[ zomfixgEsL<

FATHSERCEEL, |

PRIV EITT B S it

AT 21700AMY00195000

LKPB1

7T/ NIVER—IVF Y E

Y= AVRALTAE

%% 2023411 HUGET CGE7HD
*20204 2H UGS GE6RD

7x/N\NIVEZ—]L 1

WEMRNGER

1.

2.

3.

A ANZHTESRLL TS O T, TNLIOHMICHM LAV TL
EW,

AREORGERERIE, BEOIRFIE, BARIEIRE OMhEIE g % oM
FERFZEE L TREMIS I < 7280,
IMSCHISRLIRE N TO 2 A DMETTIEIC DOV TR ARREL ¥ Ao

4. b MPREO 2 FUREEE, BROH 5D L LTHESEE W,

7.

TS B AR DI SCE R BRI E 2 & S HATH BRI EE
W,

AFIIET DMEF Y LENTENE T MAAB EHETT 7>
THRMCAS AR, KEOKTHRWR L, LEICS CEMOZ
WizZF TLTRE,

YR FRROH BB~ A 7 2 A LRE S 72E W,

WK - 18EF (Fv bOER)

1. HukEHELE—X
PL7 2 /N VER—)U I RE /) 7 a—FbiiklEfit e — 2
2. PRI RS
TIVAVRAT 7 Z2—EEGERT = /7 Ve 22—l
(ALPEER 7 = /7L e Z—)b)
3. 7YX AZ—L
4. 7Vv AZ—H
5. PPD ik
4-ARFT-4- B- KA Txz—rTx)b) -A¥T- (1,2-IV4F
YR -3,2-THEIRY)
(EM% - 7 FNIA T ) VBT AT IV)
HEAEM
Mg XS MmEER D7 = /790 E Z—)LOHlE
WAERE

ARFEE, E—RAZEME Uic1 A7 THacED < AL AFERERR
JElEYE (CLEIA) TY,

WiAhD 7 = /)b e 2 —)V G ALPEGR T = / 79V e 2 —)b (ALP £
ARPUR &, B E—XICEIE L7 = /7 VE R =)Ly ZE
Jrua—F)Vitk (ERESR LrasU, B Ehik-7 = /o3 ex
—IVEGHE EERD ROEREDUA-ALP SRS URE G (EEk2)
ZIE L E9, Velith, 4-A b+ -4- B-FRAT7z—FT7z2)b) -
vo- (1,2-Y4Far-32-74<x>r %) (PPD) ZhnA % &,
PPD IS BR2DALPIC & D Ik EE N, FELE ., TOFNEREE
HIEL., kDT 2 /7bE Z—)VifE R E T,

WRELDEE

1.

*

HIESROME., BREGE

1) BRI, ) i id EDTA ez i < 72E 0,

2) MRt I B L S IR 2 13 % O 143 R 72 BRI L IS
X AEE L 20 AT A b ftkEE LT20pul &
7y RRY a—LELT100pL, AhET 120 p Lo i
BEDNRFETT ),

3) ALUBAIGEEOVRICHET 2 C L 2 #ER L £ T,

4) MERNCBACIBIM L TO A A, FE LU THIEMEZ MR 72E
A

5) 747V VNCKBMETT =2 <7, M I RS S &
THBELDEEL 72X 0, FUREIFRELZ 2 TV 2 BEMRIKE,
HREERFRADNVEE T2 2 EWd D X9,

6) BIE B A—J1—IC & 0 B E NI RINE & IV 7B ad. ML
Wy Vo) 7)) EENE TR TR TR E AR £ O &
D, FENBRERICAEZECZREEND D F9, ARildEZA
TOFMEIH U TORGERIIT> THD Ao

7) Btkidm (2~8C) {F T2 HM. —20°CHRIFT1 » AMZE
T,

W - WS

1) Y UILE ViE 200 mgll £ CHEDH Y T8/

2) WIUENE Y 0B Vil L LT 512 myldL % THEH D £/,

3) HEEE R U 2V Y RifEE & LT 3,000 mgldL & THESH D 4
o

4) ©AF VA 1,500 ngfmL O BADHEERE, 10%LL FD
PRAENECET, BAFVREEN T OREEZ A 2 MK TS
TRz R g aIREMED D D K9

3. SHENE

DUR D5HERISHBRZTTO, FUADRSM 2R L Ui,

L= IMEE (pgimL)  ZRERNHE (%)
TEINVER—)V 100 5.0
7NV Z—)U 100 0.4
T RNV Z—)V 200 1.8
5,5-F 7V IWIN)VE Z—)ViE 100 0.9
5-LF)N-5@4-LRaFy 7 2)l) 40 12

INVE Z— Vi
ANFVIN)VE R—)L 50 3.9
AT HINVEZ—)L 40 65
RUZINVEZ—)L 200 ND
Ve —)b 100 ND
FARZ—)V 250 0.4

(ND: #eHH & LIT)
BRONVE R =)V LSS UETH, FHC A T 40V E 2 —
I 65% DR FAERE /R LUET,

. Zofth

A&, A LTA4 A 1000 DEHRIETT,

W% - BE (BF5R)
PR AR D MR K& U SEORN SCE 2B 72 E W,
Bt 6L YRS

1) itk —X
FTOFFEMHLE T, K (2~8C) RIF TR E TZETT,
i (A5~250) IR L ThLHE L, ison—7 1 > JF = —
VICEEH U E 9, BEAREEHEENICEUEAN O € — X D1EEZ R < 72
T,

2) WA AR
FTOFFEMHLE T WK (2~8°C) ARAF THAMIRE TLETd,
BSOS N )V — )T L £, BE#%IERZ Link (2~
8°C) MRfFT. 30 HMZE T,

3) TIVYAZ—LITI¥ AZ—H
ZTOEEMHLE T, bAEEZE. Wk (2~8C) #1730 HIH.
—20CHRAFT6 H HMZETT,

PLEORRSEEEF Y by FEHTT, JEIC RO B3 EH

DIN—=T— R TNV RBETT,

4) PPDatsE (JI5%)
ZOFEREMALET, K MVIFEARICER (15~28°C) IKKL
Thn (K20 7MER) . BB <72 S0, BBk, =i (15
~28°C) HR1F T30 HMZETT .

5 A LIA R Tu—7 R RES ; LPWS2) (HI7%)

. OB AR - dRb - AR

« FEEOK
sy bho—)b

. R

[ L5 X 1000 D)

IHH3a— R : PHE

FUkRB L — X 1A, Bk 20 p LM O iSRS U3 50 p L2
MZ37°CT300HKIEDE, Vel LEd, R T, PPDat%200
pLZEMZ, 37°CIC TLODBIRIS DD 5 12 B RIFCRZRE L
F9, AT VY AZ— LEUOT7 Vv A%— HEAWTHIELKZ
L EDOFRE ML L RAT DT £ /N E Z— Vs RO E T,

. BIE

DLy FOMEZEHT BICE, S S—a—F I\ )Lz
AWT, 7Yy 22— (L,H) &Fv MERZEFERIZE 0,
)BT X AR = Lich v TV Y TRV R —FE R EEIC

ANTUTA%, BRI LE T,
3 7V AZ— (L, DICKZKER. S0y ME HBZWERETHE Y
b2 BMIEER 9 25503 2B > TIRE W,

. RS

1) 23l (Low/High) © 3> b o— V% IO TR S B #2175
TLIEE W,

2) %Ay ba—)LESELEY T IV TRIVE—HFS e HEEIC
AN UTets, S UET,

3) B OHERFIIAFICIH TN TV S FIHICH > THR DAY TF
> R Ffii UBBR O MEREZ YN HERF < 728 U,

WHEBROHEZE
PEREFIE, pgmL TERENE T,
1. BRI 2

15~40 p g/mL
- MHIREN 40 pgimL 2B A % L HERICED £9,

BHRAEIEEREREMLICK > TREZ T ENHVETDT, &
FEE LTH D> TLEE0,



- FEHERIPHISAE 2 ORI, SMARIC K DEH T 2 RN D D
I DT, SiRIC Tl L7z il <&V,

HIE Lo

1) BFEMMEIL T2 XTOH Y, AN G L R RO B,
WA DPRLNEIRZ B & U T2 AR < 7280

2) b b g3 M O RAFHUAR, SRR OPUA L KOS U TR

SOSZWiES B LMD EITH, BPLEPO Mg HERIC

BLUTVWREHATRTOENREL T, BREEZ RS LhdD

D E o AMEIRERND T X0 DR/NRICTE S & 5 ICRRGE

ENTOIIA, Ui OHAEEHIMNECE T,

W - IBEIR O, ARk G T 2 O MA IR

FEIRIC LD E ARG ANC Pl < 72E W0,

13
e
AL O E I D VT,
1)
10 p gmLAHYS ORI & 80 p gimLAH Y4 O R ifn 5 % il 3
LT FEOCRO((10 pgmL) =+ (80 p gimL)) 3524 E T3
2) iEREE
BRI OF RIS 2 e T 2L & BEHEE £20% UINT T,
3) [
MG 2 5 e FERFE T 52 & CVIZ15%LL F T,
4) P :5~80 u gimL
SN © 1.0 p ghmL
FiE
1HIC 2[00 2 HlEZ 20 HIE GH4010E, 80 EfllE) HiiL iz & &
DFFRFFFEEX, CV 2.3~5.1% T, #EHHMEIZCV 3.3~5.3% TL
7zo
AR
I <5.0~70.2 p g/mL OFEHRINCHBN T, MR 92~111%
Tl7z

3

g

AR/ EIITES

MEMRARIC, 1:19T7 = /7Vb e 2 —)LiEiE (110, 220, 440 p g/mL)
2NN L 7RO mIUEERIE 91~104% T LTz,
FRBAPERABR AR
D MitZaR e Lia, ARk e g & oM & Drots
DTULT (y: Ao
n=61, r=0.995, y=0.99x—0.24
2) Mgk & LTeity, AR e i & OMBITEY 13, IFDEH
DTULT (y: Ao
n=>54, r=0.996, y=0.99x—0.18
3) Ak Lk & OEMEIRNEC XS HBIEE. DFoEsbTLE
(y s Ao
MRS © 5~50 p gimL
n=132, r=0.990, y=0.92x—0.34
P 21.3 pgimL (KR
23.5 pgimL (fthi)
FRINE D2
31456 M MRMmME (FL—2) LmERRmE (N\SY >,
EDTA) ICIRIEERI L. 7 = /7VEZ—)V 72 inA THIE U 7oA,
FOELEHEHTY,
EDTAnm#t=1.02 (%) —0.25 pg/imL r=0.994
AR VhnififE=1.01 (fiys) +0.20 p g/mL r=0.997
SEME - 30.5 pgimL it
30.9pgimL  EDTA i’
30.9 pgimL  ~/8U Ui
HE Y
BER AN E B 2 O T E T,

BEALEXITEY KRV EDZER

1.

oo EoE

1) b gtk o FURHI MR, HIVHifk 1/2, HBsHilfl. HCVHifk
WKREETH DT 2R L TVE TN, MAKLTE dukdsko
atElk, HIV, HBV, HCVEDBROZNAH 5 E D L LTHD
WoTL T,

2) MAEICH Tz > Tl EROERRZ BT B 7o NS T RS2 &
L. LOTOEXRY T ¢ T3 THRNTLIEE N,

3) REITIERFEAILE LTO01% RGO T b MUY LAFENT
WETDT, o THRMOCAS D, & LIz Lzt
i, KT RO HTHFOILRLEEZITO, HERHIUL
ERIOF Y CTHEZIFTL TN,

4) INA AN — RICBT 2R
t FHEMENGENTOE T, b O XMk 0% K
F—azZw M3 B FMRERRYAOVATRIKR TG 28 (HIV-1/2)
Pifk, BRUIF & & mi HiJE (HBsAg) N UCHRIAFR Y A )L A
(HCV) HUAEDEIEICDOWTFDADKR LT TETHRE LTV E
T, MERMEERET L (FRBGIETiddb o F8ATLR),
WINVE BB TTES TSNS OBRIK . UMD BRI FH R0
TR MRAETE R NZD, AiE&E S N7z Good
Laboratory Practice (GLP) J UM TR sRICHE > THD 4%
W EENO.D.8

5) A&, BIWIHERMENZEN TV DD, WKOF v VT K
CIERBROTEEM NS 2 E D & LTI PN T,

NI

1) BRI IHEICHE > THRAF U, (IR 7238 & 7o 5 AR L s
TLEEW,

2) JUAEMLC— X1, #ETE 28T 5o HER (15~25C) IR
LTHSRIE K EEV, DwR—BD Y- THE L, Bldf
BIITE UK D ICHEE LT 2~8CTHRIELS IZE W,

3) PPDal3kIZLL FOFHIHICHE L Z2E 0,

(D ERE 0 &, A RTEAENDL £T, HEICREDOD
BLBREHLENTLEEN,

(2) EHHNICBE RN TL I,

(3) ATV Y UHEFEDORY ZFA LIRNTLZE N,

4) 7IWHIKRRAT 7 Z—BTHERLENTLIEE W,

4) fhiFeH & L TaEoHEICHKOBMNH D £9,

5) BEEICHE T B HS58UKIE ., ZEBKSUIR A A 2K Z R K 72 E W,

6) Hixzmy hOMEEEHAGHETHHLENTLZE W0,

7 E—0ay hTH-oTE, dHEOEETELIELARNTL TN,

. BERLEOTE

D ik Bk HIciZHIV, HBV, HCVZEORYED & O DA
TREHAENH O £TOT, FEil. HAFEHIRER ., Xz
i UL (A3hHEEMERE 1,000 ppm, 1R RED . 7
WE—=VT VT RIER (2%, 1R 2D FTomHEXiE
PRELEE (121°C, 2034 E) Z17>TLIEE W,

2) AfCiE, BRIFAIE LTO0 1% AMDO7 b MU LAEZEN
TVWET, 7V MUY L, BNHEOERE & KL TR
KEOT7 I ZBRT 5T ENH D EFITDT, FEEOBIID -
KD EZEOKTHNRL T TN,

3) Fho Tead SRR Z BESE T H 5 ENCIE. EHRFEEYIC T 5 HE
WCHES Ty PERBETEY S e PR S XA U TR 72X 0,
4) RSP R EMMG L T2 A, MEWD &i#Z21T- T

LIEEW,

MRS % - ARHAR
1. Mgy 2~8C
2. AWK ORI 14

PSR D A ZN N DD T Rl

mz %

RS WSS, wk AR
LKPB1 HukREMRLE—X 10014 1464 H
(100[=D [EENEE TS 75mL X 1 14

T AR—L 2.0mL x 1 24
7YY AZ—H 20mL X 1 24F
LSUBX PPDaASE 105 mL X 2 14
* W EEH

1) Quest Diagnostics. The 1997/1998 Quest Diagnostics Nichols
Institute reference manual. San Juan Capistrano: Quest
Diagnostics, 1997: 227

2) Moyer TP, Pippenger CE. Therapeutic Drug Monitoring. In:
Burtic AC, Ashwood ER, eds. Tietz textbook of clinical chem-
istry, 2nd ed. Philadelphia: WB Sanders, 1994: 1094-154.

3) Burtis CA, Ashwood ER, editors. Tietz textbook of clinical
chemistry. 3rd ed. Philadelphia: WB Saunders, 1995: 874.

4) Boscato LM, Stuart MC. Heterophilic antibodies : a problem
for all immunoassays. Clin Chem 1988;34:27-33.

5) tENEFR

6) Centers for Disease Control. Update: Universal precautions

for prevention of transmission of human immunodeficiency
virus, hepatitis B virus and other bloodborne pathogens in
healthcare settings. MMWR, 1988;37:377-82, 387-8.

7) Clinical and Laboratory Standards Institute (formerly

NCCLS). Protection of Laboratory Workers From Occupation-
ally Acquired Infections; Approved Guideline - Third Edition.
Wayne, PA: Clinical and Laboratory Standards Institute;

2005. NCCLS Document M29-A3.

8) Federal Occupational Safety and Health Administration,
Bloodborne Pathogens Standard, 29 CFR 1910.1030.

»+HEVEbEE

PHCHRARH 12774 X— 3y
T174-0053 SLIAHAEXIEKIT36-1

TEL : 03-6865-2500
E-mail : medi-ho-service@gg.phchd.com

WELERFET

V=R IANIVRGT « BAT T/ AT 147 AHA Rt
HEHEIXREL-11-1 F— T4 RIGTZA R R T —

++MERFETT

PHCHHA S

HEUREEX PR 3-7-1

10381512M1_06
(PILKPB-11, 2018-03-15)



