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1. RHIT-IgGpraniRZEA—F) v o
1) PFA-PVSHEEHRI—T « W UHMEHTFREBR
Magnetic particles
£ MI/MRE 4 BF—RY EZLRILKR VBT B D LEEHE
A—T 4 VU HHERTF
2) BIERREER
Assay buffer
3) bL—H—
Tracer
A VILE/ —)UEBIE FgGC YU RE/ JO—F LK
4) BIEFRE
Sample diluent
2. CLHIT-IgGpram ¥+ 1) TL—4%—1
HIT-IgGpra-m) Calibrator 1
3. C2HIT-IgGpramy ¥+ 1) TL—42—2
HIT-IgGpra-) Calibrator 2
4. bUA—1 (BISER)
Trigerl
RILT 1) 88K (Cas Has C1 NuOsFe)
5. bUH—2 (BIFER)
Triger2
@ BRI RE

® EABM
MR IFMFERDOMNRE 4 BFPF)—~/Y VEERKRIZHT S
IgG(HIT $ufk IgG) D AIE

@ fEAE (RERE)

ARITEEEAEZFALIZ2 ATy TREETT,

BIKPDI/MRE 4 EF(PF4)—~/8U DEEEKIZHT % IgGHIT Hilk
IgG) W HEMERIF (2 —TF 1 ¥ Shiz PRFA-PVS &K (B FIL/IMRE 4
AF-RYEZIRILKVEEF F) D LEER) EHELET. 1 0F2
R—o 3>, WERITAVILI/ —LTEESNHEK (VLS —
JURSBIIE M IgG YU RE/ I O—FILHK) £MA 5 & THMSHT
EIZH% HIT ik IgG 252 FT. BEA vFa—TaresH
TV BAERTRETHD FUH—1 RILT o) VK LU
b H—2 GREEEIRR) &FRMT 5L, EEMTH LA VILI/ —IN
HHLFET. RELLAOMENMALE (B : RLUs) 2 ACL 7H¥a1 X

HIT-1gG pra-n)

B—OHFVRATLICEY#EHE LET, RLUs [ZRIKP O HIT Hilk IgG
REICHHITHI LIS Y. Bk HIT Hilk 1gG RADREZEH
LETS

® EELDEE
1. &K
1) BREICAVWSMAITHEERY TUB3F )DL 1IBICHLTH
BERM 9 BOEISTHRMLFT.1500x g TI5 HEEDLET.
RIKDFILE Y HHWIZDWTIENCCLS K2 4 > k H21-A5)
#SRBLTESL,
2) T4 7YUHHELTLSARKEERALBZVTLLEEL,
3) EMREELNT+LLEREEFEALZVTCESL,
4) FEFERERIE7°CTHREBCHEELBEL 2 BREUAICEREL T2
LY,
5) BREMICHREKICHFROMENFEET DEHEE. EBONMETST
TaL,
6) MEZRALLTRAVSIBAIK. RnE. BER,SMBFESEL
TTFEL,
7) BEFEEICEIL TIX CLSI K2 4> bk HI8-A3 DEIEICHit>TTF &

(A 2)a

2. EME
1) #£EVE
ACL 7H¥a1REZ—IZENT. KRKFAETBE Y 500mg/dL. EVJIL
EY CRUF18mg/dL., bUSF U454 K 1250mg/dL, A/ > (I8
DF. RDE) UU/mL ETHEERHFELATLE, YIRFEFIC
DUTIE. BN S HIT Hitk IgG A' 1. 7U/mL ETOEREE TIEHE
BEIRONFEATLEDS, BEETRHEENRONE L, L.
SRITHIE (B - BHE)ICIEERIRIELERA,
EE U FRFBIERAL HIT 5k [gG BIHERADAIEEZ N
SEBBELHYET,

2) RERIG
AR TRERIGOAREMENAH S T 56 RIKICONT, BHATHRAELT
WORGELBLEEDFEERI L.

RIKEE e B —EE
Y FEFBHE 10 0 100%
{R S BARBRAE 10 0 100%
& 1gG 10 1 90%
& IgM I 10 1 90%
NR3TO0FAU1G g 0 100%
R3TOFA 1M Bt 2 0 100%
547 6 0 100%
1R (BEE) 0 100%
Bt 56 2 96.4%
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BEHARBEETEIOJ/SLETSICAVTE 2 BEMaY bO—LE
AWSZLEHELET Y,
REEERAMEERE. SED2 DOEENHY FT ., ThETILDOBRE
FITBVWTEEDOEYERVEEREEZEZEL. SREBEEDE=42
—D-HORBEEEHBEERET ILENHY FT REEICSTIE.
BHRZFEALTLS5E. SEHEMRTI Y FA—LEERT L LM
HREINET, FHICOVTIIEBOBRESBEEZSSRET L,
Y FE—ILOKRISD N T ORI & BRI DLV TIE MWestgard] 4
ST,
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MERVMED 16 RAERRIZE YR ETVE LIz, REMITE
AESHEIE (X#) & L Passing and Bablok DEREIFHIC & Y LB L
=R, EROBERVUREZATH 1.06. 001 THY HEEAKRMIE
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TTF&ELY,
HHNFLABREIALLGL, h— M)y OEEETEHAEICE
E.PoKYED—FYyDEY, FLReEEF TERYML
TTF&ELY,
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—EAvIShBdE4TRRAFERA, AHEShIH— v D
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NTWASEDHRETHEATEET,
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&, ACL 7¥21 X2 —LXATLLETI12BERE,
HIT-IgGpram¥+ ) TL—2—1 R 2

BHk, ACL 7¥21R4—LRATLLETABHMRE .
FyryIJL—4—F, FREVRATLMEYMN LAY SFILN
ATIIZHF vy TELIERET2~8CTHRELTTELY,
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4. BIEEBRIES X
FEFEABEEE ACL 7H¥ 2RI —ICE . Hoh LHBIEEELE
v bERTULET,
AIEEDOFHEMISOVTIE, HBORERAELCET L,

@  ACL 7 ¥ a3 RE—IT#K, HIT-IgGern BREH—FY v, b
JA—1. b)H—2 BEIZE LT HIT-IgGeram ¥ v 1) T L—
A—1RU2) #HENEMRICEY FL. BEEFBLES,
MIFRAE 150 L ZRAFFE 1354 L T, FrITmERAK 150 L
ERAFERR 150 L THRLET,

HEN— Y v DND PFA-PVS AR —T ¢ VTR F R
AR 20u L, AIERAFEEROu L, FRLMFFEFMBERE
15uL ZRIEFa~Ny MMIMA, BME37°CTMER 95) L.
RIKF D HIT $i4K [gG & PFA-PVS AWK EHRESEET,
KBL, TEUBRARSEERELET,

REFaRy hhIEEA— M)y ORD FL—H—150uL &
Mz, B 37°CTHME (104) L. BMRATFEHEELTLDS
HIT HUiA IgG E4ZHHE b [gC HiAERESEE S,
BEARRETVEESOEZRNAZRELET.

REFa1_y MM MY H—12004L) LU Y H—2(2004L)
ENELET,

BHEINA VLI —LDFERL, TOREMERLELAE
DEF & VIREPO HIT ik IgGC DREEHEHLET,
LROEE (O~B®) FREFKNATFLEE ACL 7¥aRE—IZHELVTH
BMICERIh, RIERTETH 30 2MZELFET., BEIE U/mL
(HIT-IgGrramArbitrary Units(B#L# L)) TRRSINET,

@
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®
@
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B U/mL 22T
HIT-IgGrramArbitrary Units(B 4 84L) (&, % E &ERKRRIC HIT & £h
NEBEEOEAEMT LAY b4+ TEF 1U/mL ERELFELT,

® FEHRRDYIEE

E AR
BRABEEOMBZ NIV T UBNEEZHNE LAGRUTFY Y TL
—2—ZAVTAEL. BREFET-HETROBRESFEONEL,
g

N ULNR(U/mL)

ACL 7Ha1R45— 150 0.39
BEERUANY VEREI/MUBMEOREDON D EE K Y, HEFHIC
"BonfBRRMA Y bF DBEIXTREOEY TLT,

BRERMIN Y hATfE: 1U/mL (B#t#{)

Hv b4 IHE1U/mL #BL1U/mL UL EBHEET 3,

FECACL 7¥aR4—FMRLMBEOHFROENEBBMICHELE
¥, BESNIMEBERKOERERBTHAE T OILERXHY FEA,

- KR THERAEIND PF4-PVS REREARRNTEE SN D PFA-~/N1) 18
ERTETELDTHEMENHY £, TORBRAKIZE > TIE PF4-PVS
BERICRIET HH PFA-~NRY VEERTRIELEWVH D LIEZ D
DEHEELOBELHYET,

CARREEALTCHONEZBERGEAN) VEERAOFEEERLET
(HEOBE) . LHLAENS, AR vEEKI/MEUEAE (HIT) O
PHOEEIZIEIRY EFHA,

- —EOBEICENT, PHICHTIRAEZAEREICH>TLSIEELH
YES,

CARIETOV-UEREOEEIZTHERA. SFTOMLICETOY



—VEZEHRT DY TILMBROEERT Y IRHY FET,

- 128U/mL Ll ED#EROBRAEDIZE . 128U/mL UL H 2 L EBIEEHE
DEEBmEELTLIESLY,

FRARICE S TIEEERMEDEBERTHBENHY ET,

o KEKNEZR
MREICEET 2~/ UEREI/MUBEDE (HIT ) X, ®RES
EBRICEK>THELEINIZEET, ANNYUEEERZTTVWSEE
ICBWTRELRURTICESDZELHY ET,
ARG ZEE, B REEEZTS5LTEETY,, HIT E TS
BICEDOhET,
ANY UESHICIVMREAOBEHZRONR 50D
ARY S EPIERICIVMERAEET S
M/MMREEDREE & L THRERMOER N AL
HIT I# (RET7LUILXF—REHPRERDEET LILF—E) (AN
YOBERICEITRERGEMRETT Yo CNIEA/N -PFAES
EOMEMNRERRIZE>TUNET 9,
HIT D#&F 85%IHELVTA/NY - PFAEEIRICR T SHANE
HINBTENTEINTLET ),
HIT I3 &BELHAEI/NRE 4 BF (PF4) LD (R
RER) #RHEI DL MOEATEY.. ZOELIE PF4 B
UHBWVERY) EZLRILEVEE (RILRAERY E=JL (PVS))
DESHERBEORY A UILEREBEELEBITHREIhET

89),
FWIROEBREEITIZGCT A VA A TDARY UKTFEREHSERL
TWFEY,

LU S, BEAERRIAFHEDHEO Y X & Ol B &
Ui FI2lE. B3k (15G/1gA/IgM) DRES. COEHEDT
HOFARF L LTHATT., ChoOREOEE, BT LM
IMERDEBEEEAN, BEL LTORECAYET 0,

® ESERAMEHE
1 BRERMICAN) VERMM/MREAMEZREZSH SN -ME 95 &
R, M3 41 BWKICOWTARAETHE LBEREZThETh, — B
I 91.6%. 95.1%. I 85.4%. 88.9%. HEEIL 96.3%. 100%
TLt=
BRI ISR
Bt £33
RELG Rk 35 %5l 2 45l
(=X 6 151 52 45
TR
THHER E R LKL, BRRZWIEHE. 0 F= U HER(SRA
RBEME. ABLRSME - 26l ERERZERIS M.
SRA EFGME. ABMEMY : 2 . ERRZEEME. SRA ZEME. A
miEtE 4T LT,
M 41 4K
BRRRRZ IR
(513 =3
AES B4k 16 5 0 %1
=3 2 5l 23 451
Bt S5
FhE LTz 2 BlE . BRERDERIZMBIEICT L SRA RIXFEME. fthtt
HIT-IgG ¥ v b&REM.
fth#t HIT-Ab ¥ b IZBEME, ARG T LT,
2) HEEMREZXTHD SRAZTHE ShzMF 8 RiAZ AL TH

ELTHER. BiE—BHEF 61.5%., BIE—HEL87.8%., H—HE
1%761%T L1,

SRA %
[Z1E et
AE & B 24 15l 6 5l
[=3k3 15 451 43 45l
EettlEs

TeREFER £ R LR KIE. BRI HIIZTE. SRA GKIZME, ARGIGE
25, ERPRESHERRZIE.

SRA EBGE. ARGIEN : 13 B, BRRZESIE. SRA KIZtE. A5
FEGTE 451, EREREZSIRISTE, SRA EMGIE. ABREE 2HITLT =,
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3) BN THEEREELLTEAIATLS AFE (IERIA. ELISA
%) B EE (MIERIA. ELISA %) THIE ShizMmF 125 ik,
% 266 RIAEAEZTHE LEBER, MERETIEBE—BERL
923%. FEME—BEE 97.7%. B—HEL 96.0%. MIFRIETIEE
HE—EER(L 61.4% FEHE—BEIL 97.0%. B —HHE(L 83.5% T L 1=,
& 125 R4k
ARE (ELISA %)
S =43
ARES [5 1% 36 151 2 451
et 341 84 5]
M3 266 ik
B % (ELISA %)
[E1Ed (=43
AET Rk 62 51 5 451
[=4k3 39 45 160 1
BB DT

HWAMOFERMICOLTIE, THE, HIT fRlcxt L TEELELI-ME
DEELEVEH. By A JEFEETHETEELTLADT
HIEATHEALTVWIEHEYE. FRAREDEVICKYELEEER
LhET,
AN VERMEN/NEAMEDZEIE. HIT fAREOAHE 5T, BRRETHE
4T's %) . M/MRIEEERE (SRA %) DRERZEZELRENIZEZHT
SLENHYET, REEHOFTERRNEL D Z LICK SBEROFTRENE
LB ELBYET,
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1. MEEE
(HREE
HIT [t EIEAME (0.20~0.90U/mL) & HIT Bt EBAMmE (1.5
~50U/mL) #3EEIET S & E, HIT BESERAMEDTHIE—
2SD R U HIT fett EEAMmMEDFHE+2SD SHHE L-& &, HIT 5
4 & IE A M O F19E—25SD (& HIT [t &R A E D FEH{E+25D
LETd,
(QEREM
HIT [t EEAME (0.20~0.90U/mL) & HIT Bt EBAMmE (1.5
~50 U/mL) #BIELEEE, HIT EHEERMBIEEZRL.
HIT G EERIERILEEE T,
OS5k
HIT 2t EEMAMmE (0.20~0.90U/mL)& HIT [BHEEEAMmME (1.5
~50U/mL) I2DWTR—#&4Z3ERABICAET SLE. CV.{E
X 15%UTTH 5.
(4)BIEEE
0.13-128 U/mL

2. BIE FIZ#EME
FRSNIRREEIHAOEENO Y FOREZAVNIZRE Y
A—REACL7F21RA—YRTLIZTSEAELRESNET,

® FAEXIERYIRLEDTE
1. RYELEDEE

1) AROBEMHEIZE FHEORSEFEALTLETH. HBs HIER.
HIVIARUVHCV RANIEMHTHSH I L ZFDATEH AT
ZHETHRLTLET, LML, BEOREETIITIRTORK
P2UERLITBEETEELANDT., BERIEKERBIZHKH>TLE
LV,

2) #&{KIX HIV. HBV. HCV £DBELOBNDHZHDE L TRY K
S2TLESW, BREIZHEZz>TIXRLEDERER T H=HELE
TFREBEAL, FEOICKZIERY T4 U TETORVTLE
1AW

3) JROTEPRAIZAALTY., BEICfHEFLEZY LIZBEIZIE, KTt
BFTHEVRTEOHRLBETV. BDELNHONEEFOFUTE
FZIFTLEELY,

2. FREDEE

1) RESFEAECH>TREFL. ERAPRZBEHAEIFEALL
WTLEEL,
FEWEYDREDREIFEIT TS CBROEENELEE]
FTIERBYET),
TILENRERVEILITEALBVESICBELTLESL,

2)

3)



3.

BELOEE

1) BARURECHERALBEE, RUBKE. REERBF LU
L (ESMEREE 1,000ppm. 1 BRELULEEE . FL4—LT7IL
FE SR Q% 1 BRELESRE STONEREF— R L—
TR (121°C, 20 HLAE) ZFT-oTLEELY,

2) 2TORER, 01%LUTFOT SIF MU I LEBATONET, 7T
EIEE . AE & RG L TREMDBRVEET O KERRT
CLABYETOT. REOBISBEOKE LBISHLTI S
LY,

3) HERURECEMATZBEHE. RUBREEET HBEE. BE
MOBERERICET 25582, KESBHILAZCH-T, B
BLTESD,

AR & U HERE
HIT-IgGpran) BEH— b1 v SRUYHIT- IgG pranF ¥ ) T L—
A—1RU2
IFEiAE  2~8C
AR 12 4 A&
FUH—1RU2 (BIFESR)
FEAE 15~25°C
HaEE 24 4 AR

=k 0]

HaBES

B4

a ¥

0009802028

E—EXF7A I
F¥airE—
HIT-1gG@pra-ny

HIT-IgGpramst 3
h—bwo
25 TR K)

HIT-IgGpra-n)
FryIL—4—1
(ImL x1 /31 7JL)
HIT-IgGpran)
FryIL—8—-2
(ImL x1 /31 7JL)

0

ACL 7% X%
—ERAAERE
(FUH—1 RU +
y H—2)

k1) #—1 (250mLx1)
009802201

(BlI5T&)

k1) #—2 (250mLx1)
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UA—1RU2IFEIFZRTT

FEXH
Clinical and Laboratory Standards Institute/CLSI. Collection,
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Approved Guideline - Fifth Edition, CLSI/NCCLS Document
H21-A5; Vol. 28 No. 5
Clinical and Laboratory Standards Institute/ CLSI. Procedures for the
Handling and Processing of Blood Specimens: Third Edition,
CLSI/NCCLS Document H18-A3; Vol. 24 No. 38
Zucker S, Cathey MH, West B. Preparation of Quality Control
Specimens for Coagulation, Am. J. Clin. Pathol. 1970; 53: 924-927.
Westgard JO and Barry PL. Cost-Effective Quality Control: Managing
the Quality and Productivity of Analytical Process, AACC Press.
1986.
Warkentin TE et al, Heparin-induced thrombocytopenia in patients
treated with low-molecular-weight-heparin or unfractionated
heparin. N Eng ] Med. 1995, 332(1):1330-1335
Amiral ] et al, Platelet factor 4 complexed to heparin is the target for
antibodies generated in heparin-induced-thrombocytopenia, Thromb
Haemost. 1992, 68(1):95-96
Greinacher A et al, Heparin-associated thrombocytopenia: isolation
of the antibody and characterization of a molecular PF4-heparin
complex as the major antigen Thromb. Haemost. 1994, 71(2) 247-251
Visentin GP et al, Antibodies associated with heparin-induced
thrombocytopenia (HIT) report conformational changes in platelet
factor 4 (PF4) induced by linear, polyanionic compounds. Blood
(Suppl 1) 1997, 90:460a
Visentin GP et al, Heparin is not required for the detection of
antibodies associated with heparin-induced
thrombocytopenia/thrombosis. J Lab clin med. 2001, 138(1):22-31

10) Amiral J et al, Antibodies to macromolecular platelet factor

4-heparin complexes in heparin-induced thrombocytopenia: a study
of 44 cases, Thromb Haemost. 1995, 73(1), 21-28
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11) Richmond JY, McKinney RW eds. Biosafety in Microbiological and

Biomedical Laboratories, U.S. Dept. of Health and Human Services,
Public Health Service, 4th Edition. 1999
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Cl1 : HIT-IgGerany¥ ¥ ) TL—4—1 1.02 U/mL
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