoesite chemiluminescence
immunoassay for the measurement of anti=ff. pedord 1gG in human serom. 11 utilizes
an acridinium-cster-labeled mouse monoclonal anti-human Ipli antbody and a
biotinylated f puford antigen cocktail. The sample containing anti-Ff. pulort 1gG
antibodics is incubated with the biotinylated antigen cocktail and magnetic particles
for 10 minwtes at 37°C. Free, unbound biotinylated antigens and anti-ff, pelen 1gG
antibodies are separated from the complex bound to the magnetic particles by
aspiration of the reaction mixture oamd  subsequent  washing.  Thereafier,
acridinium-labeled anti-hurman 1gG antibodics are added to the reaction mixture and a
socomd 10 minute incubation follows creating the sandwich complex. Froe, unhound
acridinium-labeled anti-human 1gG antibodics are separated from the complex bound
o the magnetic particles by aspiration of the reaction mixtere and subsegquent
washing. The well2 comaining the washed magnetic pamticles are transpomed imo the
sygtem luminometer, which automatically injects Trigger 1 and Trigoer 2. initisting
the chemiluminescence reaction. The light i3 quantitated by the luminometer and
expressed as RLU. The amount of bound-labeled antibody is directly proportional e
the titer of anti-ff mdord 10 anttbodies in the sample.

ALBSMAN

The Michols Advantage Specialty System awtomatically handles sample dilution asx
well as sample and reagent additions, the emperaturc-controlled  incubation,
sepasation‘washing atep, and measurement of the light sutpat. [t caloulates test results
for controls and patient samples from the stored calibration curve, and generates a
printed reporn, which includes patient information

5 Imtended Use:

Immumoassay 15 intended for use with the

the qualitative determination of anti-}, prior 1gU anbibodies I human senam 1o and
0 the diagnosis of nfection by B pylord,

6. Compariven (o predicate device:

PINIEIE S RIS B BRI Y LRI AICTIL A W [ERILCTS 10 COMITSTOE] ansmmnanon

o MArAIt ¢ sFAIEe] AFEEAE @] AAste] A8 A1)
g 5 U A AFe] =9 7 A AlE
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= DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

nd Drag Adrsniratien
1M] Hew Hampshire Ave.

et

! Silver Spring, MD 20991
Cartificats No
CERTIFICATE TO FOREIGN GOVERNMENT
I e B0 nlow the impartation of United States products into foesign countrios. the ULS. Food and Drug
Admiristration (FOWA) cerlifes the folowing infarmation concenming the product(s] 1o be exporied Ested
balow:
Hame of Productis) Mo of ManufacturerDistributor, Addriss
Sen Attached List
{One page)

The produci(s) described above (3nd te manuiacturing/datribution site(s) which producesdistributes. it)
s subject to the jurisdiction of the FOA under the Federal Food, Drug. and Gosmetic Act

It s ot that thiy Bbowve product(s) may be markebed in, and legaly exporied from, tha United
Statea of Amarics o ths tma. The manufacturing plant(s) in which the product(s) is produced is
subject 1o Tho lnst such showed that the plani(s), o that bme,
appeaned 10 be in subslar with gur good ing practice requinemaents for
thett products(s) Ested abave.

This certificate explres 24 moniths.
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribid 2 Swom 1o befons me Bt

o MAAT : Y AFY =9 HE FAF 5 A AR AR
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ITG

Products Cetification Body
INSTITUTE F'DR TESTING AND CERTIFICATION, Inc.
Zin, Czoch Ropublic — www.itczin cx

CERTIFICATE

No.

confirm that the product - in vitro diagnostic medical devies - sccanding 1o the Directive SLTEC
msnulsctuned by company

SOMpies With the appicable essential requirements of the European Parkament 8nd of thir Council
Direcive SATWEC on in vilrd Sagnoate Medcsl J5vicss a3 amended

Ralarmng b3 the imended use, the ITC Products Cartfication Body has conducted with Sucoessiul
resuRs the type-gxamination of the cerified product according o the relevant pafs of the above
mantioned Directive and appropriate harmanzed Eurcpean standards.

The cetailed product descriphion, dOCUMENtS, BESSESMANt procedures and evaluatons of the
mwmmanﬂwm which @ endiosed 1o this

Condiions of this Cortificale use and related information

1. apphes anly Io the showe refevenced models of Tre medcal devices

2 Waoss nod imply that the ITC has penfarmed amy sunveilance or oontrol of e manulacis.

3 The manufsctures is cbdgated fo assure conforndy of alf in wirs disgnoatic medicel devoes of e
respochve model 1o fype sssessed by M mewn of My Conificate.

4 The Coriificale remaing vald (il thi manufaciasng condions, the qually sysiem or redevant lepisfedion
@' changed buf unid e 30™ Movember 2015 at the latest

[} mmdhmsuwm M marsfachienr shad af fo sech medecal
drvicn, of e above referenced models, the CE-miding scoovthng i s srample.

Cce

AT A AF 29 HE HAT 5 Ye AR AR
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. Product Name

. Product Launch Date

.

Regions Where Marketed or Intended to Market
s cumrently authorized 1o market i the
following countries and regions: Europe, Latin America, Canada, Middle East/ Africa,

Asia-Pacific,

This list is not inclusive of all countries in the intended market.

IV, Number of tests sold to date

* has been distributed July 1o June

with the wtal of sales of

-

". Field Actions
+ had no recall (Field Safety Comrective Action, FSCA)

from July 1o June

V1. Number of Adverse Events
No mcidents leading to public health threats ( reportable within 2 days according 1o
Medical Devices Guiddine MEDDEV 2.12/1) and one incident related to death or
serious injury (reportable within 10 days according to Medical Devices Guideline

MEDDEV 2.12'1yhave occurred for the

for the time range from July until June

A AFS el AR wo) A el
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AZY 1 kit
A Z2x
Higmlug Z:"&Z.I ] ?] = 1 MEEE Ozong-01
Osong p2l PCR Kit M= AZIA 2015,7.7
2121718 A FTIE] 7
24 R A =4 E2(uiykit | & %0 | 42
p21 (F) primer 2874 5 5 5
p2l Primer
p21 (R} primer 287y 5 5 5
IC (F) primer S8y 5 5 5
IC Prirer
IC (R) primer 250y 5 5 5
Taqg polymerase | A&EHE 10 10 10
Reaction dNTPs MEEet 10 10 0
misture
Magnesiim | yesme | 10 10 o
chloride
A 37} LS
PRE i3 %
o Attt Y AT TANPE AR YR, PR, 2IS %
UE Axd A5 AZF
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MFDS Medical Device, Co.

Pwduct Composition

Product name : Abumin ELISA kit
Cat. No : HP01234469

Date completed : 07/07/2015

Components Purpose Ingredients Concentration Note
Latex bead
conyugated
Mouse
Man monoclonal 0.3 mg/ml I mlx 1 wvial
anti-human
Reagent albumin 1gG
(done : MTT-5)
Preservation Proclin 300 0.4 mgml 1mlx | vial
X X Bovine Serum :
Reaction aid i 0.1 mg/ml I mlx 1 wvial
Albumin
Reaction aid Distill water 0.2 ml
Man Albumin 0.1 mgml
Contral 1 Preservation Proclin 300 0.4 mg/ml 1 mlx 1 vial
Reaction aid Distill water 0.5 ml
Man Albumin 0.5 mgml
Control 2 Preservation Proclin 300 0.4 mgml I mlx 1 vial
Reaction aid Distill water 0.5 ml
Signatire  parer 2015. 7. 7
QA manager
-3 L 1=} S 1=}
o AMVAI Y AFS FYARE ARE YRD, NFRH, 2P
PE A AE AZE
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Certificate of Analysis

Product Code:
Description: Mouse Anti-Human Troponn |
Geown in 10% Fetal Bovine Serum depleted of Bovine IgG
Lot Number:
Site of Manufacture:
Date of Manufacture:
Aty Purification
Blologlcal Source: Meouse, USA. Hybridoma cell cullurs supernatant
EC 17742002 Approval:
FOS Vendor Col:
d Human Cardac Treponin |
Preservatives:
Thaw Data:
Product Form: t
Filtration: 0.2pm
Storage Conditions: 4°C (range 2 - 8°C)
Test: Mathod _Specificaion: | Results:
Protein Concentration A80 o : ; R
| Punty WAL
Pl Test vs. Reference | lsoshectric Fousing
Isatype 1505trip™
Bervine 14 G Bervina 1G5 ELISA
concentration (Cygnus Technologies,
catalog # F-070) 1
e
o QAT ;Y AF QAR FAREA] N9 L 542 3l

A2 A&

rr
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Manufacturing Process Specification

I
Batch No._
Oligonucleotide Information
Soction A (Oligonucleotide Description)
Oligonuclootide Name:
Purification Halb Numbaer
1 Batch Number:
Oligonucheotido Expiration Date: 2043 08 0|
ltom Number:
i 02751 Li(pmolom)
Oligonucheolide Sequence: 5
Olgwdowde Synthesis Halb Numbsr /
m«a rmu Srinpod.‘ Number of Tubes:__1________
| Volume o |VvowmeShipped: 144 .. .m |
Section s :q-am Control Results) _‘
QC Reference IT &:
Concentration:
Tost Results . —
Purity:

o WA 1 A AT AAR FHR Y (ANADE

A&
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| Micropartcle Concentrate, mixed }—u

| Dilute o ialvoume with microparicediuent |

Mix I

Aliguot

Factory Calibration Test

[

| Fill ito final containers and label |

Store

i

Lot Uniformity Test

Microparticles
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+ Preparation of Anti- o Speciilcations
Antibody
Roating westing of all production lots of purificd anti
a. Cell Culture Harvest and Conceatration antibody i performed as summarized in
Table 1 below,
Cells from an antibody Table 1
I  centrifuged, i th Spedifications for
working cell bank are thawed, coninfuged, and resuspended in grow Parified Antic
medium. A cell count is performed, and a shake flsk is inoculated. A Attribute Test Method Specification
second cell count is performed two days after thaw. The cells are expanded  [Mentiny SDS-PAGE [Oine heavy band in the

Molecular Weight  [One light band in the «

in spinner flasks and monitored for cell number and visbility to the volume [ usospecificity |[Wesiem Blot Isjor band presend at

limor band present al

required k&
Purity SDS-PAGES
Affier expansion, the system and
acell count is
performed and the viability determined. the culture is aseptically filtered and

then concentrated. The purified anti

monoclonal) astibody is stored 31

&

Purification of Anti-’

Antibody

The concentrated anti-

antibody harvestis thawed, mixed, and centrifuged. The supematant &
filtered, The filter &5 Nushed with Phosphate buffered saling, and the flush i
added 1o the superntant and mived. The supematant is loaded cato the
protem A affinity colume, The column is washed then eluted, and the
fractions are collected. Based on the ofeach fraction, the frachons ane
povked and mixed. The pH is mexsured and, if necessary, adjusied. The

of the pool is measured, and the peotein concentration is determined,

G AEY AxsE=() AzGAE Fo Aol dE We(2)S
il

g g e Axd AR AE
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1. PCR Premix)
ATAY ABEHY WESF UYL, <26 - -16TH HEYT
2, =ejo|0f/= 8= 9|~ (Primer, Probe mix)
- 22 AM, 1] n, E, F
EAn M, Gk oMY mEE HETHY, Vortex® BUL & ohE BRIV
A o)
B 24510 328t § Byos A e 5, FHE g 20000 KEeld.
3. Y4 I (Positive control)
4] C=0E DNA 84 DNA) 2 copics/dl & Dl451L,
ISR T 2 B DNA)E Lopies/u @ 8|48 &
Aol AbEWlol chepd AEESE M, ENERE] g ¢t WG|
O L] ygH}, Faog Bl g, YEno| RAUT
4, 8’ OJZ% (Megative control)
&4 TRRYG DNA &4 DNA)E copies/l 2 8|48k,
L B4R L B) A7 em( = sopies/ul @ &|4EF 3
& Alge] AU MM AlsIaE 9, wel ol
W rRER geget FEo | ~5% 5. WEDLN EHT,
5, SR (Warer)
FH4E PO pHITY,
o AArdt ¢ 3| Fa Alge ok H&(2)&

g AFY AxsEFE) AxGAE
ol

- 56 -




i

k

__o._

off 2

.l

Rl
or
o0

n
o
1l

3tal AR R

4%

=z

A3

HhEro @

3

=

=

T8, HM33x=H2

!

[

S
[e]

NEE SAARE

2

AL Sofl 2

ho
™

ol 714 o

Al
=

i)

« A
(i}

3

o

A ro|g717] 57t

1.

aid

)
i

i

=
o

Zé %k

jaze]

A

frvze]

it
ot

- 57 -

k<]
pi

1o},

FodoF

A A

kel
=4



o WA

[(Haud
Y87, W 2 AR (2-30°C) 2T
(2 &
22 RO WA 20| BoigD BAS S50l FH| £
Fo 7O} BHE ALY AEE
(A8 53]
AR BY Fo| BULA
A8 ]
1yg ®e

wAlet So0|F Blgs oA =4 erg;gg: WEHUS
met olss 54 FUCL HAM §I7o 1HE0 gl a7 8|
2% #llg o |_| °=0||iPr?' bt 2| of
OB uhEE Y ELCH

A FUTU S TUAE, A F 7 pIxlel ZYE

2 HMHE M R e
) 7L N2 HY Sk RHES FHE S, NY N
AL, BE Ay A= g oIME SHELICH

afr rin
iy
|
HIr
o

g AF ASEA (AN, AAER, AR
ARAAN (A=) ]S Fo

- 58 -




O AHBEH B AR 1 A=A AHEA

English

Intended use
Immunoassay for the in vitro quantitative determination of

in human serum and plasma.
The electrochemiluminescence immunoassay “ECLIA” is intended for

use on immunoassay analyzers.
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Edition: Page -
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Stability Report

Author

.Approﬂd_l

Name

Position

Signature
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Stability
Repott
i Edition: o Page

1 PURPOSE

This Stability Report is o document the results of the testing to determine the siorage and shipping
stability characteristics for the

2 SCOPE
This study addresses intended storage stability ( ), open vial, inverted stability, transpon
stability | [ and on board reagent stability.

3 REFERENCES

Stability Prolocol { )
4 MATERIALS
4.1 COMPONENTS ON-TEST
Three lots of { ]
have been tested.
Lot ID | Lot Number | Expiration dale
2011-11-30
| 20111201
1 | 2012-08-16

They contain microparticles and conjugate (| 0-

4.2 INSTRUMENTS

= Instrument software:
- Offline testing:
- Assay fila:

Version 1
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5 PROCEDURE

As it Iz indicaled in the protocol, at each umanoln! the calibration was done with Reference
calibrators in triplicate (minirmum and the Ref ware run in
triplicate. hmlnmumo(thmrupllmlauaummwmuJapanw ion,

was calculated and verified that was within specifications.

51 ACCEPTANCE CRITERIA

;I'he mwu ware considersd stable at a given temperature until one of the following criteria was not
I-l

=The contrel materials recovered within target value &
~Tha intra-run %CV for the panels was 5

Acceptance Criteris target
For the On Board stability testing, the ranges for the and were calculated based
on the day 1 results at each test point and are doct in the appropriate chapter,

& RESULTS
6.1 INTENDED STORAGE STABILITY (IS)

A study was conducled to determine the sheif-ife integrity of
when slored at the recommended storage condition of 2 to 8°C.

COMpPonents wene
FIONED AL slorage of Z 10 876 (continuous) until used in testing.

Warsion 1

o A 1 Al Al gk ) gl Akl MY, AlRvhe, Ay H
Axp, Adddtel] tid sy B AEe AT F A= A

A&
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_ . N 77 |issued on nov 29 20103
Biagnosiie
wensilivily |

CLSI Standard BP12-A2

methodology.

4 MATERIAL AND METHOD

4.1 Samples and reagents
- i aystems:
ah lot:
- madia ot explration date
- Frozan samples stored at UK. All the samples included are
patient submitted to the testing laboratory to rule cut suspected
i . The samples were characterized with performed with '

positive samples (1 Jand'  negative samples ( )

4.2 Protocol
Ihis study was performed forf 1ot All samplas wWare tested In singla replicateé and [t & randomized
order over a period of 8 for’ i lesls,
Far the slandard { ) was lested In duplicate every  days and the Jontrels ( and

) ware tested in a eingle raplicate In each run to validate the calibration,
Repeat tasting was performed in the avent of an invalid contral. In this case the complete series must be
re-tested,

Fane 59
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Title : Cut off

4.3 Method

surve establishment
The discriminatory ability of
different cut-off points.

The
caleulated

seay was evaluated by

long with % confidenca

5 RESULTS

Analysie wera performad usinn
performed using he

acgording to the EP12-AZ guideline,

5.1 Analysis

and the

soliwara and

surve analysis in which
tha true posifive rate (sensitivity) was plotled in function of the false positive rate

or

Weara

Y% calculations were

Page &
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5.3  Sensitivity and specificity for

Sensitivity and specificity and their confidence
value. The results are presantad in the takle balow :

Tabla# 3 ; Summary ﬂm«man:;n oblained with a culolf set

were calculated with the determined cut-off

Lots
Cut off

Sensitivity [ %Cl|
Sensitivity [ %Cl]

Performances reached |

~Specificity | %CI]

Spedificity [ WCIT |
Performances reachac YES
‘ f CONCLUSION
The cut-off values of | was based on the and defined at
Tha interpratation of i as follow:
Index of concentration Interpretation
Megative
Positive
R _-I"uuaﬁm
APA T AEAAA A gk Al s A A, AlENe, AW 9 AY
As, ARAT g o4 D AR FAT 5 Ax ARBAAA
A=
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MFDS Molecular Systems, Inc MFDS-A-mSEPTS Detection Kit
Osong, Chungbuk 28166 Clinical performance study protocol

MFDS-A-mSEPS9 Detection kit:
Clinical Performance Study Protocol

Protocol No. MFDS-mSEPS
Version. 0

Principal Investigator Name
Principal Investigator Signature:

Date:

27 Aug 2014, FINAL
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MFDS Molecular Systems, Inc.
Osong, Chungbuk 28166

MFDS-A-mSEPTS Detection Kit
Clinical performance sfudy protocol

am CONTENTS aE
||. Study obiectives 1 |
2. Background 2
P. Clinical study design 5 |
3.1. Material requirement 5
|3.2. Sample requirement 8 |
3.2.1. Rational for sample size 8
3.2.2. Inclusion criteria 9
3.2.3. Exclusion criteria 10
3.2.4. Storage condition 11
3.3. Procedure 12
4. Data collection 15
5. Data analysis 1
6. Statistical Methods 20
7. Acceptance Criteria 21
8. Institution 23
9. Participants 24
10. sor 23
|11. Study period 26
27 Aug 2014, FINAL
3 HE R 54, d3AE THAE F A, A 2 AY E
), BATA Y 55 21T F UE dHARAGA AE
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MFDS Molecular Systems, Inc MFDS-A-mSEPTY Detection Kit
Osong, Chungbuk 28166 Clinical performance study report

MFDS-A-mSEP9 Detection kit:
Clinical Performance Study Report

Principal Investigator Name :
Principal Investigator Signature;

Date:

27 Aug 2015, FINAL
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MFDS Molecular Systems, Inc. MFDS-A-mSEPTY Detection Kit
Osong, Chungbuk 28166 Clinical performance study report

1 il
#B CONTENTS &R

1. S[udy obiectives T —— |

1.1. Overview of study design
1.2, Study criteria
1.3. Sample enrollment

1.4. Institution
ST 0 LT LT T S «

B e de e LT LT s T —— | ||

2.1. Intended use

2.2. Testing device desSCriplion - ceeemmsssereromeesceee 11

. PrOCEUUIE  rrrsrrsrssmemmssssssessssesssmasssssssssssnssssssersssasssssssnsssssss sassassassamsessssssssarasssssnass | 9

2.1. OVEIVIEW OF ProCedUre - oo comamseseroneaseesces | 2
2.2. Sample collection = ————————— ]

2.3. Sample handing and storage
2.4. Testing device MEthod s |
2.5. Reference MEethor s | §
2.6. AcCeplance Crileria s 19
2.7. Statistical analysis - e ()

. Conclusion

= | w;|&

. Appendices S 40

27 Aug 2015, FINAL
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MFDS Malecular Systems, Inc.
Osong, Chungbuk 28166

MFDS-A-mSEPTY Detection Kit
Clinical performance study report

5. Results

Three hundred clinical specimens were tested with three |ots. Results from

this study demgnstrated sufficient correlation to reference method (Table 5).

Correlation between the MFDS-A-mSEP9 Detection Kit and Osong Pro mSEP9

Assay is below.

Table 4. Between the MFDS-A-mSEP9 Detection Kit and Osong Pro mSEP9

Assay
Sample size (n=300) Osong Pro mSEP9 Assay
Positive Negative Total
Positive 280 1 81
MFDS-A-mSEPY Detection Kit
MNegative 1 218 219
Total 81 219 300

Clinical sensitivity and specificity of the MFDS-A-mSEP9 Detection

Kit compared with Osona Pro mSEP9 Assay are below.

Table 5. Clinical sensitivity and specificity

MFDS-A-mSEP9 Detection Kit

Sensitivity 98%
Specificity 99%
27 Aug 2015, FINAL
AEAHA At Al A Ao AE, AdMe, Ay B
AdAds, AFATe] g A W AR, ABAFRIA AE
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HFEH A] [Standard Operating Procedure]
=M
e HEF|E AlESEM
[Tide]
EMHE WEHHE 0
[Document MNa| [Version Ma.]
Al " 3
[Effective on] [Page Nl
1 e
g HIESY ZMaF GEE g
#HAe 0] WAL, ojHE FHA HOl= 9| #EE et
B SYIUANE L2 UCk 53| Tdd FISAHME #O|2t0] AEED
Hen UE o= o H@EME #o) plEst FE2 EOCL SEHY HEs
BE WeH len, g=els HME  wOAM YHEE HoR ENED
U TG Ydss rdY FEYEE ToEed Olgshk= 40
EE0| 8 ZHoIch JYER, 0| & H MO ®HE%= Mol TRsiC
2 HEg2 EOlIEHEMS FET DNA § HyeR
FAs= 4 FERle] PO EMYE ~3adds Eochk ol O] WHAME
HE? 2L AgE % JFEE 2HEe
FEE2E 542z wg
2 BagzH
detection kit
{ HEFIEIHE HEEM (nsert)
3.
- HAE
- BHH|E
4, HAZ121 R 71T
4.1 HAZE Y
- PCR ®H
T ou 77 @ H| a2
2yy
7171
H = Ab
43 HAT |2

10 pe (EE|Hs:

Universal pipatte © 1 m@ (212]#HE:

), 2ne (REABZ: ), 100 @ (M2 A \

- 95 -




HFEH A] [Standard Operating Procedure]

243
= -
o HEF|IE AEUYM
[Title)
EMHE = 0
[Document Mo [Versian Ma.]
Ny T .
[Effective on] [Page No -
54 BHUZY AWy
- gygzoe 1y 2| o|ct.
- SHOEWe HES SHOEFEY copies2| ®]4 et
safof 72HE SEANOE Belsc
- gy B genney ME BHMHEO AESO Ct g
- HdAHoE sS4zl )z 2 o sgits 5=
zuelg AEa
6. THE NP
6.1 Aat AUy
-KT FHES ooz BEw
62 UBY AEwy
- EF7 E 4 KR HOE Dio|Hez Zoldch
U=y &Y 2R3 gay | o
o | g A
Tebo|n el
EELES
=
ER%
6.3 HiE AEyg
631 ZH29 Fu
MBS E MOl 94 UEY, SHHRY, /YN HE BE FNE T

- 96 -




HFEH A [Standard Operating Procedure]
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SUMMARY

Belore release each lot is tested for physical and chemical properties as well as for test parformanca
using vand . The tests are performed on automated instruments according to
approved instrument applications,

* Colour Diluent:

# Colour Reagent 1:
s Colour Reagent 2:
«  Colour Reagent 3:
= pH Diluant:

« pHReagent 1.

« pH Reagent 2:

* pH Reagent 3:

» [Recovery of controls within the stated range

The specifications and results can be viewed in the Quality Control Certificate for every baich,

MATERIALS

General laboratory eguipment:

* bheakers
*  cuvettes
= pipetles

»  distilled walar
« clinical chemistry analyser specific vessels for reagents, calibrators and controls,

Calibration and control matarial:
. Calibrator Sel | lavels) REF:
. Contral Set (| levels) REF:

Instruments for guality control and bateh release lesting:

+  pH-mater,

«  Clinical analysar,
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ME

Appaarance:

M small volume of the reagent is transferred into a cuvette or a small beaker and viewed for colour and
tuirbiclity,

The Diluent should be

Reagent 1 should be

Reagent 2 should be

Reagent 3 should be

BH:

The reagent is transferred into a small beaker and pH is measured,
pH of the Diluent should be within

pH of Reagent 1 should be within

pH of Beagen! 2 should be within

pH of Reagent 3 should be within

Funclional test:

The functional test is carried out on an + The reagents are transferred into
specific instrument boltles and placed on board the analyser, Calibrators and controls are placed on
board the instrument,

Pafient samples, calibrators and controls are fiest diluted on-board:

1 uL Diluent,

The analyser is programmed with the following settings:

|l serum are diluted with L diluted specimen is then used for analysis,

Main wavelength: nm

Sample volume (diluted):  pL
Reagent 1 volume:  pL

Incubation time:  minutes

Reagent 2 volume: " plL

Incubation tima:  minules

Reagent 2 volume:  uL

19 reading

2™ reading:  mirules alter first reading

The test is calibrated using

levels of standards {S=point calibration), Subsequently, 2 levels of

sontrols are measured, The results of the conirols should be within the stated ranges,

AR s AR EAAE ARAA, ARRE, Ay, A #A
FAT = AFEARA AE
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QUALITY CONTROL CERTIFICATE OF ANALYSIS

Product:
Cal. No(s):
Exp. Date:
Lot, No:

SPECIFICATION
Colour Diluent: |
Colour R1: |
Colour R2: |
Colour R3: |
pH Diluent: |
pH R1: |
pH R2: |
pH R3: |
Temperature:
Calibrator Lot. No. Units Value Factor
Vitamin D Calibrator L1 ng'mlb
Vitamin D Calibrator L2 ng'mL
Vitamin D Calibrator L3 g/l
Vitamin D Calibrator L4 ng'ml
Vitamin D Calibrator LS ng'mL
Serum Lot. No. Units Value Range
Vitamin D Contro] L1 mgmbL
Vitamin D Control L2 ng'ml
Date

Quality Gontral

o ANAT 1 fAFES] AGAAA ] weh FaAE FAw

.,
mmﬂmamzmﬁ
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4.2, FFAR oA

O RFEH #F A8 : 48 XFEEY IRIA 44

Certificate of analysis

52007:
Ingredients: KzHPOa f

Meloose date:

EXpiry tale,

| Tests | Acceptance Specifications Results
KzHPOu Assay 2
Hurity

Assay is a measure of the raw material property
OF concentration, due to the very pure material
{chemicals), the analytical variation of a tew
percent could reveal values higher than

Scientrfic Suppoft Loordinator

o AAAS} 1 SAFES FAu APel AHSE EFTAY FAS

ok

i
>

3o

rr
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7| &M [Record Sheet]

2 M
e l EEEY By
)
BEESE H= 7|15
15 EHEO HE FEL E4F YW}

2 H@gdsl 2o 4=}

| 3. BEERYE: |

4. M=%

5. AHEIIE

6. 45 3 MER:
7. M| Zx}:

8. ®H=/AE
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7| & A [Record Sheet]

2EMH
e BEEY 2oy
e = ] Iy
HFE=2 P EAM
1 aEA BENZ
11 B0 grd
- Hof #F|H, o BEE Ty
- BUH0 MEE ARl mutagenesis
3o ofEuct & 5Suic}
- ERMEE 2kd # =

| transfection EHC}
- = Ampicillin E4E Bz vo/ndiol M Bf R
| o= HEBC
= AFlMERHeY ez 2y B AAAF BOGC
- g7 £ 2

(1
12
) L BHE EEuc
- BRUEE | 2rd # =
of| transfection BT}
- = amplicillin BT A0 po/riuA BHES F i

22 @R sic
- ‘r{I?Ifd‘d MUHo2 2 B ANAE HOBC

o WAAI 1 @A AT Adel AgH HFEA pelol Yste] Hg
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5.2. AWAR oA

O A wa W AT 2AWY 2ARR A
VERIFICATION REPORT - Preservation of DNA in Sample Buffer Tube for the
Project | product
Project phase
Date 2011-07-21
PSS Attribute Target Test method
Preservalion of Posilve sampie skl positve and) |~ 3

sample buf negative sample st negalive al
mu;:mmm:mm Ieasi 36 hours ol 2:26°C !

Andior |
Positive sample stll posilive and

negalive sample st negative at |
Immmuz#‘c |
]

Compaiibiity of sk septa | - fabilty Is maintained
provided staces up 10.36 h ot 2-8°C).
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4. Results and Interpretation
41 Assay Results

414 Liquid Amies

Detaled results for each storage condition are presented in appendices 1 and 2. Summary of
results are reported in Table 10.

As shown in Table 10, the amplifiability of DNA | criteria of al least
205% agreement with expected conforming assay resulls for

+ 36 hours al 25°C

+ 45 hours al 25°C

+ 120 hours at 2-8C

+ 150 hours at 2-8'C

4.1.2 Liquid Stuart

Detailed results for each storage condilion are presented in appendices 1 and 2. Summary of
resulls are reported in Table 10,

As shown in Table 10, 1he BMPHiE....; v wuu s e s o wi@ @CCEPLAnce criteria of al least
295% agreement with expected conforming assay resulls for

36 hours al 25°C

» 45 hours al 25°C

+ 120 hours at 2-6°C
» 150 hours at 2.8'C

o WA 1 HA B D AFY 20 WAL Aste] Axe]

A&

%
o
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6.2. AEAR oA
O AQAHE <Jw7]7] HHAb hdlel] &gk A5 ¢ HIV, HBV, HCVZF £ E=
Aol fled gl AR A

Auftransart:

Pradukt

o AAt4s}

parameter: _|

HBsAg:
Anti HIV |+ I
Anti HCV:

HIV -1 NAT

HCV NAT

& Ag A

HIV, HBV, HCV7} &4olete A

Z1AE Awm AE

182 =9} A1

H}H o

[e]

H

|
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O Azt

§ G877 AFA A @

Material Safety Data Sheet
Hiaon Dt 41 22003
[Baztan 1. Product and Company idensfication ]
M3D5 Mame
Catslog Humbes
Kit Contemts
Intenged Use PR —————
Company Ident s son .
Section 2. H ntificason |

WARNING! Ths matensl mntsns subsince of human ongin Even Touph lests are negatve fr mectious
Sasases, the product houid be handied &8 & potentaly nfecious Boogeal materal The [Oouc May Cause Byes,
ShR, S NLE ICK, 050 ARGy PR LRGN The KECOOQSal (Rperies of Tl Materil R mot ben fully
Failgaed

Rewbes o £5p0 e IMGNCET, SN BH4ONREN B0 Syain COVID.

EUMszand Class and Statem st par 12722008 EC (CLPY

GHOT Harmisl o betant

HISE Mt inhaled

HII  Tescwhen in contact mih skin,

HIGK ey b harmit o ymalowed

Hazsrddstermining comg-sasnts ol lbalng

Sedim avide, Ba Te

See Secton 16 e bl tes of Aonary sntemanty. T ¥ n
57 0S8 S00M 48 N 869 8 RAZRT B ST PYCEENEIY, O BT,

[Baction3. € ot Ing racii ]
Chamical Hagad Class and | Mo
cAS # Identication Content % EC# cw & 18 Siatement
Codein)
Nons
Due o Gacersl Class
haT-H- | Sodem Chionde IV590-) | Guieine for WA
P o
E L[ 19904S/EC)
Aste Tem. 2 Ha00
WEI8224 | Sotum azide 14821 | Aguate Atute 1 Ha
Aguate Chaone %
Page 116
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7.3. 2 oA

O 7] 87k A3} Blud A&

AADEE 257719 22 FFE vAR

HS Cljmi-2=y 7] &{7KelB) HE AMHEHE s50{8?
ToSHMZIAH | X 24 T HMZIH | X vl
WH(MEY 22w DAEMZAEM FEAE | DEMLTEMN AL
1 o) ARAl 2k MFDS-Rotavirus | AMAI2F, Osong-Rotavirus
=< RT-PCR kit RT-PCR kit
2 2fHs ¥ 3 D06080.01, 3= D06080.01, 3=
N . Osong Health Medical,
3 H=(e)dad MFDS Medical, Inc. |
nc.
MFDS Medical, Inc. Osong Health Medical,
ot 55 HAZ 2
4 Hzel 9 AT (&=, &5 ) ) InC_
55 2EMYs2 303 | (B, 35 HAT 25
I F=2o|2 YUY 65) = 2854522 187)
5 SIHB)HS M5 14-0308% -
Atgtel ZeoflM Attel ZHoflM of
Rotavirus A, Norovirus | Rotavirus A, Norovirus
genotype 2, Astrovirus | genotype 2, Astrovirus
RNAE PCR(Z&t= 2044 | RNAS PCR(Z = A014
8t2) 2} End-point 8+2) 2} End-point
6 A2 2 x hybridization-fluoresc | hybridization—fluoresce
ence(ZSLUHE HEEH | nce(ZLH HEH3 e
o 2
shHez Mdstn, 2 | ez MMstn, ZE}
Etdtol2{A, =2 Hlo|2 olg{A, TZHjo|2{A,
A, OfAEZHlo[ZA OIAEZHjo|g{A ZH
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A elElctg o 27| 2 oz 7|7|
N AAolA RNAE FE5t 0
7 % A =2 === = il
Aol ANAS FE%) 5 Toa wise s
1 AMAL B8 S¢E
B} L cDNA gHM3 ZSgaa
cDNA BA 3 Zgts4 - _
_ A EHS(PCR)O| Z &S
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27 oo ol ezt Age suw
2 EXs ZzlolHE
Z2lo|HE ALEsto]
AtEsto] Had R
A wEXe SFEH
o EX5t ddg BX
dog 52

- 118 -



Primer RV 1 20 ng Primer RV 1 30 ng

8 A =2 Primer RV 2 10 ng Primer RV 2 20 ng
Polymerase 5 U/ul Polymerase 5 U/ul ot
248 e 24 o4 off
1X10° Copies/ml 1X10% Copies/ml
243 S0l 243 Eolz

9 ds Enteron virus, Enteron virus,
Influenza virusollA{ Influenza  virusoll M
BlSolxfel wrSo| g1 | H|So|m9l BSo| ¢ | otH=
o= ol =
A= AZ

2ot 2ol SS&E #Heldds

2015 4 3& 10

aE=P\;

1) 7187k o 87]7]19ke Aol7t B&eA ASES Do FEL 7|Astofof
2) Z FE Wd Arzt 7] srtd 8171 B A o Az, FFEHA &
‘ol o el A A
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Alkaline phosphate off [ ]
) conjucated mouse
- FITC conjugated Mouse )
. monoclonal ant i-human
monoclonal anti-human
8 A= . CA 15-3(Clone: SP3) 0.1
CA 15-3 antibody(Clone:
mg/ml otH2  [V]
123FD1) 0.1 mg/ml )
4-methy| wunbellifery
(4-MUP) 4 mg/ml
- LoB: 0.2 pg/ml - LoB: 0.5 pg/ml of [ ]
9 . - LoD: 3.23 pg/ml - LoD: 4.0 pg/ml
- - LoQ: 3.23 pg/nl - LoQ: 4.2 pg/ml o2 (4]
- ZXel: 3.23-40 po/nl - ZRQ|: 4.2-50 po/nl -
2ot Zo| SSE= StAS
2016 A 28 1 o
FE=PN;
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Ao 7 87 AED vwd A8

Ws | s@Es) 7l si7HelE) ME NHHE s50{%?
T2 & A 7ot 7| 2
DelENzeEn s | DagNnans | oo asdT
= = At AFA 2, 0s0
YA(HMEY, & T REH ALA 2, SR AMA S,
1 ng-Muti
=4, DHd) MFDS-Rotaviru MFDS-NORO RT-PCR )
) ) enterovirus
RT-PCR kit kit .
RT-PCR kit
2 2FHS 2 SZ | D06080.01, D06080.01, D06080.01,
3 R (4el) o 4 MFDS Medical, KFDA Medical, Osong Health
Inc. Inc. Medical, Inc.
MFDS Medical,
Inc. ) Osong Health
_ - KFDA Medical, )
(3=, &5 | Medical, Inc.
nc
4 M= 2 x| Hd 285 (gt=, &5
N (8=, M2Al _
&Y H52 303 e HeZ 288
Zz¥ao= 23 &MU 187)
ug 63)
5 S7HIE)HS M3 14-0308% M3 15-123% -
Athel EHiof & of
Alztol o)Al =l ofl A | (V]
Alzhe] B M i Rotavirus A2t
. Norovirus .
Rotavirus A - Norovirus
PCR(ZSeta Aod4) genotype 25 genotype 25
SESTEN hamumsey | OO 0
H-S ) Th ur) 3t PCR(ZSta 4044
End-point ] grs) 3t
e End-point
hybridization-f| o ) End-point
hybridization-f| o )
uorescence( L™ hybridization-fl
6 A2 EH - uorescence( S X ~
gysdshe | uorescence( S LA
HLSMEH)HO ol [ ]
2 M5t =Ml
’ 2 MAMstn,
ZEHIo| A w2upola A 2 ™¥Ms5tn,
2+d K| Cf H A
2t Elchofl 201 Al chol L 2Hlo[H A
A& st= e Elchof|
ALESt=
R RS =2 AtEstE
el xetE
o|27|7| H 2| 2l ehE
o|27|7|
o277
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H % = | Hx =
AHMolM RNAEZ | ZAolM RNAE HrolM  RNAS
£ ANAN | FHET ABAM| _
oo =31 | wjoo =t F=&stn A™AL
dSs= S| o= S er oo =31
cDNA BT} = | cDNA gam = |~ °° -
_ o cDNA M1t =
PErdAMuS | daadMeS ot E 4ol A uF S
_ _ HE LAWY ES
(PCR)ol Zets | (PCR)O| Zets -
of ¢lct. =gtE | of Uch =stE (PCR)ol Zgt=|of
7 =22lg| A SEE b SEE olch =stga
R ES Mg | & Aserg | -
oAl HI
(PCR)OI ol8t 2 | (PCRoll olst 7 | S hers (PCRIOobd2 ]
= = = T los Az =x
se sy = |ae smo = | " To- 7T
st =2lo|HE At
SloliE ALgat| 2lolniE MBSt _ mi: -
=0 2
9 9| o x b ) ox | < e=e T
0 OJE, | o OJE, R Mxjo| Ex3 of
Aol Sdeb | A9l S¥e & L o
e == o == o= e
- = o = - = o
Primer RV 1 Primer NOV Primer RV 1 of [
20 ng 110 ng 15 ng
g - Primer RV Primer NOV Primer NOV
- 210 ng 2 20 ng 1 20 ng e 4]
ot
Polymerase Polymerase Polymerase
5 U/ul 5 U/ul 5 U/ul
AN QIZE AN e BN oiZs
1X10° Copies/ml 1X10° Copies/ml 1X10P Copies/ml
A S0l 2AE S0l A S0l
Enteron virus, Enteron virus, Enteron virus,
M
i Influenza Influenza Influenza
virusoll M virusoll M virusoll M
H|So|x el H|Solx ¢l H|S0[x 2l
kS0l s 3ol |lls grgol AAS

<ot Zo| SSE2 HASAS.
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2 ooAs Addes omrlvlel JANEARN Y A mEe F7] 9%
3 Abdlg FHoR AW Aoz, 9 ]

)
|

A g o] Atol| A A3 A (Mycobacterium tuberculosis complex) S FX WA 2%
H (Loop—mediated isothermal amplification assay, LAMP)2.2 A&t d4AH
o57]7] “MFDS™ MTP plus kit ®] 934 W= & 443 Solx Jr7ts Hrtst
71817k 915717121 “KFDA™ MTP kit"¢le] Blag7ts 93 @73, vdwr)
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6. YgAE =4 2 WA

« AADE ARG A4S 2L KENS FUSRLA S AP BAL A
Ho|a B3siAl 7)%stelof et

* YPAYE G D e ABATE o

o o

AIANEe A (Mycobacterium  tuberculosis  complex)2
A (real—time PCR)2.Z A3t AdAF 74
& ] “MFDS™ MTP plus kit ©] )34 Wze 2 94 Sol= Hrte
gl o2 st A3 el A A JAFAE ol&ate] AR
271719 YA PR B So|wE Hristal 7187} vlZ2E ©57]7]2 “KFDA™ MTP
kit"ete] vl 7tE Fa gt}
— MFDS™ MTP plus kit®] 944 9= 2 Q44 Solw H7E 58 f
> Z

— 71817k A% KFDA™ MTP kit % 4k wjoppiste] J4(QA2)S 242 97t

™ lo
e
>
o
i
>
)

AEEREERE

w2

o‘j_l

& (Tuberculosis) A AAH oz AZF 94007t 2] 27} LAY3}Far, 130097 o]
Fob= Awolth. -eutete] 9 Ad dzt vid 30,00~35,0007 A:=o] &A47}

HAgsta vk Awye]die] Agd wEw 20099 §el 35,8457 ¢
FAYSEaL, 2,2927 0] Ao 2 Uestth f-eveke] 48 Azt

>
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(i 10 fr

S EY APEES o 10%F MY ZHzZF 904, 8.3W oz AHA/NEE H 7] (OECD)
7H= F 7 =2 AAAEY AFYES Hola it

A2 MTB-complex(Mycobacterium tuberculosis complexi M. tuberculosis, M.
bovis, M. africanum, M. canetti, M. microti, M. caprae, M. pinnipedi, M. mungi, M.
orygis7t X3 Zde] Ao Ade] Ay F9lo) whgb v F4do] YEhA| N
Aol E HAge] 74 &g Wb AoldME He|Ade] Auidern 4o ‘E'%Ol
Eigiin=
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" Azl AUA Skl wMhalesl Bk
i 71 gelth WebA, FUE A9 o 2-3F o4
5 asle] 75AS welstel ool YlE HAE Alaelol
Ao, gemel e BEA Ada BA wER uwd  EAlehe

25
MTB-complexE &3ste] 37179 oe= HAIdErk MTB—complex’t #HAHAL
st Aoz e Jdovt APANIA M tuberculosis 7ol gt H Ao
7V Estm - BAMTRA M. bovisol o HAHL 2%o|dlA] BilE 3 glt). whA
M, tuberculosis, M. bovisE A £]3t 7]€}k MTB—complex wZol 2|3 A W=
o9 e Aoz deA k. At APE dyEe FEAR] AEAso R
A &H 7} o] F 5-10%7F 84 Adoz APt 20139 e A8 fFHES
109 B9 89.6 o= o|F tif-ito] #HAY ghxjolrk

AL F7E S3 HuEe AR AAFxte} sirto] AW Abgto] A qtol
ZAHAY Aoz o|gd 7leAo] o) H w=e] Huo wEd HEA HE
e Algho] 190 BEA Aslom 20-30%01A4 FEAFPAor Ak ATt
aEal HER FoA A ow P AbFe] ¥ HE 19 ojuje] ZH3o]
DAY, 2y ng AeFAE 7] BEste] sz At daE x4
Atsh= Aol Fasith. e AR vheket A AUS Holy] wjEd Hwho] o
57 Bt

2017 ARz A oA A HAAS A -GS B 557 F4oE e skt
A A dAd o] oAEHA WA FH XA AARe A qab B g e AL
a8 i A WAFZHAAE At 1 Ade] we HAdSs xdet)

X4 28], 7H5T 33] M R HEHAF d2jD
E AHPCR) AJ%

i
NS
[El)
£
[
o
1 Jpop
ox

AFB £2(+) AFB £2(+) AFBER() AFBER()
TB-PCR(+) TE-PCR() TB-PCR(+) TB-PCR()
[ [ [ [
‘ ELEEESS ‘ ‘ NTMoE 27 ‘ ‘ ELEEESS ‘ ‘ YT T ‘

* TB—PCR(M. tuberculosis—polymerase chain reaction), AFB(acid—fast bacilli),

NTM (nontuberculous mycobacteria)
EEBRE EEERIEEE
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g 7ol 7tttk AANshE ekt thEARE FEASS 9ste] T2 2SR 9F 60
YA 65C AE #HE dd A & 71A %71 AFEEH 71E PCRYCAAE 1489
primerE AFE3HA T LAMPY 2 2% T+ 3489 ol E ALg5lo] &

=0Tk FEZAEY & 9] PCREC B 3] oF 1,0008] F%E %t} DNA ZZ& ¢4

@ eET fASE 7] g wskel A48 Fuk AesA ¥w FLLE

[¢]

LAMP WkS-o3= 7]F&9] PCRoA Al€% = Taq DNA polymerase WAl Geobacillus
stearothermophilusoll 4] #2]%+ Bst DNA polymerase”} AF&¥t}. Bst DNA polymerase
large fragmeni= 5—3 polymerase@4d S RHF3t1 Ao} 5—3 exonuclease TS
BH3lar 90#] ¢t} Bst DNA polymerase large fragmenti= strand displacement
o] olA] primero] 25te] AlztE A2 DNAS FEuES Ftel] Al WA DNA
strandS Asle] AFA BAAE &Y DNA strand’} 2 T8 @A19] primerd $F3 DNA
F3akgo] o] &2 4 &S gt Bst DNA polymerasew "9 %2 SA4S 2k 9l7)
ol #S AIZE Wlo e EXEe] & DNA & 4 = Stk o] Bst DNA
polymerase2] F W& o 60 WA 65ColA 7H¢ & dojyrz 3 7[x 2%
st A% o DNAE diZFo® Z3%FF 4 omz LAMP % SlojA Fad
A AR o] &HT

Forward internal primer (FIP), F3 primer®} backward internal primer (BIP), B3
primer”} target® 2 3h= DNA @] %3} 0 2% waol| 3tst 4= qlr}. agjug
forward WFo 2 3 F-3 (FIPo 93 2 H47) F3ol] o8 1 H-3)7} backward o=
3 F (BIPO 9% 2 REF B3dl og 17&)el 44 HJEE vk 1R
AyH o7 7]& PCRYHOIA AFE-5 = forward primerel] 2]38F 1 F3& A 33} backward
primere] °]§k 1 & g3t R H3 Fio] o wolx DNA T3 ¥HEAld
Auds o 59 5 Uk 2Ea S5 dAoA A E ofE Y DNATZ] FIPS
BIP7} 4&%akol A Jste] SHo] ALH o2 o] Fo|AW Stem—loop DNA FX&
o] F A 15701%1t. Loop primeri= LAMP 344 Foll whEolA]=
DNA9 & U For FEA7]7] $fato] Aoz whgo] Hrlw o] Algd &

e,

oy -
B[
o
X
S
> b
o
fu
o
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3) BLFEWL o &% DNA FE Wy

LAMP ¥H& 3} -5<ko]| template DNA #AZ5E Bst DNA polymerase] 2]3}¢]

strand displacement % polymerization ¥H&& E3tel APEHE DNA 4HEo] FPHE

714 w53 2o

@ A& ©]57F DNAE 65C koA 52 HE &4 Atk LAMP primers st
o]F ke BE DNAol ¥4 4 gtk 7w, LAMP Wyo® wdrle DNAZ
TEH, AA7I= DNA T@aEL ol&siA FF (PCR¥A t& #). olF7te

DNAE ddrige= siaHed 4 wWAdel da glah oF 3% vAUSES

o2 ¥ F3 DNA forward inner primer(FIP)7} &+ Zol A Al ZFHT].

hAsk= DNA T a4 445 4 455 T3l FaiF-EolA 3
DNA9] 3olA 522 FAHT

@ FIPS| wpZ2-Yoll A F3 primer7} F3c F-3ell 31 o]F 7} DNA7E sl = WA 59
DNA7} &A=},

@ F3 primer®} 5% DNAZY-E 45 o|F7Ie DNAZE AT

® F3 primerZ5-F 4% AH DNAZ 23&}o], FIP7} F-2HE A HDNA+
EAE. o] o ddrigoer EAls= JEDNA: Fl3b Fle Fel 2lsiA
stem—loop TZE AT}

® dAA dLdri=te]l AW DNAE backward inner primer(BIP)Z Al 2.2 DNAZ}
4= B3 primer’t ¢dolojA DNAZF 4"t BIP7F E& DNAE 394
A zrate] g Eh o] & Qlske] loop 37 A4 F% DNAR A ¥ 1 thE DNAE
BIPdl 98- thA] loop TF2E FA g,

@ ©]%7}< DNAZF @4do] ¥, loop T3 AFH. DNA H3F 4% 25 Joop 725 IA L

UZ loop TZE Z++= DNA H3F FIP9} BIPe| 2lsiA Al

J\-}
ol\
J\-Fl
i,
£

6.2.3 i Fd
1) International standards for tuberculosis care, 3rd edition. World Health Organization. 2014.

2) European union standards for tuberculosis care. Migliori GB, Zellweger JP, Abubakar

I, Ibraim E, Caminero JA, De Vries G, et al. Eur Respir J 2012;39:807—19.

3) Laboratory detection and identification of mycobacteria. Document M48—A. Clinical
and Laboratory Standards Institute (CLSI). CLSI, Wayne, PA., 2008

4) Canadian Tuberculosis Standards. 6th ed. Long R. Ottawa: Canadian Lung Association
and Public Health Agency of Canada, 2007.
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D #59GEEE o) ¢ A AAFAARAA °K(3)

B4 Al A HANA A H (Mycobacterium tuberculosis complex)2)
< ZZ Y (Loop—mediated isothermal amplification assay,

1 g =35 F+ AYEE oJrwr7lelrt
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8.2. Al97|&

1) #"AA A2 ALf7)=
@ 184 mRk]AY 604 ©]7del P
@ A 7Y oARE & F gl A

2) AA A=
@ =23 AR o] 100 uL wwHI A
@ WRBES 290 A== A
@ F-H4sA RAHIAY 2y PHE gas 5= Qe dA
@ Awto] obd Bt o FAgE A
® o8 HAAE = Ko} v A HA
® AA 8717t FEHAAY 2ol gl S
@ A @dogAolA FE3 DNAS %] 15 ng/ul ©]8kel H5-

oY

o}
=3

8.3. Al 4 R A=A

3.1 A#A F

a2 AA FF Al AA EAAY 2L HA HA F
R 191 174
=73 239 217
Z A4 £ 430 391
A A F AR B AN AR E A a2 BAIA Bad AL AASd 10%

3.2, 4& 2A

CLSI EP24—A2 Assessment of the Diagnostic Accuracy of Laboratory Tests Using

Receiver Operating Characteristic Curves(2011)"¢] 7.1.3. Sample size for sensitivity
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and specificityol] 4]

e

i

AA F(np) AE F4

73

%

TPF(1— TPF) )?

(G(1—a/2)

np =

FPF(1— FPF)*

(G(1—a/2

)

FYTRES 1-a/2 SAE

3z
ar

e G(1—-a/2) :

D AlE
e TPF(True Positive Fraction) :

e FPF(False Positive Fraction) :

H A1) HlEE (1-specificity) 9+ 22

=

)l
o

(o]
= A

Eis

&N
ol

gl

-9 7k AR w77

o

il

il
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5. AFAIE ol = 2t
5.1. 43189 = A
3| th E ol AL 2 A)A A3}
(F) 2 oFa et HO0O FARE AFA TYUTF 255 043-719-4659

3| ks B b A3}
(F)H g MO0 FHUE PFA U 0FF | 043-719-4660

6. A 2 54

6.0, AR B

B oA Ee  AdMF(Mycobacterium  tuberculosis complex)? #MAS A AIZF
THaLAR S (real-time PCR)SE AHAAZe] Add 79 Addo] =S Ft
AN FE 98717 “MFDS™ MTP plus kit 2] 9423 wigde 2 d4% Solx Fris
HEHo=z gt} ol fdte] A 7Y A A JAHAE o]&3te] YA E L
871719 9YAA W= = EolkE Hrlsta 7|37}t g 257]71¢ “KFDA™ MTP

kit"she] WlwH ke S E,

— MFDS™ MTP plus kite] 944 Rz 9 44 Solk |rks 59 f54 371
— 71817k A% KFDA™ MTP kit 3 @4t wjgRiate] 3ad (A 2)E 22 37t

6.2. AFAIE e wiA

A3 (Tuberculosis) S A MA A o7 A7k 940097 W] $xp7} wrAislar, 13007k B o]
Abshe dwolth vt A Ad £zt mid 30,00~35,000W A&l At
|&H o2 BASa vy dHHEfe] Az wEw 20099 3] 35,8459
$A7F LAE AL, 2,292W 0] Ado® A = vepth f-elvete] A9 gt
BAEN APFEE AT 10% W A 909, 8.3% o= AANEH YT (OECD)
= F P =2 AL EY AIYES Holal glth

A& MTB—complex( Mycobacterium tuberculosis complexs= M. tuberculosis, M. bovis,

N

13k Ao

M. africanum, M. canetti, M. microti, M. caprae, M. pinnipedi, M. mungi, M. orygis?} ¥3F)
ool Ao AsFe W Wl wel thbd Fgol vhehAn, Mol A
Aslo] 7p £ Wb Lol M w9 AYe] FriH o o wol WA

~ gul
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717 9 = d a3 e] 7S aste] oldl big HALE Al ok
sy Aslge Ao %A #HAs  sxlr wWEs b)) *ﬂ&_

dor AyHrt. MTB-complex’t #HZAHNE
Faele Aow dEA JQouy AFANA M. tuberculosis FrAol| 23 H A3

g o
g el SRARw M bovisol % AAWLE 20l ol A WIH T ek W

M, tuberculosis, M. bovisE A £]3t 7]€}k MTB—complex wZol 2|3 A W=
g W Zoa duA Q. Ao 7AdE UFES FEAd FEAYe=
A&E 7L o]F 5-10%7F B Ao gk 2013d wUle] A fFHES

5 Kl
10%F W 89.6W o= ol Lol HA kAol

il
Ase 718 Sd Avee dgyow aﬁag Aol Fh7to] AWE Algro] As o
ZAsA Ao oFd 5ol Erh AT vFY B BEW FE4 AL
o Aleo] 1golx SEA AFor 20-30%004 FEAIAFoR ATHYT
adga JFA FollA Aoz zaAe Age] ¥k HFH $ 1d oo Aol
ASElYE, g AdSAAE V) Rt 5T AT HIE x7]
Atdsh= Aol Fasirh. et AR kst A AWS Holy] wjEd Hwho] of -
B5-7F wrt
2017 AT A A A A4 A 3G B 557 FFo= L 39
A A HAge] oAHA WA FE XA AAke Ad dabd = 2 oA}
ada Adlyt AFFAAE Aldstar L Ay we HAs gt
X4 28], 7%@3 \%%E L3 B AAR 2|10
Zed HUZZHMPCR) Mg
‘ AFBEZ(4) ‘ ‘ AFBE(+) ‘ ‘ AFB () ‘ ‘ AFB £2() ‘
TB-PCR(+) TB-PCR(-) TB-PCR(+) TB-PCR(-)
[ [ [ [
‘ EHoZ £ ‘ ‘ NTM2E =5 ‘ ‘ g¥oz 3 ‘ ‘ oy o ‘

* TB—PCR(M. tuberculosis—polymerase chain reaction), AFB(acid—{fast bacilli),

NTM(nontuberculous mycobacteria)
EERRE FEEBECE
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2ZZ W (isothermal DNA amplification)

Plo

LAMP®] 7H¢ & 542 Sl

bol gulH oz W Alzke] ok

"k PCRol| H]&

[e))]
=4

i3

Q
.

i
=

o7}

Pl o} th= A dogel A

o] §l7] wiel ZEFao] F e

(Loop—mediated isothermal

A

)

7139 PCRWe]

s
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71¥9 PCRYEY

(annealing), 217 (extension)
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2L Aol Zhgsitt. AAeHE vkt GEA| Y SEQES 9J8le] T 2o R oF 60
WA 65C AE Y el A 3 1A 227F AFEEH 71E PCRECAAE 14<]
primerE AFESFA T LAMPHY 2 2% T+ 329 =ZEloly
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ol 7]¥2] PCRoIA A}E-%+& Taq DNA polymerase WAl Geobacillus
stearothermophilusll A #2]%F Bst DNA polymerase”} AF-&¥t}. Bst DNA polymerase
large fragmenit 5—3 polymerase&/d-S& H {3l o1} 5—3 exonuclease 43-&
BA3kal A &l Bst DNA polymerase large fragmenti strand displacement
o] o}l primerel] oJate] Al#E A EE DNAS FWHE F<tol Al #i4 DNA
strandE A5t AlEA A4 E @Y DNA strand”}F 2 oh ©A9] primerd 2 DNA
FTHEEG o] &2 F

& AEs B
ool #2 AIZE el e
ok
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5
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Z,
D>
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)
fn)
o
o8}
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Z,
=

polymerase®] &3ihg2
st A%kt DNAE W
Ao 4w o] &

Forward internal primer (FIP), F3 primer®} backward internal primer (BIP), B3
primer7} target&. %2 Shi= DNA whle] 9153} o 224 whgke] Hd 4= glvf. ez
forward W&o ® 3 Fa (FIPel 9|3k 2 722 F3oll &g 1 §-4) ¥ backward H3o =
3 2 (BIPOl 9% 2 FE3t B3el ofd 17l Az AR 5 vk agr=
AA o7 7]& PCRWY A ALE% &= forward primerd] ©]3F 1 8 3} backward
primere] ©J%F 1 & F3tete YHET A FEol o Hebd DNA 3 w34l
Adede = 5 vk ea SF FAlA A ob L DNATZ0l| FIPS} BIP7}
Gl A HGste] SFo] A& 0w o] FJAW Stem—loop DNA 755 o] FHA]
Al&H o= o]FoJ Xtk Loop primeri= LAMP #H4 ol ¥H50}x|i= DNA®] 45

° 7] fl8te] MElz o wkgol H7bsHeo] AMgE 4 st

iU
olN
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strand displacement ¥ polymerization ¥F-&S &3} A4 = DNA AHEo] ¥ =

71He et 2o

@ A& ©lF 7 DNA= 65C &5&0A 54 H49 g4l At LAMP primers dtth=
o|Z7kerel E¥® DNAe| ¥& 4 vk = w, LAMP o= wdrie DNAR
TEM, AFA7IE DNA FHEL ol&3A F% (PCRI} o8 #). ols7t4
DNAE ©drigez siAE=d 4 Wde]l F8 vk vs FF vAYUYSFS
ddrtgte g ¥ F£& DNA9| forward inner primer(FIP)7} B+ ZoA] Az}

@ Td7tgo R fAstE DNA T3are] &84S 2 dH S TallA Fei-dollA 59
DNAQ] 3oA 507 FAFET}

@ FIP9] vp2R-3-oll A F3 primer7} F3c §-4-ol #31 ©]F 7} DNA7F siA| = d A 3
DNAZ} §Hd €t

@ F3 primer®} 73 DNAZYE FA4% o7 DNAZL J4 =t

® F3 primer245-5 $AH A1 DNARZ <13t FIP7F 52td AHDNAE wddristo s
EAGT o] W w@drigte R EASE AHDNAE Fl¥) Fle Yol osA
stem—loop T%E AT}

HAH wdrtete] AH DNAE backward inner primer(BIP)E A]Ze. & DNAZF
4= B3 primer’t ¢delejA DNAZF A €th BIP7F €2 DNAE 39A

12}3ke] g et ol& ste] loop T&7F A7 % DNAR P4 =il thE DNAE
BIPell &4 thA] loop T35 HA St

@ ©°]F7F= DNAZF $H4do]l =W, loop 1% A DNA T3 4% Z%F loop T+X2E

M

>

® %% loop T-Z= zt DNA H3+ FIPS} BIPol olaiA A& FZd

B AANEE Aol AT AN 9PARE A1 9FH NPE, SolE
BassIskel R (ARE) BrhE BHow TAY WY, @ wrbY, F94
oz A g
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l B Bl =elaeke ' of /S g0l F2E AH
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T

AgATA A

| ameazEAAd |

EER B CmolAD) b st B2
s e, o 2 YE N8

D AgAEE ) gAAIE AHEEE 28 AAlel tigke] MFDS™ MTP plus kit
AlgE AAIg.

2) fERAH(EE W) dFA P AMgEE BE PACl diste] KFDA™ MTP
kitA g2 gkt M FHALE A A g

3) FHAANF(EE W) YA AHEEE BE A thelel KFDA™ MTP
kitA| G ikt S AAN b vl EEA A & A2 A Rl uhe) kg,
SR sk Ays o] &3t}

2 QA Fel ALgste AAE AN FREL dAwNsHeR Ay dde
240w 3719 7187k AF  KFDA™ MTP kit(538] 14-000%)9} ikt =agdaby,
o FAA e ARARTE e AAR B AR AME AEE omr)Y)

(MFDS™ MTP plus kit)5F A& A A goh,
2 Aol AHEE AAE AdWstE 1 F39] wjA s A" G Aot A A ol
e dRs 4 & glEsE g

PIAY YA TRAEIEo} iy LelPA hakel UA
° 9

A
13] AN &e Ay Fa(nvalid® FAFHA GAFS AA o AQAE AA
FAHoE Yo ANdA: AR A

O;
[e5
R

o o

=] G L
Ao AAFANME F A (invalid)7F Y™ F7F=2 18] wtEAgS AAs, F7}
Algol A Ydgez Yod AgATE PR RAS Y, S402 oW Addds
edor #HAICE ey F27F Al AE FE(invalid)®E oW HE= HF &

(invalid) & #A sk},
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&

4 9]87]71(MFDS™ MTP plus kit) Al

SRR
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7hH A A
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A2 gy

O #AAY 5F 1% CPC—2% NaCl €4S Yar @dA7F Aste uj71x] &0z TET],
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}) DNA &
O #AA A Az el wek 23 FAE MFDS™ DNA Extraction kit(424]
00-000%) & DNAE =3},

@ F%%3t DNAE Nanodrop FHE o]&3lo] TE& A=A 15 ng/ulZ TEE
z43 )
) FA4A FF £
O 71E9 FAAEFE 2o AdA A3 =2 F vortexsto] & 4ojFE o
@ 0.2 mL PCR FEHo HA A¥z=Z 7|43} %3 DNA 30 ngoll isoPCR
PreMix®} MTB mixE ofell3} 22 o= Yo FHg
A ok Volume (ul)

DNA 2

2X isoPCR PreMix 10

MTB mix 3

= 15

2} frdAl S E
@ Quick Real—time LAMP(FAAZFHH], 421 00-000%) AH|o] A& AL
| g},
@ w73k wrgNS 20 pl A PCR plateo] #5383l sealing filmS plateo] 243]
S
® Plates A4 AA 7S AAs
@ Quick Real—time LAMP (X A}Z &), 5721 00—000%)l| plate

FES AAE

uh) Az
O Fddz=2 % SAANzEde Aot #8229 Ct > 30019 Fo= FA
Q@ ddzEd 2 s4dxz=d] A3t Fa2F Ct = 30°W Sz HgIdr

2) iz 98771 (KFDA™ MTP kit) A&
7h A A A=
O @At 5F2 1% CPC—2% NaCl 48 ¢ N
@ AA dAzet LAAANE HA3 244 7k0] Ha 3]
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@ AAE7 dHTHIY 3T NS 50 ml ww7bA AR

@ T4 7 2e T 9 ay FHyo] Aleth

® 3,000 X g2 15-203F YA E Aldget. AT 719 vFe= vdo] FE]A
A ded NS HE AEstolol g

® AR B ATde AAAEAVE AR &7 weh Wk
1}) DNA F&

@ AA A Az BEel wet HEdd AAES MFDS™ DNA Extraction kit(5341
00—0003%) ©& DNAE FZ3r}

%3l DNA+E Nanodrop FH|E o] &3] 55E ge=Aslal 20 ng/pl= 355

al

O 71E9 FAHES A2 AWA Ad3s] =52 F vortexdto] Z AJo] =t
@ 0.2 mL PCR 24 AA AHI=ZF 7|Agr}. %3 DNA 40 ngell PCR PreMixe}
MTB mixE ofgj¥} & oz o] F=n|3i)

A) ok Volume (ul)
DNA 2
2> PCR PreMix 10
MTB mix 3
T 15

) 2 S5
@ Quick Real-time(F325E4u], =21 00-000%) Fulo] A& A Fv] e},
@ 43k dkgale 20 pl A PCR plated] 53}l sealing film= plateo] <H43]

@ Plate® AAEIHAA F7HES AA DL WEES FH v RolA gt}

@ Quick Real—time(FAAZTZ7H], 221 00—-000% )9l plateE ¥ 65CAA FF
A A g}

wh) Az

@ W&ol TaHW AL LLEHOR s B4

v A

O Fddzed % SNz E 247 FES o Ct > 30010 FHe= A
@ Fddz=d 9 SNz Ede] At FE2E Ct < 30019 FAHo= A
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=
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1 96.9%(185/191)(95% A= 73t 96.8%—96.9%)
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AAE F 1070348 570, &4 57Dk AAD A S 57 HAs BT o=

FAFG o &4 57 F 27 AAE S0 BAF HE 2oz AAFI.
AR 4 3 AAE BEHoR AN AP wel 23 ANPL
Sl ont 23 AN NN E B AF BPYor BTG AT B
wE AAE BRY WY AHE BN AR o] AHd HAMe the)
RFREY A7b EFEC] YT, o WAZREA AV} AR JFL 1A
Ao BTk

2) AA % F7}

) z7]7]
ok WSS
REEE B 185 2
=4 6 234
—AA A= 1 97.4%(419/430)(95% 412 T3k 97.2%—97.9%)
— % YAE : 96.9%(185/191)(95% AlZ 7t 96.8%—96.9%)
- &4 dAE 1 99.2%(234/236)(95% 212 F+7F: 98.7%—100%)
— Cohen’s kappa = 0.97
W) @akat i dAE Hot
ahakat oy
kA WSS
RE- ¥4 180 2
=% 11 234
— WA A 96.3%(414/430)(95% A7t 95.8%—96.8%)
-4 dAE : 94.2%(180/191)(95% A1 Z] 37t 93.8%—94.7%)
-2/ YAE 1 99.2%(234/236)(95% 4127t 98.7%—100%)

— Cohen’s kappa = 0.93

8.2.
MFDSTM MTP plus kite] QA2 A5< Hrsly] 98te] @ity =27
ik 7] & 7LE g Z2A) H(KFDA™ MTP kit) o2 A A3 A3
we} 3|45t Al FFARE HFTEAS Ao} vusie] ¢
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98717 F5 2 F5E 59

(A) ~ (C) : A=
(D) AR FE AloF Reagents for In vitro Diagnostics(IVD Reagents)

D01000 ¥4 ZHAE A% IVD reagents for Hematology

D01010.01

D01010.02

D01020.01

D01030.01

D01040.01

D01050.01

D01060.01

G HAAISF [2] IVD reagents for blood test Aol Fe|, EX|A} 5§ ALt Py
EAsHE AEE M F ol AMEH = AloF
FAIEZREA G122k [1] VD supportive reagents for flow cytometric test frAl|3E-2] ol A
Az, AN S o] HERA O ALLH = Aok
YT EEZAAF 2] TIVD reagents for erythrocyte sedimentation rate(ESR) 21 &
A4 ZAAHESR) Al ARG E = Al (de 314 H A Ak A9

]

=

A AALAISF [1]  IVD reagents for hematological stains Wright 94 &< g+

AAAAL Al AFEE = ALk
H NG AREHALAI2F [2] IVD reagents for hemostasis and thrombosis, non-essential tests

for clinical decision 2|84 A4S Jgsd @502 AFSEA e AlefoR NGz},
PN g2 3| AHE, vWF assay, Anti-thrombin, Protein C & S, Lupus anticoagulant,
Platelet factor 4, B-thromboglobulin test 52 &3 % ¥z A3 AL Al AFEHE Ao
(P45 2 2%, dE A4y F=x 2 Q) (Fibrinogen, FDP, D-dimer #AAl § 353
Yol g A oF A 9])

NG IHAIASF [3] IVD reagents for hemostasis and thrombosis, essential tests for clinical
decision 984 AAS U= g5 o2 AREE 4= 9 A2k & PT, aPTT, Thrombin time,
Fibrinogen, Platelet function test, Anti-factor Xa, ACT, LMWH, Fibrinolysis test(FDP,
D-dimer) 591 74} A AFEEE Ak

S HAA S [2] IVD  reagents for red cell agglutination, not for transfusion ©]3}%]
A4S g 4o AgEA @ AJFo R PNH test 5 53898 o]9e] Bxow

AgRE AKPIFY L FF, O A B2 Ba)

D02000 8 ZHAH$ AlF IVD reagents for Transfusion medicine

D02010.01

D02020.01

D02030.01

ABO-RhDE A& ALAOF [4] IVD reagents for ABO-RhD blood typing, red cell agglutination
ABO typing test, RhD typing test & ABO(°}d #|€]), RhD & 7AAlo] AL-§5 = Alf
ABO-RhDo©] 2] o] & N ZALA| ¢F [3] IVD reagents for blood typing other than ABO-RhD,
red cell agglutination ABO ©}3, Rh ©}3(C, ¢, E, e), Duffy, Kell, Kidd, MNS & ABO,
RhD o]¢]e] HAF Hafel] AHGH = Ao

FHEHTHAAAF 3] IVD reagents for red cell agglutination Anti-globulin, Polyspecific
anti-human globulin, Monospecific anti-human globulin, Coombs test & +&8 Al AL&

s AFSH B4 Aok
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D03000 & F=& ¥4 ZAME AlYF IVD reagents for Urine or Feces

D03010.01

D03020.01

Q.88 ALAI9F [2]  IVD reagents for urine chemistry Urobilinogen, Protein, Glucose,
Blood, Bilirubin, Ketone body, pH, W%, o}&Aked, WS 5 348t A Al ALEH = Al
oFo R 9F o] &3 nlopdl m A EA QA AL S A 9]t}

FHZE A SF [2] IVD reagents for fecal occult blood ¥ & Wkg-7AL

2 ARAAL T B A AL Al AR EE Aok

WA

=

gk

Mo

D04000 B - 318 ZAME A9k IVD reagents for Clinical Immunochemistry

D04010.01

D04020.01

D04030.01

D04040.01

D04050.01

WSS A oF [2]  IVD reagents for clinical Immunochemistry Total protein, Albumin,
Cholesterol, Lipid, Free fatty acid, Fe, AST, ALT, LD, Phosphatase, Amylase, Lipase,
LAP, Aldolase, Cholinesterase, y-GTP, Glucose, Bilirubin, BUN, Creatinine, Creatine, Uric
acid, Hb Alc, Ammonia, Fructosamine, Apolipoproteins, B-lipoprotein, Ferritin, Transferrin,
ALP isoenzyme, Amylase isoenzyme, Cystatin C, TIBC, UIBC, Plasma hemoglobin, ICD,
HBD, PHI, ADA, ACE, G6PD, 6-ALA dehydratase, 5-Nucleotidase, Pyruvate kinase,
Lactate(-Fr 74 tiAb 2 3 A 9]), Ketone body, Bilinogen, Bile acid, AKBR, Lp(a), Folate,
Carotene, Carnitine 5 7% HE}Yl, CK, CK isoenzyme, CRP, Homocysteine, Haptoglobin,
Ceruloplasmin, al-microglobulin,  [2-microglobulin, al-antitrypsin, Immunoglobulin
assay(immunoglobulin  ©}% A} %), Hb electrophoresis, immunoelectrophoresis,
anti-steptolysin O(ASO) ¢ 9 - 88} HAL Al AHEHE= Aok (U458 2 55, d&
AR Fx dQ)

Yol 7b 22 F A B A s A A oF [2]  IVD reagents for blood gas, electrolytes analysis with
electrode & 97}2~(pCO2, pO2, CO %)oF HaAFE(N, K, Cl, ionized Ca, Mg, P &)&
AT & ol &3] A e d5or BAMsed A EE A%

AASEAZGHAASF 3] IVD reagents for cardiac marker Myoglobin, Troponin, BNP,
NT-proBNP, CK-MB & A< @3 FAA A Al ARg5= AleF

284 FEs =AM [3] IVD reagents for therapeutic drug monitoring A, 7414,
A4l 5 AmweE #Ae] FEyk RUEE A Al AREEE AlSK(Primidone,
Phenobarbital, Carbamazepine, Ethosuximide, Phenytoin, Valproic acid, Barbiturate,
Benzodiazepine, Digoxin, Digitoxin, Theophylline, Gentamycin, Vancomycin, Methotrexate,
Cyclosporine, Tacrolimus, Sirolimus, Haloperidol, Amiodarone, Fluoxetine, Isopropranol,
Propranolol, Sulfamethoxazole, Thioridazine, Verapamil, Monoethyl glycine xylidide,
Lithium Carbonate -5

w523 B A ) AFALAIoF [2]  IVD reagents for toxin, heavy metal and drugs of abuse
oA AAS dged 95o® AMRHA ¢e A|9FS R Paraquat, Ethylene glycol,
Benzene, Phenol, Toluene, Styrene, Xylene, Hippuric acid, MIBK, Mandelic acid,
Methyl hippuric acid, Methyl ethyl ketone, N-methylformamide, Acetone, Cu, Pb, Hg,
Cd, Mn, Zn, Organophosphates, Carbamates, Alcohol, Cannabioids, Opiates, Cocaine,
Benzodiazepine(&®¥ #HA) 5o %8, 5%, v tAlE HAF Al AR HE Ak

% ¥, 0 gAas 32 9a)
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D04060.01

D04070.01

D04080.01

D04090.01

D04100.01

D04110.01

D04120.01

D04130.01

TEEAAHAGAAASF [3] IVD reagents for tumor marker, immunological test  PSA,
Free PSA, CA125, AFP, CA15-3, CEA, CA19-9, HER-2, CA72-4, CA130, PAP, SCC, NSE,
TPA, W393¢ AAHUBC, BTA TRAK, NMP22), PIVKA-II 5 F% FEAAF A Al AL
HE AlF

FHEZAAASF [2]  IVD reagents for endocrinology, hormone 2|3t% AA-& ulg]=H|
“xoz AEEA % Al9FS @ Growth hormone, Prolactin, Adrenocorticotropic
hormone(ACTH), Follicle stimulating hormone, Lutenizing hormone, Thyroid stimulating
hormone(T4, T3, rT3, Free T4), TBG, Thryoglobulin, Parathyroid hormone(PTH),
Catecholamine, Aldosterone, Cortisol, Renin, Estrogen, Progesterone, Testosterone, Steroid
metabolite, Calcitonin, Erythropoietin, Prostaglandin, Pepsinogen, Antidiuretic hormone(ADH),
Histamine, Serotonin, Osteocalcin, Vanillylmandelic acid(VMA), 5-Hydroxyindoleacetic
acid(5-HIAA), Homovanillic acid(HVA), C-peptide, Insulin, Glucagon, Gastrin, Cholyglycine,
hCG, Fibronectin 5¢] W4 £ S22 HAF Al ARREE ALY 2 55, 8
Ardn Fx 29)
A4
A7 719t AAL Al AREE = Al %F(Inhibin A, hCG, Unconjugated estrol(uE3), Alpha
feto protein(AFP) %)

A LA B AAA F [3] VD reagents for in born error of metabolism Amino acid

718 o}31AA ek [3] IVD reagents for congenital anomaly screening 4H A} HE=

analysis, Mucopolysacharide, Ferric chloride, Very long chain fatty acid, 714t &4]
(Pyruvic acid, Sialic acid, Lactic acid, Citric acid, Hyaluronic acid) & 24 dArE s AL
Al ARG E = Aok

A7k A A AALA F [2] IVD reagents for autoimmune disease Rheumatoid Factor,
Anti-nulear Ab(ANA), anti-DNA Ab, 72} Anti-ENA Ab(Sm, RNP, Scl-70 -5), Thyroid
auto Ab(TPO Ab, Thyroglobulin Ab, Microsomal Ab, Anti-TSHR Ab), Anti-Mitochondria
Ab, Anti-Smooth muscle Ab, Anti-Phospholipid Ab(Anti-Cardiolipin Ab), Anti-Neutrophil
Ab, Anti-neutrophil cytoplasmic ~Ab, Anti-Platelet Ab, Anti-Parietal cell Ab,
Anti-B-2-Glycoprotein I Ab, Anti-Insulin Ab, Anti-ICA 512 Ab, Anti-Acetylcholine
Receptor Ab, Anti-GBM Ab, GAD Ab & A7}HS Zgk AL Al ALE5 = Aok

A 271 74AASF 2] IVD reagents for allergy 9l8H4 A4S Ulg)=d @502 AREHA
B AleFo = Allergen specific IgE for each allergen, Allergen specific IgG for each
allergen 59| &#l27] HAF Al AMEH = AKAZSE B 55, o A 43 Fx 29)
Hl=ggn|o] 2] 822 WA ok [2]  IVD reagents for histocompatibility antigen, antibody
not for transfusion or transplantation, immunological method HLA-B27, HLA-B51, gig =
= a4 - A HA 5 FEolu o] HAo] obd A (], MET) F - FA
o)

HAE A AFEEE Ao
&

FEgo] A 82 AW SF [3] IVD reagents for histocompatibility antigen, antibody
for transfusion or transplantation, immunological method HLA Ag typing, Screen or
Identification test for HLA Ab, Donor HLA specific Ab test 5 Fdo|t} ]2 & 9%

£A%(E  HLA 5) 39 - 33 A4 A e Ao
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D04140.01

D04150.01

D04160.01

D04170.01

HIV-HBV-HCV-HTLVH 9 AL oF [4] IVD reagents for diagnosis of HIV, HBV, HCV,
HTLV, immunological method Human immunodeficiency virus(HIV), Human hepatitis B
virus(HBV), Human hepatitis C virus(HCV), Human T-Lymphotropic virus(HTLV) %]
Hg 93] 93ke] HIV, HBV, HCV, HTLV @ & - &4 AZE Abgs= Al
HIV-HBV-HCV-HTLV# 3 & - o} g 7A}A1F [3] IVD reagents for serotyping or patient monitoring
of HIV, HBV, HCV, HTLV, immunological method Human immunodeficiency virus(HIV),
Human hepatitis B virus(HBV), Human hepatitis C virus(HCV), Human T-Lymphotropic
virus(HTLV)9] €39, otg kel & AR A3 &<l & 918 A== AloF
AR AFAAGHAAIE [3] IVD reagents for infectious disease marker(Diagnosis of
Sexually transmitted disease, Legally designated infectious pathogens other than "high
risk pathogens’, Infectious agents with moderate infectivity), immunological method
Toxoplasma, Rubella, CMV, Herpes simplex, EBV, Enterovirus, Measles virus, Parvovirus
B19, Herpes =zoster, Cryptococcus neoformance, Neisseria meningitidis, Chlamydia
trachomatis, Neisseria gonorrhoeae, Treponema pallidum, Klebsiella granlomatis, HPV,
HPV  genotype, Trichomonas vaginalis, Hendra virus, Malaria, Prion disease,
Mycobacterium tuberculosis complex, Adenovirus, Rotavirus A A Az, Aol 7]
e zdsk= AR 2, HHFS 9 o] e A, UAAGE ] AAAEE At
A9, F9, FA == V) FAHEEE AEsher A EE Ao
o

AN AT AAHGAAA 2 2] IVD reagents for Infectious disease marker(Detection of

[o

low infectivity pathogen), immunological method Widal test, HEV, Helicobacter pylori,
Saccharomyces, Clostridium difficile, Giardia lamblia ¢ 74 & $ste] 749, I

4, A E= Ve FAEES AEske AR EE Ao

D05000 Y37 E ZAAHE A% IVD reagents for Clinical Microbiology

D05010.01

D05020.01

D05030.01

v E g e FAloF [1] IVD reagents for staining or culturing clinical microbiology 7+&

TAE G Ak B mAgE wgE Y - A A, S g wiA
FA A AU M| B EZIARAISF [2]  IVD reagents and media for antibiotic susceptibility
WIS HES A% $48 dA, FaA A wiA, A "H2a T uaE AR
ARl AFE-E = Aok
AL A LN EAAAAA S [3]  IVD reagents for Infectious disease marker(Drug resistant
microorganism) I A WA #FAE @E {2 : PBP2a, mec) 9 VAE
Al g ARl A= Al oF

D06000 ¥4+ ZAAME Al¢F IVD reagents for Molecular Genetics

D06010.01

A8 A CF [3] IVD reagents for congenital or genetic disease Kits for thalassemia
mutation, SRY gene, VHL gene mutation, GJB2 gene, CFTR gene, DRPLA, DMD/BMD,
Factor V Leiden, Fragile X syndrome, Friedreich’s ataxia, Huntington’s disease, MTHFR,
LHON, Marfan’s syndrome, DMPK gene, RB1, Prader-Willi, SMA atrophy & 4 23t

2 RAA G A AgEE Ao
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D06020.01

D06020.02

D06030.01

D06040.01

D06050.01

D06060.01

D06070.01

D06080.01

TR HAAAA S 3] IVD reagents for cancer related gene Kits for BRAF gene mutation,
PMP22 sequencing, BRCAL,2, hMLH1,2 gene, RET gene, N-myc, p53, AML1/ETO,
BCR/ABL, CBF B, MYHI11, PML - RARA, TEL - AML1, MLL, FLT3-TKD - ITD, JAK2
gene, NPM1, K-ras, EGFR, PIK3CA 5 ¢ #& Fx2 HAL Al AHEH = A<}
fraxbAo) A oF [2]  IVD reagents for mutation testing AMH f-72F AL Aloko 2 A4
FAAReRe] ZpolE v FEIE WMolHARS Alok(He FEOR AoE FHAHAA G
7l <]
k& F A A ¢F [3] IVD reagents for pharmacogenetics CYP2C19, CYP2C9, VKORC1
T FEArAs AAF Al AR Ao
v =gl o] 2] 822 {§- 7 7 ALA F [2] IVD reagents for histocompatibility test not for
transfusion or transplantation, nucleic acid test <134 ZAAS Ulg&d ©HoZ AREF X
& Aleko R HLA-B27 DNA typing, HLA-B51 DNA typing, genotype 52 F8olu} o]
mAo] opd 24 Ei 409 WA A ASHE AkIRFH 2L FF, the A
dx Fe
T o] 2 x4 A7 A] 2 [3] IVD reagents for histocompatibility test for transfusion
or transplantation: Other than ABO, RhD, nucleic acid test HLA Class I & I 5 438
% ol4% 918 A4 % ABOSH RED olsle] @Ab A AHEEE Aotow A4 Al
A gEE Ao
HIV-HBV-HCV -HTLV- X A7 AFAI9F [4]  IVD reagents for Infectious disease marker
(Screening or Diagnosis of HIV, HBV, HCV, HTLV for donor or patient), nucleic acid test
Human immunodeficiency virus(HIV), Human hepatitis B virus(HBV), Human hepatitis C
virus(HCV), Human T-Lymphotropic virusHTLV) #% oF& Zwsl7] $lste] HIV,
HBV, HCV, HTLV ## {344 Azl ARS-Sw Aok
HIV-HBV-HCV-HTLVH-Ad 8 A ¢F [3] IVD reagents for Infectious disease marker
(Genotyping or Patient monitoring of HIV, HBV, HCV, HTLV) Human immunodeficiency
virus(HIV), Human hepatitis B virus(HBV), Human hepatitis C virus(HCV), Human
T-Lymphotropic virus(HTLV)®] %1%, 18 A4, A& A3 &2 5 93 &aid
AA el AFEE = Aok
AR T AFHAZAAIF [3] IVD reagents for infectious disease marker(Diagnosis of
Sexually transmitted disease, Legally designated infectious pathogens other than ’high
risk pathogens’, Infectious agents with moderate infectivity), nucleic acid test
Toxoplasma, Rubella, CMV, Herpes simplex, EBV, Enterovirus, Measles virus, Parvovirus
B19, Herpes zoster, Cryptococcus neoformance, Neisseria meningitidis, Chlamydia
trachomatis, Neisseria gonorrhoeae, Treponema pallidum, Klebsiella granlomatis, HPV,
HPV  genotype, Trichomonas vaginalis, Hendra virus, Malaria, Prion disease,
Mycobacterium tuberculosis complex, Adenovirus, Rotavirus 5 71’3 A%, Aol 7]
zste AH 9, HHe R P g A, YARAGNE ] AAGE Aske]

2 5ol 4R P AgEE Ao

rL’o

P&
ks

2
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D06090.01

D06100.01

AAD AT AAFHAAAALEAISF [2]  IVD reagents for Infectious disease marker(Detection

of low infectivity pathogen), nucleic acid test HEV, Helicobacter pylori, Saccharomyces,

Clostridium difficile, Giardia lamblia & #¢ 2% S fatd A9 T A4S

Azehizol AgHE Ak

- AF=FA1F [1] IVD reagents for extracting nucleic acids 1A -2 A A Fd=}
q

AAE Ssel 54 f12HDNA, RNA §)5 &8s A%

D07000 A €j-& AAFA IVD Strip

D07010.01

D07010.02

NAEA N EZIARAIFIT [3] IVD Reagents for self testing 0 uliH] &2 digh 217
HAARE Ao w W, ARGt T AE AT a7EE HAbel AREHE Ak

MALA L] HNGIAAIFT [2] IVD Reagents for self testing I uliH] EZe djgk z}7]
ARG Aleko . ZH2HE, A, ssh AL 5 A% BEv dad Al AMEEE Aok

D08000 H & 7‘;]/\]-% A%k IVD reagents for Pathology

D08010.01

D08010.02

D08010.03

D08020.01

D08020.02

D08020.03

AW AAEAMAISF T [1] IVD reagents for tissue stain, histopathology 1
e S8 =444 ELw AAE Ak (Romanowsky, H&E &), 5

(Sudan, Black B) e Eﬂ_j}_Jb}ﬁ—,Lo ekl AL RS AlF (Wright 941 59 dF

g
£
o

tﬂxﬂﬂ /\}ﬁoﬂ’%‘ AleF T [2] IVD reagents for tissue stain, histopathology II
W99l ke et kg f1ske] 54 IA(ER, PR, p53, MV, IgG 5)9l

Sat A A2 B AARE A A F T [1]  Nucleic acid in situ hybridization(FISH, SISH) I

g AR AL AFEE = AR, GFN, AN G HIAF

AAA A G HAFEAMAISFI [2]  Nucleic acid in situ hybridization(FISH, SISH) I
A=)

WA G DS olgstel HAR Wol, WA F A £7, @A dF @abol

% %
23
2
)

U
4o
e
rjg
i)

\lm
o,
ofo
%
E

B ckA| 2] F- 3k A A Al FI [3]  Nucleic acid in situ hybridization(FISH, SISH, etc.) I
AatA A2 55 A E o] &3t Hlote] AR HAN, TG Al ALEEE AloF

D09000 7]€} HAFE Al¢f IVD reagents for Other tests

D09010.01 7
D09010.02

EFAFE-AIoF [1~4] TVD reagents for Other tests 7]EF ZAME A <F
AL =4 [1~4] Calibrators, controls or standards FAFEH| A5 HF3 HAPE 9

48 913 AgHE 83
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A01000

Xethel =% Operating and treatment table

A02000

o]&-g ) Bed for medical use

A03000

o282 7] Medical light and lamps

A04000

o758 A%7] Medical sterilizing apparatus

A05000

olgg F4 A=A Medical water sterilizers

A68000

23-g Az A 2 2)A} Dental unit and chair

A88000

olu|Q1 %3} ANEAA % o2} Treatment table for Ear, Nose and Throat

A89000

otal-g & A= 9 9]} Ophthalmic instrument table and chair

4
>
o
o

A06000

ul# 7] Anesthesia apparatus

A15500

#o]A sl wWo]-8 715 Laser protective device

A35000

A7] 4443 Electrosugical device

A36000

Y% 47744 Cryosurgery device

A37000

dlolA 3

r&

157] Laser apparatus for medical use

A39000

?ri
o
o

917] Aspirators for medical use

A40000

71%7] 2 7]%7] Pneumothorax and Pnemoperitoneum apparatus

A08000

o]g8 AW Medical chamber

A34000

o5& A27] Thermostats for medical use

A07000

& &K 7] Respiratory apparatus

A10000

X.%7] Neonatal incubator

wl

A09000

™
)
o
o
ﬂ‘

A11000

W75 dl-&7] Artificial internal organ apparatus
2

kg o)A A Diagnostic X—ray system

A12000

j._‘

W e) ey

2] Non—ionization diagnostic device

A13000

WAk 2 @73 Radiolgic device

A14000

n[n.

&247] Film developer for medical use

e

A15000

oz
>~
-
BY
0x
OI\

wo]& 7]9t Radiation protective device

A87000

1o

1
oo
<)
n[n.

5 W44 Film viewing devices for medical use

B01000

WAL -8-3% Radiographic supplies

lo
Al

[e)
=
A
7

-
T
i3
o=

X
N

-

171-

A16000

o|8t 218 7]+ Physical devices for medical use

A67000

A8 2 7% 32§ 715 Medical device for orthopedics and restoration

A82000

o858 2%7] Vibrators
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A83000

71918471 2=+7] Electric stimulator for medical use by personal

A85000

Aes

71A7)

A17000

88 27] ¥A7] Magnetic induction apparatus for medical use
3

H#-g 7]A 715 Cardiovascular devices

A18000

=
b

71348 717 717+ Urology devices

A33000

2 7}-87] Tissue processing device

A38000

=z
A#7] 9 B3] Instruments for ligature and suture

A91000

H
o758 AE ¥ %2 A7 7] Cell and Tissue processing apparatus for
medical use

A19000

A} Sk} Patient transport

10

N oz,

ox 2
N gl
N ox

A20000

%17] Stethoscope

A21000

A2 5748 7|7 Clinical thermometric system

A23000

AL = Wl AE 7]7] Sphygmomanometers and sphygmographs

A26000

W75 AARE 717] Visceral function testing instruments

A27000

357)% #HAFE 717] Respiratory function testing apparatus

A28000

Zek8 7]7] Eye testing instruments

A29000

48 A 717] Hearing testing instruments

A30000

A7t D AAWNE 7] Perception and organs diagnostic devices

A58000

9584 424 Probe and Sound for medical use

A64000

=4 4 F5=& 7]9 Measuring and introducing instrument

B06000

AEE 9 MZEHALE Test chart for visual acuity and color blindness

11

Ao

7171

A22000 3

gl 7IALE-7]7] Hematological testing apparatus

A22500

XN

2+ 24 7]9- DNA analyzer

E

A24000

o
&
e

Ll

i
s

3 22 7]7] Urine or excrement analyzers

A25000

A &

1

717] Body fluid testing apparatus

A32000

{0
ftt
ofo
e,

Al #2]7] Centrifuge for medical use

12

A31000

1o,
o
o
oﬁ‘.

3 Speculums for medical use

13

o828

71A717

A41000

°]2¢ 7 Knives for medical use

A42000

958 7}$] Scissors for medical use

A43000

olg-g 79 Curettes for medical use

A44000

A Clamp for medical use

ly

A45000

o
P
b
oo
oY

A} Forceps for medical use

A46000

Saw for medical use

S
b
oo
EHH

A47000

9lg-¢ & Chisel for medical use

A48000

o] 5-¢ v2]2} Raspatories for medical use
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A49000 ©]F-§ ¥ Mallet for medical use
A50000 ©]5-8 ¥ File for medical use
A51000 o]5-8 #W Lever for medical use
A52000 9]5-8 &7}9] Snare for medical use
A55000 9]&-& HA}7], HZ7] 2 HF7] Puncturing, abrasion, perforating instrument
for medical use
A56000 783 ®= 7188 715+ Wound retractors and speculums
A59000 ©]5=-8 2H47] Dilator and expander for medical use
A60000 ©]F-8 =37] Applicator for medical use
A61000 &3+ 2 Fuj& 7] Dispenser and Mixing instrument
A62000 °]8-& %#7] Filling instruments for medical use
A63000 9]H-& F27) Depressors for medical use
A65000 2158 AA7] Douche instruments for medical use
A69000 *]¥-& <A Dental engine
A81000 ©]5=-8 &%”] Inhalators for medical use
(21000 7} JZHE Al%=7]5 Implant instrument for dental use
24000 ]38 kAl Agent for dental use
A53000 FAH 2 23 Needle for syringe and puncture
A54000 FA}F7] Syringes
) @ |A57000 988 FH¥t 3 A9 F53 Tube and Catheter for medical use
H FARF A66000 A H= =8 L AA HARE 7] Blood donor or transfusion and biopsy set
A79000 ©]°F% 5=%7] Infusion instruments
A84000 % H+= 8715 Acupuncture and moxibustion apparatus
A70000 %28 H.ZX] Broaches for dental use
A71000 =38 €3 Explorers for dental use
e | A72000 | 7§ W<57] Moisture—excluding instruments for dental use
P 7IA7) A73000 24 A5 == WP 7]7 Impression taking and articulating instruments
A74000 X¥-& F%7] Vulcanizers and curing units for dental use
A75000 X8 $%7] Casting machine for dental use
A=nge | A76000 A8 A48 o4 Sight corrective spectacles
10 A= 1A77000 = A& = Ophthalmic lens
17 HA7) A78000 2.3 7] Hearing aid
958 =4 ; - . .
18 447) A86000 958 &4 AA7] Medicinal substance—producing equipment
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B02000 &3AF 2 AZA} Suture and ligature
B03000 3-8 Orthopedic materials

Aatel-& -

19 opaE C18000 o}erH A¥-8 A= Maxillofacial implant
C19000 o} Ao} 3144 Maxillary bone fixation material
C20000 *|¥-g UZUE A~H Endosseous implant system
B04000 {14224 H= 7] v)X]¥ Human tissue and organ substitute

QA ZZ T -
20 © oo |C22000 X]¥}-§ Zo]AA] Bone graft material
7% iR
C23000 x5 ZAAA F%A Intra oral tissue regeneration barrier
A80000 &2y o} 25§ 7|7 Hernia supporters
A28 o o

21 gmeE B05000 - Splints
B07000 2|38 Surgical supplies
B08000 &% Condom

22 AL
B09000 ¥]¢J-& Contraceptive device
C01000 =¥} 718 3 Alloy, foil
€02000 *|3} Fx=-& 35 Alloy, casting

23 A -g | C03000 W A2l §5 Alloy, metal—ceramic
C04000 ‘28 g+ Alloy, soldering
C05000 7188 g3 Alloy, artificial
C06000 2% =5A% Filling material for dental use
C07000 2Ju] X]#A & Crown & bridge material for dental use
C08000 9]X| Al = Artificial teeth material
C09000 °]*4+ A& Denture material
C10000 ¥ X54] Endodontic material for root canal
C11000 %7} A2 AHE Cement for dental use
C12000 *|3}-§ F 24| Adhesive for dental use

ls5

24 X]'L:Lx]% C13000 |38 <44l E Impression material for dental use

C14000 A28 €2~ Wax for dental use

C15000

287 2 mEA Modeling & investment material

C16000

ot X 2}A| & Protection material for dental use

C17000

2|7} A5 Orthodontic material

C25000 K.

A% R A& Separating material for prosthesis

C26000

71€} WA= Material for prosthesis

C27000

7|e} BWEA & Retentive material for dental use
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D01000 do 7A-8 AleF IVD reagents for Hematology
D02000 8 A8 Alek IVD reagents for Transfusion medicine
D03000 & = F3 ZHARE A]2F IVD reagents for Urine or Feces
D04000 W -3}8 7ARE Ak IVD reagents for Clinical Immunochemistry
Azl
25 977|714 | D05000 LA uME AR Ak VD reagents for Clinical Microbiology
;\} or=
o D06000 A4 ZHARE Ak IVD reagents for Molecular Genetics
D07000 A HAA] IVD Strip
D08000 & 74+ Alek IVD reagents for Pathology
D09000 7]€} 7A}& A1k IVD reagents for Other tests
Fr&l 27 of y - . .
26 o571 A90000 F&xAo] 25 7]7] U—healthcare medical device
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