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(A) 717+ Z1AL7]1 771411 Medical Instruments”

T TEF “A22000 9 HAFE 7]7] Hematological testing appa

itz

il
itz

ratus”, “A22500 A &4 7197, “A24000 AW HE=



K

717] Urine or excrement analyzers”, “A24500 ALz TdE X

_4

E9o] IVD software”, “A32000 ¢ 58 YA 7| Centrifuge for
AbA| g}

=55 “(A) 717 Z1AIL71 71 A1 Medical Instruments” <

A

lfl

=
aT

i
rir

td

medical use” % T FTEF ETHH

T “Al13000 HARA 7 X Radiologic device’o 4:3F “Al

3130.01 ®lEFAI<=7] Radiation survey meter, beta ray”, “A13140.01

u\

FnbA4=7] Radiation survey meter, gamma ray’ % “A13150.01

o)

| E}- 7Ful Al <=7] Radiation survey meter, gamma ray, beta ray”,
SEF “Al17000 AE#& 71A 719+ Cardiovascular devices”
&3k “A17150.02 AL AHAFESAHEH Oximeter, in vitro, line-po
wered” 2 “A17160.01 2 A3 EZF 292 2% analyser, haemat
ology, oxyhaemoglobin’, %% “A25000 A<} #217] Body fluid
testing apparatus”®] <3 “A25010.01 A 4 E21 7] Analyser, body
fluids”, “A25030.01 A} E=A Viscometer, electronic”, “A25040.01
B HE27] Analyser, human milk”, T & “A33000 =27 7}37]
Tissue processing device”ol 43+ “A33030.01 X ¥7}3 7] Sample
processing system”, &7 “A34000 958 A7) Thermostats f
or medical use”®] 3% “A34020.01 2]H5-&H|AAEWL7] Culture
medium, bacterial cultivation/identification” 2 “A34030.01 ¢l =

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

H
L=

=5

g7 “(D) ALl H-E Al ek Reagents for In vitro Diagno
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“() ¥23tst HAF717] Devices for Clinical Chemistry”

ofN
lr

o= dfo] AREFE S7F e dFEAY Aargk “J20030.01
718t dskst HARA 17, “J20030.02 718F 4dstst HARAI D" &=
+ “J20030.03 718t 17d3tst HARA I
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[d =]
ARSI 8717 F5 8 F5E 57

(D AA AA= 717] Devices for Sample Preparation

101000 ol &8 YA EE A4 Centrifuge for medical use

101010.01 H-8F=2dA &A= [1] Centrifuge, tabletop, low—/medium—speed room temperature,
general-purpose A2 2858 HA T& 2=V glo] YA EIsies HE

JNNBA RE AL B Z2E(H 17,000rpm)9] A

101020.01 olg g1 /ZuEAdARe A=A [1] Centrifuge, floor, high/ultra high-speed 2=%4

A ] =
71%5°] U+ ﬁ—% 23l Ao o858 AA 5L FH(E 10,000rpm) EE X

101030.01 A

Z&YAE A=A [1]1 Centrifuge, low-/medium-speed, cytological YWz o=z ¥l
SREEH ¥, AE T& T5 v AFKoA dAEeE B e AA A=

101040.01 Az ge=zdaAd4EE A=A [2] Centrifuge, low-/medium-speed, refrigerating & <j
< 94 BEskE 7I71EA A W = 2 7]so] o

Al 17,000rpm)e] FA = A EZZLA A7 2E2-7]50]

102000 M= =L =7 A * 31| Cell/Tissue preparation instruments for IHC

102010.01 #E7}3#=x [1] Sample processing instruments <A =&, A, o o FES
A3, A&, A7, dvAE& Egols By, =2 FE(smearing) A&}, ¢A(staining),

o
ol Abgske AAL

(LI

z7 A9

(e}

102020.01 dAAHA = ~7] [1] Blood sample preparation instruments, general <44 = A4
o2 3AH"E Yo AA Axgo] AL Ax Bl J3EE By, o, £3 =
d WE, TF 34, @999 HF ol AHgste AA. o, AA AYE A% de
&7 1942%3}.

102030.01 Z=ZAAEAFIAMA=] [1]  Auto stainer for pathology WElZHAF Al X2 ZEo|

AR, B4 5 RS AA5h

rr

FA wE Bdehe A4,



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

103010.01 @Ar3==2bx] [1] Extractor, nucleic acid 1Af2] AA A EANGES $3te] A4k
(DNA, RNA)S A5 2 FE3t= AA.

103020.01 2= A]eF [1] IVD reagents for extracting nucleic acids <1A-f& AAANA A
TS 9Jste] HAHDNA, RNA)E FE3H= Aok

103030.01 A=Al =7]+ [1] Clinical sample concentrator AWRAAZFEEH QEHENS 3tA}
AAEY 9 IF 7lF 5L o83y HA T 5EA HAES A dd w3
71T &, AAY 7153 EAdol fle HAA &7 ALt

103040.01 A =ZE2 7]+ [1]1 Blood cell separating tools AZHAALS & Y m=E= A Yol A
AAEY7] Soll 83t AF = A7EE AEE BYstEs 1kd 7+

103050.01

ZERAZF5EASF [2] IVD reagents for concentrating hematopoietic cell 2 2 eH-2
el A FHAAANA AR R o2 54 XERAMEE Adste F

Al oF.

104000 v <kAHm] Cell/Tissue culture device

104010.01

104020.01

AEzDzxZuek7] [1]1 Human cell & Tissue culture incubator A X @ %S wj

sk &AL

%

wlAyEujeF7] [1] Culture medium, bacterial cultivation incubator 29]&&0 =2 AlgSI=

ZdaA M ES wiFete AL

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

120010.01

120020.01

120030.01

et gl dA g Al ek [1] Other reagent of sample preparation kit XEZHALE 7 A
AAEE 9ot A TAlo] ok AGEZ FH4E LAY Aok

AA4ulA [1] Specimen transport media AW o] TGS Fzx oz HAo ¢4 2
BHES feiA AHEEE wiA

ZIebA A 2 €] 7] [1] Other devices or tools for sample preparation 1A Z=|, 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 9858 Z2W2AYGssA-5E2%% [1]1 Flow type clinical chemistry automated analy

S
zer ABFRAINE FFHE AE A FH, AHAS T S99 TF &of
Q

J01020.01 ¢

J01030.01 €] 589141421 Q) 44 8 82 5 24
24 QR YolA BT WSS FEAL
E +

247 [1] Clinical chemistry automated analyzer A&}t

A Akl AREEH AlmTE JEE E7]0A HbestES FAEN e, 94
5

22472 [1] Centrifugal clinical chemistry automated analy
HEUE P8t Al

Eom, 94 BA AF EE WAF B A

J01040.01 958112 dd3sstAFE44* [1] Dry type clinical chemistry automated analyzer
A

) t oAk A 2% zhe] WMoz 44E S8EAS LEDI o W
MAE WSeS 022, RAEAR v BAse Awel Wdd Agss 23

J01050.01 <olZgH YA s}stxlsE24%] [1] Packed type clinical chemistry automated analyzer
sietEd e A 23 AR A AF EA4d ol&HE AT e ¥AE A
AZA FeY 22 &7 Aol S0 YA, AEE ¥2E2H &7 T4 §ES]
Y=ol Fx B = A

J01060.01 ¢ =83 334X [1] Fluorometer for clinical use A& ©& 31t

=
R S
of 1 FFE=el wet AF E4sk= AAL

J01070.01 <95 833F=AX [1] Photometer for clinical use ZAA = EAEZ9]

e AT wet EdE=s AT AAL

J01080.01 o= 8833 =% [1] Spectrophotometer for clinical use ZHA F
BE(EEHd EAS SAHT wgt 245 EE BFste AAL

J01090.01 <=

J01100.01 <=

2%, X4, BF 59 55 F= FAste= ZAL

J01110.01 ©wALA719 57 A= [1] Protein electrophoresis system 719 %

Hléﬂ%‘il [1] Colorimeter for clinical use A T EAEZ2] w2 Ho 2|3

93333 =43 [1] analyzer, photometer, flame emission A Weo] F& o],

Me o] g3t

"o, @A, =, MASY o] A W A, Eh S B, I WS ZHSE A



J01120.01 ols&7lxdAZ2rlETH I HAEX] [1]  analyzer, Chromatograph, liquid gas ©}¥]
4 BEE S2F 59 AAABAHES TH2AAE ol &l £, 1A 9 AFste= A
T EE $AE AANEFTY U TFY &2 ol o #H tol] EE

a8 HelHE 24T A=)

—

J01130.01 ojEgndAAZZrlE T I HGAEA [1] analyzer Chromatograph, high pressure liquid

w2, 14 8 Agses s =e dbaks c}il(/\lﬁ%ﬂ gdd TFe 8242 4ol
IHE =89 & AH.

J01140.01 om&AFEA A= [1] Mass spectrometry UAAA = EZAE

lo
(X
ot
ftlo
(X
ot
£

J01150.01 ¢z 8As) AR [1] Electrolyte, lon-selective analyzer ZAA(HE, &84, A

glﬂ
A
lo
v
(m
el
s}
l:im
ultd
o
Eu{n
N
pﬁ%
lo
)
Y
S
ol
o
S
2
Qﬂ
rlr
Y
off
b
rlr

J01160.01 7] ewa 244 [1] Protein analyzer electronic, plasmonic HA(HE, &4, &
;5_@—)7]-,] n:]oﬂtﬂ—z% gal— o]& gal— E_Q ;ﬂ

718 AHLAIAA ), DA R 1% 55 W AFHAY 2ls(plasmon)dd] &
gt A e 2% 9o A, 5 52 EA4st Ao ARgste AL

S<es] vAolu Fekd derter Ay Flste A= o714 A9

mlo m
o

J02010.01 wEAI4+~] [2] Radiation survey meter, beta ray UA A BoA HMAIEE HEA S
Fate

AFstes A
J02020.01 #wbAl4=7] [2] Radiation survey meter, gamma ray Q4 Al&oA WALEE Zupd S
AFstes A

J02030.01 wlEl - ZopA4=~] [2] Radiation survey meter, gamma ray, beta ray 94 AlZ ol A
WAL = WER I b s Aledste AL

J03000 ¥} E AAEH] Blood Components Analyzer

J03010.01 d%=4~] [1] Glucose analyzer for clinical use ¥ == Ao *xd} AE 5
< A5t FdEUAL FolE D= ARSShE A o, QS-S ATIA AL
=3

J03020.01 A58 FA4F7] [1]1 Hematology analyzer, cell-quantifying 3 == A AAS
A=Y 9 & olgsty 7 AP F, 4, 4% )9 54, EF =



J03030.01

J03040.01

J03050.01

J03060.01

J03070.01

J03080.01

J03090.01

J03100.01

J03110.01

J03120.01

J03130.01

J03140.01

J03150.01

o

o] &3 FA= o714 Al

A 9] AAE-S A &%) [2] Oximeter, in vitro, line-powered AAolA HFH I
/1\_]__

"B %
AA T dasE 5 HERISENS FAs7] fste] AAgHE FAA AA.

Zd 2~H SR 443 [1] Cholesterol analyzer, laboratory &3 AY 9 FHAHES
A3 AA.

%‘ri}%&iﬁ\_%ﬁ Zk=) [1]1 Hematology analyzer, glycohemoglobin 7|9 % =& HI=H
5o WS o)l g A A Fo EAEts A A(HDA) FEE %

Fhe| Zol &4 4% [1] Catecholamine analyzer A &3tz A|gF9] 7lE Folwl 55

i

Eld R4 [1] Creatinine analyzer £ T AFAZEFY g olgd 5%

59 AY W e A= AX(A

A =423 [1]1 Lactate analyzer 3, &3+
EE WAbE A 3.

Fuolu AAAE ol g3l 2 A%
7]

FRZAHAA [1] analyzer, Bilirubinometry d&, &4, 4% & AY v Uz
KR

=R AX(AE T2 BT X I,
AFs|nFE2ZAA [1] Hemoglobin analyzer 8o F dRZ2We] oS B3is
Ho=w ZHs= AA

SvtEag=SAAA] [1] Hematocrit analyzer d F FrlEaZxS A7|AE=Ho=Z
A3t A

g7} ~R 2743 [1] analyzer, blood gases &, &%, d3 o 712 ELPCO,, p

Oy, pHE A3t AA(EHIEH} b & EAHEA Y =& E?‘é}).

==A7x [1]1 Erythrocyte sedimentation rate analyzer F=Z4HE
o] g3 A8 F9 AT IAELEZESRE A= AT e HiAas 24X,
A A E A% [1] Heparin analyzer d<§ W9 s|atdle] ofF 2L 32} =314 9
dutdS F3lste o Bag ZREN ] &s FE FAHS B8t AL
dHH A [1] Blood viscometer for clinical use ¥, 84 =& 3 59 zg
=

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

J04000 7M1 AJF T HAEH] IVD analyzer for self test

J04010.01

Melgdd=47] [3] Blood glucose meter for self test AAL o] Fato] A7}
BEUHEECE ¥ &= Ao 253 9 AES A7t Sk A o, AUAY
PAFLE A7|A A



J04020.01

J04030.01

J04040.01

7

==

U823t
3

£

2417] [2] Urine analyzer for self test AWo] st Q& &)z A7
Ee YAE £ 53 A E As =E AT AVHEAAA.

, FAE, 7M7) ol RS dEE RN EES AAEAE A7A A dH.

J-&JANER =2 /‘P7] [2] Endocrinology/hormone analyzer for self test, related
to pregnancy ©|&d AAES HeEd TEOE AMEHA v AAR YA, 7Hd
7] o AR, YiH v SEE AA Al ARSEHE AFEARA(QESE 2 S5

te dAds dz ")

o
e
ol
%

=
a
/\

12

ue)

et

:l:‘

rz
At

d

MA-g&8NeA A A7) [3] Blood coagulation analyzer for self test. AF7FH A& ©
2 BAIEE o] &3t YZIAZ AA Foll AHEEE SAAA

J05000 Y831 A AAH] Blood Coagulant Analyzer

J05010.01

J05020.01

J05030.01

N ST A ZHEA AR [1]  Coagulation analyzer ZHdoA g1 B3 Azt
)

o
wE= 2AE e PT(Prothrombin Time)& ZA3sle] #H o)A J=A S

o
fu
o
b
i
("
o

A5 AR E=AAR [1] Aggregrometer, platelet 4o A3, 3 #AHLS
kel

SAst= ZAL 75T ¢ e AV 2dE AAY s AHEE 5 Ao

J06000 A<} ZHAF&n] Body fluid analyzer

J06010.01

J06020.01

J06030.01

J06040.01

J07010.01

A\

A== [1] Viscometer, electronic A3 AR Ao Ax 5 AYe A==

Az - ABBEA AR [1] Sperm/semen analyzer A& F A S =AHs &

o)z g arEerax] [1]1 Osmometer for clinical use A Mol ANEQHEMN] Q18 =4

- AAY §do] PE FHse FAL

23}8t247) [1] Urine chemistry analyzer, (semi-)automated Z4we] 332 A
AW T dAE BAS 5 S A = wAlE
:‘
X7

71E o714 AlL@d.

A

’

o
)



J07020.01

J07030.01

J07040.01

fo

QRAFREA A2 [1] Urine cell image analyzer, (semi-)automated 24 W -3 A 8(
_]

A7VE, A g AL GHRAES B3 At A5 =

ARNE)S B3} 34

L K]

B A2 [1] analyzer, stool WS AAMSE A=A,

Qu|=4#x] [1] Urine specific gravity kit AW BFS =AH3t= 2.

J08000 47dstsl HAFAIeF IVD reagent for clinical chemistry

J08010.01

J08020.01

J08030.01

J08040.01

J08050.01

J08060.01

J08060.02

A A G AA9F [2] IVD reagents for electrolyte tests <= Uol, Featd, 24, 9

be, 2, vhadlE, U1/, 2F R UHEF 5 Asid A Al AHEE = Aok

2

A7 ~AAA 9F [2] IVD reagents for blood gas analysis ©]4F3}€k4 pH, 4k4, pH/
2FAEHpO2)/ o] 2t RHAE R (pCO2) AER & EH7FAAA Al ARRE = A

TG 9F [2] IVD reagents for total Hb test % &% 2(Total Hb(Hemoglobin))
A Al AR E = Al

Azt a g AA ek [2]  TVD reagents for clinical enzymes o} 23} o] Eolw] =7 o]
HA(AST), gepdotr| o] &4(ALT), ©14ks}a Ax(Phosphatase), o # o] 2~(Amylase),
A3l & 4x(Lipase), LAP, ¥&do]2(Aldolase), =& ol 2~E & o] 2(Cholinesterase), y -GTP,
A A AR G 40] 2 NAJ(ALP isoenzyme), o} &l o] o] Al xd(Amylase isoenzy
me), ot AlEolr] =8t & A(ADA), MA] 2B HEE A(ACE), G6PD, Z#|oled4tsta
2(CK), CK isoenzyme LD, ¢ -obr]=glf-gl94t tfsto]=ebe|o]2~(ALA dehydratase), 5-+F
2] 2 Eld] o] ~(Nucleotidase), I}o]FH]o] EQI4sLE A(Pyruvate kinase) 5= AAF Al AME
HE Aok

AR 7o AbA F [3] IVD Reagents for congenital anomaly screening $4HEE U
o2 13| Hl(Inhibin) A, AMESEAAAZTEZ2E(CG), HIAF o 2E 2] e(Unconjugat
ed estriol, uE3), &u}tejo} w2 (Alpha feto protein, AFP) 5 AHA 713 o} 44 A
Aboll Abg-38l= AlSF

AR A=A EZ | [1] General calibrators, controls or standards, class I, for
clinical chemistry <S17¢3}8 HAfoll ARGH = ZFAA QAo 155 Aof == %
Hl o} 3 AbEeteE HE AERYEAREAHAANE iz - RAAEAT i, A B
7 A=A EE A9 o, 18 AEH/YELLS FHbSAIo|y Ao FEF
3l &

UdAAH S =AY EA 1 [2] General calibrators, controls or standards, classll, for
clinical chemistry 733}8 AL ALEHE ZAH Hafjdo] 255U AlF e A
o A AHEete BE A=A ERARGHAE tx - RAEAR s, AAE Hot
& A=Y EE AL &, A& A=AYEE LS FHSA oy AHlo] REF @)



J08060.03

o

A3 AR L A=A EAN [3] General calibrators, controls or standards, classll, for
clinical chemistry <1733}st Al AL&E = A2 fsiAdo] 355U Al = A

o A AHgstes B8 AR Ed@EAAE iz - AR s, HA 37t
& A=ddEZd Ao @, A& A=dY=ZdL FgAIoly Anrle REF Sl

o

J09000 ¥+ ZHAFAeF IVD reagent for blood cell test

J09010.01

J09020.01

J09030.01

J09040.01

J10000 &

J10010.01

J10020.01

o}
e

A AeF [1] IVD reagents for hematological stains te]E 42(Wright stain) &
o dFAMAHAL Al AHEE = Al ek

AT A EZ=HAA A 9F [2] IVD reagents for erythrocyte sedimentation rate(ESR) &
g7 IAEEESR) HAAF Al AFEE = Al 314 9 ds A Al ef A9,

:lcj
]
Fiz
>~
Obo

B ZAeF [1] IVD supportive reagents for flow cytometric test A3

B2 of] A] %}%—0_11, AR 53 o] HzHoz ALEEHE Aok

Y
) 0¥0

74 AASF [2] IVD reagents for flow cytometric test do] E{HZ
7](flow cytometen)® TFE3}7] 98] AX F2 @il S Eojdow #
, ZAAJAEAA FHY Ak oA7]A Al Q7

31 AARA 9F IVD reagent for hemostasis and thrombosis
_111

[e)

S a7 AFAF [3] IVD reagents for diagnostic blood coagulation test A &xg 2
T T AFH s e G508 AT E Ao R, R EFHIAIKPD,
s} 5 BEG2"HATHAPTT), EEWAZHThrombin time), 4344 AHFibrino
gen), 433 ZAHPlatelet function test), & & H-g-310 A (Anti-factor) Xa 52 &
AL Al AREE = ACF

i
&

ot ok

E

i)
oX,
)

A

o3l a g AA¢F [2] IVD reagents for blood coagulation factor test -2-31Q1%} I
(244, Fibrinogen), 31912 (Z 2 E 24, Prothrombin), 33191} Ma(EE%, Throm
bin), §3AA V, 312 VI, &3QA0A Via, &30 VI, -$390#F IX, S30%}
X, S3dA XI, S32AAF XII, 3290A} Xla, 53202k X, ZEAF7]Y = AHMW-
Kininogen), & # B & E <lxH(von Willebrand factor, VWF), & E & ¥1(Anti-thrombin),
Cehdl g Sehal(Protein-C & S), #2233 1L%1AHLupus anticoagulant), &4 A|4Q1A}
(Platelet factor 4), ®WlElE= R FZE2(L-thromboglobulin), Z#]Z-ala#/ZE A A=}
(Prekallikrein/Fletcher factor), Z+e]=#<l(Kallikrein) -$-31912H, ZD#HBHEQIA 3A(vo
n Willebrand Factor Antigen), ZR#BHEQIA} : F2EAE H2AA FX=(von Wille
brand Factor : Ristocetin Cofactor Activity), ZRHBEHE SuAFZH 5 45312l
b A AR Al AFEE = Al



J10030.01

7S H A A F [2] IVD reagents for red cell agglutination, not for transfusion 2]
A AAe vEed 9502 AEHA Zv Ao R IAYHoIEM AT HAKP
NH test) & FEst o] HHOo=E AGHE AKIGSFTE 2 55, & AAE

o =z FHQ)

J11000 WEulA AARA ¢F IVD reagents for endocrine test

J11010.01

J11020.01

J11030.01

J11040.01

FedEAHAAALAISF [2] VD reagents for diabetes mellitus C-3E] =(C-peptide), &
F7h2(Glucagon), <1< (nsulin), <1< A7FFAAA, Insulin Autoantibody), GAD =7}
3FA(GADA, Glutamic Acid Decarboxylase Autoantibody), AdA|ZA32A 2}7}&A|(ICA, Islet
Cell Cytoplasmic Autoantibody), ¢l&€¥FE ## A7FFA(IA-24A, Insulinoma-Associatied-2
Autoantibody), B&lal 22 =11/F3}d A A(Glycosylated/Glycated Haemoglobin), |24l <l
2HE3)) & 4(Tyrosine Phosphatase), ZZ<l&d(Proinsulin) 5 T8 HAF A] ALEE =
Al eF.

EZASH A AAISF [2] VD reagents for kidney metabolite measurement test
H| £(Aldosterone), <A 2 ®lAl(Angiotensin) I/II, <FA] 2 &4l 2 & A (Angiotensin
Converting Enzyme), ZE]<(Cortisol), #l'd(Renin), &5 AeEyolA-A# g=xZd
(Neutrophil Gelatinase associated Lipocalin) 5 AZhAFEZ =34 HAL A ALEHE
Al e
ZTAEANAZAH A LA F [2] IVD reagents for bone and mineral metabolite measure
ment test F-Eo]zx LZe|elakis] &4 BALP, Bone-specific Alkaline Phosphatase), Z+
A E(Calcitonin), 2t 1 & C-Zok & 23 Elo] =(CTx-1, C-terminal Crosslinked Telop
eptide of Collagen Type 1), S2}4 1 & N-Z+ & 23 Elo] =(NTx-1, N-terminal Crosslin
ked Telopeptide of Collagen Type 1), T2 1 & C-Et =23 Elo] =(P1CP, Procoll
agen type I C-terminal Propeptide), ZZZ2}4 [ ¥ N-Z© =23 Elo] =(PINP, Procolla
gen type I N-terminal Propeptide), 128]3 oftll=4l ¢ <14FE(Cyclic Adenosin Monopho
sphate), ©2-A]3] 2] t] & (Deoxypyridinoline), 1,25-t}3] == A]8]EbT] D(1,25-dihydroxyvit
amin D, Calcitriol), 25-3]=ZA|HIEFY] D(25-hydroxyvitamin D, Calcifedio), 3| EEA 2 &
Y (Hydroxyproline), 2 2~H| 2Z21(Osteocalcin), 3441 & 2 =(PTH, Parathyroid Hormon
e), F M s =22 B4 € =(Parathyroid Hormone related Peptide), ¥ €] t] & (Pyri
dinoline), EF2ZEdc|E WA 4k E23EfA] S5b(TRAP 5b, Tartrate-resistant Acid Phospha
tase-5b) & T TA=EAUA S8 HAF Al AHEEHE Aok

EHl g2 g elo] = ALA oF [2] IVD reagents for endocrine hormone and peptide
BAl 9 A2=35 2 2 (ACTH, Adenocorticotropic Hormone), <1744 % 22 (HGH, Human
Growth Hormone), ¢l& @A A7 AHIGF, Insulin-like Growth Facton)-I/II, <& d+
A Al A% ol 1/3(IGFBPI1, Insulin-like Growth Factor Binding Protein 1/3), &

#2+-g-#3 B] ©(Vasoactive Intestinal Polypeptide), vl43Z#]2Al(Vasopressin) 5 ZHAAF Al



J11050.01

J11060.01

J11070.01

AHEE = A9

A ZZE8 7| 53 ARA 9F [2] VD reagents for neurosecretion function -&-8l]41(Bombesin),
|} <= =2¥(b-Endorphin), 17-3] =3 A X 2 Al 2~ H| £(17-Hydroxyprogesterone), 17-7
EAA 2H Z o] =(17-Ketogenic Steroids), 17-#A EZH Z0o] =(17-Ketosteroids), &3
A M Z A= 5 2 F(a-Melanocyte Stimulating Hormones), +=&l4l(Neurotensin), 3%

& 2 2oy A2l 2K Somatostatin), & P (Substance P) 5 AZAUEH] 7% HAA Al A&

z
m

[‘

A7 55224 A A eF [2] VD Reagents for thyroid function hormone tests -2
’;}EQ_EE]E (FT3), FelElFAFTY), Aot 3 3AAST22(TSH), 9 ecgHzd
(1T3), AracEl2d, 2t cEl24d 4 F&(T-upake), E]Z2I(Thyroxine), ZAM =2 EH
(Thyroglobuhn) AN ALSEEU(TBG), AT E=2E, Ao HEA F 7]E
A4 T2E 7% AA A AFEEE Al

g4l - Sz =Edam g g ALA oF [2] VD Reagents for pregnancy/childbirth hor
mone and protein tests WUHAL LA FF HA = YA ZT]0 AHESIE GER
ZHU Y 2(d44), Yol =gtz ~HE 4+ (Dehydro-epiandrosterone Sulfate),
o ~E g}t] &(Bstradiol), YEA=3Z = E(Follicle Stimulating Hormone), ZA @43 =&
(Luteinising Hormone), 3 & A 2~H &(Progesterone), 17-OH T Z Al ~H &, =& =¥l(Prol
actin), 4522 A= 2 B U(SHBG), H2E~H E(Testosterone), =2 2H E(Androste
rone), ¢=EZAEUE FFFEZY =(Androstanediol-Glucuronide), 11-8l22A] ZE
Z(11-Desoxycortisol), =€ 3 ~H &(Corticosteron), Alpha 2-JAl#& TF-2 2 (Preg
nancy Associated Glycoprotein), ol ~E&-&(E3), ol ~E&(Estrone), & A&§ =AM A}
=3 2 ¥(Total hCG), Wt A EAANAF S 2E(D-hCG), AHFEIRE=tEZIHPL), 94
Eo] Bl-go¥ A (glycoprotein), T & (Glycoprotein), {213 #HH A o A
EfHEA QI ZHPGE), €314 fms-fAF ElZ241 4kt aA-1, 2 e AAggEAd44
A= 52 E(Free Beta HCG), &E#H TS ZE(Anti-Millerian Hormone) 5 E&(d 4, &
Z, 8A) JAEANY BEd s2E 9 ad A Aok o, 2EHEFEH 2 Qe
< A7|A AL

J12000 LAAME 83518 2 EH HAFA|eF IVD reagent for clinical urinary and stool test

J12010.01

J12020.01

J12030.01

83187 ARA 9F [2] IVD reagents for urine chemistry -2 2] x=71(Urobilinogen), &
w2 (Protein), EE=(Glucose), & H(Blood), ®]FRI(Bilirubin), #&EA|(Ketone body),
pH, ¥, obEAd, M 5 Q33 HAF Al ARREE= AR ©, 85 o] &3 nheF
2 A SHUAL HARA R 0471/‘1 A £] gkt

2 -d A AA oF [2] VD reagents for fecal occult blood test #® =& w37 A}

W WAL AREA 5o B 2 g4 A ALHE Ak

4
r

b A A AA ek [2] VD reagents for fecal albumin test &% W <39, Qg



J13010.01 A &I FHALA [2] Clinical IVD strip for glucose strip 89 =+ AE ZAAL

AR AAAL &, A EEZTHAA S o714 A9 3.

J13020.01 AAArg A2 A4 A=) [2]  Clinical IVD strip for protein/lipid strip =z 2~HZ
(Cholesterol), 31 =2 d&(HDL), A4t (Lactate), &3 A W(Triglyceride), £ 4(Urea),
F3}e) =2 241/33 " A 4 (Glycosylated/Glycated  Haemoglobin), 2 %] 2 ©(LDL)
2 I8 o}E]d(Creatinine) & HAMA. &, MASHAA = 7|4 AL grt.

J13030.01 LAAAE DAY ERE-ZAAA [2] Clinical IVD strip for endocrine, related to preg
nant 2std ZAA S st G502 ASEHA Ee HAR A, 71Y7] 59
AR, YiH v SE2F AA Al ASEHE AAR(QESE 2 55, 02 dAES

Fz o) @ MALAAAE 4714 AT

J14000 7NQ1& 423348t HAFA IVD strip for self test

J14010.01 WA&dIFAALA [3] IVD strip for glucose self test A7FHANg o2 dof =

Aol AEEE AAA.

rr

A&

J14020.01 7k - 21" ALA] [2] VD strip for protein/lipid self test A7FHAALESZ Z
& 2~E] &(Cholesterol), 31U =2 A (HDL), A4k (Lactate), &3 A ®¥(Triglyceride), &
Z~(Urea), F3}3 =2 =24/F3 &M 4(Glycosylated/Glycated hemoglobin), # & x=x] 2tk
W(LDL) ¥ =@ o}lEld(Creatinine) & 7 ARA.

J14030.01 NAE&JANWEREZAALA] [2] 1IVD strip for endocrine self test A7FHALE S 2 2]
32 A4S Yaed 9502 ALEHA gE AoE g
HH EE TEE A A ARREE HAARRRIASE 2 S5, 08 AAEY e

=

J14040.01  7HQI-&E - 3L A

;

XA AR [3] IVD strip for blood coagulation self test A7} AFE

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

J20010.01 ~71e}dA3skAd A7) 1 [11  Other instruments or devices, class I, for other clinical ¢

hemistry /3t ALE 93 A2 fAsidel 1s5<] 718 A == 717

J20010.02 71e}dA3sk A A7) 1T [2]1  Other instruments or devices, classll, for other clinical ¢

hemistry &3ststAAE 93 AAA fAsidol 255 718k ZA == 717

J20010.03 ~71e}dAsksbA A7 [3] Other instruments or devices, classlll, for other clinical ¢



J20020.01

J20020.02

J20020.03

J20030.01

J20030.02

J20030.03

hemistry 1 d3HstAALE 91 A2 fjs)ge] 355l 718t ZA Ee 71T

71etd s st g Ak Al ek I [1]1  Other Reagents, class I,
HAALE 913 JAA faide] 155 718 Ak

7 eF) s A LA SF T [2]

ANE IE A Aol 2%

for clinical chemistry 4

Other Reagents, classlI,
<l 71ek Aok

for clinical chemistry <73

71eb /g8t sk A eIl (3]

S AE $1% A Seldo] 35T ek Aok

Other Reagents, class III, for clinical chemistry 174

28184 AFA 1 [1]1 Other IVD strip, class I,
A2 sl d el 15wl 71eF AARAL

71t

g 9%

for clinical chemistry <J4+3}s-7A}

Je}) 3kt @ ALA 11 [2] Other IVD strip, classll, for clinical chemistry —24+3}sh A
E 9% FAF iAol 2552 71E AARAL

71e+d43kshA AR 1 [3]  Other IVD strip, classlll, for clinical chemistry —J4F3}87 AL
E A A" Yol 353U 71E HARAL



K) ¥4

K01000 =

K01010.01

K01020.01

K01030.01

K01040.01

K01050.01

K01060.01

K01070.01

K02000 @

K02010.01

K02020.01

K02030.01

ZAA717] Devices for Clinical Immunology

& uk-3- HARH] Clinical immune response analyzer

e ga84AHYGHAA [1] Enzyme immunoassay/ELISA analyzer A<} = &
9 EA AEH ot JAEE A 2 FHE A7 TAYEES AUk

olggmgdgF=4g74x [1] Fluorimetric immunoassay analyzer(FIA), stationary | <j
e 89 Fo EX AEY FFEHo A2F¢E I == FAE WA F, F 9

UAE 7tete] AR E dFA 9] A= wet 54 &8s = A E=e A

of

S|
axl

A

[1] Chemiluminescence assay(CLIA) analyzer X<} =
BEdo] A%E FY e FAE AN F, AU =e 3
= T i

bl
g0 el met 54 dEe B4ses Aw

ofr

gAgug=HAA [1] Immunonephelometry analyzer A == Y F 5

£MEFF=AHA [1] Immunoabsorbance analyzer A< == dof Fo| &
= FAE WA F, THAEA B ALY BERAA F 559
]
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Wl Z HALAeF IVD reagent for immune related protein test

—

il

ZEAHGAASF [2] IVD reagents for specific proteinimmunoglobulin) test ™
g A D, G % M, As(chain) 7}ukkappa) & Zcilambda) A4 5o AHAF

AREE = Ao

e 18

> @ @ B
u
e

>

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

A AZF ARG AL F [3] IVD reagents for cardiac marker B&E UEz]fdg et
o] =(BNP)/pro B& Y EgFd ¥ IElo] =(proBNP), = # o}&l 7]UA-MB(Creatine Ki



K02040.01

K02050.01

K02060.01

K02070.01

K02080.01

K02090.01

nase-MB mass), 2738 Aw4k-A3t oul d(Heart-Type Fatty Acid-Binding Protein),
=8 374 E ¥ dglobA BB(Glycogen Phosphorylase BB), ©lo] 2 & Z1I(Myoglobin),
EZ ¥ U(Troponin) /T, R C-¥H-&-d o9l & (High-Sensitivity C-Reactive Protein)

5 AR AA A ALEHE Ak

FAAYAE S A LA eF [3] VD reagents for in born error of metabolism o} w] -4}

il

B2 (Amino acid analysis), = t}d=(Mucopolysacharide), 33}#(Ferric chloride), 7
‘_/_\‘
=

S~
=

A v-4HVery long chain fatty acid), 714t ¥4 (Pyruvic acid, Sialic acid, Lactic

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

AukA o AALA oF [2] IVD reagents for general immune test X =%H(Glucose), 22 F
RI(Bilirubin), @<} 842 A(BUN), Z# o} d(Creatinine), Z# o}®(Creatine), &4HUric
acid), ¢=YoHAmmonia), Z=EAFH(Fructosamine), ©}3 =]t (Apolipoproteins),
H B} 2] & &9l 2 (g -lipoprotein), & XA 2H J(Homocysteine), 7+d A 4k-Ag oz
(Liver-Type Fatty Acid-Binding Protein) A]l2€}&l C(Cystatin C), & 732 2 (Plasma
hemoglobin), =rH|o]E(Lactate) A E|(Ketone body), W2 x=2(Bilinogen), BHF4HBile
acid), 7F=2¥l(Carotene), 7+2Y ¥ (Carnitine) 5 HAF Al AL&EH = Ak

HIg AALA ¢F [2] VD reagents for anemia test &3 A ¢l xHErythropoietin), # 2]
gl (Ferritin), g4t (Folate), Z(ron), # ZA3s(ron Binding Capacity), 84 E:
#H& 48 (Soluble Transferrin Receptor), ZEHE == 24l gF(Reticulocyte
Hemoglobin Content), E &~ H(Transferrin), & 2 ZA3(TIBC, Total Iron Binding
Capacity), Bx3} d Ag%(UIBC, Unsaturated Iron Binding Capacity)s W &AAL Al
AHE-E = Ak

HlEFRI A ALA 9F [2]  IVD reagents for vitamin test ®BIEFY Bl, B2, B6, B12, D, <l

QIAHIntrinsic Factor) & BIEFT HA}F A] ALEEH = Al

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), Z7] 2 ¥A ¢ U (Early Prostate Cancer Antigen-2) & 71E} FUEA HA

A AREE = Aok

HAAAE A=A EZ | [1] General Calibrators, controls or standards, class I,
for clinical immunology, not a component of specific kit, wide use &% 71E9 F&

Fol obd FHAZ fsjdel 15 B9/ A=A =d@XEHAE tx - HE=



K02090.02

K02090.03

K02090.04

Ant s, AAd @7 A=dEEd A9 &, A8 A=A L2 FH-SA oo

B
ISHAANHEA =AY EZN [2] General Calibrators, controls or standards, classll,
for clinical immunology, not a component of specific kit, wide use % 7]1E9] &
Fol ofd FAZ iAol 255 AN AR EAFETHALE tix - A&
Ak i, HAE BHUte AR EE A9 o, 18 A=A EHE

U gvle] REEel o9

(¢

F kg A ool

[

flo

HAAANHE LA =2 EZI [3] General Calibrators, controls or standards, classlil,
for clinical immunology, not a component of specific kit, wide use EA 712 B E
Fol obd FHAH ffelide] 35Ed WA} A=AY=dFGHAE dx - RS
AT s, A JUHE AxdgEd A o, A8 A=AYEE S TS A o]
u grle] REFol g

HAAANHE A=A EZN [4] General Calibrators, controls or standards, classlil,
for clinical immunology, not a component of specific kit, wide use EA 7]E2] B E
Fol obd HIV, HTLV, HCV, HBV Al #HAHE =& ABO, RhD EH¥ HAALE B=
A EARGHALE 2 - RAFEEAT e, AAM B7HE A=A EE A9, o,

A AEBYBAL T o} Aulo] P Fo| ST

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

K03010.01

K03020.01

K03030.01

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
& A (Anti-nuclear Ab, ANA), &-DNA & A|(anti-DNA Ab), 2% &4 3 3U43A(An
ti-ENA Ab : Sm, RNP, Scl-70 5), El20o]= A7} &-A(Thyroid auto Ab : TPO Ab, Thyr
oglobulin Ab, Microsomal Ab, Anti-TSHR Ab), &-v]EFZ=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), &-d4% A (Anti-Platelet Ab), -ZWdo A2 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
=+ Aok

AZ=FAAAAA S [2] IVD reagents for inflammatory tests <=3+ <2314 (Circulat
ing Immune Complexes), CRF-&-A ©@¥d ] AHC-Reactive Protein) & 528 A

A AEEE Aok

g 2714 AA e [2] VD reagents for allergy test 3] 2~E}%l(Histamine), B 22 &



K04000 =34

K04010.01

K04010.02

K04020.01

K04030.01

d(Immunoglobulin) E, FZE&]dl == AHLeukotriene Stimulation test), & 5ol
Ho FZEE(Allergen specific IgE) & AAF Al AFEE = AloF

A AY AAA S IVD reagents for histocompatibility

sy ol A g2 ALA o [3] IVD reagents for histocompatibility antigen, antibody
for transfusion or transplantation, immunological method <38, &7] == = o|S
st FoAAe} g NPT FAFYHLA Ag) AW = IJAPARE T A
D 55 fsted - A AGAL AbEStE Aok, FAIZEARE S o] &3
A efg o7 A A £ljh

WA FRBAA e [1] Complement for lymphocytotoxicity <&, &7] Ex I o]
21 9t TR} Aol P FUF FAT HYHZES S

!

T P

=2
&
oY

ARG 2 AFAEGHAAF [2] VD reagents for histocompatibility antigen,
antibody not for transfusion or transplantation, immunological method <&o]u} ©]2]
EZo] opd ZAAPZAFHE e WAEW F 58EAE AdS 95t AE B3 &
¥-B27(HLA-B27), At Wd 3 §+-B51(HLA-B5D), 4% == g3 Y - 4
HA AL ARESE= Al

A ZEA R 22 23 A AA 9F [3] VD reagents for flow cytometric HLA test =23
P

FAAA TR FALENE FTAAN

K05000 ZgA] g B FHAFR|eF 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)), AF& BE 1t ulo] & 2~(Human hepatitis B virus(HBV)), At& C&E 7+ n}o)
2 2~(Human hepatitis C virus(HCV)), At& THZ 13814 ulo]2] ~(Human T-Lympho
tropic virus(HTLV)) 249 o %5 zldstr] $sted HIV, HBV, HCV, HTLV #€ & -
A el AHEEE= Al

HIV - HBV - HCV - HTLVE 3 & - o}&@ A A~ oF [3] IVD reagents for serotyping or pat
ient monitoring of HIV, HBV, HCV, HTLV, immunological method Al& W SZdE #Hlo]
2] 2(Human immunodeficiency virus(HIV)), At& B¥Zt4 wlo]z 2(Human hepatitis B
virus(HBV)), Atg C¥ 3t wlo]l#] ~(Human hepatitis C virus(HCV)), AF# THZ 7313}k
4J wlo]# 2~(Human T-Lymphotropic virusHTLV)S] @43, o}g &<l 9 X8 A3
g T s AHEEHE Aok



K05030.01

K05040.01

K05050.01

K05060.01

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] 2x(Enterovirus), 2 Euto]2] 2~ Bl9(Parvovirus B19), o}l 2~ (Adenovirus),
Zepdlo] 2 ~(Rotavirus), ©<=EZ(Herpes simplex), §2€|<l-8v} nlo] & ~(EBV), &Y
nlo] 2] ~(Measles virus), ™’¢3ZZI(Herpes zoster), ZHEZ T2 Y X 27+ (Cryptoco
ccus neoformans), <32+ (Neisseria meningitidis), Z&}v]tjo} Ezg}=nlE] ~(Chlamydia
trachomatis), & +(Neisseria gonorrhoeae), W=+ (Treponema pallidum), Z3]A] e}k
I = =vhg 2(Klebsiella granlomatis), AF&H-f-F31te] & =MHPV), 413 AFHF+F
nlo] 2] 2~(HPV genotype), 2% 2 Z(Trichomonas vaginalis), &l =g}u}o]# 2~ (Hendra virus),
w2} g] of(Malaria), 2 & #+(Mycobacterium tuberculosis complex) 5 Awi7iAl 23, A}
Foluv 78S 2Yste 4d, HAFY 9 dAo 7 HE, HAAGHY e
= 294, Y, FA == VE FHELS HESsted AEHE Aok

AN AAASG HAAIF [2] VD reagents for Infectious disease marker(Detection
of low infectivity pathogen), immunological method & 7 AHWidal test), At E&
ZFEHEV), &8 =9te 9 2 (Helicobacter pylori), & ¥ ##(Saccharomyces), & 2~E
g3 YA (Clostridium difficile) 5o 2 s 9t <, I, &34 =
= 718 FAEE S AEstet AHSEHE Ao

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}= & &A1 F)(Anti-Staphylolysin(quantitative)), <
3+ o B-3HA) (Circulating Immune Complexes), &34+ =2 J(Anti-Streptococcal
Screening), W} Tl AI(Human A Defensin, HBD) 5 ZgA 9= AAF A AL&EH=
A eF.

A7y AFEHIVA & 7 AL A eF [4] IVD reagents for diagnosis of HIV immunological meth
od for self test A7}HAIE S 2 Algt WY Z Y dlo]g] ~(Human immunodeficiency vir

usHIV)) 2+ 75 AAsE7] flste] HIV #4 3 - A S0 A= Al

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

K06010.01

ALJLZFAAAANZFEF =LA AAASF [3] IVD reagents for Cardiovascular,
central nervous system TDM test tl=4l(Digoxin), t]”]E&4l(Digitoxin), T4 o=

(Disopyramide), =7l ¢]€}o] =(Flecainide), &l =7}<l(Lidocaine), Z =27}l o}w] =(Proca



K06020.01

K06030.01

K06040.01

K06050.01

inamide), =& 32} E(PropranoloD), # 4 ©(Quinidine) 7}vbwiA) A (Carbamazepine),
o] & <3 A 7] =(Ethosuximide), 2 7F2nlviA|A(Free Carbamazepine), 2l HUES]
(Free Phenytoin), 2] Zz]v]&=(Free Primidone), 2] ®WZ 2 HFree Valproic Acid),
¥ .- v} 2 8] &(Phenobarbital), ¥4 E<l(Phenytoin), =] v E=(Primidone), M2 4k
(Valproic Acid), 7}ull €1(Gabapentin), 2}% E 2] % (Lamotrigine), %3] &} o] E(Topira

mate), ZYAtrlo] E(Zonisamide) S5¢] X B AFEET7HA] AAF Al AFRE = Aok

FAYA L guto) H X 5 FEFEAAI A ARAISF [3] VD Reagents for antibiotic and anti
viral TDM test o}v]7}2I(Amikacin), €2 %4 Z(Chloramphenicol), t]#]7}4l(Dibekacin),
A e}uto] Al(Gentamicin), ZFvbmrle]al(Kanamycin), u] ®wlo] Al(Netilmycin), A] 4 m}o]Al(Si
somycin), 2~EZ&] En}o]Al(Streptomycin), E B gtwto]al(Tobramycin), ®zwlo]4l(Vanco

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

mpoFl = A B A Y AL AFA F [2] VD reagents for toxin, heavy metal and drugs of
abuse 987 ZAS Uy @502 AMEEHA e Aoz ueld E(Paraquat),
olgd# ] Z(Ethylene glycol), ¥l Al (Benzene), ¥=(Phenol), E-F4d(Toluene), Z~El &
(Styrene), A A(Xylene), vtx4HHippuric acid), 2~E]# thAaFE-(Mandelic acid), A+ =
) AR4HE(Methyl hippuric acid), W€ o € A =(Methyl ethyl ketone), N-v| € Zojulo]=
(N-methylformamide), o}Al=(Acetone), F+&(Cu), & (Pb), +(Hg), 7I=H(Cd), BZHMn),
olA(Zn), F71¢1Al & <F(Organophosphates), 7}=4F4k4d(Carbamates), & Z(Alcohol),
o vh(Cannabioids), ©}#H(Opiates), = 7}<0(Cocaine), Hlzt]o}A]H(Benzodiazepine) 2]

&, Tud, e oA A A ARREE AREESY B S5 BE A
dx "9).

Tt 2AGgH g ALA o [2] IVD reagents for complementary companion diagnost
ics with immunological method EXo|FES XWslr] Ao wr=A] Q3 FHA=

ofynt sfFefEol that GERESAES dF3t7] fa W whES o] &35t HAMeteE
A of

SHAGEH G ALA eF [3] VD reagents for companion diagnostics with immunologi
cal method S5 JoFFS A3ty Mol w=A] a3 HARZ s|FefEo tigh o=

WS dZ8] Slsl Me Wee ol gatel s Aok

K20000 7]1€} ®< AA}L7]7] IVD devices for other Clinical Immunology

K20010.01

K20020.01

K20020.02

Z1etH 974 A7) [1]1 Devices for other clinical immunology SR GAALE 7|8} &

Z1ebA G AbAIeF | [1] Other reagents, class 1, for clinical immunology #-=12 $)
o] 155U AYATAAE 7EF HAA ek

ZIEfA GG ALA F 11 [2] Other reagents, class I, for clinical immunology A& ¢



Aol 253 BANDANE 7E AAA

K20020.03 71ebA A ALAI kI [3] Other reagents, class I, for clinical immunology #=1% <

4ol 357 WAABAAL e AAA

K20020.04 ~ZIeElHYGHAAASFIV [4] Other reagents, class IV, for clinical immunology Z#1& <

2|
=
Aol 45H AT HAE ZE A 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 F4(Anti-globulin), &-2Z&E¥ & A(Polyspecific anti-human globulin, Monospecific
anti-human globulin), &2 ZAHCoombs test) & FEZAA ] Al&HE EF-SHAA
A,

AsdAg B4 [1] Blood type(automation) analyzer 38 A HAF 2 o3& 34,

ol
Rh 3! & AE79 8% B4, €98 % 99 FAE AMste AF = A

L02000 ¥ ZHAFA|eF IVD reagent for blood typing test

L02010.01

L02020.01

102030.01

102040.01

L02050.01

102060.01

L02060.02

ABO - RhDE 9 & o 7 AbA oF [4] IVD reagents for ABO-RhD blood typing, red cell
agglutination ABO typing test, RhD typing test & ABO(o}& A|2}), RhD &3 A
of AH&EE Aok

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) & ABO, RhD ©o]&9] dA3 FHAtol ALEE &= Al

LY TS AAAISF [3] IVD reagents for red cell agglutination -2 22 d(Anti
-globulin), - =229 A (Polyspecific anti-human globulin, Monospecific anti-human
globulin), &2 A AHCoombs test) & +& A ArEH+= &3 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 A & ABOSF RhD AL Al AF&E & AloFo g BEAXTE o] &3te Al

ABO - RhDo] 9] ojF8 Wol 2] &9 3+ d o & B2 e AL A ¢F [3]  IVD reagents for trans
fusion or transplantation for not ABO - RhD blood typing test, molecular diagnostic test
8 2 o]2S 9% HA T ABOSF RhD HAAF Al AMEEHE Aoz BAdds ol &
ke Aok

FyosH I =ATEA | [1] General calibrators, controls or standards, class 1,
for blood transfusion ZA# sjAde] 153 Fdos A=A EA(FEHAE U
Z - BAEAT i, AA HrHE A=A EL A &, 18 A=AYg=Ee F
HE-g-Alekoly Au) o] RiEFof 3id

Tt A=A EZ 1 [2] General calibrators, controls or standards, class 1I,

for blood transfusion A2z LsiAdo] 2552 s A=AYEHA(FEAAE U



102060.03

1.02060.04

- RABAW NG, AN Fhe AEBED AN, @ 4G FEwEIe F
w-S Aol o] RRE

U
ot A=A E-AI [3] General calibrators, controls or standards, class I,
for blood transfusion ZFAZ afjAdo] 35T F£8s A=AYEA(GTIEAAE O
Z - BRAEAT e, AAE 3UE B25F A9 o, A8 A=A EL LS FHESA]
ofojL} Auleo] FEF sl
Sy A A EZ [4] General calibrators, controls or standards, class IV,
for blood transfusion #AA fafAdo] 4552 ABO, RhD g3 AALE A=HAYE
AFEHAAE gz - BAAEAT 39, AAE H7h8 A=AgEd A o, 18§

JEdel B Fubg Aol gule REE AP

L20000 71} 4828 A A}7]7] IVD Devices for other blood transfusion

L20010.01

L20010.02

L.20020.01

L.20020.02

L.20020.03

L20020.04

Z1eb=d st AL71 1 [1]  Other devices, class 1, for blood transfusion ZrA4z <
Aol 155 FEYsHAANE 718 ZA =e 7]

Z1eb=d o8k A7 11 [2]  Other devices, class 11, for blood transfusion Zr42
Aol 25H ] FEYSHAAE 7IE ZA =E 7]

7VebFg ol g kA eF | [1] Other reagents, class 1, for blood transfusion ZF=j3
Aol 155 TEYSTAAE 718 HARAI R

7VebFE ol AbA 9F 11 [2] Other reagents, class II, for blood transfusion ZF=j3
ol 255 FEYSFAAE 718 HARA ok

7VebFE ol AFA 9FIIl [3] Other reagents, class I, for blood transfusion ZF=j2Z
Hedol 3TE FEYSFAAE 718 HARA R

Z1ebrd o sb A AL oF IV [4]  Other reagents, class IV, for blood transfusion ZHAj

Aslgol 457 SR HHAE 7ek HALA o,



M) J4uABE AAL717] Devices for Clinical Microbiology

M01000 7dv|AE ZAAEH] Clinical microbiology analyzer

M01010.01

M01020.01

M01030.01

n| Y EREF5A4X [1] Microbial identification analyzer v|RES EF3a FA3}
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ox
i
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o
o}
R
=
=
(@]
=
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wn
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wn
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D
wn
[agd
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oQ
o
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o,
<
N
D
=
=)
ox
i
1o
ot
ox
i

o

—

A EA5AMAX] [1] Microbial auto stainer Z&4 mAES 1 G (Gram Sta

ining) & &7FE A&l dMst= AE AL

M02000 F473vAE FHAA F Cultural reagent for clinical microbiology

M02010.01

M02020.01

M02030.01

M02040.01

M02040.02

M02040.03

u) Y Eg A glnokA e [1]1 IVD reagents for staining or culturing clinical microbiology

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

FA LA DN T A EAAAISF [2] VD reagents and media for antibiotic suscepti
bility WAEWAE A& AT $4E WA, FFA A WA, FEA tza 5 oA
AE AT A AR EE Aok

FA A DA FAAAARAIF [3]  IVD reagents for Infectious disease marker(Drug
resistant microorganism) A WA dHE @A {HAK(d - PBP2a, mec, W E
AHPAA G ZEL7-MRSA 5o 23, wavto] AR F+-VRE o] Fx2h)
5o e A A8 A AR EE Aok

AgrAEHAA RS G =HE 22 1 [1] General calibrators, controls or standards, cla
ss I, for clinical microbiology &AZA LIsiide] 1575 LAY E 48 H =
EHARGHAE iz - RAEAT ", A #3718 A=dg=d A, &, &
A &4 FH-gA eFoly} AH o] FiEFol i

AT EAAE A= EZ 1 [2] General calibrators, controls or standards, cla
ssll, for clinical microbiology A2 sl o] 25 3¢ AP E E48 F=TY
=dFGHAE 2 BT sid, HAME B7HE AxdadEd A o, &

=8 Ed2 FREsA ol Zule] FEF i

L

o

AAu|AEAAREAE=HAEEZ [3] General calibrators, controls or standards, cla
sslll, for clinical microbiology A& flsde] 355U YAHAE B8 A=A
SARIGAAE iz - RAEAY Y, HAAA HrrE A=dE=d A9 ©, A&

JEBTEAL FubsA ol gule] FEE Y



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&

M20020.01 71} m|AAEHZAAI9F T [1] Other Reagents, class I, for clinical microbiology %+
| 155 AP ERAAE 718 AARA SF

M20020.02 71} AH| A EZARAI9FIT [2] Other Reagents, classlIl, for clinical microbiology %+

M20020.03 71} E| A EZARAI9FIT [3] Other Reagents, classlll, for clinical microbiology %+

AR ol 35T YSIABAAE TIeh Ak,



(N) Ex77]7] Devices for Molecular Diagnostics

NO01000 &

N01010.01

N01020.01

N01030.01

N01040.01

N01050.01

N01060.01

N01070.01

N02000 &

N02010.01

A7 A A Molecular diagnostic analyzer
7195 A4 A4 [1]1 Nucleic acid electrophoresis devices A7]9%HS o] &3}
A8t A

of Wl P, w MAFY Fof A ) A & Fel, 1 wsE
=

A3 22522 %] [1] General gene amplificator, nucleic acid, without fluorescence

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

AN HAAZZAA [2] Real-time gene amplificator, nucleic acid ZAHITGS 9
3l A4 AA F AE == A HMDNA E= RNAS SFHsta FJHS7E
Sl AA SEHE E AA Fo g B E AL

nlo] Z 2 ojg o] JEA A= [2] analyzer, microarray chip Z¥W-& a7 35t
FHAADNA) == did 3 SolA 5A FAAe] Wo] g ¥d Ax e 54 o
Mol Bx 9 03 s BEAE ZA.

FRAAME A A [2] Genetic analyzer, sequencing, sanger’ s method 7 AHDNA
T+ RNAC 54 o8 YAolA el 55 HE3H7] $13ke] Ao ¥H(sanger's method)
T+ golZ A A (pyrosequencing) 52 FHAHDNA == RNA) M ES HASH=
A,

A A7) G 24 AR] [2]  Next-generation sequencer 2 H9lol FAA 714
|

QU B4 PR 1B GANLRAIG 2ol FAA SelneY J%, 3FE)
& AAAAE V& 5o We WA FUA WAL B Wl ALET
& 3

A3 AAAISF  IVD reagents for molecular diagnostic test

FA A ARG ALA9F [3]  Molecular diagnostic reagents for congenital or genetic

disease A Z3 HWE EdWHo] EA(thalassemia mutation), GIB2 A EdHo] £

(GJB2 gene), V1A ghol Bl & W o](Factor V Leiden), ekl ~% % 7 (Fragile X synd

rome) & AXHA A 2 FHAS HAAF Al ARREE AR o, Hlob F fotE Tl
3

St AR Lol AAL L o 7|4 A 3T},

=



N02020.01 AHAdAZG 7| golEA-FHA A ¢k [3] IVD reagents for congenital anomaly screen

ing 2Hd HAAF e AAA 71EoF A Al AREE = AR AL Al

N02030.01 FU4AHFHAAAAAICF [3] IVD reagents for cancer related gene BRAF  f#Az £
Ho] A (BRAF gene mutation), BRCAL?2 #Ax E<ddwio] B2(BRCAL2), RET fH#+

Ed¥o]l ARET gene), 54 E-E749WEHW 1/ETOAMLIETO), 8= #HY

B AHBCR-ABL), FARZFFTAMEY 442 HAHPML - RARA), FRAEAH0|Z

i

AKMLL, FLT3 #F3A dWo] EX(FLT3-TKD - ITD), JAK2 7 # EdWo] BAJA
K2 gene), NPM1 3 # EdAWo] E4(NPMD, K-ras #3A &Aool HAHK-ras), E
GFR ### Edwo] E24(EGFR), PIK3CA #Az Edwol B (PIK3CA) 5 T4 &
d FAA HA Al ARGEHE A9

N03000 ¢FEZHX AAFA¢F IVD reagents for pharmacogenetic test

N03010.01 <FE-FAAAAAISF [3] VD reagents for pharmacogenetics &+-3-31
P2C19, CYP2C9, VKORC1 &) &dHo] #4 5 54 =4 g i34 HEE
A&st7] el FERAAS HAE Al AFEEE A Sk
N03020.01 SHRZIF[FAAAAIACE [2] VD reagents for complementary companion diagnostics
with NAT EA k&S sty Ao vteA Fagt AAbs oy sjdofEol o
< dE3t7] sl EA AR WHol s ol ds AASHE Aok

oxl

N03030.01 S¥rae-F@2A A4 F [3]1 IVD reagents for companion diagnostics with NAT &
S AWty Aol Al agk AR sgefEed o FERkeA S oS3}
7] Yl EAFGHAY o] EE ol A4S A= Ak

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 A}g ® <23 ule]#] ~(Human immunodeficiency
virus(HIV)), A&+ BEZFE wlo]l 2] 2~(Human hepatitis B virus(HBV)), At& CEZtY wlo)
& 2~(Human hepatitis C virus(HCV)), Ab& TH X844 ulo]# 2~(Human T-Lympho
tropic virus(HTLV)) 4 o5 X&str] €3t HIV, HBV, HCV, HTLV ## 3%}
HEol AHREE A9

HIV - HBV - HCV - HTLV-A & ALAeF [3] 1VD reagents for genotyping or patient
monitoring of HIV, HBV, HCV, HTLV, molecular diagnostics A& " <ZH Hlo]#
(Human immunodeficiency virus(HIV)), AbgF B3zt wlo]2f 2=(Human hepatitis B virus
(HBV)), Al C¥z+d ulol#] 2~(Human hepatitis C virusHCV)), A48 T HZ TR 344
Hlo] 2] 2~(Human T-Lymphotropic virustHTLV)S] A&, o}& e 2 X8 A3 3
T fs AHEEE 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 diagn
ostics EAZ2wH(Toxoplasma), FZ(Rubella), Alo]Ew|Z=Znlo]2] ~(CMV), o}d %
Hlo] 2] 2~(Adenovirus), ZERd}o] 2] 2x(Rotavirus) <l E| Z1le] 2] 2 (Enterovirus), 3}Z X u}
o]# ~ Bl9(Parvovirus B19), ©<=3EZX(Herpes simplex), $)2~#|<1-n} nlo]z ~(EBV),
S Hulo] gl ~(Measles virus), t’dEZ(Herpes zoster), ZHEZF 24 2 Z 27 (Crypto

coccus neoformans), 424 #(Neisseria meningitidis), Z2}w]t] o} E g} = v}E] 2~(Chlamydia

trachomatis), ¢ +*(Neisseria gonorrhoeae), W=+ (Treponema pallidum), S Al A= 1
o = 2 vtE] 2(Klebsiella granlomatis), AbE-frFEvtole] 2=HPV), FH¥ AE-FFEvt
o] 2] 2~(HPV genotype), ¥ = Z(Trichomonas vaginalis), 3l =zg}u}o] 2 2~(Hendra virus),
e} ] of(Malaria), 23 AT+ (Mycobacterium tuberculosis complex) &5 =i/ 2 &, A}
dolu 71¥E st 1, HETY 2 dHo d A8, HAXAGH Y IS
< fted ZEd T FAAE HAEsten AFEEE Aok

A BTG AFAAAAA F [2]  IVD reagents for Infectious disease marker(Detection
of low infectivity pathogen), nucleic acid test Al# EFZFFAMHEV), & =8ty 3
Z 2](Helicobacter pylori), & X ¥(Saccharomyces), 2 2~E8F ¢34 #(Clostrium di
fficille) & g A% AEE 93t A Y FAAE A=t AHEHE A%
EAAAHEAd=REE-A | [1] General calibrators, controls or standards, class I,
for molecular diagnosis ®AZ T ZHAbol ALEEE Alf = An|el A Al&s=
HE A=A EHEE AAH 9ol 158 A=Y ZAFTAAE iz - 1A
=4 T, AAME BUHE A=Y EA A9 &, A& A=A EHL FSAIG
oju} AHlo] FEFol i

EAAAE 4 =32 E- 1 [2] General calibrators, controls or standards, classll, f

or molecular diagnosis EARIT FHAbo| ARREE AlofF e AH|9F A ARESHE



N05050.03

N05050.04

HE d=ddEd=2 A 9ol 25w A=Y Ed@XEAA S dx - A=
Ant s, A @7 A= Ed A &, AE AEdYEAL FHS Al
U Arle] REFol g

EAAAE S =R/ =41 [3] General calibrators, controls or standards, classlll,
for molecular diagnosis EAFHT FHAbol| ALEE = Al Ee AH|e} A ALESHE
HE A=AdEEE FAZ fside] 358U AEAY=ZXTAAE d=x - A=
At s, AAE BrE A=ddEd A o, 18 Ax=dAgEde FRkEA )
U Are] REF g

BEAAAN B EA =AY EZAN [4] General calibrators, controls or standards, classlv,
for molecular diagnosis #AR G A Abol] AL EHE Al wE= An)9} A ALREE=
HE A Ed= FAA fside] 455 A=AYHEARGHAE dx - 24
AT T, AAE BUHE BEAEEE A9 o, A& AEHYEL L FHEAoF
oj L} AHle] FEFol T

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 A1 1 [1]1 Other devices, class I, for molecular diagnostics 7= %

Halgde]l 15 BAFAAAE 718 &3 == 7+

Z1EHEARFA A A7) 1T [2]1  Other devices, classll, for molecular diagnostics ==&
Aol 255 SAFAAAE 718 A e 7T

VR A A ARA 9 I [1]  Other reagents, class I, for molecular diagnostics =i
2 flaidol 15w EARFAAARE 71eE AARAF

ZVeF A A ARAF 1 [2] Other reagents, classll, for molecular diagnostics =i
2 flaidel 25w EARAAARE Z1EE HARA ek

ZVeFE A A ARA kL [3]  Other reagents, classlll, for molecular diagnostics =i
2 flaidel 35ud] EARAAARS Z1EE HARA ek

Z1EF A A A A F IV [4]  Other reagents, classlV, for molecular diagnostics =i
2 S o] 45w EAFHAAANE 7B HARA oF



(O) =398 HA7]17] 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 &

2]
FAsAY &S AR, g, &, 23], AF 52 v BA2 A5AVL AT
l"ﬁc

001020.01 HMELF2HARZ4%] [2] Cell/histopathology diagnostic analyzer A¥% ZE+=
Z29 s AH, g, 4, 23], AF Qolx #H=A9 #Hed Ads
A

[¢]
st ol = ME Be RS AFoR TESs 2ZEHIE 23

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

i}

002010.01 A=z =2 SH [1] Histological staining reagent 1 @AW & o] &3 Ws
2 Age g 2449 @ AEET AAS I M (Romanowsky, H&E 5) &=
£ (Sudan Black B)shE AlSF @, Wright 94 59 5 gz AMgsH =

< 714 AL

=
-
R

>

002010.02 A XL z2FA A F [2] Histological staining reagent 11, Immunohistochemistry re
agent v & ol &3 W - U8 AFe WHEEH IHE 9ot TE2EE FEA
(ER, PR &), A=A (53, CD4, CDY), ZAFACMV F) #4E M=, 225U0gG 3)

R L LR CEREL TP

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

AAAAL R AE o 88 FAA ] AFHE BAA, FEFA, AP 5 Bz

2‘ o}
©

ol
~

003010.02 A A-A &F2] A A& DM A HI [2]  Nucleic acid in situ hybridization (FISH, SISH) 1I
A A B e g o]l 83ted FHA WHol, MAE T 4E §F, A9 oF HA

| AEEE Al

ol
N

2

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

004000 FuHA T ¥ AALA S IVD reagent for pathology companion diagnostic
004010.01 E¥rRZIGEZAH ] HAA S [2] VD reagents for complementary companion dia
gnostics with protein level E8e|%FEFES W3ty ol W= Bad HA= ofY

U sidefEel e FedteAdS dFsh] Al Az e 24 dd £ {4



004020.01

AHE FAsk HAekE Aok
FHkA G g =2y 2] 74 AkA9F [3] VD reagents for companion diagnostics with protein
level EA kS AWalr] Ao e Bad AAR sfidofEe g =g

g AZs) A8 AE mE 280 G == fAA4E GAs] AAsE A

020000 71e} =22 ZHA}L7]7] IVD pathology devices for Others

020010.01

020010.02

020020.01

020020.02

020020.03

Z1etzA e 4 A7) 1 [1]1 Other devices, class I, for pathological test ZF#)Z |8
dol 15 =AH P S 78 ZA == 77

Z1etz=A 2 A A7 11 [2] Other devices, classll, for pathological test Z=12 £jsf
dol 255 =AHYHAE 7IE AA == 7T

Z1et 228 el A A 9F 1 [1] Other reagents, class I, for pathological test =]z ¢
o]l 15u] =AM AAE 718 A F

7] F/].}‘Xl

AR AAA SF I [2] Other reagents, classll, for pathological test ZF=j2 ¢
ol 25+

9l 2AYAALE e AALA o

Z1efz2 g 2l G AFA RNl [3]  Other reagent,s classlil, for pathological test A& ¢
T

Q1 2P G e HARA o



P) AT &

[H

E9 o] IVD Software

P01000 AR A= Eo] IVD software for diagnosis

P01010.01 AsAGHALZEY S [2] IVD software for diagnosis to disease, except cancer, tumor
FAANAET dEeAY YAARE F7F At A, rAAE 54,
o

=]
SHABE Ao ARz F AVHPRE AT LZEY O,

B>

P01020.01 ASAHAAZEY S [3] IVD software for diagnosis to cancer, tumor T2l U4

AR ERE dFsiAy BAAZE F71 dEste] ol i D AE(FFE ATt

P02000 A21#dA AL AT EY ] IVD software for predisposition

P02020.01 <A&JAAALZES O [3] IVD software for predisposition to cancer, tumor $+ell of

=4
§ AEEol At A AT ¢ Wy AP AR mE B4ERE A8 F
_]

P03000 <&, o= #& ARG 2T E o] IVD software for prognosis

P03010.01 AZA3T - - SHAALZES ] [2] IVD software for prognosis or prediction to disease,
except cancer, tumor S HIHS A2 FXEAY oF Ee= X ESUF] g A

BE AT AZE 0

P03020.01 <Fof|ZF - o =HAAZEY O] [3] IVD software for prognosis to cancer, tumor E%

o HABA] AF e APl F FRE AFSE 2EES ]

P04000 B AAIE 94 A g 2= EY o] Pathological image processing software

P04010.01 W x=AAGR zAZE YOI [3] Computer aided diagnosis software for pathological
cells or tissue E4 G = A2 A" AR == AZTI4LS A, B4
stal AR el f7, AW AH, W JleAd BEE AToE FASY Rl

fa

P04010.02 W) 22 AGR F AT

2
b 5 AT - 25 540 nhe WWol gl 54 A mx 238 4



P04020.01

P04030.01

A Ho| AR ZAZE O] [3] Computer aided diagnosis software for chromosome
mutation ¥FF FAHE Ao BF wlE, Fol diE FFS AX, Bt A

o FFE AFOE HAS RS AWARL BxdY] St RS AT
E

Az wme 2o 94 A, B, F& 23, A% dolE BEAIL HYHE 5

EQ E 2= 2AL FEEE= ATE O],

P20000 71} ALJZ Tt AZE o] Other software for IVD

P20010.01

P20010.02

P20010.03

N
iul
2
o
)
e}
- o
e
B
[kl
|m
o
2
S
o
—
=
@
=
wn
o
=g
=
o
=
o
o,
o
7]
-
o
=
=
o

A g8 4ol

ry
i
P>
|
[l
o,
2
2
o
—
=
[©)
=
[%2)
o
-y
=
)
=
o
o,
)
7
Ln
o
=
=
-l

SR EICE R

BHALZEY o] [ [1] Other software, class I, for IVD ZA1A 3] 4 o]



X FMASAA ]

=E|
=

=N

T

M

<l
E

|27]7] M=

ol
ud
Kl

I

A=

90

2|7zt

I

ol

of

A o7k

o

<
pall

B0
20

K
=

oK
®0

Jal
ol
ol
ol
ol

jay
[m]

X0

<4

K0

m)

ey

KO
ey
[m]

Hz=(H==)

o
tlo

=
10

el

NES

NI

0

|

0
<

7| Et

od

___AO
<

(CHE X

M| z= 4

K0

M2z &
cho[27]7] S22 M

71719 A3

cho| @

|
—

" 2
HM2z=of et ?{ef Zol A <

Al
—

2|
=

o4
1
o

T
m}

_—

‘od
KO

<

—
10

-1

K0
K

ol

Hio
ol

o
Hi
Pl

H el Flcte| 2 7|7 2tof

ot CtE

5

MERUHY 2A=7|7|2F FAL

t

K

IR

<

HEZIIA
pNYS]
o

<+

s

RO

<

‘o

KO
<

ol
™)

<l

x| 80g/m']

= =
:stl

FX| 80g/m* EE

HH A
(]

210mm X 297mm[



