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1. JEIE - BREEEE S LA 1
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HIV 74YU—R7I514<—1
HIV UN—=ZXTF143— 1
HIV 74 7= RTI514<—2
HIV Y R—AS54<—2
Ja—71
JLVFv—1
Ja—7 2
JLVFv—2
Ju—73
JIVFv¥—3
ULl TREATE= S
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dNTP Mix *
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dNTP Mix LU FD 4 77T 2 X 7 LAF R -Na OEHRED
HEWtHs,
2-FHAFVTT /5= U (dATP)
2-FHFYVF VY5 ZY U (dCTP)
2-FAFVF IV 5= U (dTTP)
2-FAFVIT /5= U (AGTP)
(D EHEY AR EIR, 7 5V -DNA 7)) 25—, Rhnfl, {5,
ProClin 950)
cERT Y Fa—LY b
(ExxaaY: BEEe b idE (HBs FiEFEME. HIV-1 FikE R,
Syphilis B, HIV-1 RNA (&P, HCV RNA &1, HBV DNA &k,
HIV-1/HIV-2 HitkBEE. HCV FilkBEtE) . WEha > b o—) Ui
g7 & DIERGE Armored RNA., 70D
2. WEMERAEE R LA 2
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W7 EZT L #FH - ProClin 950)
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IVF T )V b LA THEREN TV S,
< HEE  MHESE R LA 1 (TOV SR A, RAIAD) 1. &
48 T A Ny OREE - BT 2V ENEET Y ha—b U SR
D, SRS TH S, 1 TANBIEOE 1 T oIV EMHT %,
CUEMERSE R LA 2 (DL IR FEERE, AR L) & 48 7 X b
ORI )V S0 EIEHAITH S, 1 TARHED 1
U VMY %,
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1. ¥k 5D HIV-1 RNA OHfiH « f5Hd
WIS T A > AVAR (N> v a—) )LD RNA Z5T5) Zhix. i
MR 17 FIV T RTE OFEZ 1TV, HIV-1 RNA ZHliH < 6554 %,

2. WHAERSIC & B HIV-1 RNA 55D cDNA D&
fliH U7z HIV-1 RNAIZ, pol/INT S K% O 5" A0 LTR FAE O
DRHNC RIS G 2 HIV UN— R TS5 A4 R — RS S i-14.
WilEBREZ K O ANTP Mix (dATP, dCTP, dTTP, dGTP) ZHW\ T
WlRE R H2 470, HIV-1 RNA WA 7% cDNA 25 %,

3. RV XS5—BHifHk s (PCR) 124k % HIV-1 RNA OHiilE
WHlE G S ERICE Uz HIV-1 RNA-cDNA NA 7Y R 72 2 ML
TR LickoTENTNZ—ABICT %, ZTDH%. HIV-1 pol/INT
TN O 5K O LTR fEI O —EBOECHNIC R BIc S &9 % HIV
THT—RTIA4<—L HIVUN—RAT T4 —FNFNORE
LI LEHNCEE S S, HotStart DNA SRV X5 —+H 7% T PCR X
JSZATS T EIC KD AR HIV-1 DNA 259 %,
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BS PRI & 0 4R Uz —A$ HIV-1 DNA I, HIV-1 cDNA {filickF
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ET S (ARICHEIEE NN T Y Fa—)V s s IRRE R E
670 nm THIET 3),
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F95TENTES,

B R L ORI . MERDE > TV AIREETHIET 5 C &1
TEIZW,

MU R, BERICE Y R TR ET. HEVIEERETS £ TOM.
TREF 2 —TICB L THFET ST L8 TE %, ENRBEFEST 205
MNHBHEE. BEEFRETF 2 —T1ICB L, BfRET 5 DT
T,

FiEEG (OBERIA Y RODE)

- Btk 15 ~25°CE£ 7213 2 ~ 8 CCRlRT %, —IERlfR L/ MilkZzd
SIMH LAWEAZ., 2~8CT6HECIHMFET BT ENTE S,
c BRAZ RV T Y I AIFT—T 2~ 3 BHX 3 EHPT 5,
cHERICE Y R BT HBWVIIEREITI NS, BIKO A S 725 EE
A D ERIME % 2000 g T 5 7m0 8T %, 8BRS 5
NG, RO LEZH LW A F 2 —T IR LB 2 %, M
REEIDHT LNF 2 —T DHIRALEWE S HTET R T &,

FiEEE (FREF1—7)

< Mifk%E 15 ~25CE T2l 2 ~ 8CTHlRT %, — LRl LI-Mikz S
QIMH LARWEREAIR, 2 ~8CT 6 HETCHET BT ENTE 3,
c BMAERIVT Y I AIFY—T 2 ~ 3B X 3 LT S, EEY
MRDENTHEE. MO EEZH LR F 2 —TIcB LB 2
%o HIEYMIDH LWF 2 —TOHICIRALRVWK I HEET ST &,

c F23, RAEERICE Y BT ARRRADOEIRZETT S RiC, Sk
BRVT Y I AIFH—T2~3WRX 3 EHEFEL. 2000 g T5%5
ME O BT %, EEMD RS BN EE. BiED EEZEH LY
Fa—TIBLEZ %, BEEINHLVF 2 —T OFITREA LK
IEETHT L,

TERIAETF 2 — T D FMRT 22— T O OMKIZ TR T, Btk ID /N—a—
RIS, MIKID Ty 7, RITa Tl TtEsX51cLT

BTl HATERF 2 —T7DY A ROV, AED [HE-H

B R ] 2. JE FIEE 72 I3 BRI E O 4 B2 BRT5 2 L,

Fa—TOHBREF BB, Fv vy TONMANCNZWE S HET S C
L,

(2) WHEME - HEEF

F5ihE

WNIRPEYIE, fiE HIV-1 ~— A — 2o 3 Afueiil, ez

A BAREMED & 2 AN D E (HIBEDOSE) ZiH Lz, HIV-1 &1k

H > 7L, HIV-1 £ 60 Copies/mL 45 & T 200 Copies/mL Oz H >

T, MECH Bz 5 2 2 R0 H 2RI Uiz 83V 7z v

T IOWREENE O 2175 T2,

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

F @7 mM) JEETIE Y )L E Y (0.342 mM) JEHEATIE U )L E Y (0.342
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oy, xVI74Fe), xRy NaFtF v

3 TURZVY, FIVTF T, UNEY | Rifamate (U7 7
VEVRUGAYVZTVR), FFEN, BILEFU Y AR
TV, AZVER (TWVETF TSI NTIALT AR Y k
KUOZLNY RV ROT /HRE)N), Bactrim (RA)VT 7 A
Y=V MY A NIV L)

4 ZFel, THAYT =), ThIEV Y TV T,
TIWVFhYrIaet Vg, JavI R, e RaryaaFry
R, LRFaFor UT7T7F2, VILELY Y PIVAT
a—)VF R, AT LEN, VYRATEI, 75T
b, 7/RENT T T2 FIR, bIVRY, ILT T,

Py 2L

5 KAT VT LFECI, FILw I A (77 LF ), Ak
RV, FraFty, ESVFIF
FIIFEN

7 L7 )T7FV Y, vyaTaFyry, KAV ERY RV

)TN, RIAVRER—T a7 IV T 7 2a, TV TE)N
FR AT
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HIV-1 k&P, HIV-1 J#% 60 Copies/mL 35X T 200 Copies/mL DF5
PR, MAEY GE2) ZIRI Uz x )V VT, FTRER O
FEIToTc e TA, AF Y PADRZERISPTIIERD SNz > 7,
£2 WA

AV

7T/ A VA5

BK KU A== 1)V A

YA AT AV A
TYITIAIA
TYTIAIA 2
FUIIAIA 3
TUITIAIVA 4

Epstein Barr -1 )L A

GB A VA C/GRIFFHT A IV A
AR A VA
BAUIFR T A VA
CHIFFHRT A IV A
HAANVARZT A VA 1
BNV 2 A VR 2 B

b NIV ZXT A )V A 6B

t hANURZTA)IVA 8

t MMuEREY A IVA 2 8

v hEO—<vU A1)V A 16 H
v hEO—x U1 )LA 181
t b T HIlE R VA 15
vk THIREE Y A VA 2 B
ATV Y AR
TII9F=_TIAIVA
IIEHEIRADS 7 A )L A
NTTFUT

Chlamydia trachomatis

Mycobacterium gordonae
Mycobacterium smegmatis
Neisseria gonorrhoeae
Propionibacterium acnes
Staphylococcus aureus
Staphylococcus epidermidis
Lk

Candida albicans

(3) Zofth
AFy M Alinity m ¥ A7 LORIETH 5,

(A% - BE (BFAD)]

(1) HRORHSZE
FTRCOMBAEITOFE A S,

(2) BEIRE - 236 - HARE
+ Alinity m HIV-1 &+ VU 7' L—% (Alinity m HIV-1 CAL Kit, #&@& S
8N45-70)
(FE&EAEY) HIV-1 572 FDIFEGE Armored RNA, 7 ¢
7 7 Ve M imSE (HBs HiEEEME. HIV-1 RNABEPE, HCV
RNA [&M:. HBV DNA F&1E, HIV-1/HIV-2 HifkBa:, HCV HikRaME:,
Syphilis B&%)  £#{7#l : ProClin 300, ProClin 950)

PRa=}

Fas =4
FrUTL—HA 3.15mL X 4
FyUJL—%B 3.15mL X 4

+ Alinity m HIV-1 2> FE—)L (Alinity m HIV-1 CTRL Kit, &&=
8N45-80)
sty ra—)L (CTRL-)
EHEEW BT« 7V /7 ke M iE (HBs HUsRaME. HIV-
1 RNA &Pk, HCV RNA (&1, HBV DNA &1, HIV-1/HIV-2 Fi{kkE
1. HCV #HifAB2PE. Syphilis B2 £#1F#4 © ProClin 300, ProClin
950)

<> Fa— UL (CTRL +)
(E&EEY HIV-1 BH 72 R D IR, Armored RNA, 7 «¢
7Y v R g (HBs fiskETE. HIV-1 RNA &Y, HCV
RNA [&1%. HBV DNA F&M:, HIV-1/HIV-2 HifAREME, HCV HifAra k.
Syphilis f&M) {175 : ProClin 300, ProClin 950)

sty rra— )V H (CTRL ++)
(F72EEY  HIV-1 B8 2 £ D IEE Armored RNA, it 7
TV ke b isE (HBs HUsEEME. HIV-1 RNA B2PE. HCV
RNA [&PE, HBV DNA [&M:, HIV-1/HIV-2 HitkREME, HCV HifkREE,
Syphilis B21%)  £&77#41 : ProClin 300, ProClin 950)

Akt
oy rao—u 1.15mL X 12
Fatta> ra—)U L 1.15mL X 12
Ptk ha—)V H 1.15mL X 12

+ Alinity m Hi#gHhiHiE 3%+ > b 2 (Alinity m Sample Prep Kit 2, S5 %
5 9N12-01)
- VA 2 (Blution Buffer 2)
(FaEaY VU YA T LG, Tween 20 {74 & ProClin
950)
- BEMERI T 2 (Microparticles 2)
(FaEaY © k)

=]

ESN==4
A 2 22mL X 4
WKL T 2 24mL X 4

+ Alinity m &7 > ¥ (Alinity m Lysis Solution. #4575 9N20-01,
975 mL X 1)
(E&EAY) - TRIS #&fEi. GITC, Tween 20)
« Alinity m ### (Alinity m Diluent Solution, #4575 9N20-03,
975 mL X 4)
(E&EHY - /K. ProClin 950)
+ Alinity m Z&FEBAI-7AWE (Alinity m Vapor Barrier Solution, #5755
9N20-04, 975 mL X 1)
FirEaY I xI)0VFAI)
+ Alinity m #{A7SHF> & T (Alinity m Specimen Dilution Kit 1. /7%
5 9N50-01, 2.45mL X 24) 2
Faaay  TRIS IR, 77 =90 FA 27 VD
Fa—TRETYTIVFv v THETH 5B,
« Alinity m HIV-1 77 ) 7 —3 3 T 7 0V (@3RS 8N45-1F
v6.00 LAR#)
cRIVT I AIFY—
- LS (2000 g WIEHERE)
+ Alinity m LRV 52— 7" (84##&5 9N49-01) 2
* 97ERE 10 ~ 1000 pL DFEFEH LRy | 3
« 53R 10 ~ 1000 pL D ¥Ry FH 7 4 V2 —{FEEXy FF» 72
+ 384 U )V T L— AT X7 22— (Corning 712117 No. 3820 %)
CEDDEE (AA VT T L—ba—a— TL— T X T2,
100 g DA skt
*Alinity m F S Y AR—= b Fa—T7 ET7HTNFr v T (@GRS
9N49-10)
+ Alinitym Y AR—bFa—7 (EES ON49-11)
« Alinity m €78 7)VF v v 7 (HFEFS IN49-12)
« Alinitym 7V a— s Fa2—7 (E§HHES 9N49-13)
3 TNSIETRHED RIS, 3 RADTRITHAT %,
FEAROBAFICH BRI LT DV TR, BERIURFIHED 1 BE2BHT
5T &,
BEAROBMETEC DOV TS, BEREAHHED 5 mesid s L,
EVORABERR 2135 7o, BERIERSIHE O 9 B> THHINE A
VTFVREITHT L,

(3) RIE () &

LUFOEMEE, TAlinity m ¥ A7 L] TiT9,

D W3 > ba—)b o)V 35 uL ZINZ .

2) itk 0.6 mL UMY hra—)L 35 pL # 5 A ¥ A7AH 1.6 mL IC
MAT, A VFa—ards,

3) FRdiEAW . MR 2 T, T L. Bishliti 7z 5,
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4) FECKEEIRZ TSR 45 pLIcinZz . A Y FaX—r 3T 5,

5) HAME « MeHHERSE Y ooWIC FRdVAK 25 pL R OTEMERASE 5 pL 2507
L. RAZR—3Iv 7Rk %,

6) YAZ—3 w7 A 25 pL ZRIEN Y 2IWChZ T, RT-PCR Gz
DKL, E—ZHOCHE 520 nm Ic BT 3 H0WREZIEST S (H
FRCEE S NIzNE T Y e —)LO E— 7 H#EEE 670 nm I3
HUEREZET Z),

7) HIV-1 RNA @ C¢ fifi (Threshold Cycle fif) % 2 JBEOF+ VU T L—%
TERR U 7oA E R Y Cld s C HIV-1 RNA B2 H T 5,

1. BELEDEFER

CMEERTI I, AFy NHOT TV — a T 7 AV h B
WA VA R=ILENTVERHEND S,

c T wEAINTG A= ZDOERREFEIT DOV TOREME, FERsHL R
D2HEEBITD &,

c 7wl A IR A—=ZOHRNC OV TIE, HEEkFHED 5 =25
g5k,

- AR OIIETIEIC DOV T ORMME. BEERILEIAED 5 #2587 %
2k,

- M Z bR BRI, AREOIRRE X HsT &,

RREDOERY T4 T EITIBKE, T4V ER—(FEERy v Fw TE
TR TERY P ZHEHT 22 &, EXvT 0 THOY
Ry FOERE T 5728, EXy FEREDY Y TIVF 2 —TRE
MMONBNCHRLIZWKSICERET R L, IRBRETDT 2V 2—
fFEEXRy " Fu T RBFERTE L,

- VESEGT A, IBTERGRIRE Al d T &,

< BE - RGN LA 1 d, BEERICE Yy R 9ARNC 2. JIETIEICHE
T WA REN T 2 — T DKICE D B K S IEEED LT -
7= &,

RS R LA 210F, Bty MBI 2. WETFIECHE S T, &
PEOTERICT BT &,

C BEEPEYMI DT =2 Y U F TS DV T, BESHERHIED 9 EE S
Byzc e,

 RAIBTEGRD ) R Y KT % 1D RN TIENTSEIE 1.0% (v/v)
KR ET N Y LARZOMOMEY A EHRIC X3 EWD 25
O, HRBIUBRRTEC L,

AV AIF—ya RS, HEhEEEEE Y b 20 BN L 1
oD, > 77 L—7y RU7 v a>ya=y b+ (RU), ¥
Ry b Fw TEROWS FHICFREZH LVE DT LT L, £z,
FRPMR, F¥ VT L—&, arvba—), BETHRENTGG
EFLVEDICHT BT L, WIS E—T ) —FR8BHiHT 3
&

cAFv FOETE. BTHEAOFY YT L—%, a¥ bo—)L%ff
M35 &, B, 4.7 vEAF¥ VT L— 32, 5 FEOMK,
6.fatkar ro—LeBtkay ru—LEBRT S L,

cFy T L—REaYha— VORI, ETYIINFry SFED
T 2 —T TH %, mORNLID LRI, T+ T
DBHRICHEE T AT &0 HBOT 2 —TI3FERT ST &,

2AEFIE

BAE - AR R L 1 d, By R 9B, TV E B

TR LA DRSS, WSR2 — T DRICE D % K 5 ICFE

BO LTS 3EfL,

MRS B Lo 2103, BRI Y B9 RN RICHE > TmDo EEgic

I %,

D EMREN L 227 L — b7 X7 %— (Corning /1% 1% No.
3820%) ety Fd 5,

2) W N L A 22y N LETL— TR T =%, TL—+7
BT 2—3HEDAA > 7T L— bmbbiicty 9%, 100 ~ 800g
T 1~57ME0rE L, Jazmo iR,

3) EOERIE DI, WEERE N LA 22T A RLAF XU TIC
Yy h B MR N LA 2135 EHERNE D ICHET %,
TyA LA F Y ) 7 2 EIRIILFIEE 5 SO TFIEICHE > THEMR
Ity 9%,

4) BEIPICTEMAREE R LA 2 B RELHHLTLE Y, @ ETA]
HEMD D B 551 GRS R LA 283 Lic, SO/, &
W L7E/R ), WL IEEIC I 5 T &,

5) HEERHUREIAE D 5 BICHE> T KL T 2 IV OFRRE 21T,

HEIC T 2 B8R OB E AR DV T ORI, BEREUREIAE D 5 &=
EHIRT BT &, MAEET NS FY U T L—rarkaryba—
IWDRAT—RAAZMRTH L BFy T L—varyvarybo—)b
ORENREILGEE, 4.7 veAF vV T L—ray, 5 HEOKH.
6. Moy ra—vemtEay vha—ESIRT L L, Fy )T L—
Zpay ho— Uik, BEERNCHELTE, FERRSHELTE KXW,

BERROD A — Z—{ERLIiH I B % &k 2 7 ¢ Mtk ID (SID) Z A S L.,
PPEEE (HIV-1) 7Z38R9 %,

B - AR Y b, SV T L—%, avbo—)b, Bk, s
ISty RENTVEBERRBA NS vy F 7 ENTW5, BERREDS
SMCHTEDSNTRERBZEZ % &, IS T OBl iSRS
b, F¥VUTL—%, avia—)b, MEREZHERTERNERZT,
WAF 2 — T ZaRIc Yy M 2H0C, REDREREZH-LTW\a T
L Fvy TOERNIELNC EZHERT B DEHEAOIMBEN A - 7z
BRINE, AN A7V = Fa—T&, ZZN—P)LY 2T ILTy
7 (FTINTy 7)) B THEIRICE Y FLUTH D, 4 RERILINICL
MzRET 5T &,

BT Hed o>

Fa—THAT 2 B S AR Fv v TOHE
FRIE COofAT 2 —7)

PRI - SEEEL mERO  Fv oy TiEL
% 10.0 mm DLk bR SR E

11.0 mmP

T7VaA—rFa—7 (FEF2—7)

Alinity m 9N49-13 0.75 mL FrwTHyC
7YIaA—hFa—7 FlidFr v Tl
Alinitym S5 > X 9N49-11 1.0mL Frw Tl
K=t Fa—7
Alinitym 5> Z  9N49-10 1.0mL FywrmLd
R—hFa—7
ErYTNEr T
D FRHREF 2—7 - ME106mm  Frv Il

AEE 10.0 mm DL F URDF a—7
1% 0.9 mL

NFE 13.2 mm

UROF a—T
(¥ 1.4 mL

a (i AT REZS AR TF 2 — T DEIC DN TIIKEBREGR S E D 4 =
B TIVTw DYy R ITEEIC DWW TSI E O 5 #x5E
T35 &,

bosriish T, B, MERE D & FICH B IMIED R ERALED & &
RLTWVWS, UTOXEHOTRMEOHNLE (mm) H 5Dk E
(ML) ZHEMT ST ENTES @ RBRikE= 000864 X N2

¢ Alinitym 7V =+ Fa—7 (F¥vTHY) 2EHT 56 Fv v
7 Alinity m €79 7)VF v v 7 (@EES ON49-12) ZfiifHd 3
&,

d gy M BRICE Y v TR T b,

LUROF 2 —T7%HEIcE Y NI 2550, Y TIVoy 7HO) TV

vayNN—Z{HHTE L,

D E7YTINFryy IEOFY )T L—%, avta—)

2) EEEIA D B A o TRk

3) ET7HTINFvy INED TV AR—F a—TIC A > ik

VT rya =&, ifgEeERziTs L.

WAF 2 — T ZHIC Yy M BENCLUTZITH T &,

« BRAF =T, BIKID NR—a— RDELL BN TV S DR
%,

s BARICHED RN & 2R T 2. 1D 2 G EITREFHEX Y
F TTHRORL Tl ZREREST0, MkF 2 —7 T LIicH
LWERY b Fw TB2ERT ST &,

.IRMEDFER (A Tay)

Alinity m MAFRRF Y S I Z#HL T, DLFOX S ICHikZFRmR L.

BEARTNET 2T &M TE %,

AR DIRNE DD 260 pL L Ed 2 5E1E. 2.5 GARzEiTH 2 e

T&E 5%, MIKEN 50 ~ 259 pL DFAEE. 50 EHMZTT5 T LM TE S,

Em FIRZHEZ % EEERIA S, 50 A MZ1T5 T MW TES,

) Abbott



etk dUNT LGRS

RS =260 pL 25
50~259pL 50

e FRZE A % =50 pL 50

B§aR DA — X —E KB 1C & % BB MIA X 7 THRIRAGRZ NG 2 T
b BRSNS R A U TR O MRIRE A B S X
n, WERRE LTHESNS,

T WU 7o meild 2 RERIDANICHgRIc Y g B T &,

2.5 ARG, BMATRRE Y S T2V T RO@E0115,

1) Alinity m LRV -2 —"7 (LU F LRV F 2 —7)ICRRIK ID /7978 ——
RIS,

2) H LW Alinity m MARIRF 2 — 7 2B L, MR 390 pL %z
LRV F 2 —7nHd %,

3) LRV F 2 — 7T &Mk 260 pL Z2iRnd 2,

) Fa—TOFvv TR HED, KVTv I XIFY—T2~ 3 x
3EFEFLTHE, EAEICUTEEAED ETRINE, NiETkZ
Fa—TDRICEET,

5) LRVF a—TDF v v TN, Fa—TNOERZMEL, 1@h
HHEETIII DR,

6) LRVF a—T %Y IVTv ity b %,

50 SRR, AT Y M T 2O T RO@ED 1T,

1) KO Alinity m MATRF 2 — 71K ID O/N—a— R IX)L
ZHE %, Alinity m MATHRF 2 —T DF v v T2, FvvTi&
BTHERT 2720, RELTHEL,

2) Alinity m MAZIRTF 2 — 71 BEMIEK 50 pL 2RI %,

3) Fa—TDFx v T EMAD, RVTv I AIFH—T2~3 MM
3EBFE LTS, LEICLUTEEAD LTRINE, NiETZ
Fa—TDRICHEET,

4) Fa—TrY Ty JICEELY b5, Fa—TDF vy ik
FADIEEFT TR,

1 : Alinity m MUAFTR T 2 — 7 OIMINTKESE-DHIAD TN TV D5 AR,

WENOATHEEN B B 72O LT &,

4.7veA4F+v )T L— 3y

Fy )T L— 3 VOFECOVTIE, EEELHTED 6 Ex5IRY

5T &,

FyVUTL—Earybo—)boay MNEEOREEX, BEROT Ry b

A=)V E TG EAAIYE IS AFAHETH B,

FX V)T L—a VI GAELIFICNES,

cFrVUTL—% (FYUTL—ZA FYUTL—%B) Parho—
VU (Ertay ro—)b, Btary re—vL, Bitay ha—L H
DF 2 —T O)N—0— FZEIRTHAMNSE, vy MEHOREZ T
Ry b A—)VZ2iE U T HBINICHEIRIC T o R— X825,

- Fioldoy MEHOREZ B EZECTAFL, USB RSA47
MHREERICA VI R— 19 %,

FyUTL—RDA =X —EBIUTEBEADL Y b HEICDONT

. BEEREULEIIAE O 5 A BT BT L,

ik 2> a—)Lo HIV-1 RNA g2 Embd 5 72dicid, MEin

WEETH D,

Fr VT L—varziiiikid, FYVIL—XALFYUTL—4B

DF 2 =T L FZF 1 ARETH S, FFY VT L—2DFa—

TRMALUT 3 HEUENMTDNZ, 2EEOF ¥ U T L—2ORERR

ZTTIC, MR (O MEHE O HIV-1 I & SRS A BIHICE U 7k

@ Threshold cycle (Co fHDBIR) MERE NS, MEFROBIE LY

MHRIEN, BERIRFEENS,

—JE, SRR LIeFr U 7 L— g VOMEDIEIICREI NG &

ZORIFMET LICF ¥V T L— 3 YEITI BB RVD, XOWVT

NHOOELHICEHF YV T L—a U&7,

SHLVT Yy MRS OB - ML P2 258

<Ly FERSO Alinity m RIS B 2 £7203 Alinity m
AV AEREEAS 255

cFr )T L= a YORT—Z AWMERARYI DS

CHLON=Ta DT TV r—va T 7 A IVEA VA R—IVL
e

EMEIC B2 NS T A[REM D B B D A > T F > AREH 2 Ik L

AL, BFEY VT L—ya v Be T BARENN D B, M

SR T 2 T &,

5. FHED&H

Fy VT L—varTiEk., TybEANRTA=ZDOHEE LTHETY b

1—)L® Threshold cycle (Co HMNRE N5,

K BRIAHECBERONT 2 Y o — )L E&HiE, Fv 1) T L—Z,

Y PO —)UICFMUTHET % 2 & T MIRLPROIERE L HIEDH

FIEDOFHMA M TH NS,

WAy ha—LOWNE T S a—)LD C OIS, Z ORTIHIE

ENFFF VT L—ZONHIY ba—)LD C fEDO o Ez R R &

Ns,

kR a >y ha—)LONEI Y Fa—Lo ClEAEIKZNAN TV RS

¥, Avb—ya—RPEREING, NI ba—Lo Co EDHKD

FRZEZ TWE5EEIE. HFEREMEICEHENS -/ &Rl TV

B

A=Y a— RBPERENTLADOHIT DOV TIE, HEsIkE 2

D10 EEZBMTBHT &,

6.2y bO—VERBEaIY FO—)IL

WEDEMERE= R V7T 578, Lird b A8 I Ic—/E. 1B

oy ra—, oy ra—ILL, Bikay ra—)VHZ#lEd

5Tl BEROPESRZRGT B0, REEDOaY Fa— LD

THWSERRMEENT VB T ExERET ST &, HilzicFr U T

L—rarvzito5as, Fy V7 L—xickHcay ya—)LzilE

L. AEEREREMELN TV T ER2IERT BT L,

iRk ORE BB TS HEN, REREA Y b a—)LolEEBINYS

%

aY ba— )VORERERS BB ENNTZGED NS TNV a—T 4 VT

IZDWTIE. HEEBERSIHED 10 2SI 5T L,

IO b — )VOFSRAEBTIHZ NN D ERIKIC T T T NEREN S,

B2 ANz Y =)L & D BRBISHIE Uik, 9 TEH

ETBHT &,

I b a—)LOREERAHRE NN IIGEICERENE 7T TITD0

TIIHEBHI AR D 5 5k, b ST IV a—TF ¢ V7T DTSk

HURAED 10 BAEBMET 5 T L.

fEtEa >y ra—)L i HIV-1 3 Enawy, BEEary ha—uc

HIV-1 DM E N E, oy 7 IVd 5 0IdEiEE B a > ~

O—UITIRA LTc T R LT W5, IGRZRET B - O TER L.

AZEOY > T IVIHETFEICH S THED Y ba—)L ko5 > TV

BURITS T &y BEEMOE= RV FITHEICOVTIE, BRI

HO9HEBHT BT &,

faray bo—U—H U T2 RIGEE Bk 3T &,

ay ha—VORETE, BEar ta—)LL EEEaY ha—IVHO

0y MEAORBEIZLL RO SETATTZ T N TE S,
caviro—) GEarta—vL, BrEaryra—IVH) OF a—
T DIN—T— REEICHRAI S, 7Ry b X—)VEEB U THIN
ICBEIRICA VI R—FEH S,

c WO EEACTAT L, USB RS A IHh SHEERICA Y R— 9 %,

CRAIEEROHIEE]

(1) '

BERATI O HIV-1 7 A )V AYREDAF v b OEETHNTHIUE, &
RWEHERRDNELR S NS, WMk O HIV-1 RNA 23 Y 7 F
U7 ETHRERD DREE NS, MERROHALE Copies/mL, Log
[Copies/mL], 1U/mL, Log [IU/mL] TH %,

HIV-1 Ti&. 1 International Unit (IU)=0.61 Copies T& v .1 Copy = 1.63
U TH%,

BIDREICDOWTIE, MRIUSIHE 22T 5 2 L,

FRGHE U 7o AR T lE, 12— — IR U e RS R 2 L TR
TRETOMAILEE D H BN S N, WERRE L TG SN %,

) Abbott



(2) AEBROFREHE

BERGRE
FRAORR LTI FROMEY XREND, e, Avbk—Ya—F
RTITITNRRENDHELH S,

TR ARERR A
MdsoR
S e 727
Not Detected Target not detected
(B E g B End)
< 1.30 Log Copies/mL Detected < LLOQ

(Rt GE R FBRA))

1.30 ~ 7.00 Log Copies/mL
>7.00 Log Copies/mL >ULOQ
CER FIZ#EA %)

HIREE

2.5 AR E 721& 50 5 R Lz MR DOV Cid, WA IV A RO
BEHE YT RHE0R) BRUORRMESNZC L ERTTITS
DIL WERE NS, FRATOIRAEICHE L7z HIV-1 RNA OE SRR,
HZVEER FIRAR, E5 FRENMIERREE L TREEN S,
HIV-1 ¥ 7 F)IVBH & b - T BRI RIS DD TS RIS RS
ENT, Avb—Ta—F (9827) HERENB, TOMMEKE TRE
N EMETHT LR TERY, BEROMKTHREZITO D, &
JETER TN TEIRIE T 5 2 &,

 BIROHE S 1EE, BEEEMINC K BT5H) A7 DR EEELTVD
M, MR OEHE L ABICHW S N TFIEEETL, Ty VU T L—4&,
Mtk > s a—)b, MRS K BB ROEEZTTS T &,

* MERS RIS MO RIS 2 B RAT RSPHIA AR RS & b TRAEMN
WCHWT 52 & Tz, ARFw FEIT HIV-1 EROMEEZKZT %
T EIETERY,

CARFw ME MR, ek, ARl O HIV A7V —
ZVTREICIZFH T E RV, AF FCIMNot Detected R E N ) J
LHEESNIZEETE, HIV-1 RNADEELEWT L2 RT3 80
TV,

cHIV-1 2T 3L VT T A NANY Z—7% T R 5
GFARAIHFZAA (CAR) T HIRRE) OR5 %203 T2 B8 Ok
ICBWT, LYFIAIARY Z—ICEHENS HIV-1 (R 2 M
TEHAEENEND O ERE IR ONERSRICEEE KETIHED
H5,

(& &€l

(1) AESEE
HIEHPHIE 20 ~ 10,000,000 Copies/mL (1.30 ~ 7.00 Log Copies/mL)
ThH%,

(2) #HPRA (LoD)

AFw D LoD &, 20 Copies/mL TH %,

3rd World Health Organization (WHO) HIV-1 International Standard
(NIBSC code: 10/152; group M subtype B) 7% HIV-1 &kt +iffE%

2.5 AR A p N ; m
WCTR U Y IV ZREL, LoD ZE I Uiz, RFwv b4y Mz
asZon FIONT, BEEEICHED HIV-1 RNA ORI ETT- 7o, REMLHEROH]Z
(e HIE 797 £ 31TRT,
< 1.70 Log Copies/mL Detected < LLOQ DIL #3 LoD
(R GERE PR HIV-1 RNA
1.70 ~ 7.40 Log Copies/mL DIL (Copies/mL) ARIIEE Mg Fith= (%)
> 7.40 Log Copies/mL >ULOQ DIL 40.00 95 95 100
(& FRZEZ %) 30.00 96 96 100
50 fEFFMA 20.00 96 93 96.9
R 10.00 96 89 92.7
prgm e CEY 5.00 96 64 66.7
<3.00 Log Copies/mL Detected < LLOQ DIL 250 % 36 375
(B G FREAT) Taey MEiZITo L TAL MIIHERN 95% L 75 % HIV-1 RNA JRFEE
3.00 ~ 8.70 Log Copies/mL DIL 13 13.88 Copies/mL (95 % S ##EX 1 11.16 ~ 18.98 Copies/mL) TdH > 7z,
> 8.70 Log Copies/mL . uoQ pIL (3) &SIV —F /4724 FORHER (LoD)
(e ERERAS) B A )V A F T3 B RM A 2 HIV-1 BEMEMAECAMR L, HIV-1 Z)b—
T WHRRAICN U TR E NS e s EREER TR, SR FR A O 7'M Y7 %247 (A, BF. C. D. CRFO1-AE. F. CRFO2-AG, G, H).

e EREER FREBRE S, ZNTNOMIC DOV TIE LRLDRDF,
RoWesiidas L,

) 7377, #RI—K, XvyE—ya—F

WEFHRICK > TR 7T 7Y a— RICH WA ERENZEEDH
%, CNEOMICERENDHRENDSH 27T 7P a— FIcDOWVTH,
IR D 5 EEBIRT BT L,

Ay —Ya— FONKICOWTIE, BIEEURZIHED 10 EE2 5107
3ck,

HELDEE

c ELWHPERSRZS 2 72 dicid. MIKOMY) . IO v, fE
ZITOREND S GEME, ELOEE] (1) JEHROMHE,
RtzsEssc L),

cARFw FTI. e bigE (ACD AD. EDTA AD. PPT) %Zflifid %
W TES, MoMEOIUREANZ. AFy P THATEZZ %
MR LTV,

- MR OEEY (. 7 ¢ 7)) VkiER &) 352 TV R
EHZBHREND S,

« RFy b OREHERDEIRFT RIS T ET 255, BIOHEZT 7O
ERERE MRS B T L RHEET B,

s BELIC X > TERMOTRMNRD SENBZ T HH DT, Bzl
DEEZTAT Y MR 3550, WO E IR U
T RO CICFIMEHCHE > THERT 5 T &,

TN—T0. ZIV—7NIZDWTC, 3BEO/SF)VERML 72, AFw
Fluy FZHNT, #EEICEDIIE Uz, #ilzek 41T, Tn
5OFERIE, HIEREA 20 Copies/mL LU DA, il 95 %(SHHX R
O FIRICHED ATy FOKRERIZ 95.0% U L THoFT & ERLTHY
%5

K4 BRI IN—T /P T RATD LoD

W=7/ HIV-1RNA %) MR 95% (S
Y7 RA4T  (Copies/mL) HEEK Mil% (%) (%) @
T M 40.00 24 24 100 100
—
gouqTa 2000 24 24 100 100
10.00 23 21 91.3 97.6
ST M 40.00 24 24 100 100
} —
gousrpr 2000 24 24 100 100
10.00 24 22 91.7 97.7
T M 40.00 24 24 100 100
L—
FTEALTC 20.00 24 24 100 100
10.00 23 23 100 100
T M 40.00 24 24 100 100
=7
gougrp 2000 24 24 100 100
10.00 24 19 79.2 90.8
T M 40.00 24 24 100 100
L—
CRFOLAE 20.00 24 24 100 100
10.00 24 22 91.7 97.7

) Abbott



TI—"7/ HIV-1RNA  £5%) iR 95% {SHEK R
Y7217 (Copies/mL) HWEE MHE (%) (%) @
R 40.00 24 24 100 100
3’;;?% 20.00 23 23 100 100

10.00 21 21 100 100
P 40.00 23 23 100 100
CRFOZAG 20.00 24 24 100 100
10.00 24 22 91.7 97.7
R ] 40.00 24 24 100 100
gi’;zgﬁ[ ¢ 2000 24 24 100 100
10.00 24 22 91.7 97.7
R 40.00 24 24 100 100
:f;;jng 20.00 24 24 100 100
10.00 24 23 95.8 99.3
40.00 24 24 100 100
Z—70 20.00 24 24 100 100
10.00 24 24 100 100
40.00 23 23 100 100
Z—7N 20.00 24 24 100 100
10.00 23 23 100 100
a Bl 95 % EHEK D LR (%)
(4) EHE

TIW—T MY T ZATBDIAIVATEHZREEE FIUETHRIRL T,
JEREHEPH 10 ~ 20,000,000 Copies/mLICi% 3 11 B4 > N OFFRRS S
FIVEFHELL ., WIE Uz,

REMIEROHIZ K 1 1TRT,

AFw M3WE#1T 5 72 HIV-1 RNA #& 0 #ipFH (10 ~ 20,000,000
Copies/mL) TCE#IEZRL T,

1 R

T vy=1.03x-005
r =0.996
84 n=263

A= k (Log Copies/mL)

0 1 2 3 4 5 6 7 8 9
%71 (Log Copies/mL)

(B5) FEIIWN—T /YT 24 TOERE

HIV-1 7 )V =7 M&HEY 7 % A 7 (A, BF, C. D, CRFOI-AE, F,
CRFO2-AG, G, H), Z)—70, Z)V—"7 N OERIEOHE =TT 2
B, TNS DEEKRMAE 3B 87 A )V A Mk e MIETHR L, 10
~ 12 KA 2 b OFHRRIN SV 228 L CTRlE LTz,
REMIEFEROHIZ, (4) EHRED T IN—TMTT2A T BOFERE
HICK 2 1TRT,

TIW—T M &R 7 %47 (A, BF, C. D, CRFOI1-AE, F, CRF02-AG, G,
H). Z)V—70. ZIL—FNDFTXRTICDONT., KF¥v MIKEZIT-
7z HIV-1 RNA JBE O#HipH CEREZ R Uiz,

2 HBMTIWV—T /T AT OBEKE

A+ b (Log Copies/mL)

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

=)

SR EfE (Log Copies/mL)

o Group M, CRFO1-AE + Group M, CRF02-AG x Group M, subtype A
4 Group M, subtype B o Group M, subtype BF = Group M, subtype C
< Group M, subtype D o Group M, subtype F + Group M, subtype G
= Group M, subtype H 2 Group N Group O

H: 7970 —A—& &RXFIVEEOREMROTEE (Log
Copies/mL) Z/RL T3,

(6) BIM

AFy b O NAEERZE (SD) (&, HIV-1 RNAEE 2.3 ~ 7 Log
Copies/mL (200 ~ 10,000,000 Copies/mL) Tl 0.25 Log Copies/mL
DUFER FIR (LLoQ) @ 3 f5#E14 Tl 0.46 Log Copies/mL LA FTH %,
7T OMAE RV M LT, HREORE 21757, &3V
HIV-1 U1 )VAVERZ HIV-1 Bk M St TaRm U T Uiz, &/ 8%
JViE 3 B0, 31y FOAEFy b, 3HOMEET, 5 HHICHED
1H 285 H\HAEL, §F 150 BHE Lz,

REMEREROHIZE 5 1SR,

#£5 MBI

J5 T

S (Log Copies/ JIEM JIER H7ER MBI s

)b Nd mL) Sb SD SD SD@  SDP #sDe
1 146 1.0 0.16 007 005 019 000 0.19
2 143 231 010 002 003 010 000 0.10
3 140 302 006 001 002 006 000 006
4 144 399 005 003 003 007 001 007
5 144 498 007 005 003 009 000 009
6 147 599 005 008 000 009 002 0.10

7 145 744 008 009 000 012 006 013
@ fiiReN SD i, FENEGT, MEMBO. HAEBDZEA TS,

b BEARE SD DR, Oy b WEETH S,

© K& SD i, ME MIBT, PIAERIRD . HZERDD BRI 2 5 ATV .,
4 H bl

(7) wHEHE

Bt o HIV-1 Mgz o T, Rk O MG 2175 7. & 250 fl
DISERAZIE Lz & TA, FpE 100% (95 % SHX N 98.5 ~
100%) T&H- 7z,

) Abbott



% (8) Fv—F—/N—

AFw FOF ¥ VU —F—N—KITDNWT 2 O ZIT> T2, M1
T, HES v ORERBLT, YU INA YTy v Ty o ETHR
362 filo> R HIV-1 [5ME5> 771 (1,000,000 Copies/mL) @9
BAE T E NG 362 Bl HIV-1 MY~ v b, 37
AT b Iv T Ty Ty Ay MBI BAF Y b
DF v 1) —F—=N—=REHH LU, WINOD HIV-1 Y T icBn
T& HIV-1 RNA I3 ENT, F4v U —A4——FiZ 00% (95% 54
X[ 0.0~ 1.0%) THo

Wit 2 Tld, SV OREREL T, BE - REEE N LA ETHY
7% 412 BIOD R HIV-1 B3EY > 7L (1,000,000 Copies/mL) IZ R
I B0E CUFRE N=Ax 412 0 HIV-1 WY~ Vb, HEiE -
RS N LA IC B A+ bOF v U —d—N"—REHH Lz »
FNOHIV-1 &Y > 7N BN TE HIV-1 RNARKH E NS Fv VU —
F—N—IZ 0.0% (95%FHEXM 0.0 ~0.9%) TH->7z,

F 774 BlOWI N HIV-1 &MY > 7B 0T E HIV-1 RNA
ENTREDF v 1) —F—3—RIF 0.0% (95%EFEXM 0.0 ~ 0.5%)
ThHotz,

(9) HBIRAIE

IETSFRY > VO RIGE E & FHAIE Uiz > 7OV OJlEE & 2 Lhig U,
2.5 fEAHIIE 38 & O 50 A RIIE O Gl 2 17 - 72, Bk HIV-1
IREEDARTE b ORI A O 5 R 2 73V ili7T OFREGH
THHRE Utz 8733001 5 [N O B FROAE F 72 ARHIE Uiz,
FEREE 61T,

£ 6 MAEAHIEOHEE

A RRUE HUAIE
Ty Y
EOYINERS 7339V (Log Copies/mL) (Log Copies/mL)
2.5 01 2.04 2.00
02 3.61 3.51
03 6.32 6.18
04 5.22 5.11
05 5.66 5.54
50 06 3.61 3.36
07 6.32 6.09
08 5.22 5.11
09 5.66 5.46
10 7.53 7.13

(10) HRBEDHEIRME

HIV-1 7 A )V A7 % HIV-1 B2 M TR LU s Lz Sx L 3
B2 U< AHGAE OB BIEOMGET 217 - 72, %57 S30Vid 35 OB,
30w FOAFY M 3HOREE TS HHEICIED 1 H 2 [9 5 HHAEL.
#1150 [ElE Uiz,

REMNEHEROHIZE 7T IR,

£7 WHREDOHBE

A T

ESEEGYN (Log Copies/ HIZEA IR HAM MidA B £R
Vg N9 mL) Sb SD SD SD2& SDb spe
1 25 146 273 008 005 006 0.11 000 0.11
2 50 147 646 005 003 001 006 003 006
3 50 147 450 006 000 003 007 001 007
a JiREN SD &, MIENRIY. HPEMBKD. HEKRDZHA TV S,

b pEaa SD DRSS, HEEOw b, WEHTH B,

C 2 SD (&, MENRGY MERBY . HZAER a2 B A T 5,
4 HRIELL,

(1) +ERIMEIERAAE

1) BEEGRS & DHER] -1

AtFy b & DM ZE RG22, HIV-1 BEHEE OIS (70—
MY 7% A7 A, B, C. CRFO1-AE, CRFO2-AG., CRFO6, CRF11, D, F,
G. JN—T0%EE) 24T BIOERIZRERR 2 L Uz, HIERS R
M OF v b CERRIPANTH > 7z 246 7. Deming 15 THRHT L 72,
FERZK 3I1TRT, HINAT X (KRFw b -AttF v ) 1£-0.03 Log
Copies/mL (95%{E##X[# -0.05 ~ 0.00) TH -7z,

3 AttF v b LB

7 -

Y=0.94X+0.21
r =0.967
n=246

A+ b (Log Copies/mL)

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

At b (Log Copies/mL)

2) BEAEGR& & DHER -2

BtLFy & OMBIMEZ G B 72, WERED W 5O+ v b TER
HFAN T d > 7z HIV-1 JEPEBRHE O 118 il @ H OR/IN_"3-IL T
Wi UTes #5072 M 4 1RT, SHENA 7 A B #EF v b -AFw )ik 0.05
Log Copies/mL (95% fS#EXfH -0.32 ~ 0.43) TH o7z,

4 BttFw b OHBEME

7
Y=0.89X+0.33

r =0.981
61 n=118

A%k (Log Copies/mL)

0 1 2 3 4 5 6 7
BttFv i (Log Copies/mL)

(12) BERDOEEYE

AFy bTE, BIEAREEYIE & U T Virology Quality Assurance (VQA)
Laboratory of the AIDS Clinical Trial Group ¢ HIV-1 71 )L Af53E 5 72
W2,

(fEA EXIZEERL EDEE]

(1) kWL (BrERSLE) DFE

cARFw FPOWUETIE, & MRIAZED S, MifkiZ. HIV, HBV,
HCV ZHDBRORNAHZEDE LTO WS T &, BREILH>T
&, BROEMREEHT 57, FEHOFLK, B, A7 BXOMHN
BTFSZ2ERL, £ROICE2 ¥Ry T 273 TbEna &,
PRSI S AT T, B, B, (ki kvara s LYy
ZOEO PN E Lz &,

) Abbott



CVEE ANE AT AEEEICE. b NBRB XU/ EREEBEN
WD H 2WENETENT VS, sHilE. DBIR - HEES (v
FOKRD] F721d URiE - & GRMENID] 25T 52 &, b
MR SRYIE X FDA AVEFRE 7213 380] U7z d ) iilE v Mickswv
C. HCV HUABRME. HIV-1 fifARat:, HIV-2 Fifklz1E. HBs HuskEME.
HIV-1 HUEE2ME. Syphilis BEETH O F7z FDA DGR K 7I3E8T L
723 Y) 7 PCRIEICH W T, HIV-1 RNA &1, HCV RNA [&9:, HBV
DNABEMETH B, & bHRWE F A E EE e 2 G BT

a EC 1272/2008 (CLP) % 7ziZ OSHA Hazard Communication 29 CFR
1910.1200 (HCS) 2012 Z#Md 25 &35 Lz,

ROAIBUT B bl S, TR 1T,
CErUTL—%

<

LW T LR RAET BHBEM BN TV, AMEHBE UL Mk L ZAFNA-AYTFTIVY B A VRS
IZ. Biosafety in Microbiological and Biomedical Laboratories!, OSHA 5- 7008 2-AF)-4-AVF 7 >3-4 (EC
Standard on Bloodborne Pathogens?, CLSI Document M29-A43, {tho No. 247-500-7) & 2- AF)V 2H- AV F 7V —
WY RNA A A T T 4 HHE IS T RS T & TRTDOL b JU-3-F > (EC No. 220-239-6) D&Y (3:1)
HORYE IS TR DN D B B X BT L, 5-700-2-AF)-4-AVF 7V V34 (EC
- REA S THRINC A A K THIC OIS F OS5 aHH No. 247.500-7) & 2-XF)L-4- AV F7)
BT, BEABNIERMOT Y THEZT 5T L, -3- A4 (ECNo.220-239-6) DAY (31D
RO 3 7 e BT, T 17 fs17 SV RIS ST
- S0 - U R L1 1 R
P261 SRR/ ER S AT L— DR AERT BT L
@ P272 HERE NIAEERE S B E RV T L,
P280 TRAETLS / R / IREIRE 2 5T 5T Ly
= 2-AFNWA-AVFTIV Y 3 A UGS SO E
H317 7 LIVEFMEER GRS T BER P302+P352 A LT e T ZROIKTHS Tk,
oy P333+P313 BRI E 23 HEB N E UGS EMOR
P261 IRAN /R AT L—OWARMI BT &, S/ FHTRRZIBT L,
P272 T NIV VESE N S X 72N T & P362+P364 BRENTREEHE, BT 25513 0E
P280 (AT / R | RS R 5 & EIHT L.
TR FEs o ‘
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