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HIV-1/HIV-2 fitkB&E. HCV HitkBEtE) ., WEha > b o—) L
Bs1| % & DIEEGLE Armored RNA. ERIIHD
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{4751 : ProClin 950)
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< HEIE  RIEEE R LA 1 (TOV ST FAEE, ERAIAD) X &
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CTEMEASE N LA 2 (VIR e, WA L) & 48 7 AT
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i L7z HCV RNA L2, 5 RIBOIERIERGEE (UTR) O—EROESIIC
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F##E K OF ANTP Mix (dATP. dCTP. dTTP. dGTP) 7\ C il
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AR, HCV EAUERLELIT O, HCV BYYE & 2 ORI

KU RN G ENEHHN O (FIREORE) Z#HiL/z, HCV

[Pt > 70, HCV 2K 36 1U/mL 35& U 10,000 IU/mL Oy~ 7
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Btk 7L a— )UMRFSS. JE7 L a— )UMERERATEFSS (NASH). flZ5)iE,
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75T ENTES, KA, BHRICty hT5FT. HH0IE
TZITS FTOR/, MmBEHANE> TWVBIREET (O EERIDA I (%
5 MET BT ENTE S,

T s LOBRMAE R, mERLMmAINE > T2 IRETHET S
ZEIETERY,

- IMEERA & MFSRIAIR, BERICE Y v 93T HIVRBHEREZITS
FTOM, TREF2—TIBLTRET ST L TE 3, EYRIEH
179 20BN D 55 51F, MFERA X 73 s sz kT o —7
KB L., BiERIFT52ENTE %,

BiEEGE (OBEIA Y RODE)

Btk E 15 ~25°CETld 2 ~ 8C TR %, — Rl L 72MilkZE 3
SIMHLAEWEAZ., 2~8CT6HECIHMET BT ENTE S,
c BRAZ RV T Y I AIFT—T 2~ 3 BHX 3 EHT S,
cHERICE Y R BT HAWVIETREITI NS, BIKO A 5 725 EEH
A D ERINE % 2000 g T 5 7 #Eis 2. B EENED 5
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RERIGE (2) WEGRE - 2384 - HRE
HCV B2 i, HCV I 36 1U/mL 38X T 10,000 IU/mL ORGHE M, - Alinity m HCV %% U7’ L—% (Alinity m HCV CAL Kit. &&=

WA (K2) ZIMUT 33V 2 RWT, SRR o 217> 72 8N50-70)

ETH ARFY EADSGERIED TR B NEh > T (EAEEY : HOV EA% D JEYE Armored RNA. 7 « 7V
K2 WEW /7 Vg e b i (HBs $iEEEME HIV-1 RNA B2 HCV RNA B2,
51U A HBV DNA B&Pk. HIV-1/HIV-2 $itARa 1k, HCV $ifARa1E, Syphilis B2

7T/ ALK 5

) R{FA © ProClin 300, ProClin 950)

BK KU A =<1V A wNE
FUTIAIVA L FrUTL—ZA 1.95 mL X 4
TUITIAIVA 2 FyVUTL—%B 1.95mL X 4
TYITIANAS + Alinity m HCV 21> hu—)L (Alinity m HCV CTRL Kit, S5 :
FUTAIVA A 8N50-80)

FSME 71 )L A - etk rr—)L (CTRL-)

GB A )VA C/C IR A VA EaEEY 7«7V /77 vkatte MindE (HBs HUEREME. HIV-
ABIFFZE A VA 1 RNA B&fE. HCV RNA &1, HBV DNA B&tE. HIV-1/HIV-2 Hifkiz
B AIFH T A IV A M. HCV HufkBEME, Syphilis B2 £Rf## : ProClin 300, ProClin
D B4 A )L A 950)

t EANVRAT A VA 1/ BFIANIVRAT A )V A 18
t EANVRAT A VA 2/ BFIANIVRAT A )V A 2 T
E RANURZT A5/ e b A M ATy A )V A
t FANJUARAY A VA 4/Epstein Barr ¥ A JUA

t b LR A )V 6B

t RAJLRAYT A VA 8

t MugEREY VA 11

v MEARET A VA 2T

v k¥ —<w AL R 16
v hREa—xv 1)V A 18 %

sy Fa—L L (CTRL +)
(FE&EEY - HCV By 7z Fi DBt Armored RNA, liE7 + 7'V
/7 Uz e b i (HBs HUREEME HIV-1 RNA 2P HCV RNA B2,
HBV DNA [&PE, HIV-1/HIV-2 HifARZEME, HCV HifARzE. Syphilis &
M) #4754 : ProClin 300, ProClin 950)

s B> Fra— )V H (CTRL ++)
(FEAEY - HCV Bl 2 R DIRES Y Armored RNA, Bii7 « 7'V
J 7 VR e Mg (HBs k&1, HIV RNA (214, HCV RNA Bk,
HBV DNA [&1%. HIV-1/HIV-2 fiifkRztE, HCV FifklElE, Syphilis &
M) #1774 : ProClin 300, ProClin 950)

=)

A
b THiRE MR Y VA 18 ko> bo—u 1.15mL X 12
b THIFLE s A L 2 2 5 Gl AN=E A} 0.75mL X 12
AVTIVT Y AR FtE 2> va—)V H 0.75mL X 12
\‘/:}(

Hz’sﬂ‘ﬂf/\ y - Alinity m BBl E3ES v ~ 2 (Alinity m Sample Prep Kit 2. #4i#%
lﬁ‘)brﬁ'ﬁff}b)( B19 - YA 2 (Elution Buffer 2)
li\?}‘:i ﬁ;m N GEaaY - U VB ) Y LEEE, Tween 20 {4471 : ProClin

vk PN 950)
% 77‘:\7 T A VA * WEMERL T~ 2 (Microparticles 2)
VISEGRIN T A G) S (FEREEY © Wk )
YIANFAIVTAIVA praye

e

L
ﬁﬁzj;ii VA 2 22 mL X 4
” PR 2 24 mL X 4
INTTIUT

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

Streptococcus pneumoniae

+ Alinity m < > A&k (Alinity m Lysis Solution, #4##%5 9N20-01,

975 mL X 1)
(&Y © TRIS #AfiE, CITC, Tween 20)

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

975 mL X 4)
(F7%=&EY : 7K, ProClin 950)

« Alinity m 785011747 (Alinity m Vapor Barrier Solution, #7% 5

9N20-04, 975 mL X 1)
Fi=EaY - 2 xI)VF A1)

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

Jit 5 9N50-01, 2.45mL X 24) @

Trichomonas vaginalis (F= &Y TRIS BB, 77 =Y > FA 27 Vi)

RER Fa—TRBETY T IFrv v IHETH S,

Candida albicans #% « Alinity m HCV 7 7V r— g k7 7 4V (B5ES 8N50-1C
v3.00 L)

(3) Zmfth

AFw M Alinity m ¥ A7 LORETH %,
(BE - BE (BEAD]

(1) HR0OFHAE
FTRTOMBHEITOEEH B,

s BVT VI AIFY—

- EOTEER (2000 g GHEHERE)

+ Alinity m LRV 2 —7" (&3S 9N49-01) 2

* 37EE 10 ~ 1000 pL OBGFEFHE Ry b 2

* 97ER 10 ~ 1000 pL DEXy M T 4 )V A —{FEEXy FFw T2
+ 384 U )V T L— AT %7 %— (Corning /1% 1% No. 3820 %)
CELDDEE (RS VT L—bra—&—, TL— b7 X T 2—Hi,

100 g DA GHEAD
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*Alinity m F S Y AR—= b Fa—=T ET7HTNFr v T (@RS

9N49-10)

« Alinitym + 7 Y AR—FrFa—7 (@FHHES 9N49-11)

+ Alinity m €78 7)VF v v 7 (5FES 9N49-12)

« Alinitym 7V I— rFa2—7 (B§3HES 9N49-13)

NS ETRHENLEZIE A, 3. RIKDOTHINTHER T 5.
BEAROBRAEICH BRI LT DOV TIE, BERIURFIHE D 1| B2 BT
5Tk,

BEROBEITEIC DV TR, MSREEGEHITED 5 E2BI0d 5 T L.
IELVWHERER 2152 728, BEERERPIE O 9 EICHE> THHMIZR X
VTFYARITI T &

(3) BIE (BfE) &

DUF O, [Alinity m & 27 L) TIT9,

D W3 > ba—)b o)V ARG 35 uL ZinZ .

2) Bk 0.6 mL RO ba—)L 35 pL &5 A ¥ A7AHE 1.5 mLIc
MET, A VFa— 925 %,

3) FERAME. BRI T RVT, YL, Mgk z155%,

4) RO A VARG 45 pLIcinx., A Y FaN—2 39 %,

5) Mg « MHEEEY 2V BRI 25 pL R OTEMESE 5 pl 2001
L. RAR—Iw IR LT 5,

6) YAZ—I w7 A 25 pL ZKIEN Y 2)UTHA T, RT-PCR KIEZ#E:
DKL, E—Z80CHE 520 nm BT 3 A06REZEST S (H
FHCEIEE NN > F O —)LD ¥ — 7 #EEE 670 nm i BUF
HUREZIET ),

7) HCV RNA @ C¢ fii (Threshold Cycle fii) % 2 &S DF+ V) 7 L—%
TR U 7oA fhic 24 T3 T HCV RNA 2 FIH T %,

1. BELDEE

CHEEERTTIICR. AFy FHOT TV r— g UKD 7 A IUH R
WA VA R=ILENTVEREND S,

< T RAITG A= RDOERRETITOWNT OIS, HEAEHL i
D2ERBIRT BT &,

< Tl A 85 A= R OHRNC OV TIE, HEITUREIIED 5 2Ex 51
5Tk,

BB OERIETHEIC OV T OREE. BEIREILGIED 5 EA BT %
Z &,

- B Z iR BN, AEOIFRZ X T &,

RO ERY T4 VT RITIBE. T4 IV RZ—(FEERY b F TE
TR HNETERy F2HREIHHATZ L, EXv T vl
Ry FOERER T 2128, EXy FRENAY Y TIVF 2 —TRRE
MONICHEMLUENKIICHEETE &, THERESDT VA~
ffEEXy hFv T REHTE L,

- VESENT AR, IBTENTE IR E Alxd T &,

< HEE - MHEEEE N L 1, BERIC Ry B IARNC 2. W TIEICRE -
T BHEEIERHENF 2 — T DIEICE D 5 XS I/EEAD ETiL -
7= &,

CTEMEREE R Lo 210F, Bty MI BN 2. ETFIECHE S T, &
PO T B T &

CBEEPEMI DT 2D VA IOV TR, BIREEEIARD 9 Ee s
Iz e,

- EWIBRAET 200D B 50, MR & 72 1 i s A 0 BRI A
DERMEICA ST E E THFRFT Z T ENTE S,

MBI A7 WY B 1o BRI TENTGAIE 1.0% (v/v)
KR ZEET B Y LR ZOMOEY AN HRIC LA REWD S
O, HRBIUBRHETE L,

AR IF— a3 UMD, KBIHEEEF Y b2, BHME N1
BROBHE, 1> 77 L—F7vy RU7 ¥ a>vazy bk (RU), €
Ry 5 Fy TEROES S TFREZH LN DT 5T &, iz,
FRIDMA, Fry VT L—&, arvbo—l, f¥ECIHELRINESEE
EHLWEDICAHT BT &, WIS —T7 ) —FR2HHT3 T
Lo

< AFv FOWETE., RTHAOFY YT L—%, av bo—)Lafl
32T &, FEME. 4. 7vbeAFr )T L—y g, 5 HEOMHH.
6.[2ay bu—)LeEtEary ro— L ESRTS L,

cFy )T L—REaY I a—)VOREIE. ETYIINFrw SFED
HEHF 2 —TThHb. ;CORMSIO HLEKIE, T v D5
POHHBICIER T 5 T &0 HHBDF 2 —TI3FERT ST &,

2. AIEFIE

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

THLADiZzFE, MKSHIRATENF 2 — T DIKICED 5 K 51T

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 /1% 1% No.
3820%) Ictwy +9 %,

2) WMERE N LA 22y NLETL— T RS 2—%, TL—+T
BRI Z—SNEDAA > T T L— @ity b3 %, 100 ~ 800g
T1~50MhE0rHL., Wzl ER<,

3) D EERE IS, IEEREN LA 227 v PLAF YU TIC
By M5 M N LA 213X EHH SRV E S ITTEET S,
TvEA LA F Y VT 2 RERIAREIAE 5 EOTFNEICHE > THER
Ictzw b9 %,

4) BEPICIEEEE R LA 2 2 KE @M LTLE Y, @iz
BEMER D 2,0 GEMERAR N LA 2 278 Uiz, 5Dk, Wi
ICL7e738), BEEODEIC TR T L.

5) WERHERFIHED 5 FICHto T, it#E e U TV OREEHETTS,

BT 2 B3R DM E T EIC DWW T OREMIE . BESREd S ED 5 &

EHBIET BT &, BEEIEST BN FY YT L—rarkaryto—

WDRAT—RZAZMRT ST L BFy )T L—raryvarbo—)b

DORENRREILIGHE, 4.7 veAF vV T L—rar, 5 HEORKH.

6. atkay ru—LEBEay ru—)LESETEC L, Fr T L—

Zpay hu—)uid, MELHNICHELTE, FRHSAEL TE KW,

F—X—{ERKEE T, BESEE HCV) Z#EiRdT %,

BE - ARy b Fr U T =&, aryha—)b, Bk, B

Ity hENTOWEREERHS Ty F 27 EN T35, BEREDS

SHhUHTEDSNTRERMEZBZ % L. I T OBEIE - MGt v

b, FYUTL—%, arvibo—)b, HEREEENTERNE RXT,

WAF 2 — T ZEaRIc Y 9300, REDRERZZLTWA T

L. Fry TOEMNE LW 2R T %o 0 BEE A O F 7213

B A FRRINE, AN A7) A= Fa—T1, ZZN\—=H)L

Y TWNTy T (B TITy 7)) e Ty hLTHh S, 4

RE AL 2 bR d 2 2 &,

AL ST B b

Fa—TRAT2 BEES W/ WER Fr v TOERK

FIME GelihTF 2—7)
PRIME. - Sy It Frv L
M 10.0 mm 2Lk MERD Fin 5

BE 11.0mmP
7VA—=+Fa—7 (FHkF2—7)

Alinity m 9N49-13 0.75 mL FrvThHbcC
7Va—hrFa—7 FieldF vy IRl
Alinitym b5 > X 9N49-11 1.0mL Frv 7L
R—hFa—7
Alinitym RS> X 9N49-10 1.0 mL Fyu 7L
H—hFa—7
E7YTINEY S
DOFHIAT 2 —7 - WNEE106mm  Fyu AL

M 10.0 mm LA E UFDF a—7
¥ 0.9 mL
A% 13.2 mm
UFDF a—7
¥ 1.4 mL

a (i ATHE IR MR T 2 — T DB DV T ISR D 4 7%
YT Ty I DX b B DO TG HEREISIHED 5 2k 5
Tz L,

bR R, SEER. mA MmERE D & Ik B ML, s o0
BEDOEE 2R LTS, UTFORZHOTRLEONE (mm) A
Sk (mL) ZEET 3N TES  BOMkE= 000864
X2

¢ Alinitym 7V I—hFa—7 (FvvTHY) ZEHTIHEAFvy
T& Alinity m €78 700F v v 7 (5EFS ON49-12) 2T 2
ce,

d gy M RRICTE v v TR L,

) Abbott



*LUROF a— T Iy b 25EE. bV Ty TR0 T
vayn—zATa L,
D E7YTIVFryy IEOFY U TL—2, avia—)L
2) SYEERIA D BRIMGEIC A - Ttk
3) ETYTIFEr y THED STV AR=F a—TIT A - Fetifk
VT rya N—E, ERBEERERZITS T L
BAF 2 — 72y P S ANNCLIRRITS T &,
- BMIAT 2 — 710, BIKID /S—T— RAEL Wb M TV 300 fERR
%o
< MUERRIR, MERKISIAN 2N T L ZERT %, a0 B 25 E13 I
HRERY b Fy TTRORL Tl EERE < et MRk F 22—
TTEIH LVERY b Fw TERMHTE L,
3. RIAEDFER (F7¥3>)
Alinity m BAFRIRF v b I ZHH LT, UFOX S ICHikZ FRMR L.
WIRTHET 2 LM TE S,
AR DI NE DD 260 pL LL D 25 61%. 25 fS5FmHzEir> 2 e
T&E%, BilkEM 50 ~ 259 pL DAL 50 f5HMEZIT5 T LMW TE S,
ER PR A S EmEEMRAS . 50 f5RHEITS CENTE S,

etk aUNT E NGRS

{EAR AR = 260 pL 2.5
50 ~ 259l 50

i PRz A % =50 L 50

BEAR D A — 2 —VERE 1S & % A A 2 7 THRBUGHRZBIRT 5 T
b BN NIRRGEREE R U CRARRTOMIKIRE D B 8hIc BH X
N, WEFHRE LTREINS,

R 7 RALE 2 RefDINIC#RRIic ey b9 a2 &,

2.5 fERHIE. MAFERF Y M1 EZHWTU FOED 1T,

1) Alinity m LRV F 2 —7 (LLF LRV F 2. — )ICHA ID %779/ \—a—
RS~V EM S,

2) F LW Alinity m BUARIRT 2 — 7 %25 U, BRI 390 pL %
LRV F 2 =701 %,

3) LRV F 2 — 7 & Ak 260 pL 2R %,

4) Fa—TDFv v TEHD, KVTv I AIFY—T2~3 X
IEIHFEL TS, EMTFICUTEREGD LTRME, NERE
Fa—T DRI LT,

5 LRV F 2 —TDF v v I Z2NT, Fa—THNOREREZHRL., 1@
HBLEITIZI O BRL .

6) LRV F a—T %Y IVT v 7icty b %,

50 AR, REFRE Y R T2 T RO@EY TS,

1) ARfEHD Alinity m BAFRRT 22— 7IHIA ID D/N—a— R SXN)L7z
W%, Alinity m AFRIRF 2 =7 DF v v T2 T, Fv v Tk
THiHT 572, MELTEL,

2) Alinity m MATIRT o — TS BEMIEK 50 pL ZFINT %,

3) Fa—TDFv v TEHD, RKLTv 7 AIFH—T2~ 33X
JEIFEFRL TS, LMTFICUTEXGDO LTHRIME, NEHZE
Fa—TDEICHEET,

4) Fa—TxPrIITy IiciEEty v, Fa—TDFv v Sk
PHDTZE LTV,

- Alinity m MUATTIRF 2 — 7 OAMINSAE SR AD N TV 2 51,

HENDOHEENH B D Lz &,

4. 7yvEeALFvUITL— 3>

Ty V)T L— g VOFECDONTIE, KEEEESIHED 6 B2 50

5Tk,

Fy VI L—2taryiba—)boay MEFOEEIZ. D7 Ry b

A—=)VE T ZEAISEN S ATFAHETH %,

Fy VT L—a B BEELUFICHS

cFYYTL—& (FvyVUTL—&A Fy¥UTL—XB) O ho—
U (Etkay ra—)b, Bkay ra—)uL, By sa—)L H
DF 2 —T O/)N—0— REERICHAHANSE, 1y MEFOEEE T
Ry b A=)Vl T HBEIMIC IR >V R— b X85,

c Flzldmy MEE ORISR TS E 2B TAFL, USB RSA47
W EREESICA VR—1+T 5,

FY VT L =204 =R =B X CHEIRAD L Y R JTEICDOVT

13, BEBREULEHIE D 5 EESIHT B C &,

HCV RNA I #E &L T % 72DIcid, MEHHSLETH S,

Fy VT L= arziriicid, FYUITL—2ALF¥YUTL—%B
DF 2 =T LEFZ 1 ARETH B, FF¥Y VT L—RDF 12—
TREMUT 3 EMEIMTHOND, 2EEDOF v ) T L—ZDOHIERE
ZICIS, MER (T MEAG O HCV JE & HOETR A BIE I E U 72wy
@ Threshold cycle (Co) DR AMERETNB, MEROME &
MR EN, BRIRMFEE NS,
—JE, BRREIIZ Lz vy ) T L— a Y OMENEIC R EI NS &,
ZTOBIAES LICF Y ) T L— 3 U EITIRBEIZRVA, XDONWT
NHDOEEIITHFY VT L— 3 2179,
LYy MESORINE « RSy SR T 258
HLvy BRSO Alinity m BEEIHEEF v B 2 7213 Alinity m
TA ¥ AER T 55
< Fy YT L— g YOAT—Z ADMEAWRYI N OSE
CHLWON=Y a7 TV =y a M7 7 AVEA VA R—LL
Teaty
PE VS SR NAZ T AREYED B 250 D A > 7 F > ARSI i L
EHEE. BFy U T L—ya B35 HEEND B, FEIE
MY FICHERET 5 &,
5. FHED&H
FyY VT L—varTiEk, TvEANRTA=ZDOHKEE LTHETY b
1—)L® Threshold cycle (Co HMNRE N5,
BRI E BOWNEa Y o — )L &Rk, Fv1) TL—&,
JY ba—)VICIFIMUTHES % 2 & T, MO E# S LEDOH
DRI TH NS,
WAy Fa—)IVONERT Y Fa—)LD Co ORI, ZORMITHlE
ENfeF X U T L—RONEA Y b a—)Lo Cy (DO HYEzE S FIH X
Ns,
ARy v a—LONEa Y Fa—)LoO CEM B ENN TV BE5E
F. Avbe—Ya—FHFRIND, NP> ba—)Lod C A EIHED
ERRZBZ TWR5EEIE. HFEREMEICHEND -T2 &Rl TV
B
AWl —Y = RBNERENTGAEDOIEIC DN TIE, B HL =
D10 HEZBRT B L,
6. BEaY bo—LEBEEIY bO—IL
WEDHMIERZE= 2 VT T 5T, Dixd & & 48 BElc—1E, K&
tarba—)b BrEay ba—)VL, Bttary te—)VHZlEd
5T &, MIKONERBRZIMET B, RUWEOITY hr—)LicD»
THNEMERSERAMEDN TS T L ZHRT BT &, HilicFv VT
L—arzir55688., ¥y U 7=k Tay ha—)bzillE
L. BEERSREMELN TV T ERIERT BT L,
iRk RS BT HEN, REREA Y b a— )LolEEBINY
%5
Y b= )VORERE RPN NTIGED T TN a—T 0 VT
IZDOWTIE, BEIRITEREIAE D 10 82 BRI 52 &,
aY b a— )VOREENERFIH NN DS ERIKICT S T NERE NS,
EHEHIPAZ NN Tza Y b a—)L XD BEICHIE LMikid, 3T
ETBHT L,
aY ba—)VOREREI B ENNTZGEICRRENE T T TICD0
TIIHEBRRFIAED 5 8%, hITINY a—TF 1 V72OV TR
IlHIHED 10 EEBIET 5 C L.
fEtEa > ha—)LTid HOV @it E iz, BEMEa >y ho—)L ¢ HCV
MR E NS, oY > 7V 2 OV IGEEEY A EE DY ba—L
WKWIRA LT &R LT 05, ERERET 20O ERL, A
DY > T IVERBSFEICHE > THEDY ha—)L koY > 7L
115 T & WIREMOE= 2 > 7 HEC OV TIE, BaEEHIFED
9BEBET L L,
ko ho— LA —E U TR RIS, Bicigd s &,
ay ha—VORETE, BEar ha—)VL LTy ha—VHO
0y MEAOREIZL RO SETATTZ TN TE S,
cayviro—) GEarta—vL, BrEaryra—ILVH OF 2—
T DIN—T— REEICHHRAI S, 7Ry b X—)VEE U THIY
ICBEIRICA VI R— & 5,
WY E B U TCAT L, USB RS AT Hh BHEIRICA > R— T %,

) Abbott



(AIEERDHIEE]

1) BH

AR O HCV & A )V ABEEN AT v S OEm#iiAN Th UL, &
HEMEBRNEHE NS, MO HCV RNARBEIZY 7 Y27
| CHERD SEHE NS HIERTROHAE IU/mL 721 Log [1U/mL]
Td% (IU : International Unit) HUDFEICDWTIE, FBEEREELET
HeBMRT LT L,

FRHGIE LTk Tld, —— D3R U 7= 3BT R & i L C AT
OMAIRENEBIMICE SN, JEMRE LTSI 5,

Q) AEBROFTRLENE

AR

AF v M & B EEREOTERE RIS Y A )V ZAROHEICHHTE S,
EREORR L HEE FROMY REh 5, o, Ave—Ya—F
RTTIWERENBREEH B,

A URR (A
FdRER
R e 757
Not Detected Target not detected
(B ENg) (Bt E g
< 1.08 Log IU/mL Detected < LLOQ

Bt GE R R

1.08 ~ 8.00 Log IU/mL
>8.00 Log IU/mL >ULOQ
CER FINZ#A %)

FIREE

2.5 fEARME T21d 50 AR LI SRS DN TR, WAV ARDFER L
i GRMT2HLE0R) BXUMRIEENZT & %2/1"3 755 DIL
MEREND, TRATOIRREICHER U7z HCV RNA O RINEIRE, &
ZUVIEER NIRRT, R EBREERR E L TiRE EI N5,

HCV ¥ 7 FIUH & sy o e BRI DD TR RIS S
T AYE—Ya—F (9827) DEREND, TOMMKE MEHENT
LTS T LIRTERY, ERROMEKTHREZITS D, HERTL
BIATOFRIEST S 2 &,

2.5 BRI
MR
AR e 757
< 1.48 Log IU/mL Detected < LLOQ DIL
(Bt GE R MR
1.48 ~ 8.40 Log IU/mL DIL
>8.40 Log IU/mL >ULOQ DIL
CEf ERRZEA %)
50 SRR
MR
iR HIE 757
< 2.78 Log IU/mL Detected < LLOQ DIL
(B GE & FRROR))
2.78 ~9.70 Log IU/mL DIL
>9.70 Log IU/mL >ULOQ DIL
CER EIRZEZ %)
T AR L TRR SN2 e R FREER FRUE. e A

R FREER TR G %, TNENDOMEICDONTIE Lid DER DR
ROMEBIRT BT L,

(3) 739, #£RIO—FK, AvE—ya—F

PEFSRIC K> T 7 I 7P a— RICHERDPERINZHEDN D
%o TNHOMICERENZAHENEDH B T T 70— RIZDWTIE,
FEBREEEHIED 5 B BRT 5 L,

AWt —Ya— RONKICDOWTIE, BEBIEEIIED 10 5250
5Tk,

HELDEE

c ELWHPERSRZG S 2 dicid. MIKOMY) . IO v, RE
ZITOREND S GEME, BELoEE] (D) JEHEROME,
RukzsEssc L),

CARF o BT, b by G D BRINE THRELL T2 1S 2 5 Es)
F/zid e ME (ACD A O EDTA A D PPD) Z i3 &N TE %,
MOFEFAOHUREHIE, AFy M THATE 2T EZMRL TV,
- FER MR OB (i, 7« 7D kR L) 138 7L
ISR 52 BN B B

< ARFy b OWESRDEIRITRICPIET 256, BIMORIEZi 7 Ol
EREREMERT B T L EHEET B,

« BEARRME T, BIEEEYINC KB5S XU OBRAEER LTV
M, iR OEHE L AR S N TIEZESF L, Fv VU T L—4&,
itk o> ra—)b, BIKIC K BB ROEREITS T &,

« JE RS TS A BEES B BRI RSO R A AS RS & b TR Aa™
Wl sC &,

CRF Y MEL MR, EHREL, ARSI O HCV X7 ) —
ZVTRBREICIIFHTER,

(& sEl

(1) BEEEHE
JIZEPHE 12 ~ 100,000,000 IU/mL (1.08 ~ 8.00 Log IU/mL) T %,

(2) #RHEPRA (LoD)

Ay b DM XTI % LoD &, 12 1U/mL TH %,

4th World Health Organization (WHO) International Standard for
Hepatitis C Virus for Nucleic Acid Amplification Techniques (NIBSC code:
06/102; genotype 1) 7 HCV k2Pt ks KU HCV B2k b itz
AWTHIR LIz > T)VzflEL, LoD ZRH Lz, AFv h4mw b
VT, EEHICIED HCV RNA OJlEZE 7o Tz, iy > 7 Ivofk
FRINZFEROFIZZE 312, MG > T IVOMRENZFE RO EK 4 1R
EDS

#3 LoD (Mm#%)

HCV RNA

(IU/mL) AR BRI Bt (%)
15.00 96 96 100
12.00 96 95 99.0
9.00 95 95 100
6.00 96 90 9338
3.00 96 85 88.5

Taby Mikiktiolz e TA, MY VT IV TRHERN 95% & 5%
HCV RNA /% 1& 5.11 ITU/mL (95 % (545X [H 3.92 ~ 8.46 IU/mL) Td -
2o

#4 LoD (ifui)

HCV RNA
(IU/mL) AR BHEC bR %)
15.00 94 94 100
12.00 96 94 97.9
9.00 96 96 100
6.00 95 90 94.7
3.00 96 82 85.4

TJaey MM EfTo e T AL MiEY Y T IV TR 95% £ 75 %
HCV RNA 221 5.11 IU/mL (95 % 548X M 4.16 ~ 7.47 IU/mL) TH >
720

) Abbott



B) I/ Z2A4TF2 3. 4. 5. 6 DIRHIRFE (LoD)

/) RZAT 2, 3. 4, 5. 6 DHCV EEEMAZ, HCV EEHMmEs &
U HCV M2 VT 3IEICAR L, AFv b 1oy hZHNT,
HEHICIE O WE Lz, #EREELS. 61CRT, ThHOBHRIE. WE
FERM 12 IU/mL DL R, fmiFicsnT, Frl 95% S0 FR
IR ARF Y FOMHRIZ 95.0% U ETH T e RBRLTVS,
X5 BIx/EZALTITET S LoD (MHE)

HCVRNA % MR 95% (SHEK R
Vo /247 (U/ml)  WEH M %) (%) 2

16.00 22 22 100 100
2 12.00 24 24 100 100
9.00 24 24 100 100
16.00 23 23 100 100
3 12.00 24 24 100 100
9.00 24 24 100 100
16.00 23 23 100 100
4 12.00 24 23 95.8 99.1
9.00 24 23 95.8 99.1
16.00 24 24 100 100
5 12.00 24 24 100 100
9.00 24 24 100 100
16.00 24 24 100 100
6 12.00 23 23 100 100
9.00 24 24 100 100

a Frifl 95 % fSX D B (%)
£6 ®Yx/AATICHEIFS LoD (UMW)

HCVRNA A% MR 95% (SHEK R
Ve /247 (U/ml)  WEH M %) (%) @

16.00 23 23 100 100
2 12.00 24 24 100 100
9.00 24 22 91.7 97.2
16.00 24 24 100 100
3 12.00 24 24 100 100
9.00 24 24 100 100
16.00 24 24 100 100
4 12.00 24 23 95.8 99.1
9.00 24 23 95.8 99.1
16.00 24 24 100 100
5 12.00 23 23 100 100
9.00 23 23 100 100
16.00 24 24 100 100
6 12.00 24 24 100 100
9.00 23 23 100 100
a il 95 % fSX D ERR (%)

(4) ERfHE

HCV Yz / 247 1 ZEEMEe bilEE 723k e M TR LT, B
FERIPH 12 ~ 200,000,000 IU/mL I3 9 RA > b OFIRERH SV %
AU, BIE LTz (KIERE S 3OVIREER MR M UCRRI L, e
733)Ui& Armord RNA Z{lH U T L7z, 81 > MHEOBERED
721% 2 Log IU/mL LIN & U7z,

REMFEROBIZK 1. K 21TRT,

AFw MEIMEZTT > 72 HCV RNA O &ipH (12 ~ 200,000,000
IU/mL) CHEfMEZR LT,

X1 ERRE ()

Y=1.03X-0.10
9] r=0.999
n=308

A+ b (Log IU/mL)

T T T T T T T

3 4 5 6 7 8 9 10
SR EfE (Log IU/mL)

2 BRI (i)

1 v=1.02x-015
o] r=0998
n=308

o o
1 1

A=+ k (Log IU/mL)
IS

(5) HOV Y =/ 24 T DERR S

HCVYx /2 A4 72, 3, 4, 5. 6 Z[EIEe M 231 b ik
THIRL T, EEFHIPH 12 ~ 200,000,000 IU/mL 12§ % 9 KA >~ b D7
RISV L, WE Uiz, &Y 1/ ZATICDO0T, (KHEE/S
VSR Z M UG U, @i 3l Armord RNA ZZ{iH
UCHHB U Tz, &ARA > MEIORGEREE D 2 Log IU/mL AN & Lz,
REMEFEROHIZ, (4) HE#IEDOY =/ 24T 1 DR L HITK 3,
X 4 1CR9,

Vr /BZAT 12,3, 4.5, 6 DFTARTICDOWNTC., AF v MIwE72TT-
7z HCV RNA #EEE O (12 ~ 200,000,000 IU/mL) Tz xR Uiz,

) Abbott



3 HCV Yz ./ &A T omEsit (i)

10

o (2]
|| 1

AFw b (Log IU/mL)
D
1

0 1 2 3 4 5 6 7 8 9 10
% 7EfE (Log IU/mL)

——o— Genotype 1 — —+—- Genotype 2 — x— Genotype 3

—a— Genotype 4 ——3—- Genotype 5 Genotype 6

W 7270 —7—@ S/SFIVIREOEMLRDOFEME (Log
IU/mL) ZRL T\,
4 HCV Yz /&4 7omEstt (s

&%k (Log IU/mL)

0 1 2 3 4 5 6 7 8 9 10
R EfE (Log IU/mL)

——o— Genotype 1 ——+—- Genotype 2 — x— Genotype 3
—=a— Genotype 4 ——3—- Genotype 5 Genotype 6

Vo700 ==& &3 FIVIEORER RO T (Log
IU/mL) ZRL T\,

(6) HIRM

KREFy b Ofiak NEEHEf 2 (SD) 1% HCV RNA {/% 2 ~ 8 Log IU/mL (100
~ 100,000,000 TU/mL) Tl 0.25 Log TU/mL LU R, & FE (LLoQ)
D 3 {58 TIX 0.35 Log IU/mL LU R CTH %,

8 Bl MAE S F IV & 8 B SF VA LT, FEREORG 217>
Teo X%V 1, 2, 4, 6, 7. 8IFHCV Yz /& AT 1% HCVEEHE b
MUEE 721 HOV B e My TR L CREIL /3% )L 3.5 1E HCV ¥
J2AT 4% HCV e b iEE 721& HCOV B2t b b i CAf LGl
BTz, BOEWE 5 Log IU/mL (100,000 IU/mL) A7 S VIR
WAz L. BREEENCNED &V S )UIE Armored RNA Z
Ufzo &83%)UIE 3 B0ORE. 30y hOAF Y b, 3HOMEHT, 5
HIENCIED 1 H 2 [ 4 ERE L, 3 120 BEREE Uiz,

M & M ORI EREROMIZR 7, £ 8I1TRT,

K7 OHEME (045
(Log IU/ JIEN JERM HAR HEaN SR
3L N4 mL) SO SD SD SD@ SDb #aspc

118 140 017 000 006 018 000 018
118 183 010 000 004 011 002 011
120 295 011 009 003 014 000 0.14
119 376 006 001 002 007 001 007
118 497 006 002 002 007 002 007
119 599 005 002 001 005 004 006
117 694 005 002 002 006 005 008
118 842 003 003 000 004 010 0.1
a filizgN SD 1. MENAGY. WERRKY. HERDZEA TS,
b BERRIE SD ORI MR, Iy b JIEETH B,
€ KB SD U, FUEA RS JE IR T HAER T, BRI 2 B ATV 5,
d G,
£8 MM (i)

THIfE

(Log IU/ HIEN RIER HARM HMEgHN B2
%%V N4 mI)  SD  SD SD  SD?@  SDP #aspc
120 143 012 000 004 013 003 0.13
120 187 010 008 003 013 004 0.14
119 278 011 008 000 014 008 0.6
119 379 006 007 004 010 003 0.10
119 492 007 005 000 009 006 0.11
119 596 004 001 002 005 006 008
120 691 005 001 002 006 007 009
118 839 003 002 001 004 012 012
@ fiisg ™ SD 1, HEMNET. AERKY. HAERDZEA TS,
D BEHRI SD ORI, MDY M WEETH B,
© K& SD &, MEA RS E IR HAERST BRI 2 B ATV 5,
4 A,

(7) HE%

fitifn# o> HCV &Mt ds & U HCV BBMEmiEE VT, FEEORG %
7o fzo IMSERA 250 B, sk 254 51 504 BilERIE Lz T A,
FRREFMEE 100% (95 % (5HHKIE 99.2 ~ 100%) TH -7z,

0 N O g W N -

0 N O g W N =

w0k (8) F 1) —FA—/\—
AEF v FOF ¥ —F—NR—RICDNT 2 FBEOME 21T 2o Miat
1 Cld, B Y OREZEBLT, Y2 TIVAr Ty vTy 7 ETHR)
7% 360 oL HCV B3tEs > 7))L (10,000,000 IU/mL) ICREHEd %
P CUBLE N7 360 Bl HCV &MY > TIuh 6, 32 T )bA
VT NI ET v Taky Ay MBI AATFY D
Fy ) —F—=N—=REEB L, WITNODHCVEWEY VBT
& HCV RNA @it ng, v ) —A4—1\—%iZ00% (95%EHKX
00~ 1.1%) Thote,
Wit 2 Tl S v OREREL T, BE - REEE N LA ETHY
7% 360 Bl L HCV B3tEs > 7L (10,000,000 IU/mL) ICREHEd %
PEE TUBE N7z GR 7 360 Bl HCV MY > b S, BEiE « Mt
IR LAICBIZAFY FOF v ) —F—N—REZHH L, WINh
@ HCV &MY > 7 )UIc VT E HCV RNA Bt E NG, Fv ) —F—
N3 0.0% (95%FHXM 0.0~ 1.1%) Th-oT,
& 720 BV ND HCV MY > VI BT E HCV RNA 3R &
N9, 2EOF ¥ ) —F—"—%(F00% (95%ZHX M 0.0 ~0.5%)
ThHotz,

9) #E< by R (M / 075) OR%EHE

25 f5lo> HCV B&PEimAE / mig X7 #ifk . 54 $ild HCV [Pk / ik
AT BAERE Lz, $XTO HCV BBHEMmsERA L HCV Rk lis Mk
13 HCV A E NS, 9XT D HCV [tk ik & HCV [t imys i
RIE HCV W E Nz fzed, Mt & i o —8#iE 100% (95% 545
X954~ 100%) ToH- . HCV M MAE / s~ 7 ik HCV
RNA X, ARF b OERHRIPASIRICHE > THH LTz, R
L MTEIRADE SEOMHBIZEE 0.96, YIF 0.24. HHEMZEE () 0.986
T. P93 147 % 0.06 Log IU/mL TH > 7z,

) Abbott



(10) FIRAE

JEFRUY > 7V ORGEE & FRBUE U7y > 7OV ORIESE & 2 Feig L,
2.5 fEHEIE 3 L U 50 EMmHGIE DRI 21T > 2. WHERO HCV ik
FERAF b OERFEFHNOMAE L (5D BB SV, w5 O
BERTHHGE Ul /3301 5 B D MEARRRIGE £ 7213 mRIIE
UTeo #iR2&R 9 ITRT,

£9 THGE
S RRE T FGHIE
SLN i )3V EH (LogIU/mL) 44 (Log IU/mL)
2.5 01 1.84 1.94
02 3.50 343
03 3.86 3.81
04 4.86 487
05 7.78 747
06 8.32 8.37
07 3.43 3.45
08 3.76 3.79
09 4.64 4.74
10 6.05 6.01
50 11 3.50 3.29
12 3.86 3.69
13 4.86 458
14 7.78 733
15 8.32 8.07
16 3.43 3.28
17 3.76 3.67
18 4.64 461
19 6.05 588
20 7.72 735

a8V 1 ~6 L8RV 11 ~ 15 AR %)V, 783 )L 7~ 10 &73%
)V 16 ~ 20 11/ SR IV TH %,

(1) HRAEDEIRME

HCV PRAA F 7213 Armored RNA 7 HCV [&1: b b I TR L Casl
U783 3Gl LT, fBGE OFBIEORGE 217> 7o 5733
VI 3B, 31y FOARFy b, 3HONES T, 5 HENCHED
1 H2Mm 4 B\AEL, 51120 BHIGE Uz, RENRFEROHFIZZ 10 1
R

£ 10 FHMHEDOHBIME

A RR2|

ESE N (Log HIEN BIEM HAEM RN #aRE &

JUf%% N4 [U/mL) SD SD SD  SD@ sbb  spe
1 25 120 270 008 003 005 009 000 009
2 50 120 703 006 003 000 007 001 007
3 50 119 551 005 003 000 006 002 007
a fiEa N SD &, WEANBSY. WERBGY. HERD ZHA TS,

b paai SD DI KRS, ATy N WEETH B,

C 4 SD U, JEMN AT ERIR T HAERY BEERE ) 2 Z AT 5,
4 HhE R,

(12) *EREMEIERAR

1) BEAGRS & DHER] -1

Aty b EOHMM MG 27, HCVBSES (Yo /2147 1,
2. 3. 4. 5. 6 &) OIMAE 180 fil. 1ML 185 Bl A #h7x I ERSH
Z LS U Teo ERS SN /7D Fy  CERHRPINTH - 7z 362 ffil 7z,
Deming i T UTco $5RZX 51057, A7 A (RFw b -A
#F v b)) 1& 0.13 Log IU/mL (95% 34X 0.11 ~ 0.16) THh -7z,
K5 Aty b & O

9

Y=1.03X+0.02
| r=0978
n=362

&+ (Log IU/mL)

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

AftFv b (Log IU/mL)

2) BEEER& & DHER -2

Bt v b E OMBEAKREIT 2720, MEEEDWITOF Y FTER
HIFAN Td > 7z HCV EGEZH OIMSE 124 i, i O3k TfF
B UTeo SR ZIK 6 1SR g THNA 7 AB#EFw + - AF v 1)Iid0.23
Log IU/mL (95% fS##XH -0.35 ~ 0.81) TH o7z,

6 Btk k& DM

9
Y =1.04X-0.40
8 4 r =0.973
n=124
7 4
6

&+ (Log IU/mL)
E

B#tFv b (Log IU/mL)

(13) RIERDE#ENE

ARFy b TIE. BIEAFEMEYE & LT 4th World Health Organization
(WHO) International Standard for Hepatitis C Virus for Nucleic Acid
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