471700R05
|CDEFRXELFATHSEALTIREL,
NS RAESR R

*k 2021 £ 9 AT (E 3R
* 2021 5 6 AEET (£ 2 hR)

WA AEIE S 30200E2X00038000
BERFA Y A IVAREZEEF v b+

Alinity*m 227 L HBV

[efiEEE

c REIAEAZBITTH D, TNLANOHMICHRLENT &,

- W, O REH T 2 R A TR ARIE IR IS D WD TR B IS T
g5k,

c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
5153 KOG ELS COMIC DV T, JERS RO
WERRE LR,

< ARWIETHHT 235, L FHBRIODZEN TV B EDONH
D, BEROERDH 2D TEMEDOH 26D L LTS T &, #f
ML DBIR-#EF Gry FORERD]) 72 URE-AE 5]
EBRTEHT L,

CARPBETHAT I, REFERE LTI PV LNEE
NTVWB2EDND 5, 1o THRNCANT D EFIC(HE Lihaic
. KT TFRIEVIRT FOINZHEBEZITV. DENHNEEROT
WMTHEZF BT &, GG, UBIR - #5E% (v O] %7
& OB - HE BEAIR] Z22RT5C L,

s T A HEROE IR B XTI IIHEZ K< GATH ST %
2k,

(2K - #EF (Fv FOER)]
1. e - BHEEREE S LA 1
- B - BHEEEE Y =L
HBV 74 7— RS54 < —
HBV UR—A T 5 A< —
Ja—7 1
Ja—7 2
HotStart DNA " KD X 5 —+¥
dNTP Mix *
¥ ANTP : 7AF T VRRX I LAY K= VR
dNTP Mix (FLAFD 4 K53 7249 % X7 LA F K -Na DFEEZED
REMTHS,
2-FTAFVTT /Y 5-Z) U (dATP)
LFAFTUF VY5 =Y U (ACTP)
- FFEFVF IV 5- =Y U (ATTP)
LTV /v 5- =) Vg (AGTP)
(DS e, ™75 )V -DNA 7'V a2 5—8 Fnfl, )
cHEaY ra—)L e YuF 77— Kb
CEREHY) FRER, JEERME) =7 7S XX RDNA, 7077 —
£ K. #hn#l. DNA)
2. MR R LA 2
- EMEESEY 2L
(EaEEY 732 L WIET 8 I AFILT VEZT L
{7%5# © ProClin 950)
cAFw ME, iR - BRIEEEE R LA 1 EIEMERSR N Lo 2 0 2 O
IVF T )V LA THEREN TV S,
< HEIE  HESE R Lo 1 (TOV SR A, RAIAD) 1. &
48 7 A Ny ORE - REEFEY oV ENEa Y fa—)L - T T —
Y KU o)V Elh, SRR TH 2, 1 TAHIDE ]
U VT %,
IEHRE R LA 2 (TV 2R FHEsk, wER L) &, 48 T A b
OTEMEIEY 2V S0 MR TH D, 1 TA MDD 1
U VAT %,

(=R B#)
1¥E XX ifsER o B BIFFR Y A )V A (HBV) DNA OfllE (B RIAFR ™Y A
IV GO

NN N

(RIERE)

AR XA T —E ik )n (PCR) #£I1C X % HBV DNA O#iE, N T

Kl NA 7)) B — g RV kg EimiEd o HBV DNA

EHMETZFY b THO, LFD5DDTRKISAT Y THEKD >

W3,

1. #5000 HBV DNA Ofili - k%4
WARIC T A4 2 Atk (NER > ha—) Lo DNA RO/ a5 7 —+¥ K
EEE) A, WMk 2 RO CHTEDOEIEZTT). HBV DNA 7%
it - FET %,

2. PCRIZ & % HBV DNA Dl
TR DNA ZBEMILEG B C LI K > TENTNE —ABICT %,
Z D%, HBV S HEEFHEIAN O—HOBEFN RIS HE S % HBV
T+ T —RTS5 4 <—L HBV UN— AT T4 —EZFNFNOFE
L9 BEHNCHE S &, ANTP Mix (dATP, dCTP. dTTP. dGTP) &.
HotStart DNA RV X 5 —E% T PCR KGZITS T EIick b A&
# HBV DNA 7ZHifgd %,

3. BT O — T LHEDNA EDNA TV RA =g~
BV X 0 42 U7 —784 HBV DNA IR RIICHE &9 % 30
WLl a—=TENAT XA REES,

4. HOCGRIE OWRIE
SIS HS & L Te 77— 7 b OB & Il E 5 520 nm THl
ETB (FARFCHIRE NN Y b o—)L ORI HE N
670 nm THIET %),

5. HBV DNA ¥ OE H,
Rtk Ce i (Threshold Cycle i) % 2 JBEEDF ¥V 7 L—2 TfF
B U 7= AHERRARIC & Cld e, HBV DNA &z HHT %,
¥ Ce i : MIADTIEHRIED BIEICIE LTz & 2 DY A1 7 VER

RELDZEE

(1) AESEOME. KK

rRikiE

LUFORHADORAZ AT S EMTE S, AF v FORETIE, &K
PRREIC DN T RRISR LIBRINE DA 2N % T & (ORI
TR, A%y PCHATESC L 2R L T,

AR @ PR
14t JIVBTFARE—R (ACD)
EDTA-2K
EDTA-3K
PPT (Plasma Preparation Tube) P
ik IR

FORBRE R (zclot, FRYEVADE)
SST (Serum Separator Tube) P

a BERE. MO Z XY B HEEZ R 72V, JIEDERITIZL
FTARFICHH SN T B EHOMKEMHT S &)
b PPT & SST &% LA EERIA D RINE TH %
RIEDRERM - Mg
RERF
[N pir1ic I Zofth
eI 2~8%C 2 HH Rimgoaim, mExo s % %
15~25C 1 HE TORRIFELTHELL T ENTE %,
il 2~8C 3 HM MAE L MER 72 57 Bl U 7= 1%, oMk
15~25C 1 HR F a2 —TRTMAT 2 — T TRFET
BT ENTE S,
MAE L M ER 72 5 Bl U 7= 1%, 50 Bl
ADFIME (PPT) ® HifhF 2 —
~70°CLLF  EHAM T THIERMFT BN TES, @
BRI U ORI THRIN L 7z i
. RN TRRATF 2 — 1B e
&, 2

@ 3 Az A % HHGREROME DK LT 5 2 L.

-20C 30 HIi

) Abbott



RIFDRESRM | I7E

RERE
Bk iRE SR Zofth

21t 2~8C 2 HM FRImgOLmE., migzned 2 %
15~25C 1 HM TORMFELTBL T ENTES,

mi#E  2~8C 3 HIH MY (& @ 2 7 il U 7z i, Jokik
15~25C 1HR® F 2 — T RFHART 2 — T TRFT
BT EMTE S,

-20°C 30 HfH
-70CLLR R

IR =S 8 Rt ROVt c NN 31
ADBRIME (SST) D FHRT 2 —
T CHAEMET BTN TE S, @
SRR U OERIMAS CHRER U 72 1L
&, ENS IO FHIATF 2 — T
Byce,

@ 3 [z A % HHGRROMR DK LT 5 T L.

IRIRDERESE

WA Z AT 2 551 . BIROESM ORIFRE L HRICHES T &,

Wi ZmEd 200, BRMRA, 2 E IR, V2RI d
2RSS Ll « ZoR%E1T5 T &,

RIEDFREH

RimgoLim

« MIROPRAL & 535073 BES DV T, PRIME O RLE T OB E IS HE
3T &y D EEERITV, IMIERIME D S MBRE 723 = 08T %,
DR O IMIERAKZ, ity FSEE T, BEIVREIRET
5 ETO/, MERHE > TVBIRIET (DI OAEEICEFRZR ) 4
95N TED, MEMRAIZ, ERICLY FT2F T, H20E
THZIT5 FTO/M, MBEHE> TOBIRAET (OrEEHIDA I BIf%
%) IRIFT5TEMTE %,

T s LOBRIME R, MERL MmAFHE > TV 2 IRETHIRT %
TEITERL,

- fAERR R L imiERRAE, Bty b9 3ET, HEIVETHREITS
FTOM, THEF21—TIBLTIRETS L8 TE %, EHMMR
732080 H 56, MK E 2 X ik 7z 7RkF 2 —7
WL, BRI 2 LD TE 2,

FiEEGE (OBEIA Y RODE)

c Wik 15~ 25°CEH21& 2 ~ 8 CCRlfRT %, — ISRl L 7=k 3
QIHEALARWEEIE. 2~8CT6MMETCHRIFETZTENTE S,
cBIAERIVT Y 7 AIFY—T 2 ~ 3HRIX 3 T %,
cHEICE Y R BT HRWVIIEHRELT I A, MRIKO A > 7250 HEH
A D ERIME % 2000 g T 5 a0 #s 2. MR EEYNED 5
NG EIE. BEO LEZHi LTt F 2 —T 1B LB 2 %, 1t
RETENH LOF 2 —TDHICEALENE 5 FETS T L.

gt (FREFa1—7)

c BifkE 15 ~25°CEld 2 ~ 8C TR %, — IRl L 72Mifkz 3
SIMHLAEWEAZ., 2~8CT6HETCHET R ENTE S,
s BWAERIVT Y 7 AIFY—T 2 ~ 3B X 3EHEET S, EIEY
MRDENTBEE. MEEFLOTRETF =TI UEZ S, [EH
e LnF 2 — T DHIRALGRNK S ERET ST &,

TERRAETF 2 — T D FMAT 2 — T DR OMAKIZ TR T, Hifk ID /3—a—
R, BIKID &Ry 7, RV v a Tl TtcEsX51CLT

BLTl, HATERZFa—TDYA ROV TIE, AEO [HiE-H

& GREAED ] 2. WEFIEE 72 3 BEERIUREIA=E D 4 B2 BT 5 2 &,

Fa—TDOEZEHTBEE. Fv v TORMNCMNENE S RT3 T
&

(2) WHEME - HEEF

F5ihE

NREYIE, HBV BGYERELNOEER, 77 F KU HBV &

YYE & Z ORI USR5 E N2 A O E (iR O

B ZFHI L7z, HBV &MY > 7))V, HBV 1 30 1U/mL 38X T 2,000

1U/mL OS> T uic, WEICEEE 52 % nEEM0 S 2 ez

LTS )bz FOCT, iR R ORE 21T - T2,

7IVT7 XY (60 mg/mL), NEF/BEY (2mg/mL). FUTVEIA

K @7 mM) JETIE Y )L E Y (0.342 mM), JEHEATIE Y )L E Y (0.342

mM), t b7/ LDNA (2mg/L) KX ZEEERDSNEh -T2,

EHMETY 7 b—7 R (SLE) Hikdik (ANA) B3Pk V) o < FIK 1 (RF)

fade, 7L a—UMEEgs. JE7 L a— UMEREAtERFZE (NASH) . BEZSSE,

H O MERT S, IFIYE (HCCO) DOREBEOMAKTIE, BRI K2

BIRDENEN 0T Ty AV TV VYT 7 F VS, HBV U

I F UEBEORIKICOWTE, Y7 FUERIC X 2HEBEIRD SN

Mol

F£LRUIEHEANC X 2 BERO 5oz, BEtESEFIREC &I

HEN 2 7 — )V U T, SIEFNOPRE T MG TN TV 5 I i hjR g

(Cmax) D 3fF& Lz,

£ 1 BH

SEAIE 4

1 TONACIIREES, 7R T /7y, Tyoaeil, 75
K, 7IRUTFY Y, TLavEy, TAEY Y, TXR
I, 7T/ a—=)b, T RVNARF >, 7IAARA Y
V. kLaFrT YREREN, VI RORALATY, sae
K7LV

2 IR, T LYY, YT HEN, T)vaFy—)b,
INFFvFo, A7 TaTdsy, AVVFEN, ALET
(BEFENKRTY T, IITVY, LRTaFYv
ey, V74 Fe), xRy RNaFeF v

3 TURZV Y, VT FFE)I, UL Y ., Rifamate (U7 7
VEVRUCAVZTYR), UFFEI, BIVET UV, XA
TV, AZVENR ()VETF T I8 IVRTGIL T ARy b
FUOZLNY RV ROT /HREN), Bactrim (AT 7 A
Y=V MY A STV L)

4 ZVFelN, THAYT =), TEIEV Y TIT Ty,
INFHYVrTaeEr Vg, JakI R, ekasoaFry
R, LRFaFoy, UIT7T7F2, VIVELY Y PIVAT
a—)LF R, AT LEN, VYRATEI, 75T
b, 7/HRENT T T2 FIR, IR TNT T,

DI A%

5 KAT VT LFECIV, FILw I A (77 LF ), Ak
FVIv, FraFtr, ESVFIF
FIIFEN

7 L7 N)TFV Y, vyaTaFyyy, KAV EY RV

)TV, RIAVEZR—=T a7 IV T 7 2a. TV TE)N
FRAITITIY

8 YU ARY Y, FIVET I NS, NIV VY
ryaeiv, YRIVY, TLKRTVYVB, Hrvrael

9 RoaRky

10 vAFr (EX3I2B7)

) Abbott



3k

*

RERGHE

HBV B&{Eif#E, HBV % 30 1U/mL % & T 2,000 IU/mL ORI,
MR (£ 2) ZHMUI SHOVEWT, SRR EOMR 217 7
ETH, ATy "ADZGERISD THIERD s> 7e,

(2) wEzRE - M - HHF
+ Alinity m HBV F+ U 7'L—% (Alinity m HBV CAL Kit, ##F5 :
8N47-70)

x2 WY

A IV

7T/ AR5 R

BK RV A =<7 1)V A

VA AE O

TYTIAIVA 2

TYTIAIVA 3

TUITIALIA 4

FSME 7 1)V A

GB 71 I)VA C/GBIRF5 A )V A
AR AV A

CTUFHR T A IV A

D IFRY A VA

t bNIURAY AV 1/ BFEANIVRA T A VA 1 #
t EANURAT A VA 2/ BRIANIVRAT A )V A 2 T
E EANVRZAY AV 5/ & MY A R AT A )V A
t FANJUARAY A JVA 4/Epstein Barr 7 A JUA
v AU ZY A )V A 6B

bR ATA)VA 8

v hEREY A VA 1R

b MERET A VA 2 B

t hREO—<U1)VA 16 B

v hEO—<v 1)L 18 H!

v b T HIE R VA 1

v b T #IlE MR VA 2

AV TIVE Y AR

HAMN 2

< L—ERIMR T A VA

7SVRT A )V A B19

JAB T A IV A

X MVA R

IIFZTIAIA

AIGAHPIRADE ™ A IV A
UILAMFAIVTAIA

BENY A VA

IHIAINA

EAEaY)  WER. JEEGE HBV V=7 75 A2 K DNA, DNA
R1EA - 7 2{kF b Y L, ProClin 950)

A
FrUTL—HA 1.65mL X 4
FrYUTL—%B 1.65mL X 4

- Alinity m HBV 21> b r—)b (Alinity m HBV CTRL Kit, #&#HE5 :

8N47-80)

< faray ra—)L (CTRL-)
FEaEam W7« 79 /7 Vkztke e (HBs fik2E. HIV-
1 RNA E&E, HCV RNA [&1:, HBV DNA [&1:, HIV-1/HIV-2 Hi{kkE
P, HCV Hitkk2tE, Syphilis 21 #8774 © ProClin 300, ProClin
950)

sy ra—)L L (CTRL +)
(FEREEY © BRTHELEF A HBY DNA FtEmsE, Bike s i
4% (HBs sk, HIV-1 RNA [ZPE, HCV RNA &1k, HBV DNA &
PE. HIV-1/HIV-2 fifAR2ME. HCV FifkBEME. Syphilis F21E) 174l
ProClin 300, ProClin 950)

s Bty ra—)UH (CTRL ++)
(EEEY) | BORF(CLER A HBY DNA FPEim e, Bite s i
%% (HBs §ii5B21E. HIV-1 RNA f21%, HCV RNA [Z{%:, HBV DNA (2
M. HIV-1/HIV-2 fifARa M, HCV JifkBEtE. Syphilis B2 174
ProClin 300, ProClin 950)

FaS
fatta s ra—) 1.15mL X 12
FEfta> ha—)L L 0.65mL X 12
Fatta> ro—)VH 0.65mL X 12

+ Alinity m #&EHIHERSEF > b 2 (Alinity m Sample Prep Kit 2, #&#%

5 9N12-01)

« YA 2 (Elution Buffer 2)
EHEAW 0V VA T LiEG. Tween 20 {8774 : ProClin
950)

« gk~ 2 (Microparticles 2)
(FEEY © WMk

e
AW 2 22mL X 4
TR T 2 24 mL X 4

NyFUT

Chlamydia trachomatis
Corynebacterium diphtheriae
Mycobacterium gordonae
Mycobacterium smegmatis
Neisseria gonorrhoeae
Propionibacterium acnes
Staphylococcus aureus
Staphylococcus epidermidis

Streptococcus pneumoniae

JE{H

Trichomonas vaginalis

38

Candida albicans

(3) Znfth
AFw M Alinity m & A7 LORIETH %,

(R RE (R&FHD)]

(1) HREOFERAE
FNRTOMBGRIERIZDEEHN S,

+ Alinity m 7 >~ A&k (Alinity m Lysis Solution, %75 9N20-01,

975mL X 1)
(EEHY) - TRIS #%&Eik. GITC. Tween 20)

- Alinity m 7% (Alinity m Diluent Solution, #/##*5 9N20-03.

975 mL X 4)
(F7x&EY /K. ProClin 950)

+ Alinity m Z&FEBA 7AW (Alinity m Vapor Barrier Solution, #5h% 5

9N20-04, 975 mL X 1)
FiE&aY - 2 xI)0AAI)

+ Alinity m #{A758F > b T (Alinity m Specimen Dilution Kit I,

5 9N50-01, 2.45mL X 24) 2
(EEaY : TRIS ¥l 77 =YV F 427 Vg
Fa—TWRBETYIIFyy T ETH5,

« Alinity m HBV 77 7"V r —2 9 Vb7 7 A0V

cRIVT Y I AIFY—

- JEULST B (2000 g GHERERE)

- Alinity m LRV 2 —7" (&3S 9N49-01) 2

* 97ERE 10 ~ 1000 pL DFGEFEAH LRy | 3

* 97ER 10 ~ 1000 pL DER T 4 )V Z—{FEERw pFw T2
+ 384 U )T L— A7 %7 %— (Corning /1% 1% No. 3820 %)
CELDDEEHE (A7 TL—ba—&— TL— 7R T 2%tk

100 g L4 Fshhissss)

«Alinity m PV AR—Fa—T ET7HTNFr v S (@RS

9N49-10)

+ Alinitym F 5 Y ZAR—FF2—7 (@5EFS 9N49-11)
- Alinity m €79 7)VF v v 7 (EFEFS 9N49-12)

) Abbott



* Alinity m 7V a— b Fa—7 (&S 9N49-13)

A NS RETHRRENRLEZ LA, 3 AT TS %,
BRROBIFICREAIEFIC OV T, HEREURFITIED 1 25T
52 &,
FEERDEAETEC DOV TIE, HERHHIHED 5 B2 5d 5 T L.
ELWHER R 2135 T, BARTURGIIEO 9 Bt > THHEMZ X
VT UVARETS Tk,

(3) AE (BB *

LURO#EE. TAlinity m & 25 L) TI1 9,

D SAVABH 15 mL BT A ¥ AT 2)UITHTET %,

2) Wiary ba—)b - Ja77—¥ KV o )VICHHIE 35 pl 2Nz %,

3) L FU—FAY MY o )UICHIA 0.3 mL, WOy bua—)L - 7’1
77— K 35 pL KU 1) DI 150 pL ZHIZ T A Y Fa— 3
MRS

4) FERAT 485 yL BT A VAT 2VITIA T, AV Fa—v gy
5,

5) FRORAT R, MR FE2 VT, YEr L. BEshihin a5,

6) FroMiE A VARG 45 pLIcinx, A Y Fa—v 39 %,

7) B - MRS VI FROTAHIR 25.8 pL R UTEMERASE 4.2 pL &
MEL, NAR—Iw I ALT %,

8) NAX—3w I A 25 pL ZRIGENy VT IMA T, PCRKISZHED
KL, =280 E 520 nm B0 2 HOERE A IET % (AR
ISR E NN Y P a—)LO ¥ — 7 #EHE 670 nm BT 3
HOCREZHIET ),

9) HBV DNA @ Ctfii (Threshold Cycle f#) % 2 j#EDF v 1) 7'L—%
TR U 7 e 24 T3 T HBV DNA B2 H 4 5,

1. BELEDEE

CMEERITIIIE. AFy NHOT TV = a T 7 A VD EERR
WA VA R—ILENTVEZREND S,

s TR AINT A—=RDEIRREFIS DN T OFEMNE, FEEEER I 2
D2BEBMTZ L,

« 7wl A8 A= R OISOV TIE, BEEsEIkFHED 5 52201
5Tk,

BB OBIEITIEIC OV T ORI, BRGSO 5 E2 58T %
Tk,

- B Z IR B, AEOIFRZ XH T &,

REDOERY T4 VT ERITIBIE, T4V EZ—(EERY b Fw TE
TV ETERY FZHEHT 5 &, EXv T2V THOY
Ry FOEHERER T 212, EXy MREAY Y TIVF 2 —TRRF
BONMNCHEA LTV IITERET R L, IDERETDT V22—
ffEEXy hFv T RMEHNTE L,

- VESET L AR, IBTENTE IR Alxd T &,

< BE - BHEREE R LA 1d, BEERIC Ry R SARNC 2. I TIEIC -
T BN T 2 — T DEICTED % K S IHEERD LTI 1=
7= c&,

RN R Lo 210%, By MBI 2. ETFIECHE S T, &
PO T B T &,

CBEFEMIOE 2D VA FHEIC OV TIE, BIREELEIHED 9 Ee s
Iz e,

 BIBTHYO ) R Y T % 1o AN T IENTGEIRL 1.0% (v/v)
KRR ET B U U LRZOMOMY AR XA EWD 25
O, HRBXUBRRTZC L,

caAVEIF—y g RIS, FEBMHEEEF Y b 20 BN LA
BEEROINIE, A7 7 L—7v RV 7 v ara=y bk (RU), ¥
Ry b Fw TEROWS I TFREH LVE DTS L, Fiz,
FRIPE, Fr¥ VT L—%, aviba—)b, RETCHERENGE
EHLVEDICRMT BT & WITRTA—T)—FREMHT 5
Lo

< AFy FOWETIE, BTEHOFY ) TL—%, av ha—Le
MIBTE, FHZ, 4. 7vEAFr U TL— 3, 5 HEOHMH.
6.[atkay ba—LEtay ru—)LEsRT s L,

cFy )T L—REaY  a—)VOREIE. ETY T INFrw SFED
HEHF 2 —T TH %, mORNLED H LRI, Fv v TDiE
RTHRICTER T 5T &0 MABDT 2 —T I 3HRT 5T &,

2. AIEFIE

B - MR R L 11, BEBRicE Yy 9 BRTIC. SR RIS

ThLADERS, MR EENTF 2 — T DIRKICIED % K DI

HO LT 3Ez7zL,

RS b LA 21, ety M3 BN LU RICHE o Tl B

MF 5%,

D EMREN L 227 L — 7 X7 % — (Corning /7% 17 No.
3820%) Ictw +9 %,

2) i N LA 2By N LET L= TR T =%, TL—1+7
BT Z—IHNEDAA > 7T L— hmilcty h3 %, 100 ~ 800g
T1~57MELIEEL, 1WZEOR<

3) O EERE IS, IEEREN LA 227 v A PLAF YU TIC
By g B R N LA 213 2 XD S BN K S ITHERT B,
T7wlA b LAFr )T 2R IUREIHE 5 EOFNEICHE > THER
Ity b9 %,

4) BEPICIEEEE R LA 2 2 KEEHH LT LE Y, @tz
HEMEN B 2580 GRS N LA 2 B9 Lic, SO0/, W&
WL/ 8). WO MT 2 T &

5) HEBREEARFIIED 5 Tt > T, &YV TIVORBEEMEITS,

BT 2 SR DM E T IEIC DWW T O2EMIE . BESRE S ED 5 &

EBWT LT L, BAEEIET SR Fy U T L—yarbarybo—

WDRAT—RAZMRT ST L BFry )T L—raryvarybo—)b

OHENREIRIGEZ, 4. 7 v AF¥ ) TL— 3>, 5 BHEORM,

6. Moy ra—veRtEay ha—ESIRT L L, Fy )T L—

Zpay hu—)Ud, MELHNICELTE, FRHSAEL TE KW,

F—X—{ERREE T, BESEE HBV) Z#iRd %,

BE - mtEEE Y b Fr VT L—%, arvha—)b, Bk B

Kty FENTOIERERBN RSy R T ENTV S, BERMLS

SHhUHTEDSNIRERMEZBZ % L. I T OBEIE - K SEF »

b, F¥VUTL—%, arvio—), WERKZHEHRTERVWERET,

WAF 2 — T EEERIc Y 9300, REDRERZZLTVWa T

L. Fry TOHEMNE LW 2R T Do 0 BEE A OIS F 72131

WA RIS, MEDS A7) a— b Fa—T1F, 2= —H)L

YU TNSy 7 (TN Ty 7)) IS THERICEY FLTHhE, 4

IRERI LA AL 2 [ffRd 2 2 &,

AR BEaR o
Fa—TrAS2 MEFS /R Fry v TORMK
FIE OokihkF 2 —7)
PRI - ba): :INMIININ Frv 7L
AEE 10.0 mm LA E MmERD_Eiih S
EE 70mmP
7V d—= b Fa—7 (FREAF2—7)
Alinity m 9N49-13 0.45 mL FrvTHbC
7Vad—hrFa—7 FidFr v I HL
Alinitym YA 9N49-11 1.0 mL Fr v Izl
F—bFa—7
Alinitym R > Z  9N49-10 1.0 mL Fyy 7L
F—hFa—7
ET7HTIVEr S
D FHRIAT 22— 7' A% 10.6 mm Frv 7zl
AN 10.0 mm 2L 1 UFDF a—7
% 0.65 mL
A% 13.2 mm
LIFDFa—7
13 0.95 mL

a il ATRER AT 2 — T DB DWW TS B EURSIA D 4 Z 7%,
P TITy I DXy MRS OWTIEIRTUREIEE O 5 EE2 SR
5T &,

b, L M, mERE D & Rich B s, i oS Ei
KRDEEZ/RLTWD, LTFORXZHWTERMNEDONE (mm) »
SiHifkE (mL) ZRHT 2 M TE5S  wbHikE= 0.00550
X A% 2

¢ Alinitym 7V I—bFa—7 (Frv7H0) ZHHTIEA Fr Y
7 Alinity m €79 7)VF v v 7 (@EES ON49-12) ZfiiHd 3
c&,

d gaic Ly M BRICF Yy TR T L,

wkDUROF a— T2y b 3581E. Yooy IR0 7

vavn—%EfTEC L,
D E7YTINNFryy IEOFY )T L—%, avta—)
2) SYEEFIA D FIMEIC A - Te Rk

) Abbott



3) ETYTIF vy TED T VAR F a—TIC A>Tk
U7y =, [ERBEEERZITS L.

BithF 2 — T ey b BNNICLI R 2T T &,

- BMAT 2 — 712, BIKID N—— RHE L BB TV B MR
%,

- MUAERRR, MIERRICIINN RN C & Z2TERT %, 1N H 2553 IRE
FEHREXY b F v TTHORL Tl RAEERER S e AT 22—
TTEH LVERY by TERMAT R &,

3.REDFER (7 aY)

Alinity m MAERRF v b IZ@EHLT, DIFOX S IcHiAz ERR L.

BETHIET 5T LN TE S,

BREADIRNE DD 140 uL DL LD 2HEE. 2.5 f5HRzErS> T e
T& %, Mkih 50 ~ 139 pL DEAIE 50 Mz 5 T EMNTE S,

Eh FIEEZ 5 EIRERIR D 50 BETRINE TS T ENTE S,

LS Wik ENERS

SN = 140 uL 25
50 ~ 139 L 50

R PRz % =50 L 50

R DA — X —VERRE I B % AR 2 7 THRFUGHEZHRINT 5 T
b BIRE NG RZ M U CRmRai OIS D BB R E
N, MEERE LTiREE N5,

T R U TReiRlE 2 BEREDANICHEERIC Y b d 5 T &,

2.5 EFm B, MRS Y M I ZHW T FO@ED 175,

1) Alinity m LRV 2 —"7 (LU F LRV F 2 — )RR ID 7R/ 3——
RS~V ZHGS,

2) H LW Alinity m AT 2« — 7 ZFE L. MIEFHRIE 210 pL %
LRV F 2 —7IHET %,

3) LRV F 2 — 7T &M 140 pL 2nd %,

4) Fa—TDFv v TRHD, KT v 7 ZAIFHY—T2~ 33X
3EFHEELTH S, EMEICUTEEAD ETRINE, NEHE
Fa—TDKICHEET,

5 LRV Fa—T7DF v v I Z25NT, Fa—TNOEEZIHRL, 1ah
HBEAITIZEDERL .

6) LRVF a—T7%Y I IVIv 7icty b9 %,

50 fEmFIE, BIATIRE Y M 1 ZHOTU RO@EY 179,

1) AEHO Alinity m MATHRF 22— 7 IHAA ID O/8—a— FITX)L
ZW% . Alinity m MIATIRF 2 —T DF v v TENT, F+ v T
BTHHT S, BELTEL,

2) Alinity m M{ATIRF o — 71T HERA 50 pL 2709 %0

3) Fa—TDFv v TEHD, KVTv 7 ZAIFHY—T2~3HMx
SEHHEELTAS, LTI UTERED ETRNE, NERE
Fa—TDRICHEET,

4) Fa—TEYVTITy JICEEEY b5, Fa—TDF vy SIE
DTz XTI,

1 Alinity m MATIRF 2 — 7 OAMINTHERPUAD TN T B H5EE,

WENDOHENNH B O LT &,

4.7veAL4F v )T L—3>

Ty V)T L— 3 YOFECOV TR, BEEIEEIHED 6 EAEBIY

5Tk,

Fy VT L—kbaryita—)boray MEAOEEZ, BEIEOT7 Ry b

A=)V E I FFAHSE D D AFARETH %,

Fy VT L= arETIBRERLUFHS,

cFXV)TL—& (FyVUTL—ZA F¥UTL—ZB) ®arto—
Vo ERaY ra—L, BEary ra—)VL, BEar ha—)LH
DF 2—7O)N—0— F2EIRICHANS S, 0y MEAORLEZ T
Ry b A—=)VEE T THBIICHEIRIC A Y R— ¥ %,

c Flzdmy MEEOREE R E 2B U TAFL, USB RS A4 7
MO A VR— 1T 5,

Fr U T L—2DA—HX—FIEBIUOERANDL Y N FIEICDONT

13, BEBEULGHIIED 5 EE ST BT &,

kL 2> ha—)Ld HBV DNA RS ZE RS 5 7HIcid. Bmin

RETH 5,

Fy VT L—varziriicid, FYUITL—2ALF¥YUTL—%B
DF 2 =T LEFZ 1 ARETH B, FF¥ VT L—RDF 12—
TREM LT 3 EMEIMTDOND, 2EEDOF ¥ ) T L—ZDHIEHE
ZITIC, MER (T MEB O HBV JEEE & HGE AN BIEIC % U 72k
@ Threshold cycle (Co) DR AMERETNB, MEROME &
MR EN, BRIRMFEE NS,

—JE, BRI Licd v U T L— g VOREDEIN R EEIND &
ZOBRBAET LICF YV T L— 3 URITIHREF TN, KDOWNG
NHDOEEIITHFY VT L— 3 2179,

LYy MESORINE « RSy SR T 258
<Ly FERSO Alinity m RIS b 2 £7203 Alinity m
TA T AER T 50

cFr )T L= g YORAT—Z AWMERBIRYI DS
CHLWN=Va D7 )=y a iR T 7 AV EAL VA —IVL
I re)

PE VS 587 NAZ T A REME D B 250 D A > 75 > ARSI FEhi L
EGEE. HFEY VT L—a U EREE T DARENEN D B REE SR

HHEYHEICHERT S T &,

5. [HED&EH

FyY VT L—=2arTlEk. 7vEANRTA=2DOHEE LTHETY b
1—)L® Threshold cycle (Co) HENREET NS,

K BRIAEC BEBONR O Y b o — LRk, Fv 1) T L—2Z,
aY ha—)VICEIMUTHIES % C & T MR OEH S LHIEDE

DR TH NS,

AR Y Fa—)LONEI Y Fa—)LD C OB, ZORicilE
ENfzFr VT L—RZONERa Y ha—) )LD Ce DIl z FLIcFH &
N5,

WA Y Fa—IVONERT Y Fa—)LD ClMERZN TV B HE
. Avt—Ya—RHPFREIND, N ba—)LD C fEA KD
FIREBEZ TOR5EEE. HEREEICREENH -2 &Rl T
%5

Awl—Y A= RNERINTEGAEDOIEIC DN TIE. BRI H =
DI0EEBMTEH T &,

6.2 bO—LEBBEIY FO—)IL
HEOEMMEEE=2Y) 795z, Vixd & 48 BFEIC—FE, (2

Marbra—ib, Bfa>yra—)VL, BEay ra—)VHZHlEd
3T &, BEOWEERAZWME T DA, RIBEOITY Fa—)LicD»
THWSHERBREMEIENT VB T EZ2EET ST &, HilzicFry U T
L—ya v 5 5a6,. Sy VT L—RickFcary ra—LENE
L. BEEREEMELENTVE L R2IERT S T L,

fili% OFEEE BT RHCHEV, BB EIE T Y b a—)LORER BN
%o

aY b= )LOREREB B ENNTZGED NS TV a—T 2 VT
IZDOWTIE, BEERITUREIAED 10 828R T 52 &,

IV b a— )VORERNEHEIHE NN RIS T S T NERE NS,
EEHIPFZ ANz a Y b r—L XD BRICHIE LMk, 3T

ETBTE,

aY b a—)VOREREEI K ENNTZGEICRRENE T T TICD0
TSI ED 5 #h, b ST IV a—T ¢ V7T DTSk

Hlii# D 10 EEBHT 3 T &,

[2Ea> br—)L T HBV M E hizwv, B> ba—)L T HBV
MR E NS, oY > 7V 2 WIGEEEY DYDY bo—)L
WKWIRALZET LR LT 05, BRZERET 20U, A
O VT IVIRBFTECHE > THED Y Fua—)L e koY > 7Lkl e

195 T ko WREMOET= 2 VI HEIC DOV T, BERTELEIFE O

9HEBRTET L,

oy bo— L —EH U TR RTIHE. Bk sc L,
Iy ba—)LORIETIE. BEaryra—)LL eIy ra—)ILH O
0y MEFOREZL FOFETAFTZI LN TE S,
caviro—) Garyra—)LL, BEarra—IVH) OF a—
T DIN—T— R BEIRCHAI S, 7Ry b A—)LEE U THBY
ICHERRICA VI R— R &R 5,

B E B U TCAT L, USB RS A T h SHEIC A Y R— 1T 5,

) Abbott



(AIEERDHIEE]

1) BH

MUERRAR & 7213 SRR O HBV 7 A )V ZIBEEDARF v b OE R
WTHhNI, ERZRERIDEINE NS, Hifkhd HBV DNA JRE
Y7 b7 LTHRERD SRINE NS, WEMROHAIE TU/mL £
7z1& Log [IlU/mL] T&% % (U : International Unit), HNIDOFEICDNT
&, BEREUEIAE 2B 5 2 &,

THGNE LA Tl 22— D8R U 7o B R 2 (i U CRma]
DOMAIRENHBIICEIE N, JESRE LTHREET N2,

(2) AEBROFREHE

BHRRRE
BRIRICOWT, MREPENRREND, £, AvkE—Ya—F®
TIIDNEREND LA L H .

SRR (A
MdsdoR
Fli e 757
Not Detected Target not detected
(B E g (Bt E g
< 1.00 Log IU/mL Detected < LLOQ

(BrHy GE R

1.00 ~ 9.00 Log IU/mL
>9.00 Log IU/mL >ULOQ
CEst LRz A %)

FIREE

2.5 G E T21d 50 F5AR L 72kl DOV Tid, R EHE Ge4d
BIGEDHR) BIXOGRME SN &&E/RT 7T Y DILBMERENS,
ToRETOIREEIC H45E L 72 HBV DNA O/E RIS, HEWEER R
A, R EIRENIIEREE L THRE TIN5,

HBV ¥ 7 F)VH N & ey o T B RBAIC DD TId RS RIS S h
T AvE—TYa—F (9827) HEREIND, TOMMKE T nd )
EET ST LI TERY, FAROMKTHMREZITS D, HERTL
HZTOFERIEST S 2 &,

2.5 fEA R A
B R
iR HlE 757
< 1.40 Log IU/mL Detected < LLOQ DIL
(B GEETFRRA))
1.40 ~ 9.40 Log IU/mL DIL
>9.40 Log IU/mL >ULOQ DIL
(E= LIRZEA %)
50 fif BRIk
BardoR
URPS e 757
<2.70 Log IU/mL Detected < LLOQ DIL
(it GEETFBRA))
2.70 ~10.70 Log IU/mL DIL
>10.70 Log IU/mL >ULOQ DIL
CEm LIRZ#EZ %)
T PRI L TR RSN e R FR &R FRUE, Rk D

ER ERREER PR E IR 2, ZNENDMEIC DV TIE ERLDERDFS
Rofzesiids L,

) 7377, #£RI—K, Ayt—ya—F

WEFEIRIC X > TR T S 7R a— RS BEA B R EN LB
%, THELOMICTREENBZARENEDDH S 757 Ra— FICOWVTI,
HRREEL IO 5 ERBIRT BT &,

RAw—Ya— FONKIC DN, BEEULZIHED 10 S50
BT e,

HELDEE

< IELWHIERIR 213 2 7edIcid, MIADEYR R, HO v, Lt
ZITOREN DB GEME, BELOER] (D HEER O MHE,
RIEZBIRT BT L),

CARFw b b MmEE GrEEFIA D BRI, TS EEAA D R
ETRINLEIMEZET) £2ide hindE (ACD A, EDTA AD,
PPD) 29 % T LN TE %, MOREEEOD MALER M2 MH5 FRINE 1.
AFw NCHEATES T EZIEEL TRV,

- MFER MR OBIEY i, 7« 7D kR L) 138> 7L
ISR 52 DR B B

< ARF b OWESRDERAITRICPIET 256, BIMOREZ 7 il
EREREMERT B T L EHEET B,

 WIROWIE S EE, BIEEYIC K B1EH) X DR EERLTWVS
M, MRk OEHE L AEBIC W S N TIEZESF L, Fv VU T L—4&,
k> s a—)b, BIRIC K BB ROEZTTH T &,

« MERE RIS MO BT 2 HiKRAT RSP H AR AR RS & Sbd TREM
W aC &,

CARF Y MEL iR, R HDREE, ARSI ARHR (It O HBV X7 1) —
ZVTBREICEATE R, i, ARFw NHINT HBV R OfEE
Wi ST BT LIETERL,

(-

(1) RAESE
PRI 10~ 1,000,000,000 IU/mL(1.00 ~ 9.00 Log IU/mL) T 5.

(2) MRS (LoD)

3rd World Health Organization (WHO) International Standard for
Hepatitis B Virus for Nucleic Acid Amplification Techniques (NIBSC code:
10/264; genotype A) 7z HBV [2Pkt kit KU HBV 2k b itz
AWTHIR LIz > 7V zEflEL, LoD ZRH Lz, AFv h4mw b
VT, EEHICIED HBV DNA ORIERETTo Tzo My > 7 ILofk
RINAEROHIZ R 31, MiEY > T IVORENAEROME R 4 1R
ERS

#3 LoD (%)

HBV DNA (IU/mL) HRREE TR = (%)
15.00 94 92 97.9
10.00 95 95 100
7.00 95 92 96.8
4.00 94 80 85.1
2.00 93 63 67.7
1.00 95 39 41.1
0.50 94 18 19.1

Iaey M EITo Tz TA, MSEY 2 TV TR 95% £ 75 %
HBV DNA )% (FmEw MEICKS LoD) & 6.72 IU/mL (95 %{SH#EHKX
[ 5.28 ~ 9.27 IU/mL) THh -7z,

#4 LoD (&)

HBV DNA (IU/mL) FNAERR M M (%)
15.00 96 95 99.0
10.00 95 91 9538
7.00 95 89 937
4.00 96 83 86.5
2.00 93 59 63.4
1.00 92 47 51.1
0.50 94 35 37.2

Tavy MifiE{fTo e T A, MEY Y TIVTHRIEN 95% L5 %
HBV DNA i (Fmy Mk % LoD) & 9.62 TU/mL (95 % S#EX
[47.14 ~ 14.431U/mL) TH->7

3) Yz /Z2A47FB. C. D, E. F. G. H, | O&HFR5E (LoD)
Yz /ZATB, C. D, E. F. G, H, 1® HBV [fEMfA%, HBV k&Mt
M43 K G HBV B2 VT 3SR L, AFy r1avw b
EHONT, EEEIZIEOHIE Uz, #ERZ2E S5, 61K, TNHDH
B, AERSEAS 10 TU/mL L EoifE, miFicsune, Frfll 95% 24
RO LRICIHED < AF Y ORI 95.0% L L Th-7z L ZRL
TV,

) Abbott



£5 ®Yx/EATICHFB LoD (k)

HBVDNA  H%) R 95% fZHEX R

T/ 247 (U/ml) WIEHR BREE O (%) 2
20.00 29 29 100 100
B 10.00 30 30 100 100
7.00 30 30 100 100
20.00 30 30 100 100
C 10.00 30 30 100 100
7.00 29 28 96.6 99.2
20.00 30 30 100 100
D 10.00 30 29 96.7 99.3
7.00 30 30 100 100
20.00 30 30 100 100
E 10.00 30 30 100 100
7.00 30 29 96.7 99.3
20.00 30 30 100 100
F 10.00 30 30 100 100
7.00 30 30 100 100
20.00 30 30 100 100
G 10.00 30 30 100 100
7.00 30 30 100 100
20.00 30 30 100 100
H 10.00 30 30 100 100
7.00 30 30 100 100
20.00 30 30 100 100
I 10.00 29 27 93.1 97.7
7.00 30 28 93.3 97.8

a il 95 % fSX D LR (%)
£6 ®Vx/AATICEFB LoD (M)

HBVDNA A%l MR 95% (SHEX R
Y /A4 (U/ml) JEkk  Bmag %) (%) @

20.00 30 30 100 100

B 10.00 30 29 96.7 99.3
7.00 30 29 96.7 99.3

20.00 30 30 100 100

C 10.00 28 28 100 100
7.00 28 27 96.4 99.2

20.00 28 28 100 100

D 10.00 29 26 89.7 95.8
7.00 29 28 96.6 99.2

20.00 30 30 100 100

E 10.00 29 29 100 100
7.00 30 27 90.0 95.9

20.00 30 30 100 100

F 10.00 30 30 100 100
7.00 29 28 96.6 99.2

20.00 30 30 100 100

G 10.00 30 30 100 100
7.00 29 29 100 100

20.00 29 29 100 100

H 10.00 30 29 96.7 99.3
7.00 30 28 93.3 97.8

20.00 29 29 100 100

I 10.00 30 30 100 100
7.00 29 26 89.7 95.8

a Rl 95 % fEHEX O LR (%)
ARFw b OIMEER X TIEIC I 2 HIRY (LoD) 1. 10 IU/mL T %,

(4) EfRH

HBV Yz /&4 T AR e Mt E /232t e Mg TR LT, 1B
JEHIP 7 ~ 2,000,000,000 IU/mL ICHES 9 KA > FOFIRRYS3IL
AL, WIE Ulze RIEREE SV AV AT > TV &G L Calsd
U RS SOV A DNA 2 i U TSl U 7z, AR MMt = 17-
7= HBV DNA {1 b (7 ~ 2,000,000,000 IU/mL) CE##EZE R LTz,
REMEROFIZK 1. K 21TRT,

X1 ERRE (s

10

Y=1.03X +0.06
o | r=0998
n=286

A%k (Log IU/mL)

T T T T T T T T T T T
0 1 2 3 4 5 6 7 8 9 10

& EfE (Log IU/mL)

B2 A (i)

10
Y=1.00X-0.13

o | =099
n=286

&Fw b (Log IU/mL)

T T T T T T T
4 5 6 7 8 9 10
X EfE (Log IU/mL)

o
-
N
w

(5) HBV Y =/ 24 7 OEHFHE

HBV Yz /%A 7B, C. D, E, F, G, H, I OERMEOME 2175 7z
O, bz e MR 2 IERRMEE S miE AR L. BEEHPE 10
~ 1,000,000,000 1U/mL 74 % 8 KA > b OFIRI SV FREL L
THE LTze BV 2/ ZATITDONWT, RIEE S IVIE T A IVAY VT
JVETZIE AR DNA Z M UCHRBIL, SiRE S3OUE A K DNA Z{#
LCi#iLrlz, Y2 /247 B, C. D, E, F. G, H, IOFTXTICD
WT, AF v MEMETETT > 72 HBV I O (10 ~ 1,000,000,000
IU/mL) CHEARMEZR Lz,

REMEFEROMIZ, (4) BEEMEDOY x/ ZA T A DFHR LK 3,
41”7,

) Abbott



3 HBV Yz ./ &A 7 OEME (M)

A%k (Log IU/mL)

T T T T T T T T T T T
0 1 2 3 4 5 6 7 8 9 10

SR EfE (Log IU/mL)

—o6— Genotype A — —+—- Genotype B — x— Genotype C
—a— Genotype D — —3—- Genotype E —* - - Genotype F
— &= - Genotype G Genotype H —- —--- Genotype I

FTIT7DRY ) AL TDOR—T—IE, Z/SHRIVIBEORERED
FEE (Log IU/mL) ZRL T3,

4 HBV Yz /ZATOELNE (W)

A&+ bk (LogIU/mL)

T T T T T T T T
3 4 5 6 7 8 9 10

5% 7E1iE (Log IU/mL)
——o— Genotype A — —+—- Genotype B — x— Genotype C
—=a— Genotype D — —=—- Genotype E X Genotype F
—-©—- Genotype G — ©— - Genotype H +—-- Genotype I

T 75708 /) ZATDOR—H—IE, %/ SFIVIEEOREHERD
SEME (Log IU/mL) #/RL TV,

(6) BIRM

KRy b Ofiak NEEHEfR 2 (SD) 1% HBV DNA #2% 2 ~ 9 Log IU/mL(100
~ 1,000,000,000 IU/mL) Tl& 0.25 Log IU/mL LA, %8 FR (LLoQ)
D 3 {5 TI1X 0.35 Log IU/mL LU R CTH %,

7 Bl SV & 7 BlOME SOV EEH LT, HEEORG %211
Jeo #/3%)VIEHBV Y=/ Z A7 C7 HBV &Mt b it 7213 HBV
BEPEe S i THRR L TR L 7z, AR SOV R A Z [T U,
BOEVERE 5 Log IU/mL (100,000 IU/mL) %2 % /8% WS A K DNA 7%
i Ulze #7330V 3 B0 3 1y hOARF v b 3 HOREH T,
5 HENCIED 1 H 2 [\ 4 HAlE U, 5 120 BIIE Uz,

1M & g ORERMEASROFI 2R 7. £ 8ITIRT,

x®7 EEME 5D

P
(Log IU/ JIEN JERM HAR MR FEER
3L N4 mL) SO SD SD SD@  SDb #aspc

120 1.43 0.19 000 0.02 0.19 0.12 0.22
120 1.96 0.12 0.04 0.00 0.12 0.09 0.15
117 3.24 0.17 0.00 0.04 0.17 0.10 0.20
118 5.01 0.13 002 0.00 0.13 0.07 0.15
119 6.93 0.09 0.06 0.00 0.11 0.01 0.11
119 8.40 0.07 0.02 002 0.08 0.01 0.08
119 9.39 0.07 004 0.04 0.09 0.02 0.09
3 Jiiag N SD &, MENRY. FIEMBKY. HEKDZE ATV S,
b BEBAR SD DRI KRS, WOy b WEETHB.
C 4 SD U, IEMN T ERIK ST HAERR D BEERER D 2 ATV 5,
4 HhER.
#£8 MHE (miF)
R

(Log U/ EN HIEM HZAER KRN s
%)V N4 mL) SO SD SD SDa@  SDP #spc
1 117 134 019 009 000 021 0.15 026
2 118 1.87 014 000 000 014 015 020
3¢ 116 315 018 006 002 020 012 023
115 496 010 000 004 011 008 013
116 694 008 000 006 010 002 0.10
118 822 010 005 005 012 000 012
119 942 012 002 003 013 003 0.13
A TiiR%N SD &, MIEMNRY. HEEMKD. HERDZZ ATV S,
b BARRT SD OISR, WMET Y N WEHTH .
C 4 SD U, JEMN T ERIRGT . HZERO) BRI Y 2 AT B,
d HREL,
€ 2 F A NN NE L REE NIz, ATh BRI L 72,

(7) YFEM%

ftimE o HBV EMiMiitds K O HBV MM = v, FEtkoa %
o7z MERMA 257 Bl & R4 253 fil5F 510 FlERIELIz& T A,
FRRFEIEIX 100% (95 % SHEX 99.3 ~ 100%) TH -7z,

8) F+U—F—Nn—

HBV B> 7))V 7% @ iE HBV kY > 70 (100,000,000 1U/mL)
EAZHIC 370 JE G 15 [MOPEZEC T LARF Y hOF ¥ —F—
NN—FEFI Uiz, WINo HBV (MY > 7c BV T HBV 3R
ENT . F v U —F——KiF 0.0% (95% X[ 0.0 ~ 1.0%) TH-
7zs

(9) WA b v o R (M / M7E) DORFNE

25 B> HBV &Pk ifsE / g7 #itk & 50 filo> HBV B / iy
AT BAERE LTz 3XTO HBV MMk HBV EPEiimyssiik
13 HBV Mt &g, 9XT D HBV [ imskiik & HBV itk imiE ik
IE HBV Bt E Nz, 1 & i O—8eRiE 100% (95% (ZHHIX
M 95.1 ~100%) TdH -7z, HBV FHIEIMEE / iR 7 #i{40D HBV DNA
BRI, Ay bOERHRIPFAEKICTE > THm LT\ e, IMEERA L i
TR ERMOMHBIEEE 097, Y 0.18, FHBIFRE (r) 0.996 T,
P81 77 A 0.04 Log IU/mL TH - 7z,

(10) FHRAE

AT > TV OREE & FRRPE U7z v > TV ORIEN & &2 Fhig U,
2.5 fERHIIE I K T 50 fEAHRIIE ORI 217> /2. A% HBV i
JEMART w b OE RPN O & i SR8V, W7 ORI
FERTRIRIE LTz &7 SIIVIZEERNC T © ez FRONE & 7213 25 FR
ELTz, ki EE 9ITRT,

~N O O s W =

~N O O

) Abbott



®9 HHE

HEHUAIE TRURIE
EELNERS Rxova SEY (Log IU/mL) 9 (Log IU/mL)
2.5 01 9.22 9.01
02 6.44 6.46
03 4.56 451
04 3.46 3.56
05 9.24 8.97
06 6.53 6.62
07 5.44 5.11
08 4.80 4.60
09 3.54 3.79
10 2.23 2.16
50 11 9.22 9.08
12 6.44 6.38
13 4.56 4.69
14 3.46 3.41
15 10.00 10.08
16 9.24 9.02
17 6.53 6.48
18 5.44 5.16
19 4.80 4.32
20 3.54 3.42

a3V 1 ~4 LISV 11 ~ 14130/ %IV, 783V 5~ 10 £73%
)V 15 ~ 20 M SRV TH %,

(1) HFRAEDBEHRME

HBV FERMIAE 72138 DNA % HBV &tk b b cam L Ciis L /-
230V 3B LT, TRRHLE OFIMEORN 217> T &SIV
3H0OMER. 30y hOAFy b, 3HOHEE T, 5 HEICHED 1 H 2
4 HPIE L, G120 BIIE Uiz, RENREROHIZE 1012537,
#£ 10 HHREOHEBIE

IR ST
S EN (Log IU/ HIEN MIEM HAZM M #asm A
JU 5% N9 mL) SD  SD SO SD@  SDP spe

1 25 114 258 016 006 000 017 011 021
2 50 119 854 013 011 004 017 005 018
3 50 117 599 014 003 005 016 008 018
@ fiiN SD (&, MEMBGT, MERR . HERDZFA TV,

b AR SD DRNEHEH, Ty b HIEETH B,

© K8 SD k. BB MIAEIRIRG Y HA0 s 2 ZA TV %,
4 AR

(12) 1EREMESERAR

1) BEA&GRS & DHERS -1

Aty b OB 2GS 2 72, HBV BRHEHOMk (P /%
A7 A B, C. D, E.F. G HZz2&s) 279 i (il 139 {4, ik 140 %)
DEREHERRZ R UTze ERS RN OF v+ CERHIFIN T
o7z 279 172, Deming Tt L7z, K2 51K, T 1
TA (KFw b -AftFy ) 1017 Log IU/mL (95 % {5#XH 0.15
~0.19) Th-olz,

5 AtkFw OB

Y=1.00X +0.19
r =0.997
n=279

A%k (Log IU/mL)

At b (Log IU/mL)

2) BEEER& & DHER -2

Btk v kL OMBIMZMEST 5720, HWEMRNLTOF v b TiEsE
HIFHN T - 7z HBV ISR H DML 125 72, il D/ 31k T
Hrie, #iRz2M61cmds NAT A Bitdy b -AFv ) &
-0.09 Log IU/mL (95% 15 ##IX[# -0.64 ~ 0.46) ThH -7z,
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