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@ A1z EFsta FHAe Tom7]7]
3}

1. ¥ WEF "(A) 717+ Z1AZ] 71411 Medical Instruments”

T Tw "A22000 @ HAFE 7]7] Hematological testing appa
ratus”, "A22500 FA A A 7197, "A24000 AW e B 24
717] Urine or excrement analyzers”, "A24500 A L]zd8& A

Edo] IVD software”, "A32000 958 ¢

o>,

1522]7] Centrifuge for

= d

medical use” 2 dF FEFo

e

3} 5]

“

e
'l

AEFE AA g
2. 9 HEF "(A) 71 Z1AZ] 71 A1] Medical Instruments” <
ZTEF "A13000 WA & X Radiologic device”oll 3 Al

3130.01 #WlE}A|S=7] Radiation survey meter, beta ray”, "A13140.01



7ZHak Al4=7] Radiation survey meter, gamma ray” % ”A13150.01

-7rukA4=7] Radiation survey meter, gamma ray, beta ray”,

=
o,

Fa "A17000 AE#-E 7|1A 7] Cardiovascular devices”ol
43k "A17150.02 AL AAFE-S AW EH  Oximeter, in vitro, line-po
wered” 2 "A17160.01 SAlF| RS2 EA A2 analyser, haemat
ology, oxyhaemoglobin”, T "A25000 A4 F217] Body fluid
testing apparatus”el <3k "A25010.01 | 4 F217] Analyser, body
fluids”, "A25030.01 A A - E=A Viscometer, electronic”, "A25040.01
BEA7] Analyser, human milk”, &% "A33000 =z 7}3&7]
Tissue processing device”el 43+ "A33030.01 X7} 7] Sample
processing system”, &7 "A34000 o258 A-=27] Thermostats f
or medical use”’ol] 43+ "A34020.01 o5& F|AEW Y] Culture
medium, bacterial cultivation/identification” % "A34030.01 ¢l =

LA - ZA 9% 7] Culture medium, tissue”Z 2HA] 3o}

3. 9 gEF "(D) AL HFE A eF Reagents for In vitro Diagno
stics(IVD Reagents)” % o 7]o] X3ty RE FEF L2EFE 2

giciasy

232 < A2021-11%, 2021. 2. 22. >



9

]_

2=
=

S

i

s

75717 7]

o)
=

o) FAol we}

4

A
vl

=

o

) A 3LA
2 be] gl 1o

o]
H

l
=

D ol A Aa Aol
AL

g, A9

1] gl

A
Tl

o

SR ERRE R I

517kl
A, Ao 5717] Az

o

el

=
[©)

]

A Y
A=A
A

L

=

CHEE lﬂ M o o

< T 0 ~ -
S o b RN o
= T o T o B X

L E J —~ o)
Nd G o o M ™
ﬂm o wo M Mm o
L A BT
o o Hin N M B ;i

] - ~ W B .

i ~ HO WMU o O 1dr|
ﬂ a D.rl ‘W; ] ﬂ.]l ﬂuﬂ _6L
T — Hhm A T O .
G - A A

° ol FE g _%m o
:JM Y emm woo or w %,b
| = B ¥ Mm 5 P

gl —_— ) I —
L Nk = W_M 1
G G wm L@ &R m_%
NS M m P L T ow
ap
O ETIN - mm Zﬁw
- < 0O = 0

ol Wo oﬂT H < o
‘m.._ [=<6) Z#.O 0 ‘W any L ﬂ_A:O

o ﬁ 1r0 ) —_ .._ L t
R 3 A~ I
HT_ E.D e T % HL
/&\ < (S LSS
< H o B o % KN

T

-

s ZAA 7

22 "J11010.01 &

CE

]

=

[

|

o
R

A oo

i

}sle HAL717] Devices for Clinical Chemistry”

O
o

Lﬁ]_é}
|
o] A

Fslhel AR 17, "J20030.02 71EF ¢

[e]

shitel aEFE 871

A4 AP

G

A

]

=

T

o

o]
E}

"J03040.01 <

|

==
K3

2. A=+ "(J)
7

L.



© "J20030.03 71et 1-dsket HARA "
3. "P04010.01 WA GRZAZTEYN"Z 7S "P04010.02

AS2E(E7] o ZIAA ARl B3 FazA) o 1Al Al Hell FH

o U

L v LIPS I R = L
U &7, T e HEEAE

B3 < A2024-44%, 2024. 8. 8. >

o
[-40
o|N
H
rlr
rE
o
[-40
o|N
>,
e
2
1o

A3(LurA ApzA) o mAl AW Aol FHe| TAlelxvtelw
S7h AT AL Soll B 74, o W A 87t A% A
NeEANA 2 1 kel el 1o sEks o mAlY ol
we} saloldl Aow Rr)



2 (JAEYEAF &7 2 55 AE S 4 74)<A2025-

23%, 2025.04.07.>

Az D) o] A= TAIG G Al A22FE A427A]

e

L A < A2025-95%, 2025. 11. 21. >

o] TAE ;AIG WRE Aldau)

7 A < A2026-45%, 2026. 6. 30. >

A=A L) o] aLrl= AR GRE At trt E 8 T K06060.01

AR AL G R B A A ALA SRS A S R 2

) U

B o
s
o,
:Jd
2
v

SE AW,
A22(HAAY Fol Be A gel) o mAl A FA ARG =

7171 &7k - AlaL - AAE Soll B A, o weEk A2E T



vhobR B ATIAIARA oFe] Bt Sel) W

of
2
=
o)
S
=

AP bR A AP AR A R AN A Al o] olEte
AR 87 7] 87k - AlAL - AAE Foll #R P o e ]l
AaE YD 5 e, did A5 DAV A A Al ool

gud dFode e 52 A5ds sd F54 N A A

A4z (Db FapzA]) of Al Al Hol| T qfAel wet st

A7 #7} 2%, J1EBANA @ 2 we] A9E e sges

rtolef s e &9 - A HEol AEet= Aol tial o] LA



71 A g o E8tE AlE

Zol

w2t 7] AR

B L

A
vl

=

o

o ue}

5

A
k)

A1

=

A 2
l

T

]
.
N
7y
‘m 100
° J
=
= < :
T ay
‘Wﬁm .”ul,l MM HL J
~ N
| = Xy
e S
% oM o K
< v oo W
aﬂe Wk
mﬁ o N Fox
- - T
:.LO _ _EH \.A_.w_l %O
< ol
o el 70 < M.m
X - .
Y No 7o  BO
N @ Noo oo Hr



[E =]

AR g7 F5 # F5E 7

(D AA| AA =B 7]7] Devices for Sample Preparation

101000 9= & YAEZ71] Centrifuge for medical use

101010.01

101020.01

101030.01

101040.01

Hgake AR A2 [1]1  Centrifuge, tabletop, low-/medium-speed, room temperature,
general-purpose  A29A4 258 HA T& 2=V §lo] 94 EEsies HE

717124 BB A% e F5EFH 2 17,000rpm)e] AA].

dgguE/zuLAdA 22 [1]1 Centrifuge, floor, high/ultra high-speed 2%

= =
7150 de Ae e 27| 958 AA & TH(EF 10,000rpm) £ 2%

i)

o~

Az g4 AA [1]1 Centrifuge, low-/medium-speed, cytological ¥ ®¥FZ o

oY BT, AZ 5¢ 5 BE AdolA Addon By mx Al A

op [t

xgeszdAAQdAReAA [2] Centrifuge, low-/medium-speed, refrigerating &<
CERE T, AE & 94 EHsE JIVIEA AW U 25 24 7ol don
HE A& T 22(H 3 17,000rpme] AX 2 M EZEAANEGZAX 7 LEZH7]|50]
Ao W A7) gt

102000 Al R =& HA| * 2|74 Cell/Tissue preparation instruments for [HC

102010.01

102020.01

102030.01

FRB71E4= [1] Sample processing instruments <1 22, AA, A S FHES

2323, e, A7), duA L Sgolr B¢, & FE(smearing) AZ, & A(staining),
2 "y Soll AHgste A

N7 A 212 ~7] [1] Blood sample preparation instruments, general <44 =& Hgo =z

siMe g HA dAA-gd] AHgste A me JITE 8, aW, £, 5%
5 g

Lo 58, a9 HA Soll Abgske &AL o, A A

et
-



103000 == - 5= 7]~7] Concentration/extraction devices

e

103010.01 &AAr3==4x) [1] Extractor, nucleic acid <A AANA EAAZTS ¢

103020.01 @ A+3==A]<F [1] IVD reagents for extracting nucleic acids <1A-f& AA
AtS 95te] A2HDNA, RNA)S FE3H= Aok

103030.01 #HA&=7]7 [1] Clinical sample concentrator AWAAZFEEH QhaiEa
AR 2 IF 75 T ol&std AA T BEA AES A f8
71T &, AA G 715F EAdo] fle A &7 ALt

103040.01 A=E2 7]+ [1]1 Blood cell separating tools HAEZZAAES Ha &Y

=4 = =S
AR 7] Tl ALsty A = IV|EZ AXE BEsESE k" 7).

103050.01 =ZdRAEFZ=A¢F [2] IVD reagents for concentrating hematopoietic cell &

A5 AAFAAANN RGN BY FoE 54 2ARMEE A5t

Al oF.

104000 v <kAHm] Cell/Tissue culture device

104010.01 A=Z=ZL=xZwj2k7] [1] Human cell & Tissue culture incubator M= % ZZS uj

Fod

ofr
12
>
2

oA B}

ol
)
e
ftlo

%

104020.01 =] E8]eF7] [1] Culture medium, bacterial cultivation incubator 2o]E 802 Al-&3}=

ZaA P ES wiFete AA.

120000 7]} A X ] 7]7] Other devices for Sample preparation

120010.01 71ebA el dAF Al ek [1] Other reagent of sample preparation kit R &7
AAYE fsted g dAe 2o AFEZ FAH LA Ak

AHg A

120020.01 AA4<uA [1]1 Specimen transport media @H9 IS ZHow HAo 4 %

HES 9l AREE = HiA

120030.01 ~1eb@ A A= 2] ~7] [1] Other devices or tools for sample preparation <14 =2}, A,

g, Alx 5o AAE ARt HEH o2 AGHE 7|8 7T B BT



(J) YA+s}st A A7) 7] Devices for Clinical Chemistry

J01000 47&stsl A A1 Clinical chemistry analyzer

J01010.01 ¢

2 SBRE L
SRR FRE WE, Ak, 54
o

REL , ) AHee EHE gole] BF
SO Ay AYYES AR 14 FYsE Yojut Hehgos =44

52474 [1] Flow type clinical chemistry automated analyzer

HE

o
A

J01020.01 <jZgE g4 stat s 445 [1] Clinical chemistry automated analyzer A§3}s}t

N2 A AGER ABTE AR B710A MSIES TR om, A4 WAl

J01030.01 <olagd4utaddsletalsE4 4% [1] Centrifugal clinical chemistry automated analyzer

!
f7)oA WSl sE FAE

oA WAF WS FEAE ZUHHST ABT}

fom, 44 WA AT B WA B4 A,

J01040.01 <5812 U443t AFE44* [1] Dry type clinical chemistry automated analyzer
A

o) =
AL WEteS e, BAEEE vl £48to 2ol g A

Aebsh A 27 zhe] Wig o2 MAE 582 LED ol@ weol

J01050.01 ojF g2 datsleals &4 2% [1] Packed type clinical chemistry automated analyzer
s}

[e]
B4 mE AgY 23 AR Y A% B4l o] §HE A% EE WMAE 43
Y

2e g7)0] Aofo] Sof QI ARE BLOH §7] FolA wgol

J01060.01 o] =:-&33834= [1] Fluorometer for clinical use Az t©& 34S 4o %
I ¥Rz wet A7 Bt A

J01070.01 ¢ & 833 =A% [1] Photometer for clinical use ZHA F BEAEZA F&
EAE SAHT et 2dFTEE AEFste ZAA

J01080.01 olm:8&E33 =% [1] Spectrophotometer for clinical use A = EA &
F=CHAE 549E SAT et EdEEE AFse AA.

J01090.01 o] =&-&H| A== [1] Colorimeter for clinical use ZHA & A5 vl o] s
=gl uet EdF=E AFsE AA.

J01100.01 ¢ =8<¥33 =43 [1] analyzer, photometer, flame emission ¢ o] F& o] &,
28, e, gdF 59 558 = A5 A

J01110.01 ©w AL A7|95AAAA [1]1 Protein electrophoresis system #7149 5 HS o] &34
A A =, HHFY Fo AY W @, 84 TS £, I HIE A= AF
EE A AA



J01120.01 <S5 &7t=AqAZZnE I HAEA] [1]  analyzer, Chromatograph, liquid gas ©}w]

28 5o GAABHEL haAAE ol g3 B, 14 @ FFsE AT

=

Fo OFd FF gAe 4l o8] Y Ao BE

J01130.01 ojEgugHAa=ZnE 1T AA] [1] analyzer, Chromatograph, high pressure liquid
ofpl4t EE SE2E G5O HAANBRAES IEHA IErEIYIAHPLOE o] 43
A

w2, 1A 8 AFste A e At AN ETY I 0] §42 dHl
I

o =Y <ol £xst I B tlolHE 28T <+ A

101140.01 o 282 HFEA

A

o}
0
=
=
o
wn
(95}
w
S
D
O
—t
=
(@]
=)
D
—t
=
<
juled
o
b
N
ofy
J{m

ML
o
~

Fe A o

J01150.01 o= &AM ZEEXAX] [1] Electrolyte, Ion-selective analyzer AAHE, 8%, &4 B)

&o] YEEF, 2§, 458, 24, 95 59 dald 4E 5 BAs: A% w= 0

J01160.01 A7)k a B A 2%] [1] Protein analyzer, electronic, plasmonic ZHA(AYE, EH,

g
¥4 5 %9 99 w= B FE@AEDU EYH A, ol AY 5
H

s (plasmon) ¥ 8] &
of Xghe] ARgsheE AA.

A71M Al et

J02010.01 ®=lE}AI4=~] [2]1 Radiation survey meter, beta ray Ui AlZolA HAEE wERA S
Tk

AFstes A
J02020.01 ZwiAl4=~7] [2] Radiation survey meter, gamma ray 47 A=A WALE
A3k A

J02030.01 el - ZFopA4=7] [2] Radiation survey meter, gamma ray, beta ray Ui AlZolA

YA e BebH g ASsts A,

J03000 ¥} E AAEH] Blood Components Analyzer

J03010.01 &¥w9=4A~] [1]1 Glucose analyzer for clinical use ¥ T+ AYe] T, AE 52
7N

Z4ste] GAUA T Adstid At 2A @,

J03020.01 =#A&¥
%

L

TA47] [1]1 Hematology analyzer, cell-quantifying @9 =+
= =

rlr
>

A& 714 At
Ay A=
s ¥EE ol 7 AEZMES, HET, €4 ) T4, EF
of AH&sts ZA. @, FAIZEEE ol &3 ZFA= 74 Al .

J03030.01 AL)AA S AP E AR [2] Oximeter, in vitro, line-powered AlAoA 433 H Y



J03040.01 =Y ="H=SE2A= [1] Cholesterol analyzer, laboratory d3 Hd8 o] FH2HES

J03050.01 @33 A=A4AX] [1] Hematology analyzer, glycohemoglobin A7|¥% =& WA=
= .

J03060.01 F}e|Zoll 442 [1] Catecholamine analyzer AE38H# Al5F9] 71| ZolY B2
J03070.01 = #HoleldEA A= [1] Creatinine analyzer £ %= AN EF9] I olEd BES

J03080.01 Z4F=A=Ax] [1] Lactate analyzer 39, 8% T2 AY S =AHsE= AX

(Aol AAAE ol §dte] ZHSM A% B MAF 42 2P),

J03090.01 L] FW=A4=) [1] analyzer, Bilirubinometry 3%, &%, & 5 A o] WaFHlS

J03100.01 =}&3 2H=AA% [1] Hemoglobin analyzer ¥ = g =W kg B33
=

J03110.01 3dvlE=zZAH A= [1] Hematocrit analyzer dd F JulEIZS AV|AEHO=Z

J03120.01 dHrt~EAAx] [1] analyzer, blood gases &, &2, &3 W 7} 24(pCO2,
£ ZAste AA(EFHIH b E4FAY mE x93

J03130.01 AEFAAFE==AHAX [1]1 Erythrocyte sedimentation rate analyzer FEZHH-S
olg3] A8 F9 AYTY IAALEZ(ESRE A= AT e Wkaks 24X,

J03140.01 AFdwdd &A% [1] Heparin analyzer < o] slaele] oF @ 32 314 9
oS F3lste o Bag TR &S FE FAHS Bt AL

J03150.01 d4™=A [1]1 Blood viscometer for clinical use &, 3 == A 59 &
o

@ wARY A% fA) AFE FHF] AN ol g A,

J04000 7NQ1& AR F HAFH] IVD analyzer for self test

J04010.01 7R1&d=A47] [3] Blood glucose meter for self test BAhAL ol A =7}

[¢]
SUHYEOE ¥ = Ao 2xY L AES At 3

J04020.01 /NA8a3stE A7) [2] Urine analyzer for self test Aol 3}g}h
o 3

A g
F= 240 == YAE 24 53 S45E A% 2= WAE AR



i
=
i
i)
o
i
>
ol
rr
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N,
2

A w, AR, TN Te AEer ddE W

J04030.01 7HQl&U AW ERNEZA A A7 [2]1 Endocrinology/hormone analyzer for self test, related
to pregnancy o] &= AA L yaley dEom ALEHZR G AAEZ ARG
7hd7l Y AR, |&EH B TE2E AAF A AR EHE ATHEAAA(DEFY Z
=5, 08 AAES Fx )

J04040.01 A& Y-STAZFHAL7] [3] Blood coagulation analyzer for self test. AF7FHAIE O 2
BAEE o] &3t HZFIAE AAF Toll AHEEHE SAHEA.

J05000 Y-8 A AAH] Blood Coagulant Analyzer

J05010.01 HHSuAZHEA A [1] Coagulation analyzer HAdojA a0 F Q3 AHS =H
=

e AX(AME == mA "o PT(Prothrombin Time)S ZA3t] #H o)A 3

J05020.01 X EA#=] [1] Haematology analyzer, thrombosis 3
59 A3 =& HANAY S EAE FHsE AL
J05030.01 A4S H=AAR [1] Aggregrometer, platelet 4o A3l 3 FAHS

o d
SAst= AAL 75T ¢ e AV 2 AAY dAs AHEE 5 Ao

J06000 A<} ZHAF&n] Body fluid analyzer

f
)
2
1o
o)
b
i
A\

J06010.01 =AY ==x] [1] Viscometer, electronic As AR HAYo A= 5 A

=
w
ho)
D
=
a
wn
(@]
8
D
=
o
=
=2
<
N
D
=
>
il
ol
ox
)
fo
off
bl
i
AN
ox
ol
ok
£

J06020.01 A - 7 o Bad A

J06030.01

J06040.01 <oj=82r=¢kAax] [1] Osmometer for clinical use Yo AER(LH] ¢ A~E =T

SAAAT §4 PE FHFE FA.

JO7000 L3HALE 2318 2 B FHARAY] Clinical urinary and stool analyzer

] [11 Urine chemistry analyzer, (semi-)automated ZAwe] 3}8t# A&,

A% SRy EE QANY 242 Fd SHSE AT E: MAF

e 7 o714 ALl

107010.01  Q&48tE A7
B4 44dE @
FA. &, LS

J07020.01 &3 AHEA4=] [1]1 Urine cell image analyzer, (semi-)automated 2 W F34E
(& LS F3A, A714, A9t WA Ax YFedue 53 AAste AF

o



J07030.01

J07040.01

B2 [1] analyzer, stool EWHE AAsE A,

8% &= [1] Urine specific gravity kit AWe| ¥F& =A== AA.

J08000 U7dstsl HAFAIeF IVD reagent for clinical chemistry

J08010.01

J08020.01

J08030.01

J08040.01

J08050.01

J08060.01

J08060.02

J08060.03

ARAl9F [2] IVD reagents for electrolyte tests SR Yo}l, TeAYE, 24,

R R
2, @F, rhadl4, $719/9, 2% 2 UEF 5 A8d A4 A AeEE Ak
]_

2] 3]
|3}
g
pH/AF

7F2=Z AFAeF [2] IVD reagents for blood gas analysis ©]4F&}EH4:, pH, 4F4,
22 A PO/ o) 4tst e A} (PCO2) HAHEE & AT AA Al AFEEH & Al
ML A S [2] IVD reagents for total Hb test & & 4(Total Hb(Hemoglobin))
AR Al AR E = Aok
AArslst g A~ AbA eF [2]1 IVD reagents for clinical enzymes ©f2~3}e|o] Eoln| o] &4
(AST), gebdoln = do] G4 (ALT), ©<14+3}& 4 (Phosphatase), ©}H @ o] 2~(Amylase),
Z] R3] & A~(Lipase), LAP, &-E=d|o]~(Aldolase), =& ol ~E # o] 2~(Cholinesterase), y -GTP,
2] AAHES) § A4~ 0] A A XA ALP 1soenzyme) ol g o] ~o] A gAY (Amylase isoenzyme),
ol Al grolm] 3L & 4 (ADA), A QEIAASE A(ACE), G6PD, Z# obe]dl4ksld 4(CK),
CK isoenzyme LD, & -o}m]#] a4t ‘3]’5} |=gtH o] ~(ALA dehydratase), 5-FZ8] &
Eld o] ~(Nucleotidase), 3}to]FH]|o] EQIAE}LE A(Pyruvate kinase) 58 A Al AFEEE Alek

AR A 71g o AL~ F [3] IVD Reagents for congenital anomaly screening QJAHEE
o2 213 RI(Inhibin) A, AFEFERAAATZ2E(NCG), B1AF ol ~E g e(Unconjugated
estriol, uE3), ¢a}efo} w2 (Alpha feto protein, AFP) 5 A XA 7]& o} Abd A ALl
A8t Ak

AdA B =d2 =54 1 [1] General calibrators, controls or standards, class I, for
clinical chemistry <148}8F AALe] AMEEE AAA gslgdo]l 1539 A == Au]o}
A At BE A=Y AF A tx - RAFEAN s, A BUhE

[e)
A=Y EE A, &, A8 A=A DS FHSA ol Anle REF Y

DA RS =R EZ 1 [2] General calibrators, controls or standards, classll, for
clinical chemistry 47¢3}st AR AMEE = ZA1Z fslAdo] 255U Ak = Au|e)
A AHEStE B8 AEAYUEARGHAE dx - RAEAT Y, A B
A=A =E A9 &, & AEHRYEELS FHSA oy Ao BEF 3T

AdAAE =R EZ [3] General calibrators, controls or standards, classlil, for
clinical chemistry <443}t AAbel AL&EHE A2 Ysiido] 353U Al == Ang
A AHEShE B8 AERYEAFGHAAE dx - RAESAT Y, A #HUHE

A=Y A &, A& A=dY=d e FRbAIolY Ao REF T

o



J09000 ¥+ ZHAFAeF IVD reagent for blood cell test

J09010.01

J09020.01

J09030.01

J09040.01

J10000 &

J10010.01

J10020.01

J10030.01

A A ek [1] IVD reagents for hematological stains @}o] E A (Wright stain) &9
TG Al ARG E = Aok

A FAFEEAAA S [2]1 VD reagents for erythrocyte sedimentation rate(ESR)
AT AREZ([ESR) AAF Al AR EE Aok(dhe 34 2 da A Ak A Q).

FAEZENERZASF [1] IVD supportive reagents for flow cytometric test A3

B4 A &5, AAY T3 Zo] ReHow AEHE Aok

FAZEA LG FHAAISF [2] IVD reagents for flow cytometric test dT¢ FHE
FAEZEA7](flow cytometen)Z FE3L7] 95t AE ZA @il S Eojzoz ®XA

St Aok w, 2AAGHAA BHe] Aoke of7]4 A Ak

o331 AAFA ¢F IVD reagent for hemostasis and thrombosis

M-8 v AFAIeF [3] VD reagents for diagnostic blood coagulation test A X7 2
A= = o8td ATS Yoty dEo 7 AL7153 Aeko g Iz EZHAZHPT,
AR R EFH ZZ'IAIZHAPTT), EEHIAIZHThrombin time), 4347 AKFibrinogen),

A A AHPlatelet function test), & & <H-g-3102HAnti-factor) Xa 52 HAF Al

A8 AAHA LA 9F [2] IVD reagents for blood coagulation factor test -$31Q1A}F 1
(49, Fibrinogen), €194} I(Z2ZEEH, Prothrombin), 331212} la(EE41, Thrombin),
ARV, xR VI, 1202k Via, $1AA VI 2x1AA IX, $1AA X,
TRAA X1, §aAAF X, §adA Xla, -390k X, &2 7Y = HMW-Kini
nogen), U HHFAE <AA(von Willebrand factor, VWF), & E & ®I(Anti-thrombin),
Cehdl g Sehdl(Protein-C & S), #2233 1L %1AHLupus anticoagulant), &4 A|4Q1A}
(Platelet factor 4), ®WElE= R FZE2(L-thromboglobulin), Z#]Z-ala#/ZE A A=}
(Prekallikrein/Fletcher factor), Zt2]=#]l(Kallikrein) §-3191#}, ZRAHBAEJR I
(von Willebrand Factor Antigen), ZHHAERIR} : F2EAE ®B21x &4 =(von
Willebrand Factor : Ristocetin Cofactor Activity), ZRU#BHE Su1AT=H g
AR HA Al ARRE = Ak

oo ol

ol

1S G AAIeF [2] IVD reagents for red cell agglutination, not for transfusion
ot AA S g et G528 AMREHA e AR WA ENAET HA
(PNH test) & &8st o]9lo] o2 AfEHE= AKUYTHE 2 55, & A
A3 F=x F2).

J11000 WEulA AARA ¢F IVD reagents for endocrine test

J11010.01

FadIdBAGAASF [2] VD reagents for diabetes mellitus C-31 €] =(C-peptide),



J11020.01

J11030.01

J11040.01

J11050.01

J11060.01

ZF7F2(Glucagon), <1< A(nsulin), J&EA A7FA(AA, Insulin Autoantibody), GAD
A7}V A|(GADA, Glutamic Acid Decarboxylase Autoantibody), AdMEAMEZ z}7}1aA)(CA,
Islet Cell Cytoplasmic Autoantibody), ¢1&HE #H 27}a}A|(1A-2A, Insulinoma-Associatied-2
Autoantibody), B3l 2 =ZR1/2F3} A 4(Glycosylated/Glycated Haemoglobin), B 24l
QIAHE-3) & 4(Tyrosine Phosphatase), ZZ<1&d(Proinsulin) 5 B8 AL Al ALEE =
Al e

EZAZ=HAAACF [2] IVD reagents for kidney metabolite measurement test
B £(Aldosterone), <+ 2 ®l4I(Angiotensin) I/, <FA] 2 &l4l A 31§ 2~ (Angiotensin
Converting Enzyme), ZE]<(Cortisol), #l'd(Renin), &5 AeE]yolA-A# g =xZd
(Neutrophil Gelatinase associated Lipocalin) 5 AZhAFEZ =34 HAL A ALEHE
Al e
FTAEARAZAEHAALA 9 [2]  IVD reagents for bone and mineral metabolite measurement
test F-Eo|zx dZy]AdrHEs) & ABALP, Bone-specific Alkaline Phosphatase), Z-A] &
(Calcitonin), Z2bA 1 & C-gw¢ & 23 elo] =(CTx-1, C-terminal Crosslinked Telopeptide
of Collagen Type 1), b4 | & N-=ot @ Z3elo] =(NTx-1, N-terminal Crosslinked Telo
peptide of Collagen Type I), TZ2ZebA [ & C-Zw+ 23 E}o]| =(P1CP, Procollagen type I
C-terminal Propeptide), ZZF&}4 | ¥ N-¢ot = Z3elo] =(PINP, Procollagen type I
N-terminal Propeptide), 1818 o}ldl=4l Y14 (Cyclic Adenosin Monophosphate),
t] A 7] 2] o] = @ (Deoxypyridinoline), 1,25-t] 3] =2 A]ueFR D(1,25-dihydroxyvitamin D,
Calcitriol), 25-3]=ZA]HIEFT D(25-hydroxyvitamin D, Calcifediol), 3] =% A| & A (Hydro
xyproline), 2 2~H] 2Zt;1(Osteocalcin), F74441 5 2E(PTH, Parathyroid Hormone), +-7+74Y
z2% #¥ g =(Parathyroid Hormone related Peptide), ¥ #] t]& @ (Pyridinoline),
ElZEZolE WA 4+ E23€lA| 5b(TRAP 5b, Tartrate-resistant Acid Phosphatase-5b)
5 =TAEEUA 348 AAF A ARSEE Aok

EHl g2 g elo] = ALA oF [2] IVD reagents for endocrine hormone and peptide
BAlw A2=35 2 2 (ACTH, Adenocorticotropic Hormone), <1744 % 2 ¥ (HGH, Human
Growth Hormone), ¢l @A A4 A(GF, Insulin-like Growth Facton)-I/II, ¢1< A}
Az A% @ 1/3(IGFBP1, Insulin-like Growth Factor Binding Protein 1/3), &%
2879 ] ©(Vasoactive Intestinal Polypeptide), B} 3Z#2l(Vasopressin) 5 A Al
AHE-E = A9
A ZAYER 75 A A4 2F [2] VD reagents for neurosecretion function E-#Al(Bombesin),
e} Q= =3 (b-Endorphin), 17-3] & &A= 2 A 28| &(17-Hydroxyprogesterone), 17-#%
A4 2H 2 o] =(17-Ketogenic Steroids), 17-AE2-H Z o] =(17-Ketosteroids), &3 dahd
M| 2= 5 2 E(a-Melanocyte Stimulating Hormones), 2 #lAl(Neurotensin), A& &2 &

o} ) el 2K (Somatostatin), &2 P (Substance P) 5 AAWEH] 7% AAF Al AFREH &= Alek

715522 G A4 9F [2] IVD Reagents for thyroid function hormone tests -f-24¢



J11070.01

LR EHEUFTI, FEFAFETY, Aol AR5 2E(TSH), 948 =EHEYd
(T3), HorElz2d, HercEl2d 4#&(T-upake), E]=A(Thyroxine), A4 =Z2EH
(Thyroglobulin), 3442322 EU(TBG), A ATIE2E, Aot ElFA & 7]E
A TEE 7% HAA A ARSEE Ak

d3dA - Sz =Edom A ALA oF [2] VD Reagents for pregnancy/childbirth
hormone and protein tests WAL A4 F5F A Be dalz7]o AREStE =
Z2HY Y R(d4A), tsto|= 2o =2 ~HE 3+ (Dehydro-epiandrosterone Sulfate),
o ~E gt]&(Estradiol), FEA=3% =2 #(Follicle Stimulating Hormone), &4 dHd =&
(Luteinising Hormone), = Z A 2] &(Progesterone), 17-OH ZZ A ~H &, Z =& (Pro
lactin), A &£ 22 A3ZZE(SHBG), H 2~ E2H E(Testosterone), ¢+= 2 2~8 £(Andro
sterone), UFE=EZAERUIT L FFFZY=(Androstanediol-Glucuronide), 11-8]225-A]
=] Z(11-Desoxycortisol), Z =¥ Z2H| &(Corticosteron), Alpha 2-L441#H o=
(Pregnancy Associated Glycoprotein), o ~E2]&(E3), d|~EE(Estrone), & A EAA
A552#(Total hCG), WEF AEFEREAAAAFE2E(D0-hCG), AreEIRFetEZI(HPL),
A4l o] Bl-deu A (glycoprotein), @& (Glycoprotein), A4l #dE 4 ol A
B R A JAZHPGE), &34 fms-frA |24 14kt & 4-1, fre] wWEe AEgRAE8A

= (Free Beta HCG), ¥&E# &35 =F(Anti-Mallerian Hormone) & d3(Hd
44, @4) dA/E4AH #3483 22 9 oE AA Aok o, 2EHFH H

A
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I
I

J12000 LA LS 9318 9 B HAA¢F IVD reagent for clinical urinary and stool test

J12010.01

J12020.01

J12030.01

a3st AbA oF [2] VD reagents for urine chemistry -$-Z %] =4 (Urobilinogen),
o A (Protein), EE=3(Glucose), & H(Blood), 2] F®(Bilirubin), A=A (Ketone body),
pH, BlIF, obd4lbsd, Wid T 5 8318 HA Al AAEHE Ao o, 85 ©]&3F nteF
2 SAH=HUAL HARA oF 0471/‘1 A 2] gkt

B 7 AbA ok [2] VD reagents for fecal occult blood test &% #d w37 A}
B das A 5o B A HAA A AR EE Ak

b A A AbAl ek [2] VD reagents for fecal albumin test #®¥ W &3, Qg
TR, AZdetzetolA T E¥ W @id BE 84 AAF Al AMEEE Ak

J13000 47&3}+8t HAFA| IVD strip for clinical chemistry, non-self

J13010.01

J13020.01

A A EFHAA [2] Clinical IVD strip for glucose strip 8% =+ AE AAL
AHEE = AARA]L &, HRJEEZHAA = o714 A Qg

A dHAA SN H- XA AALA] [2]  Clinical VD strip for protein/lipid strip Zd~HE
(Cholesterol), 31 =2 d&(HDL), A4t (Lactate), 3 A ¥(Triglyceride), £ 4(Urea),



3}l w2 29 /331" A & (Glycosylated/Glycated  Haemoglobin), A =%] 2 ¢+ (LDL)
A& o}Eld(Creatinine) 5 HAMA. &, /MASEHAA = 7|4 ALt

W2 ofl

J13030.01 AHE-2

akes
o
o
>
ofo
e/

A EB)E-ZAAALA] [2] Clinical IVD strip for endocrine, related to pregnant
ged §=oE AN HA e AR YA, 77 T B,
= AA A ARREE AAARESE R SF UE AAEY R

SHAMA = A7IA Al
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J14000 7NQ1& L4233}8t HAA IVD strip for self test

J14010.01 7§18 FHALA] [3] IVD strip for glucose self test A7IAALECE Y == AE
Al AR E = AARAL

J14020.01 MA&GWd - @ H A=A [2]1 VD strip for protein/lipid self test A7FIHAIECS=Z
Zd 28] E(Cholesterol), 11U =A| A Hul(HDL), &4k (Lactate), 4 X ¥ (Triglyceride),
Q4 (Urea), 23}Hd =2 24/338 A 4 (Glycosylated/Glycated hemoglobin), #2 =x] &
(LDL) ¥ = o}Eld(Creatinine) 5 ZAHA.

J14030.01 MAEJANWEREZAALA] [2] 1IVD strip for endocrine self test A7FHAIEO 2
datd AYL Weled 9502 AgEA gt o2 YA ] S Hu,
Wi B 28 HAAF A ARREE AAARESE 2 55 08 dAES e
Q).

J14040.01 MALHX}-STAZFHAALA] [3] IVD strip for blood coagulation self test A7FZARE
A AZE HAA

J20000 71E} 47&38+8t ZHAL7]7] IVD devices for other clinical chemistry

J20010.01 ~71et4d43s-A A7) 1 [1]1  Other instruments or devices, class I, for other clinical
chemistry q&3stAALE A FAA A3l 155 718 A = 7]

J20010.02 71e}943sA A7 11 [21  Other instruments or devices, classll, for other clinical

FEAAAE A AAA el 25FY Vg AX EE AT

1o

chemistry

J20010.03 71eFd skt A7 [3]  Other instruments or devices, classlll, for other clinical
chemistry UAsAAE 9lat AAA Ja)do]l 3532 7} AR == 7]

J20020.01 ~Z]eElddststd AL Ak 1 [1]1 Other Reagents, class I, for clinical chemistry <4733}3}
AANE 9% A Aol 153 718 Aok,

J20020.02 71Elddststd AR R [2] Other Reagents, classll, for clinical chemistry <733}3}
AANE 9% A Aol 253 JEF Aok,

J20020.03 71EFd 33t ALAl9FIT [3]  Other Reagents, class I, for clinical chemistry $-43}3}
AALE g ZAAE sl dol 3552 718 Alek



J20030.01

J20030.02

J20030.03
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TER) SIS AA | 1]

=
Ak
=
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B AA N [2]

Other IVD strip, class I, for clinical chemistry
A gsidel 155 et AAA.
Other IVD strip, classll, for clinical chemistry

A o] 25EA Z1EE HARAL

&

A4sshH AR [3]  Other IVD strip, classlll, for clinical chemistry

=
=

A Aol 3TEA Z1EE HARAL



K) ¥4

K01000 H <

K01010.01

K01020.01

K01030.01

K01040.01

K01050.01

K01060.01

K01070.01

ZAA717] Devices for Clinical Immunology

Hk-8- A ARHH] Clinical immune response analyzer

e ga84AHYGHAA [1] Enzyme immunoassay/ELISA analyzer A<} = &
Fol EA AEY a4 HFEE A == FUE WA A7 A S FHUtsle]

%
Balo] o] meh 54 AES B A% wE WAE BA.

ol

olsgHldgF=AA= [1] Fluorimetric immunoassay analyzer(FIA), stationary A<

X AR N

oz gugd=42= [1] Chemiluminescence assay(CLIA) analyzer A< == o
o 54 AEY TFEHe] AFE FY e FAE WA &, AV = gt
e

=20 = =
bstel MAEE WRH Y Fuo) wek 54 RS BASE A% B WA4F

=3

ZFA]

olggAYu =44 [1] Immunonephelometry analyzer A = 9 F =3
AE Bolzd Y e A EFAE e WS ety 4bdkd Ho) AV E
ZAsted EA &S EHdte A e BHAE A A

og8HlyFF=44A [1] Immunoabsorbance analyzer A< E=&= o Fo] EX
AEH Fd B FAE A F, MR BE ALY BEHAA F FT9
Ao wet 54 RS E43= AF e vAE AA.

SAZEAA (1] Flow cytometry &% EA7} AEE FAS o] &3 GATEAW
o7 FFS Ue 7 £ A == 78 FANE A ZAX

o)g 8 AAAA [1] Immunodilution analyzer for clinical use ¥4 34 &
o] &g A Whgo ME o AYE M, §H T& ANEE 4e 34 F #A
A

K02000 HYAAA A AALA ¢F IVD reagent for immune related protein test

K02010.01

K02020.01

K02030.01

Ao FZ2EUHGAASF [2] 1VD reagents for specific proteinimmunoglobulin) test <
28U A D, G2 M, A#l(chain) 7F¥kkappa) @ @thlambda) 74 5 HAF Al
&=+ Aok

RAPEHAAASF [2] IVD reagents for specific protein(complement component) test
B A4 E(Clg, C3/C3c, C4, Cha, C5-9 & CH50) 52 AAF Al AF&E & A<k

¢

S~

rl

A A TR A ALA F [3] IVD reagents for cardiac marker B¥ UEzZ|Fdg HEelol=
(BNP)/pro B&d Y E&f#l g 3Elo] =(proBNP), =@ o8l 7| uAl-MB(Creatine Kinase-



K02040.01

K02050.01

K02060.01

K02070.01

K02080.01

K02090.01

MB mass), 438 A g4k-Ag ol A (Heart-Type Fatty Acid-Binding Protein), &
xxdgtolA] BB(Glycogen Phosphorylase BB), ©lo] 2= ZHI(Myoglobin), E
(Troponin) I/T, 29174 C-vk-&-A ol A (High-Sensitivity C-Reactive Protein) 5 412 %

AA A AREE Aok

FAAYAE S A LA ek [3] VD reagents for in born error of metabolism —o}w] x4k

2 (Amino acid analysis), H Zt}+33Mucopolysacharide), < 3}# (Ferric chloride),

()

AbE AWHHVery long chain fatty acid), 714 #24(Pyruvic acid, Sialic acid, Lactic

acid, Citric acid, Hyaluronic acid) & #3748 thAMEZ HAF Al ARS8 = Al

At o A ALA o [2] IVD reagents for general immune test X X=3HGlucose), 224l
(Bilirubin), &} 8 AZAA(BUN), Z# o}E]d(Creatinine), =& o}&l(Creatine), 24HUric acid),
=y oKAmmonia), Z&EAFY(Fructosamine), ©}3ZA]#oHall(Apolipoproteins), wWEFA] A
o A (B -lipoprotein), & XA 2~E|<l(Homocysteine), 7+& x|¥-ak-ZAgH ohall A(Liver-Type
Fatty Acid-Binding Protein) A]2E}F®l C(Cystatin C), &34 A (Plasma hemoglobin),
ghy| o] E(Lactate) 7 &4 (Ketone body), ¥ 2 > Al(Bilinogen), B&4tBile acid), 7I==
(Carotene), 7F2U¥l(Carnitine) 5 ZHAAF Al AF&EE Al

H1E AALAIoF [2] VD reagents for anemia test 334 21 xHErythropoietin), # &€l
(Ferritin), |4t (Folate), H(ron), & ZA¥-s(ron Binding Capacity), &4 E#AH
8-A(Soluble Transferrin Receptor), Z&& &7 s ===Z7 3FF(Reticulocyte Hemo
globin Content), E#2# & (Transferrin), & & ZA35(TIBC, Total Iron Binding Capacity),
Ex3 A ZAS(UIBC, Unsaturated Iron Binding Capacity)s W& AA Al AHEEE
A ef.

et A AFAI9F [2] IVD reagents for vitamin test ®IEFY Bl, B2, B6, B12, D, W2l

QIAHIntrinsic Factor) & BIEFY HAF A] ALEEH = A<k

FTHEA ARG HAA F [3] IVD reagents for tumor marker w3<+(Bladder Tumor),
& (Cancer Antigen), 31712 - 22(Nuclear Matrix Protein 22), Q1Z+R-aghcha 4
(Human Epididymis Protein 4), &#jo} &-(Carcinoembryonic Antigen), A 5-o]
& (Total Prostatic Specific Antigen), 2 @A Eo] &<A(Free Prostatic Specific
Antigen), & #¥d ¥ 33U (Cancer Associated Serum Antigen), &3} ejo} wul(Alpha
fetoprotein, AFP), 417 E-o] ol &= 2}A4(Neuron Specific Enolase, NSE), &2 S-100B
(Protein S-100 B), Z=®18d A(Chromogranin A), PIVKA-I, CYFRA 21-1, glv|d
Q14F3} & 4 (Thymidine Kinase), &3 @A o] &<d(Complexed Prostatic Specific
Antigen), 7] AP YL IA(Early Prostate Cancer Antigen—2) 5 718} FFEA 2

A A S Ak

HAAAE A=A EZ | [1] General Calibrators, controls or standards, class I,
for clinical immunology, not a component of specific kit, wide use &% 7]|E9] FEEo]

obd FHAZ flsidol 1w WA A=A =dFHHAE U= - EAF AR



K02090.02

K02090.03

K02090.04

M, A H7ME A=REE A9 o, A& A=HYELLS FHSAIofolY

HAGAAHEA =AY EZDI [2] General Calibrators, controls or standards, classll,
for clinical immunology, not a component of specific kit, wide use &% 7|E2] FEZo]
obd A fsidol 25 H< WAAA A=A EARIGHAE tHx - RAESAT
e, AAA Hr7HE A=AHEE A9 o, A& AEH[YELLS FHEEA oL

grjel FEFol '

(¢

9

HAAANHE LA =2 EZI [3] General Calibrators, controls or standards, classlil,
for clinical immunology, not a component of specific kit, wide use 5% 71EQ] FEFo]
obd A faidel 3TEe HAHA A=Y= dXGHAAE dx - =R
e, AAME Br7He AEREEE AL o, A& BEAYELL FEEAI oIy
7 o] FEFol s

HAAANHE A=A EZN [4] General Calibrators, controls or standards, classlil,
for clinical immunology, not a component of specific kit, wide use 5% 71E9] FEFo]
obd HIV, HTLV, HCV, HBV ZdA A & E+ ABO, RhD @94% HARS A=wd
EARGAAE dx - RAEAT s, A BUh8 A=dgEd A &, A&

A=A FH-SA oy Frle] FEF T

K03000 271 2% AALA 9F IVD reagents for autoimune disease

K03010.01

K03020.01

A7 A A A ek [2]  IVD reagents for autoimmune disease FWHE] 2 <1AHRheu
matoid Factor), &-3+2] A|EE@3} I E] =(Anti-Cyclic Citrullinated Peptide), &-3Y
Al (Anti-nuclear Ab, ANA), 3-DNA &Al(anti-DNA Ab), Z+& F&4 & A A (Anti-
ENA Ab : Sm, RNP, Scl-70 &), ElZo]|= A7} &-A|(Thyroid auto Ab : TPO Ab, Thyro
globulin Ab, Microsomal Ab, Anti-TSHR Ab), &-v]EZ=g|o} & a)(Anti-Mitochondria
Ab), &-AS FA(Anti-Smooth muscle Ab), &-21%]& 3&A(Anti-Phospholipid Ab,
Anti-Cardiolipin Ab), &-& %7 &#(Anti-Neutrophil Ab, Anti-neutrophil cytoplasmic
Ab), -84 gA(Anti-Platelet Ab), - Ud=)ME A (Anti-Parietal cell Ab), &
-gekl A (Anti- 8 -2-Glycoprotein 1 Ab), &-21&@ &A(Anti-Insulin Ab), &-F=
A EA A (Anti-ICA 512 Ab), &-olHd A4 84 A (Anti-Acetylcholine Receptor
Ab), &-A7A 71 A€t A (Anti-Glomerular Basement Membrane Ab), &-ZFg4-g
g2 8 4 A (Anti-Glutamic Acid Decarboxylase Ab) 5 #7td s A3k HAAF Al AL
HE Aok

AZEAAHARA F [2] VD reagents for inflammatory tests <=%HH & 234 (Circulating
Immune Complexes), CHF-8-4 @iz Z) AHC-Reactive Protein) 5 A5A3 ZHAF Al

A EE Ak,



K03030.01

el 2717 AR oF [2] IVD reagents for allergy test 3] 2~E}¥l(Histamine), &
(Immunoglobulin) E, F=ZE&g]dl A= AHLeukotriene Stimulation test), & 5]

Ho FZEUE(Allergen specific IgE) 5 HAF Al AFEE = Al<F

12
ull
u
e
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K04000 =& AgAd AY AAASF IVD reagents for histocompatibility

K04010.01

K04010.02

K04020.01

K04030.01

o)A gz AAA Sk [3] IVD reagents for histocompatibility antigen, antibody
for transfusion or transplantation, immunological method <&, &7] =& F4 0|4 &
st FodAtel 8o WM FUFHLA Ag) A¥E == FAAANRE T A
A/ & st & - A "G ARgEkE Aok ©, FAIZEAHS o] &%

A oF2 A7) A A9 gt

WA P& B A A 2F [1] Complement for lymphocytotoxicity 8, A7) =& I o]2&
A3t FAAe} Ao T FAH FAT WYNESES ldteE BA ofEAH wA
Al d(Complement Dependent Cytotoxicity, CDC)oll Ab&3}= HA. o, HAe} 4
lste g Fol A FAHE J1Ev ‘TR ERAUG A [3] e
ARG 2 AFAEGHAAF [2] VD reagents for histocompatibility antigen,
antibody not for transfusion or transplantation, immunological method <&o]u o]2]
EZo] ojd AAPGHFH e WAERW T EALAS TS st AE AES
3 -B27(HLA-B27), Atk ¥ d 3 3+1-B51(HLA-B5D), @43 == Wy o] 34 - g4
HA G Aol ARG Al

A ZEA L 2A A A A4 oF [3] IVD reagents for flow cytometric HLA test %3
| A8 AR O
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K05000 g4 At WS AHAAF IVD reagent for infectious disease, immunological method

K05010.01

K05020.01

HIV - HBV - HCV - HTLVX @t S ALA F [4] VD reagents for diagnosis of HIV, HBV,
HCV, HTLV, immunological method A& W23 wlo] 2] 2(Human immunodeficiency
virus(HIV)), A& B& 3t ®ho]2 2~(Human hepatitis B virus(HBV)), A& CE7td Hlolz 2~
(Human hepatitis C virus(HCV)), At THZ X184 wlo]g]2(Human T-Lymphotropic
virus(HTLV)) 9 %5 Zdstr] #sked HIV, HBV, HCV, HTLV #d 3 - A

Azl AHgE = Ak

HIV - HBV - HCV - HTLVE A & - o} A~k [3] IVD reagents for serotyping or patient
monitoring of HIV, HBV, HCV, HTLV, immunological method Al& A SZAE Hlo|H X~
(Human immunodeficiency virus(HIV)), At B&3t4d wlo]2] 2x(Human hepatitis B virus
(HBV)), At C¥ 7t wlo]2 ~(Human hepatitis C virus(HCV)), Alg THZ 31314
Hlo] 2] 2x(Human T-Lymphotropic virus(HTLV)S] 43, o}y &<l 2 X5 73 &2l

59 9s) AgEE Aok



K05030.01

K05040.01

K05050.01

K05060.01

K05070.01

TAFAAZTAAHG A A eF [3] VD 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 S4ZFgt2~vHToxoplasma), &% (Rubella), Aol EW]ZZn}o]# 2(CMV), MEHZ
vlo] & 2~(Enterovirus), =X ulo]# 2 Bl9(Parvovirus B19), o}l znr}le] & 2(Adenovirus),
Zepdlo] 2 ~(Rotavirus), ©<=EZ(Herpes simplex), §2€|<l-8v} nlo] & ~(EBV), &Y
vlo] 2] ~(Measles virus), W’ ZI(Herpes zoster), ZHEZF2 | X =27+2(Cryptococcus
neoformans), <=2+ (Neisseria meningitidis), &&vtjo} Eg}=v}lE] ~(Chlamydia tracho
matis), & (Neisseria gonorrhoeae), vl =+ (Treponema pallidum), S3A A2} TP E=2
nhE] 2~ (Klebsiella granlomatis), AbghF3FHkel 2] =HPV), #3838 AbgRFEuteld
(HPV genotype), 2 =3(Trichomonas vaginalis), &l =ghdlo]# 2~(Hendra virus), @z} of
(Malaria), 23w (Mycobacterium tuberculosis complex) 5 Auj/fAd 2%, Aol
718E zddhe 24, HAFd g Qo 1 A ARG Adges 4

g, A == 78 fFa=dS dEsted AHgEE Ak

od

o

9

o

A BTG AAGHAAA ¢ [2] VD reagents for Infectious disease marker(Detection
of low infectivity pathogen), immunological method & 7 AHWidal test), At E&
ZFEHEVY), =8t 3 2 2 (Helicobacter pylord), & X2 #+(Saccharomyces), &2~
EgdF fygdd(Clostridium difficile) 59 7 2ws 93t dd, 3, A
EE Ve FUHERS AEse AHSEE Aok

a3 d=AAA e [2]1 VD reagents for infectious inflammatory test 3-A#)A4-74
DNAse BgHA|(Anti-Streptococcal Deoxyribonuclease B(Anti-DNAase B)), #-Al&d+
3 ¢ F 223 & A~ (Anti-Streptococcal Hyaluronidase), &-2E 3] & 7| 1}obA|(Anti-Strep
tokinase), &-AlEgdFEd4a O HH-3A1ZH S 7HAnti-Streptolysin O Reaction Time/Titer),
G-ArELF-E 84 O(Anti-Streptolysin 0), &-2ebZ E ]l ¥F-§-A| 7H 9 7HAnti-Staphy
lolysin Reaction Time/Titer), &-2€}E 2] A4 F)(Anti-Staphylolysin(quantitative)),
=3 & B-314)|(Circulating Immune Complexes), &-A2j4-7+ 2=2]d(Anti-Streptococcal
Screening), W} Tl AI(Human A Defensin, HBD) 5 ZgA 9= AAF A AL&EH=
A eF.

A7 AFSHIVEA & AFA €F [4] IVD reagents for diagnosis of HIV immunological method
for self test A7}AAE o2 Alg WY AR vlo] 2 2~(Human immunodeficiency virus
HIV) 2 A5E AAs7] Y8t HIV A &9 - &) fdE0] AFSEE Aok

A7V A AR B F 7 bbo) 2] 2 o 7 ALA| 9F3] VD reagents for self testing of Influenza
virus or SARS-CoV-2 using immunological method A7}HANE S = HIZ HA 5L
ApE3Ete] A ZF AR vlolg A(nfluenza virus) Ev A2¥ F=ZJFHITEY)

S Zunbo] 2 2~(SARS-CoV-2) ¥ FU-FA HEol AHgEE Aok

o|X
H
M



K06000 °F&5 = ZHAAFAISF IVD reagent for drug monitoring test

K06010.01

K06020.01

K06030.01

K06040.01

K06050.01

K06060.01

ALJLZFAAAANZFEF =LA AAASF [3] IVD reagents for Cardiovascular,
central nervous system TDM test t]=33241(Digoxin), ©~7]&4l(Digitoxin), H4d v =
(Disopyramide), =7l ¢]€}o] =(Flecainide), €l =7}<l(Lidocaine), Z =27} o}w] =(Proca
inamide), =2 =z}&EZ(PropranoloD), Y™ (Quinidine) 7}wv}r}A] = (Carbamazepine),
of| E<r Al 1] =(Ethosuximide), 2] 7F24nlulA|A(Free Carbamazepine), & Y ES]
(Free Phenytoin), £ Z2]n]&=(Free Primidone), f2] W &2 4HFree Valproic Acid),
¥ .- v} 2 8] & (Phenobarbital), ¥4 E<l(Phenytoin), 3] u]&=(Primidone), M= & e}k
(Valproic Acid), 7FuF#l®l(Gabapentin), 2= E 2] 2 (Lamotrigine), E3]g}w| o] E(Topira

mate), ZUAlrto] =(Zonisamide) 52 X FFEFE=A HAF Al AFRE = A9

FAYA L guto) P X 5 FEFEAAI A AAISF [3] IVD Reagents for antibiotic and anti
viral TDM test o}v]7}2I(Amikacin), €2 %4 Z(Chloramphenicol), t]#]7}4l(Dibekacin),
Ze}uto] Al(Gentamicin), 7hubwlo]Al(Kanamycin), 4] ® vlo]Al(Netilmycin), A]Z&ujo]Aal
(Sisomycin), ~E&] Ewn}o]Al(Streptomycin), EH g}ulo]Al(Tobramycin), ¥k wlo]Al(Vanco

mycin), Hlo]ZZgd(Teicoplanin) 52 X E4EFSE HA Al AFEHE A9

ek =M B A ALHAFA ¢ [2]  IVD reagents for toxin, heavy metal and drugs of
abuse 9|3+x AAS Ut 9507 AMEEHA &gE Aeko g wetd E(Paraquat),
ogdd =] =(Ethylene glycol), #WlAl(Benzene), #&=(Phenol), &Fdl(Toluene), 2~E|#
(Styrene), A A(Xylene), vFx=4HHippuric acid), 2~E]# t)AxFE-(Mandelic acid), A+
o A4kE(Methyl hippuric acid), €l 8 #A&(Methyl ethyl ketone), N-w g Zo}njo] =
(N-methylformamide), o}Al=(Acetone), F+&](Cu), #(Pb), +2(Hg), 7F=H(Cd), BxHMn),
olA(Zn), F71AUA & <F(Organophosphates), 7}Z1H4k<d(Carbamates), & 2(Alcohol),

o v}(Cannabinoids), ©}#H(Opiates), = 7}21(Cocaine), ¥l Zt]o}A| 3 (Benzodiazepine) &2

=5, %, "eF A AAF Al AMREE ALY 2 5%, o8 AAET
Fx E9).
FHkE 2 8m I HAA 9F [2] IVD reagents for complementary companion diagnostics

with immunological method E32|FEFS AWslr] Ao Ht=A] B3k HAR=E oYy
jFefEol it FENSAS dSFstr] Hal B9 RESS o] &35t HAAStE Aok
SutAGgA GG ALA eF [3] VD reagents for companion diagnostics with immunological
method 54 2]kFS AWslr] ol HiEA] Qs HALZ sfgekEdd st FERbedS
o Z317] fl8] WY whgS o] 83t HAAlSt=E Aok

A7 A ALg k& A T AFA AFA €H 2] IVD reagents for self testing of drugs of abuse
A7VAAE o R AW EE BA miek thnt F wiekR{ B/EE O thARA A Eol
AHEE = Aok OhRE, WHE FAF T JAR O R FA|HA A FulAREE7] A
Azd AFS ALt



K20000 7€} ®Y HA}7]7] IVD devices for other Clinical Immunology

K20010.01

K20020.01

K20020.02

K20020.03

K20020.04

Z1ebd 94 7] [11 Devices for other clinical immunology WS TAALE 718} &%

= 7).

ZIebH G HALAIeF [ [1]  Other reagents, class [, for clinical immunology Z#]%
A3l 155 A EHAE 71eF AARA ¢
ZIEbH G HALAIeF 1T [2]  Other reagents, class 1I, for clinical immunology Z#]%
AslAdol 255 A EHAE 71EF AARA ¢
Z1EbH G HAFA eFIT [3]  Other reagents, class IlI, for clinical immunology %=} %

Sl 35Fe BAAWAAE 7IEk FAAIE,

ZIEbH G HALAIF IV [4]  Other reagents, class IV, for clinical immunology %=} %
o]l 455 AAIGAAE 718 HARA ok



(L) 3828 AA7]7) Devices for Blood Transfusion

L01000 =828} ZHAF] Blood transfusion analyzer

L01010.01

101020.01

Fdo)stad 133 4 A4 [1] Hemagglutination assay device for transfusion &-
=2 F9(Anti-globulin), -2 &% &4 (Polyspecific anti-human globulin, Monospecific
anti-human globulin), &2 ZAHCoombs test) & FHZAto] Al&¥+= dFSHAA
A,

AzdA P A4 [1] Blood type(automation) analyzer <8 A A 2 o} #A,
Rh & o0& Ad79 233 44, €43 2 97 FAE AAste A == wkas

A,

L02000 ¥ ZHAFA|eF IVD reagent for blood typing test

L02010.01

L02020.01

102030.01

102040.01

L02050.01

L02060.01

L02060.02

ABO - RhDE g H o HALA ¢k [4] 1VD reagents for ABORhD blood typing, red cell
agglutination ABO typing test, RhD typing test 5 ABO(¢}& A|<]), RhD A& 7 ALl
AHEE = Ao

ABO - RhDol &l ojd A g H 7 AbA ¢k [3] VD reagents for blood typing other than
ABO - RhD, red cell agglutination ABO ©¢}&, Rh ©}&(C, c, E, e), &7 3<A(Duffy,
Kell, Kidd, MNS) 5 ABO, RhD ©]2]9] 43 FArto] AREH = Ak

LY TS AAAISF [3] IVD reagents for red cell agglutination -2 22 d(Anti
-globulin), &-F=2EY & A (Polyspecific anti-human globulin, Monospecific anti-human
globulin), &2 A AHCoombs test) & +& AAl AMEH = & HA Aok

ABO - RnDE H g EA R ALA ¢k [4] VD reagents for ABORhD blood typing test
not for transfusion or transplantation, molecular diagnostic test & % o]4]& 913t
A b & ABOSF RhD AL Al AH&EE AoFo g BEAXTE o] &3t Aok

ABO - RhDo] 9] ojsr@ Yol 2 &9 d A g FARI e AbA ¢F [3]  IVD reagents for trans
fusion or transplantation for not ABO - RhD blood typing test, molecular diagnostic test
T8 2 o]2S Y3 AAF F ABOS RhD ZAAF Al AFEEE Ao g2 BEAZNGS o] &
3= Aok

FgostH A=A =2 [ [1] General calibrators, controls or standards, class 1,
for blood transfusion A2 sjio]l 1572 st A=AYEHA(GIHAE:
gz - 2AEAT e, A A Hrhe AR EE A9 &, 18 A=A ELLS
FRESA| oy Aul o] REF ST

FgostH A=A A [2] General calibrators, controls or standards, class I,

for blood transfusion ZAA Lsiido] 25F¢ FHos A=A EZEA(FIHAL



gz - RAEAT g, dA H7e A=dgEF A9 o, A8 A=A ELLS
FHE-S A Fol L o] B EZo s
L02060.03 FdogHeAdeAgEAIN [3] General calibrators, controls or standards, class I,

for blood transfusion ]2 $JsiAde] 355U FEJE 7‘*‘:43]%%_1(—r§7“}0
iz BAEAT i, AAMY B7HE 2FF A9 &, 18 A=A EEE Fs
Al efolut Anje) REFo siE

L02060.04 Sdojstg&d=de]EAN [4] General calibrators, controls or standards, class IV,
for blood transfusion ZrA}& $laide] 455< ABO, RhD @9y HALS A=dAEA
(FEAAE gz - BFAEAT e, AA 3718 A=dgEd A & 8 A=
e Ede FHgA kol AHl o] FEFol i

L20000 7]} =& 9)& ZHA}7]7] IVD Devices for other blood transfusion

L20010.01 ~7lels8stAAL7] 1 [1] Other devices, class [, for blood transfusion ZF=j] 3
Aol 1552 T8YSHAE 78 AA] =e 7T

L20010.02 ~ZelsdstAALZ] I [2] Other devices, class 11, for blood transfusion ZFAj] 3
Aol 255U FEYSHAE 7IE AA] Be 7T

L20020.01 Z]elsd g AFAeF 1 [1] Other reagents, class [, for blood transfusion 3=} %
A3l 153U TEYTHAE 71eF AAA G

L20020.02 71eElsd s AFA ¢RIl [2] Other reagents, class 1, for blood transfusion Z=j 2
Asfde] 25 a5 FHTAAE 71E HARA ek

L20020.03 Z1eElsd s AFA Rl [3] Other reagents, class I, for blood transfusion Z=j 2
A3l 353U TEYGTHAE 71EF AAA G

L20020.04 ~Z1elFdE g A A2k [4] Other reagents, class IV, for blood transfusion %=} 2
Aol 45520 TEYTHAE 7IEF AAA ¢

J

|



M) J4uABE AAL717] Devices for Clinical Microbiology

M01000 7dv|AE ZAAEH] Clinical microbiology analyzer

rr

M01010.01 wmAEEFESAH A [1] Microbial identification analyzer w|A¥ES B 731 54

M01020.01 w =243

=
=40 3 dede Adsts ZAL

%] [1] Microbial susceptibility testing analyzer wAE2] A

M01030.01 " AEAESI A= [1] Microbial auto stainer ZEA mAES 2% I (Gram
%

ERE A8 9 A5 BA,

Staining)

M02000 F473vAE FHAA F Cultural reagent for clinical microbiology

M02010.01 mAEg A DujekA ek [1] VD reagents for staining or culturing clinical microbiology

4% mAE G Ak B s s AY - S48 4 A, 2wt miAL

M02020.01 <A ALI Ay EHGARAF [2] VD reagents and media for antibiotic susceptibility
Al =4

E AdES A% A& WA, FA e WA, FA Hx23 5
A

:
FA A ALl ALLEE Aok

M02030.01 FAIZFADWNAEAAAAASF [3] IVD reagents for Infectious disease marker(Drug

icroorganism) &+A WA ddH SiF {2 - PBP2a, mec, W E

m
AANHFALESF-MRSA ol FAA, wmrtol A4 FTF-VRE o] FH7)

5o MR @A WA Aol AgEE Ak

M02040.01 AW ABEAAHEAE=AZEZ [ [1] General calibrators, controls or standards, class I,
for clinical microbiology A2 <fldiAe] 153U LAY E £ & A=AEF

= o
RIGHALE dix - AT oid, AAHE 3718 A=dd=d Ao o, 18 =

A Ege Fulg A cko|} Aujo] REZ st

M02040.02 LAV A EHAEEA =AY EZ I [2] General calibrators, controls or standards, classlIl,
for clinical microbiology =A1& fldiAdo] 253U AFPAYE BE4E A=A EF

=4
RIEHAE tzx - RE=d oY, AAd 3718 d=dded A &, A8 4=

HeEde FHgAeroly Zule] BEF "

M02040.03 LA A EHAHEA =AY EZI [3] General calibrators, controls or standards, classll,
for clinical microbiology =A1& fldiAdo] 353U AP E 4L A=A EF

=4
RIGHALE dix - AT i, AAH 9718 A=dged A9 o, A8 A=

e Ede FagAeroly Aule] BEF "



M20000 7]E} L423mABE HAL7]7] IVD devices for other clinical microbiology

M20010.01 7]e}dAm| A8 E7 A7) [1]1  Devices for other clinical microbiology 4w A &7 A&
71 A E=e 7T

M20020.01 Z1e}d 3|y EHAA ek [1]  Other Reagents, class I, for clinical microbiology
FAA o] 155 B E=HANE 71EF AR oF

M20020.02 Z1EFLdm A EHARAI RN [2]  Other Reagents, classll, for clinical microbiology
FAA o]l 25 E A RBEHANE 7B HARA Sk

M20020.03 Z1e}Ldd Ay EHAA eFIT [3]  Other Reagents, classlll, for clinical microbiology

AAA agel 35F AFEYEAAE ek AAA .



(N) Ex77]7] Devices for Molecular Diagnostics

NO01000 &

N01010.01

N01020.01

N01030.01

N01040.01

N01050.01

N01060.01

N01070.01

N02010.01

b
e
e
oY

A7 A A Molecular diagnostic analyzer

A 71954 A [1] Nucleic acid electrophoresis devices 7]

g, 9%, &, HHFg o AY W g $& 9, I ¥
A

it of
of
%
flo
o
ofo
ol
Q.

meter FFHE7I7F Qlo] ARG E HAs dF AA T AE e ZdEAL] A
iz
h

(DNA == RNA)S FE3e A
AN RAAZFZAR] (2] Real-time gene amplificator, nucleic acid ZHZAG-S 93]
A4 AA F AE == Ao HAHDNA == RNAS Zst1 AFHE7E S35

AN ZEEQ B AA Fo| AL BAsHE A,

nlo] Z 2 ojg o] JEA A= [2] analyzer, microarray chip Z¥W-& a7 35t
A AHDNA) == gad 3

=]
hva o [e) =] =
o] B W W RS BAsH: A

oA 54 fHAe] WMol @ AW AR m: 54

FRAAME A A [2] Genetic analyzer, sequencing, sanger’ s method 7 AHDNA
T= RNA)S 54 o8 YA oA o] 55 HAE3H7] $13td AJo]¥H(sanger's method)
= o] 2 AlFA(pyrosequencing) 5O 2 FHADNA =& RNA) AEE A=
=

A A 71D EA AR [2]  Next-generation sequencer Z< W9 Fdx 47
ARt #4 Jhsd 71 GUIAEEAVIS gy A gelBey Js, ¥34E
Q
O

N, ANAAE 7e For We Wee fAA AL BAste g A

S

flo
o
=

A" fAARSZ42 [2] Digital gene amplificator, nucleic acid 2 A
| = 5 9 HAAE Fe Y2 Yra, mAb

gE 5 9 S8
% A e 2dAe] S4HDNA B RNAS FZabw 33

ol

odt
o)

AFA1eF  IVD reagents for molecular diagnostic test

FA A ARG ALA9F [3]  Molecular diagnostic reagents for congenital or genetic
disease A58 W8 EdWo] FEX(thalassemia mutation), GIB2 32 o] £
(GJB2 gene), VelAt gtolelE W o](Factor V Leiden), ko) ~Z 3 (Fragile X syndrome)

5 MY 4B L FAAR PA A ASHE Ak @, Hob 2 folE Yo
3]

S MAYLDL/ FobA G 7] M A9 Bk,



N02020.01 AHddd3L7FGolRAREAAA¢F [3] VD reagents for congenital anomaly screening

=
A A EmE AR A1For A A AHSHEE BARAAA A

N02030.01 ZFFAHFAAHAASF [3] VD reagents for cancer related gene BRAF 84 &4
o] E(BRAF gene mutation), BRCAL,2 #4212} S o] E24(BRCAL2), RET 2%}
=AWl EMRET gene), 54 =5ETAEEY 1/ETOAMLI/ETO), "THEE+y NdH
ZAAHBCR-ABL), §AdE=FTANEH 34 ZHAHPML - RARA), FAA-=AH oA
(MLL, FLT3 #2212} o] EA(FLT3-TKD - ITD), JAK2 FZ A} o] EA(JAK2
gene), NPM1 F2x Eddo] EANPMD, K-ras fAA =AHo] HAKK-ras), EGFR
Az EdRe]l £4(EGFR), PIK3CA 37 Edwo] BA((PIK3CA T TF ¢4
FRAA HA Al ARG = A

N03000 ¢FEZHX AAFA¢F IVD reagents for pharmacogenetic test

N03010.01 <FE-FAAAAAISF [3] VD reagents for pharmacogenetics &+-3-31
P2C19, CYP2C9, VKORC1 5) o] B4 5 54 FEAFE dig dg4 HRE
Agst7] el FEFAAT DA Al AFEEE A9
N03020.01 SR ZAGFAHAAAF [2] VD reagents for complementary companion diagnostics
with NAT EAo|FZS Awslr] Ao WteA] a3k AALE ol sk gk
< dE3t7] sl EA AR WHol s ol ds AASHE Aok
N03030.01 S¥rA-FH2-AAA ¢ [3] IVD reagents for companion diagnostics with NAT E-3
< A7) Aol WiEA B ok AALR sfFofEol ek FENEA S oS5
A8l SR8 FAA] Wo] e olds HASkE Alek

N04000 8 FAE FAHAA AAASF IVD reagents for blood cell antigen genetic test

N04010.01 S3dHo]2 &2 FHAAAAAISF [3] VD reagents for histocompatibility antigen, anti
body for transfusion or transplantation, molecular diagnostics <&, &7 == =
o2& 9ot FoAAel F8&Ae] M FAFPHLA Ag) HEH 55 95t &4
Al ARg3h= Al 9.

N04020.01 HIAFEZAAIAAFHAAHAA e [2] VD reagents for histocompatibility antigen,
antibody not for transfusion or transplantation but for specific disease diagnosis, mole
cular diagnostics Fdo|} o] BZFRo] old AAMNHFTH == HAEY S EXHZS
S 95t WS FU-B27(HLA-B27), W&+ 39-BS1(HLA-BSD, ¥4 =
Mg o] g - FAE BANTHOE HASkE Aok

N05000 g AR F AALA < IVD reagents for infectious molecular diagnostic test

N05010.01 HIV - HBV - HCV - HTLVRZ 27 AbAleF [4]  IVD reagents for diagnosis of HIV, HBV,



N05020.01

N05030.01

N05040.01

N05050.01

N05050.02

HCV, HTLV, molecular diagnostics Al HSZAE ulo] 2] 2(Human immunodeficiency
virus(HIV)), A% B&E 7+ ulo] 2] ~(Human hepatitis B virus(HBV)), At¢ C&Ez+4d
vlo] 2 22(Human hepatitis C virus(HCV)), A8 THEZ 384 Hlo] & ~Human
T-Lymphotropic virusHTLV)) 7+ oFE Z&str] 9t HIV, HBV, HCV, HTLV
#4d F34 AE AHEEE Aok

HIV - HBV - HCV - HTLV-A & ALAeF [3] 1VD reagents for genotyping or patient
monitoring of HIV, HBV, HCV, HTLV, molecular diagnostics A& WA ulo]e =
(Human immunodeficiency virus(HIV)), A& B&ZF4 w©lo] 2 2(Human hepatitis B virus
(HBV)), A& C¥ 3zt wHlol#] ~(Human hepatitis C virustHCV)), A4& T @ Z 3134
Hlo] 2] 2~(Human T-Lymphotropic virus®HTLV)S] 4 3&, o1& <l 2@ x5 73} <l
T2 98 AHEEHE Aok

VI AFARAAACF [3] VD reagents for infectious disease marker(Diagnosis
of Sexually transmitted disease, Legally designated infectious pathogens other than
‘high risk pathogens’ , Infectious agents with moderate infectivity), molecular diagnostics
E A F g2 vH(Toxoplasma), F%I(Rubella), Aol EwldZnHlo] 2] 2~(CMV), o}HxHlo]& 2~
(Adenovirus), ZE}H}o] & ~(Rotavirus) <IE] Z4}e] & 2(Enterovirus), 2 X Hlo]g] 2 B19
(Parvovirus B19), ©H<=3 ZI(Herpes simplex), $§2<|<21-uv} n}o] 2] ~(EBV), T n}o]g] 2
(Measles virus), th’d=EZ(Herpes zoster), ZHEIZF 24| 2 X 27F~(Cryptococcus neofor
mans), 59+ T (Neisseria meningitidis), &2}t o} E gtz v}E] 2~(Chlamydia trachomatis),
A #F(Neisseria gonorrhoeae), v = o (Treponema pallidum), AL}t T E=ZEr}El 2~
(Klebsiella granlomatis), AFg-f5FFulo]& =HPY), #2738 AFgF5FFulo] 8 =HPV
genotype), & # &= Z(Trichomonas vaginalis), 3l =g}n}o] 2} 2~(Hendra virus), @&tz o}

(Malaria), 23 - (Mycobacterium tuberculosis complex) 5 ZAuj7/fiAd 23 Aot

Nge st g, A5 2 Pojo] g AW PAAD I FLIABL 9shol
Za 5o fAAE AFHEE ASHE Ak

A3 AFRARAAAIF [2] VD reagents for Infectious disease marker(Detection
of low infectivity pathogen), nucleic acid test AFgF E&ZFEHEV), g Zuty U2
(Helicobacter pylori), &= (Saccharomyces), SZ~E&lF Y34 & (Clostrium difficile)

S A9 dE 1S At A9d T FAAE AEskedH AHEEHE Aok

d

BEAAANBEAEAHEZ 1 [1] General calibrators, controls or standards, class I,
for molecular diagnosis WA ZHALO] AL EHE AoF == AH| 9} A AR =
HE A2 E FAF fJaide]l 155 A=AHEARGHAE e - B4
=24 ST, A HUHE A= Ed A o, A& A=dEde FHgA ot
Znl o] FiEFo s

EAAAH A=A EZ 11 [2] General calibrators, controls or standards, classll,

for molecular diagnosis AXIT HAbol] ALEE &= Alof e AH|SE A AE-ShE



N05050.03

N05050.04

EAAANEEA =R/ EZAN [3] General calibrators, controls or standards, classll,
for molecular diagnosis ®A-ZIT ALl AMEEE AF Ee AHle} A ALESE

e AEweBAE ZA4 Sdgel 35EY AERYBAREAALE tx - 2
=

vt §Y, AAkd H7Ee AR Ed Al &

Zrl e FEFol g

ukg-A oFol L}

BEAAAN B EA =AY EZAN [4] General calibrators, controls or standards, classlv,
for molecular diagnosis EAFZIT HAbol|l ALEE &= AlSF s AH|e} A AFESH=
HE A Ed= FAA fside] 455 A=AYHEARGHAE dx - 24
40 S, AAME WUHE AdEE A &, A& AedYEZLS FHRSA o

el FEFol s

N20000 718} E2+-#4 ZHAL7]7] IVD devices for other molecular diagnostics

N20010.01

N20010.02

N20020.01

N20020.02

N20020.03

N20020.04

Z1eFEAF A4 A7) 1T [1]1  Other devices, class I, for molecular diagnostics

Ashiel 1559 BAFAAAE JE 3X wE /)T

ZIeFEAFA A A1 1T [2]1  Other devices, classll, for molecular diagnostics

Ashol 25T BAFAAAE JE FH wE /)T

VPR A A ARAF T [1]  Other reagents, class I, for molecular diagnostics

el 153 BAFAAAE 71E AAA o

EI

ZVEHEAFF- A A ARA I [2]  Other reagents, classll, for molecular diagnostics

Asgol 255 BAFARAE T8 @A e

T AR CFI [3]  Other reagents, classlll, for molecular diagnostics
3

53 BAFARAE JIE AAA o

ZVEF A A ARASFIV [4]  Other reagents, classIV, for molecular diagnostics

Ashgo) 45T BARAHAE 71ek A o

A

A

R

Rk

A A

A



(O) =34 g AAL7]1~7] Devices for Immuno Cyto/Histo Chemistry

001000 Al 2 =z FHAH] Cell/Histopathology test analyzer

001010.01 AMExZ=z2ye "4 A= [1] Cell/histopathologic image processor AME T Z3A &

001020.01 HMELF2HARZ4%] [2] Cell/histopathology diagnostic analyzer A¥% ZE+=
FE A, g, 4, 23], AF Qo= d5Ae ¥ Ads F71 93

22 AFoR FRIE £ZES L T3E A

002000 A= 2 ] HARA ek IVD reagents for cell/histopathology

tﬂg\_zq

002010.01 A

zg A AJH [1] Histological staining reagent I &uv]7d 5& o] &3 ¥a|sh
TS 98 24dH 2D Ax=d AAE it (Romanowsky, H&E &) = 5
A2(Sudan Black B)sl= AleF ©F, Wright 94 59 €5 I ARRE = Aok
A7) A A gttt
002010.02 A xR =2 AA A [2] Histological staining reagent II, Immunohistochemistry

reagent @074 5L ol8@ - 94 A%e] WA AL 9sl] T2E 487
(ER, PR 3), A=A (p53, CD4, CDY), ZAACMV &) &4 M=, 22EH0gC 3)

52 gAste A=A daA o}

T

003000 3f4kA|AE] H3 AAMAISF IVD reagents for Nucleic acid in situ hybridization

003010.01 sHALA| =] F- A AL G2 A <H [1]1  Nucleic acid in situ hybridization (FISH, SISH) 1
AWA A B A& o] &3 FHAH A ARREE A, 459, ABY T BRxE

2‘ o
©

Off
~

003010.02 A A-A &F2] A A& DM A HI [2]  Nucleic acid in situ hybridization (FISH, SISH) 1I
kA A ) B3t dElE ol 83t fAAr Wlo), mAE T A 5, XY o A

8=+ Aok

003010.03 32k =} 2] A AR A2 A oHIT [3]  Nucleic acid in situ hybridization (FISH, SISH) III
oA 2 e B Al E ol&ste] Elote] FAAS At AMEEE A Gk

ol
w

S~

004000 &HrdF ¥l HAFAeF IVD reagent for pathology companion diagnostic

004010.01 S¥rR =&z HALA ek [2] VD reagents for complementary companion
diagnostics with protein level EAo¢kEFS Awslr] o] WEA Had AAe
obUut sfiderEel ek FEWVIAES dSsr] A ME EE A wld ke



FRAE A8t AHARSEE AlYF
Hel g AbA ¢F [3] VD reagents for companion diagnostics with protein
A okFS Aetr] Mol vt Had HARE sigefEe] e FER3AE S

A7) o) Ax mE x2Ho] G we fAAT GAste] AAsE Ao

004020.01 Fx¥rzxld

020000 71e} =&y &] #HAAL7]7] IVD pathology devices for Others

020010.01 ~]etzz2"e]7dAL7] 1 [1] Other devices, class I, for pathological test ZFA2 $13]4 o]

1539 =AY AAE 7|eF AR == 77

020010.02 ~Jetz2" ] A7]1 11 [2] Other devices, classll, for pathological test ZFA2 $13]4 o]

2539 2AYARAE e 3N wE AT

O

020020.01 71tz H@AA k1 [1] Other reagents, class I, for pathological test ZF=)3]
Aadol 155 AP AAE 7EF HAAF

020020.02 71e}zA el A AT [2] Other reagents, classll, for pathological test ZrA)&
AaiAgol 257 =AY AAE ZEF HARA S

020020.03 ~7Ietz=A ] AAASFI [3] Other reagent,s classlll, for pathological test —Zj 2]
Aol 35EA =ABHHAAE 7ek HARAF



(P) <2HA1> (2025.4.7.)

P01000 <AtAl> (2025.4.7.)
P01010.01  <2hA]> (2025.4.7.)

P01020.01  <2HA1> (2025.4.7.)

P02000 <2+A)> (2025.4.7.)
P02010.01  <2hA]> (2025.4.7.)

P02020.01  <AkA> (2025.4.7.)

P03000 <2+A1> (2025.4.7.)
P03010.01  <2pA]> (2025.4.7.)

P03020.01  <AkA> (2025.4.7.)

P04000 <2+A)> (2025.4.7.)

P04010.01  <2FA1> (2025.4.7)
P04010.02  <2FA1> (2025.4.7.)
P04020.01  <2FA1> (2025.4.7.)

P04030.01  <AkA> (2025.4.7.)

P20000 <2+A)> (2025.4.7.)
P20010.01  <2HAl> (2025.4.7.)
P20010.02 <2HAI> (2025.4.7.)

P20010.03  <AHA1> (2025.4.7.)
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