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BALEHBREHERE AL (R F)

& WE

BODEHRREMERBLRREESHERTLE TR RAAMBRTMIE - KAKA
#34 sh35 87 8% B4 (In Vitro Diagnostic Device, IVD) > 435 % ~ RHAKRER A NAMZ
W EADE RERRAECKA (SREKEZAE) MERAILERE - REXLAEE
BB o B ETRBAIE AT ZAETIRE] - REHE IHBIE -

BT hBHABEASEH BEESHZEE  HREBNTHERABIHZIZTOERAHME » X
BRHHNEARBE FARNSEHERBHEREZEFEZIHARE
BALHBEREHER TEABHERERLEEER, F_EF TEGRFE T KRR M
UTFEH > REASHZIZEMHENIMN
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Mioh R BHE LS ARG EARETHZREFRALEEFHERZ -
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N PXEBSS X ERL P ER AR SE BR BN AT ERAEAA
BRI RALBMREAETONE > BFAMEIBENHENLR L
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Z R o b F AR - — &R B u 44 (primary and subunit structure ) ~ 4
TE - FR L4 SUBAES/EE (antibody class / subclass ) » & &+$+ £
FILETEA B BERE A REME  —HMEZ M ARER
(=)~ HEALZRER
REBEFTZ2EFETHEBIMZ > Hlio
s BB oA i SR B aos 2 AR A 5 il R XA B F 7 iv.A B85 7))
V. B S8/ 8 K AR 3 Vi AR BSR4 4 #9385 vii.SDS-PAGE ( Sodium
Dodecyl Sulfate-Polyacrylamide Gel Electrophoresis * 3% B & JE B B 45
HI) VL FEHREET K X BAESHRAEEAHN - o idig
(reverse-phase )~ % F & (size exclusion )~ # F % # (ion -exchange ) % ;
XEHERBEL XBETEEE 25 A (deaminated ) ~ 3% £.1t (oxidized ) ~
B H (clipped) #v 3 % (aggregated) HXA XA R EY - i kit ik
(substitutions ) ~ ## (adducts) /474 4% s xii. B X E—HEXE G -
DNA #3R B2 ZARE 5 Xl RBRACRESW  xivEHNRAEANEEZZEE
VIR PRhRE  xviBORE © xvilipd B o R ERE > xvilEF G2
AeE -
2~ #5454 B (modification) » o & {b/E R » UAHBE M E W EEYE
BE MU EERENRITEADE AL REET U
Mt ORHRTERECIRE - REHEMNZSF ey T (Bl
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12~ #hib it % FL B BE -
13- THEBSHE -
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(@)~ SRRR:
HNFRER A MBS R R B ALS MK TSRS ARTHEEEZR
Bg :
1~ 24 -
2 FK e
3 LB -
4~ F7)
5 AL H B -
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T~ ZEM -
8~ 45 R -
O~ HAbsm Bl - BESAR G -
52 % Rtk 8 sk
BEREFHEREZRHRLE R RER R Y S ERRZ R -
~HETzE
By RE AR B KR 75 A 2 #E AR 4% (functional requirement )0 B A Wiz P S 42 Bir
BIRE  lwE 484 & (solid-phase coating) Z &M - BRAARBIRELSY
T EEZ G EHME -
s BAREE
BREYUBHEBZARBAEER - wHBE I RAERBRAAUNREESH T A A
B RIREMTA AU AERGITZ RS ANER PR EMERSH
AR AR -
CRRITHEBARZIREE  Hlho
(=)~ tmpt REREEE -
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AW EZE B -
(2)  Brkias-
(<)~ &4 (conjugation) #H 474 (derive) i@#2
() BBEZHE -
(A~ Hfl e

Bk EBZRBEN

AT B AT X R B T R RS R R RR ek R
BAKE  AERARSS SRR BB RESE o HAKEAE AR RS
Lz EARA ARERE  ERRTE BBRAKELEATFR
— ~JAERARIE RRBE - BBMABRAFTARSL -
< 7B AR B R RS ZARBAREE -
< BB RRRR °
s BRI A B A AP A S R A 2 BORRRAE
E RS R B A ARKIERT  RRF K ALERERE TR TPass ) &7 -

I

i\

B

AR BREEH

LA

— MR LR FRBZEEERBRER - TRE KA (Real Time) 2T HA5%
Bk BAF R AR MR R MR 2 A SR RSB A RN RRENZE

B REARRRIFERL T AT N LIRS R AN RRARRITZ -

CARMEREMRBIETRARTENRRBRER > UITEEB A RS EA IR - o
TRABBXRBREEEAZAR  HARMBERBERESL  ABTHFRER
BHTZRERRREHM -

CARBABMZEN > UERRB 2R  WRALK ARFHEZZERE B
EEBHMT  ERARIHBHUMABERTRIARARBE -

W AHHEZAEASEENREESURFERAN o BE AR BBREN L
BRI B & o

ZERAW AERHARASENIEBANE  ERESERPEYAREHM -
UEREBRMENRDH BHARA TN Z A -

DA H IR

R T2 kA AT Thds BE R AT M AESHAE RIS E -

L

i

B+ — 4k~ AARRIRE

B Rl ~ 3 & BHIV-1 ~ HIV-2 ~ HTLV-1 ~ HTLV- A &R BF % Z 82 b3 lr B
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e B Z A AP RELT

CAARBREFZBAVEERSH  SRANERIADE AN HEFEREZ

ERMEAFEMLRER -

C BRI IEmE I R BR (Bl RRICERE) 2B AR HAFR

B2 BHRERBEREER - BB RMAE A E B 48 BE B RF R A a7 R >
B9 AT v o AR R o

AR A RARZ KB ARASEEARAH ERARSRE L EAER B BRE

B ERS (REA) M RGBT LA I R
AR LML (hEEi) 2R R ERELBEUGE 04 (sero-conversion
panels ) #EFTIRAE o

NN

BAE R BRI 2 5B Bl | mRBEE - BIRR

B~ RFF

BN R S AR R RSN B X AT AN RRBATA B A A A

FOAT R IBE A Z AL -

AR R EGRAZ B SEREARGE D 005%H BN B EEFAE A

RS -

~ AT B B R R SR 2 B RN e R R R AR B

F OV ERE 50 g o

AN REZRE  BEDRE SO AR BEAVEANERE S0 E

LB RS -

B R BRATEHRREZ BN SR A %A% (whole system

failure rate ) E B4 MM 45 R 2 BB iF4E -

+— g Az HIV B SErRBERMATE+ R A By — BB LTER  BAR

R —BAE+ALBRATE) —BABASRAZIETESLHZEBRER B
48 €14 HIV-1 subtype O XA L2 ARE R - BAFEZ HIV #5267
B BENEREHRZEES (AIDS) BHAR  AFHARBRRABRRE
HEMNEZF ATABAEER L BT ERRBNB I RTILH RS 2 AN
B A Z BN BB > {578 &4 HIV-1 subtype O ] A L Z 88 B34

2 KB subtype O FLENRB| B A2 % H ¥ -

+= s ERfTHERESY L B UM XABHR (HBsAg) MIMSETRAI 2B TR

(analytical sensitivity )+ BA4E 8] B F - (mL ) s 3F 5 F B % 4 (IU ) 2 Second
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International Standard for HBsAg, subtype adw2, genotype A, NIBSC code: 00/588 %
2R A RN RERN0.130IU/MmL -

+=Z -BAF K e ARAFUEDHEY hFREE KL (RPHA) B -

+ g ~ HIV-1 #0888 4P 2 73X ) 2 4 % & 848 (analytical sensitivity ) » LAAER] 3 B & 7
(mL) ;342 FEEE4 (IU) 2 HIV-1 p24 Antigen, 1st International Reference
Reagent, NIBSC code: 90/636 #4%# > 28 T/ & 4 2 [U/MmL | -

+ % - Anti-HBs 88 435 73X %) 2 4% F 508 (analytical sensitivity ) » LAAER] & 5 & 7
(mL)#F 52 FEREE @ (mIU)Z WHO 1st International Reference Preparation
1977; NIBSC, United Kingdom %42 # > 48 " /J\# 10 mIU/mL | »

B+ =45 - e IR H 4 (Nucleic acid Amplification Techniques, NAT ) % 285h & K
(=)  REBHFIGERRIHF & BREARBEEA NI Ra (internal
control ) » BA R B B #7 4k & -
(=)~ AR ARBIZAR B E %3t 2 3] F (primer ) KR4 (probe ) X3t #E32 F o
7R 4ok B Ak AR i 4748 24 (validation ) o
(Z) R EZNATEH R AL HEABRESREREZHBAZEL > BETREUAR
B (IU) R A8 -
(@) - RAEBREECRTZRERNRREZFARETREAR  AHERAMRSRTA
B4 AT 4% 4 5 484 B8 (pre-sero-conversion samples )
(BE)-ATHRREMZIREAFTE  PAERERRBAT ZHREBRGEER RS
EPBERAL - BEHBRBALEARRLEAZHBZIRE -
(R)-ARRPFHHRBLGTEERBERERZEHBARRSE - FEERMA
ABENRRBRREAZZRERE
# 4+ = 4% ~ BE R34 (clinical evaluation) *
BADE B R EHZIEBRIPEERBREASGMBIAR R H64F TBRK
BARBRREZBASHRREEZIEMHEE, BILHERSHZIBANERTGS
HoAZE TERSHERBRRRAR ) "THEAAARRBREAEAEEFA,
TRAESHERRRAEMMAT, RTHARER !
— A M A M A LB RMAS IR B A 4o B B (reproducibility )~ & & & (sensitivity ) ~
4% B4 (specificity) ~ X Z R M (cross reaction) %BERIFEERUAHAES -
O BEAPSAHANCHAELTRAZREZZTALER (AR B4R &A%
B AR RE R EE AN mE) PES-BRAHERRIFABASE
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(=)  UA—BRARTFBUER—RZBRHE -
(=) ERAERERY ERF0
(=)~ wimABERARE -
(m) HERBEEH -
CESRIFE AT R XSGR AR LEE  URBERIARMRE - AEMER R
FIAER - AR EA (subtype) % -
CERRIEHAFEBATENEZIVE BAETEMEEHRAARBINSEHERSHA
AERY > RBoHZ I fldo !
(=) BtbABBR LB R ZRE -
(=) BRABEFZHRHE > Hlio' ZEFRARARER FHER SRR -
(E)AREEHRRLAAELZREYE  Hlo AEREXNBEFANILE -
- BN BRI
(— ) HBV -HCVRAMBNLE RB AN E oL FRZAE » BRBEKRKERETE
BN  FART 2R B AT B P B RIS
1 BEBANCHELTZREALLLYE  ZERALECHAEL
TR HESS  FHAELTAAEBYE)—HOHAELTZIRRE
S EATELE -
2 thHEREH A B B A Western blot ~ BS R 3 7 R H 0 2E 38 35 2R
mAEE o
3 BERIME LR BLERALBTIAEASMH LTI AES -
4 FHATRANBRIFEZEM > UEEORELEEEBLT S HEH
P CREKERER HEFEMBE_Sm BEMELLEBR T
A EZ B 0 BRI ABR MR -
5 BREBEASTHILHARZEE > BIUMBNSE R R ESHEE - 1ol
AREA SR E AN BA SRR B > L BHATFE R
CEEREELN AT T HAEEEL  BERTAIMALERE
AL R AR BERIT -
6 ERARIFRAZARM  AREALAZNEZ THERABRGEREAERAEE
FIE | BITZ -
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T~ PUTERIFEZIG/ 0 BX ZRFZADREN  BRITREZHHE -
8- R BN L ET B AR BAE DL HZHEARREABFANBESZ = °

(=) B L& Do e isl Bk B4 BRI A S5 > A A S 43

T AR & REBRFIEAMEHAY  ERUEFABHEFT ERE LR
B AZRZRBRITEHRAMBE D AA 80%U 2T S (Power) T4
B - BRI RECE R A AARERN WEHEREHRID
BB AR BM 0 AEFRERIPITEH NEERITLE -

CEERIPEREZRBEARARE  ARUXFVE B IRAAAB LKL -

AEHBMERRARERTEZETRT T LFRAARABEEAZSR
R ATz Bk R iR IE RIBRERE  (GLP) > w2 "GLP A Rk
ﬁﬁ_} °
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CHBEAOLBEAN MARR B B EARANER AR SR LB -
CREREESN B SEERBHURCENE L F mE N -

CEHBERAS A
C IR A Sh R T A -

CRABARTRERSZIE L AMRA AR I RFRR  RE T L BABTREAR

woan TR, FHo

TR REAHES R AE R IR - BIRAE TR/ A G/ 8RR
FRE -

Tt sl A For In Vitro Diagnostic Use | % F#f o
B ST ROR T AR

C ARl ey ARAERE T -

CBENELERIEEFAR

- AERART AR ERL B RARZFAMINSE R R SH -
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ek =~ EAAERALMAEAAR > BBTREEUTER

o RBZAS CERE C RSN ERRERT AL - FAKE S EATRY
BEMERZ R > TAWAHRA -

AF A Z A A AR 0 SRR R B B R R L E R
s AT W BRI SA BE AR SRR E R SEAF A H R -

CHERARBATRA  AERBOBARER RN EH - LR AABHER
B R & AR -

CEH R ARB A RERAEABABERE  AHERTNLERERSF > it
#REWM - #E REREE -

Lt BOEH RS Pl EME  BEN REE HEX - ZHAN A
B~ ABZIRF] - FREE URERFTERNL L ZRARFALETNE -

A B RAE R RSNk

U~ AR E R B RIE S

+  E B MR B AR IR Z A

+— R ENLEEM (referenceintervals) > 358 % a9 % EBEH 2 At -

+= ZAREWEH RZHE S - R RS ARMF LI TR RIBEEEY
BH R REZLREHHEE -

‘= ERMEEEE UREREENEDIEEMENER - LELSHE - RERT
B A o AR EERZLBRERRSEENE R -

+m AT RRERESF R ERLKBES -
FEREOEBIRFYL B TR ENIRARET R -
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1 ~ Guidance for Industry and FDA Staff: Use of Symbols on Labels and in Labeling of In Vitro
Diagnostic Devices Intended for Professional Use Document issued on: November 30, 2004
The draft of this document was issued on October 28, 2003

2 ~ Guidance on Medical Device Patient Labeling; Final Guidance for Industry and FDA Reviewers
Document issued on: April 19, 2001

3 ~ Guidance for Industry: Content and Format of Chemistry, Manufacturing and Controls
Information and Establishment Description Information for a Biological In Vitro Diagnostic
Product, FDA / CBER, Mar. 1999

4 ~ Guideline for the Manufacture of In Vitro Diagnostic Products, FDA / CDRH, Jan. 1994

5 ~ Requirement for Immunoassay Kits, WHO Technical Report Series, No.658, 1981. p.206-242

6 ~ Commission decision of 7 May 2002 on common technical specifications for in vitro-diagnostic
medical devices, European communities 2002/364/EC

7 ~ Essential Principles of Safety and Performance of Medical Devices The Global Harmonization
Task Force Date: May 20, 2005

8 - Essential Principles of Safety and Performance of Medical Devices (including In Vitro
Diagnostic Devices) Study Group 1 of the Global Harmonization Task Force October 14, 2002

9 ~ Directive 98/79/EC of The European Parliament and of The Council of 27 October 1998 on in
vitro diagnostic medical devices

10 ~ Commission decision of 3 February 2009 amending Decision 2002/364/EC on common
technical specifications for in vitro-diagnostic medical devices, European communities

2009/108/EC
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