OB E %
Tk 25 7TH 1A

EEERPREE TS UR) A
S R RS AR

HRRICE T 5 BRRES ORETBIZIT 5 ERME 2 FITonT

TEBROERIZ Y- o T, BROGEERUHSGH OZ&MERE 0T DIz,
RET— X OEHEELRETAZEPFEETHY, MERLOBHRAROER
DEBENETHIES] DHAF RO (CERL 24 4 12 H 28 BfEAE
B 1228 % T FEAFBEEES L REEFTEREEMN,) KBWTYL, A5
WZARAT— S PMEHTE A L2 HRIET A0, MEEEICRIT ARE e
PUREETAREELRR I AL EENTWET, 72, EHEREREER OB
FioHEy HENESU TR 2 TRET - OREEOREOEEN A E
S2TWnWHEZATY,

SR, SERE 24 HERAESBRET R SEIRS - EFERS LY. 5 b
U A = AEAHEEE EM T ERBREOEHICET 309 oW\,
BRI BT OBRRESOREEHRICE T ORER S, FFEREEN Y
FrEOLNELE,

DEFE LT, AAREELZHE L, BBRIUBT2BEBESOBESHE
BT AEANEZFZNEOLEBV EVELDELIEOT, #EE0BEL L
T, BETEGEEFRUERMSRBES S LAMWZEE £4 2 5 HEEE V£
R - |







UGS

RERICE T SERRESOBETRICET 5 ERME 2 )5

1. BRRIZBW TR N ARBETH

BROBFENZEEERVEREOLZEMEZHRET D -, BEF—20
EHMELHERT S Z LT, FEEL é%f%éoityﬁﬁkmﬁﬁﬁ%@l%
{BIZfE, BRCRIE SNERET — 4 BN OB RS CER S hAks
BEMLTEY, EHEMBEAMEPEEZ - LT, BEF— ﬁ@mﬁﬁ%%ﬁ#
L EREERBEE T A,

ICH E6 (b3 ICH-GCP) Tii. BROERIZH ALV | ERShARE
%ﬁ@ﬁ%%k@ﬁ¥w&®%ﬁ%%%%?7ﬁb EEARE, BERES

W HIENE, SBIE. B SN WETEE O A EEE ié&%
FHEFEOXEFELROTEY, BRBRERTICE IO EORERR & 7R
HBAEOUICERENTWAZ LERINERH L L SNT A,

BBV THLEEMGCP VA X AF4EE 1 HRUE 155025 18
ZRBWT, TEEEFHELRIETHAIERELHEEITLI L 2RDTAR, TR
BTN EREOCEBLEANLER SR, ERET —ZONUEIRRIIEBITS
MBS (FEFHEEETHAME S NE) 2FEBL., RVEHH L] 2L
TEY, BRBRICBTAHUERET —FOMESITIC LT, BEROETHE
IRBH L ERTRENRTNS

2. BEBHEOBIR

KRETIL, 1988 IR EEUEBE - BEREOREICBITAME L AT
S EREEE OHE — (CLIA : Clinical Laboratory Improvement
Amendments) ZEIE I, & MREEZE D £ TORERIIREEE & ER+
57‘;&5@%%1% WA )< wupﬂ:%f@?ﬁ‘#é%%ﬁ‘&) Do

— . ABCBWTCIL, BRBREZOBESEICEH LU TR EAATES
T AHFRFEORB LR E ST LA TORNWE, BEZ BB T, EEeE

BT ARET — X OEHEELEET LD, BETHASZEA L, BEkE
EORLEER-THA, BEHIZE, BEORENOBREOER, BREOHE
LomEY— EXéW%ﬁ%?%mﬁ%E?X?A%%ﬁﬁﬁﬁﬁL\it\
EEHHZETH D 1S015189 A EFEESE (CAP : College of American
Pathologists) IZ & DEREBEEDOHNIRELIER MRS T5 - & T, faEE
f%W)f”%Eﬁ%’F%{%LTPZ’D

ERHEIC BV T, ﬁﬁﬁﬁi@ﬁ®@§§uﬁfbfw RE - S= Wi AV
AT —F DEFEEORRIC OV TR A E 2 B8 2 L 512
FEODLYLERD D, MHETEH, —HOERERE. FICEBLRBERCEN S
TeBR A 2 < M L TV S EFREEICE VT, IS015189 DR ERENREA TE T
WhHEZATHS,



3. HHR—FEHIEDEBIZONT ,

BIE, < OBBICRWT., BBRRiEORR—FERENEHBI LTS,
h—fEREIEORE L LT, BIERRMOBEZERR L ) BE oL
BE-TELH, EBINEFESLESVWVTREREMINSZ LT, HiZ
—EOMEERBETH LN TE S, T —Z OEFEEP AR TE2ERD
A, BiziE, FURBREEZBWERETH-TH, MEFEECHEEENSERN
ERIEEICLERE L A0, BRICBIT A FEFEME B T A BEOEE
LD TEETHD, PR-EAEOEHIZEEINDSETHD,

. R —IEHIE AR T ABOEE AL LT, E—EEECE &2
EER (MR, RHEE. DBV ASOREERBEESCHRHMELET L%
HBEH) I OWTIIENABEEEAROT, EFEBENCTHETLIZ 2K
HIREThD, ., WREORSELBET D ICEE SN REEH
oW Tl T LR —FERIES EET D LB, FIAE, EREE
MNTHUEBEERZRET S LT, ERBEBEEIREERLLIVBECA
F L., HREIS L TEEREU RSN AREERBEbH 5. S hiT,
HEEREEBR TR -EBNELFRTHESE., 8k oX ML 5, [ES
OEE L BREBENR TELRVWEOER TREODERENELG L hon & &IZ
BET - A ICEBERRS T R PIIBETHSHNERD B, "

4. EFHBINBR R TR ERSRSE ORST/EIZ 2N T

EREEERN OB 2EFRERORTABRIIOWVWTT, BERECHEERESE TH
EENTWS, BMBIEBNTRObNIEETEIT, EFREE CEEEREL T
WARTERESTEROLTH-ThH, TOREPLERICHER TE, 2o, M
BB S TOIUT+HSCHh %, |

7. ERBRESCAHEEREOTIZIE. BREEF L > TREEENESEL
R ALDOEHD, ZOLIRREHBIZOWTHE, BB L ICERSIEFE
JEBZEIZESWTRELAERTHZ LT, ~EOREEZEETLHIZLEHNHETH
B, B, YEATHESYEBRIIBWTEERMNESTICHHBEI. B
BREMAH E RSBV TREFEEFEDLH L ENMELERLZ 055,

5. TRERICRIT 2 BRI A SHE T BRICE T 5 EAN5 2 J5

R CHIE SN BE T — Z P EERICEH S OBE OBINC A,
RET -4 OEEEOBRENPLEL SNSREZEE R, BRICBYT SERR
EERETHIIBETIEANB AT 27T,

R DRESTEL, IBRICEDARETHELEMI D LT, EEIE
ERBEATH L, SHWERILET L REGHT X T A AT ORE



FITED, BHEBROBREDRE Z X/ HESR TE AR E2 BB R
B,

- BERET - F MRS CTEE MBSO A 5SS (EIEETE R )
WL BEAEBEIC L SRS ARG LTV ARERBIC VT, BN
RESBOEREILEL TR VEETIHRERMO T, P —ERESITS .,
PR EREILE S R VWEECHBRET OL S AR TS DT RET A E
Hit, BEIEEEFEOT, SEFRBETAET 5,

- HBERFIRBRCEMTEBR L IZ U & U8B IR 5 A 52
L TWOHERBECIE, YHEABEUORARELIRETLIED,
ISO15189 ZHDOAEFHAEIZ L 53 E A BT 5,
TEBREEECHOBBEERL LD LT AFICLAMESIT AV R OR
1E - RSP AEEEROEROLEMEIT, BRICB 2 MEHMEE oEEE D
S UCHErd &2 Th b,

- BEEHSEET - RTARICET AEEIIONTIT, VERIIERTEAL
o, IRBOR&E L LTHLEINCEE T JEHIBLETH S,






