FERAMATINEEHSHEGREARRS

NWAHEX

F£—% Ws
=\ BARHRFUTIL R B4t K s TR
F—AT R ARHIHRFAT A BB LA T ZEBURIE I oo 4
o B AT N B E T B AT MEEIMRIE oo 4
o T T B BT ] ettt 4
o AT MEIE LI oottt 4
U0 ATME T TEIFIE I oo 5
TFin AT R FEIERI FLIELZE <o 7
B AT REETT TE IR FBIEGI TT oo 9
oy BTG FENIE S oo 9

— N

TG FERHIE R BEIRL ...t 9
FEARFEAILRT LTS <ottt 9

PO\ AN T AR 23 FIIHIED ..o 9
B P EEARMRFAT AR IEIL T e 9
= EEARHTFHR AT M FEEAIE DL oo 10
o EARPIHR AT MR BT ... 11

N

B ARHIFR T T AT TEHE T oottt 13

FVUAT 2022-2023 A3 E E A RMTHAIAT A ZE AR IIHT oo 14
o AT TR BT IZA BT I oot 14
o TN TNV oo 14
Zon AT ML AT EE A T ELIIE I oot 15

BT ARG IO DB A FRA T e, 16
e A T I TIT BTN ettt et et een 17
B T 7 N N 0 NN 17
e AR T A T B et 20
V. AaPEIHET . Al QIR AHTH MR AT oo 22

F N 2023-2028 R U RMIHR AT MV R BT BT oo 28
R = E 156 4 O E = -2 = oSO ROOTROO 28
T BURRFERF AR R AL T RAFIIZEMT e, 29
= EMEZATI RN TTEFETAT AT TE IR s 29
VU, A= A 22 e S fg 2 R AH 224, B T 2H 555 2 A U FOE RN R o 29
Fiv S EF B E KA T AT RN, BEANFEE e, 30

FHN 2023-2028 IR A RMIHRFAT M FIBRAR oo 30

FB=2 HEARTHAFINESES S B ReE KRB KA 30

BT 2 PR BRI FEMEIIT TT oo 30

s PR A IEAE I 32 e 31
o PHEETE S IETE TEME .ottt 31

g i) M%%%%ﬁﬂ%%%%iMHm ...................................................................................... 32
~\%Lm%%2%ﬁﬁ ............................................................................................................ 32
QDR ANk T= T = v OO RORRON 32

AR Al Ko HHIEA. B




FERAMATINEEHSHEGREARRS

(2) BLETEIR e 32

T FEBZIE L GEE AR TSI IR oo 32
(1) T BT IE BT TT T oo 32

() RSB B TCIEIR R T I EILTE R s 33

(3) HEBZG )5 27 W IA] RN 2875 A T SRIBHIAE I oo 33
OB WAL GUE B R P B L B TR BELAS oo 33
u)%%% FHCIE AN B oot 33

(2) B R G BT oo 34

DU I Z4 T SR R 8 T A FRIRT B oo 34
C1) ARG RR R A LSV ..o 34

(2) BENL R IFFITHETE G oo 34

(3) %k B FIRFERLE, TR AINZE AT s 34
F=AT R ERHIHRA AL E 1 FL TR S5 s 35
— BB BETR oottt 35
_\H%Z%m&ﬂﬁ ................................................................................................................ 36

(G D=9 1102 OO OO OO 36

(2) SRR AY (1 B 70 55 A5 T S B 2 PRIk P2 o R I FIAREAE oo 37

= PR R R I T 5T s 37
1) PREE FRETE BE IR TR oot 37
(2) PHZEAHIRLTT S5HEIR oo 38

(3) BRAEET BRI oo 38
VU FREZG F PR E BT EL T ZEI oo 39
B2 25 MV AE FE TR G5B A T TR FIRETR oo 39

v RHZETEI oot 39
u)% BEZG B R BORIEI, MR TTI B oo 40

(2) STEIEFTFZEI .ot 40

(3) TRA S 2 T IE BT IR oo 40
%E% %Elﬂlﬁﬁﬁ?fﬂmik (MEEHEBEFK) HeFMm 40
I BB L oo 41
T BT ettt e e et et et et et e et ere et et et et et et et enreeseaae et et et et ansenseereereenen 41

n ZHZ ettt 41

B T 2 ST EGHITTT oo 42
T BB I TR ettt 42

o T T TR ettt 43

B T I BT VEE RS oot 43
o BB TEII oo 43
B g = 15 OO 45
o TR I TEEEE F oo 45
VYT RIS G TE TR oo 48
o BRI EE R ZELII oo 48

e BRI TE TR oo 48

B HTT B TT ZEIIIE oo 50
T AR TTZRIITE oo 50
o B TTZRIITE oo 52

2

AR Al Ko HHIEA. B




FERAMATINEEHSHEGREARRS

FhE BRI (MEEHSRERKY SHEFM 52

BT BE UG SEIEIE BE oot 52

B T ARIBAT B IETUIZM oo 53

s ARIBAT B IETUIZM oot 53

B 9 -y 5~ OO 53

BT R EEBAT FHEBEIR ZR oo 54

SEVUTT BRI LRI HE T oot 55

B T B A T T T8 T oo 56

BEINTT BRIETRAE « AT BT oo 56

FAE B4 HLLERAERE 57
F—E @5

BRI A R Z T BRI A Bk, A3 AT R 5 LA O fE S . 2D K8 4lk, £ OTC 44
B BRI REIE, 2, FAesEill, HARKM M RARIE GISR L & PR R ? X2
—AMEAF B 1 ] A

HPRAE A H HHTIR I, AT BCRBOR M 2 b A E BB %, RoR, BATITE
#B? B ENABCRR, HEHNREI G AR, BATEENALEA LA GEE
IS I 300 8 A AR A IR, AR S — IRt b T A RUIRAR, AT AT R BT, A Akt
OGN 7 AR T 2 Aok v T i, HA DBl b R A
KEFE— B AW REAT BIHT AR -

P28 E AR TR A B T ELIR I 4% . PRI IE A5 SRR B A8 B R SEUE B H AR — R g 47
o HEFENIRT R 5 KM Ty, PERII R R, TR T BRI 2% B AR AT R
EA A PIEEWHE B DRSO . KRR N AR AL & 3 E TR
Ve AERIE R, BathoR, RIRACR TR . A AR MK M, B 5EEER
WA, MR 252 E A A R A R

N, ATV NEARHHRGAT W AT AT AT, AR E T 24 X 2% A SR SRR AT
T o

FE A S A TR A IR O, XX eE B T 5, B ETE— N ah.
@

KR NELE S, BREE . RIS DRSS ENE, O STl ta
RIPRILE -

RSS90 Z K EHER. B




FERAMATINEEHSHEGREARRS

= EERTHAFITILR RS RS T

E—7 EEMIAFITI EER R R EEZBIRER

—. B T R FAE B I T By ik HE

WRIEE KGR 2017 FRAM (ERAEFTILSZE)  (GB/T4754-2017) , HEARMHANE T
LB AR S (A0S W et R flgn ke (0. M73) 7<BR 2wt sl
RIRE (rFfR%: M7340) ) o ARG EREM S AR I sLiEr) i AR 2485] (2012
FAEIT) ) EARWHATE T RHER FRAMBAR RS QD w7 2RA05:
MT73)

AT EEER]

AR EE BTN E SO M R 2 T ERFARORER . A kA E 24
o BRI SR NS 2% Gy 2 AT [ R SR BB A1 ST 0 P LB, ST R P KBTI A 4R BE o
R, F I S e DR ity e s E B o E L AME S A A ST S
AP PV BGRAbRAE ;s M AP ATNE H RS AT HESE KBRS A A 5 L%, i 4E
PHERGR w2,

T E A TR 2 BRI G 0 B 412, 2 N AR TR SN h B RS AR
Al o B IR IR B RO E P AR EERME R ENE N, R EREEROR
AR, MITHRAARES, HESNEARSZHL, DT TUBER A 2 He A%, ek Wb A

=\ 1T ESENLF
D FEEN

AR EGTINL S5 RS BB B2 20t A Al S8t i A 4 S RHIRGR AT A A 2 iR
55, FERSTRBIH, JofmBSAeE A B, e B iR EREN, AT
ST AR AU ERIIGRAT ML 5 A FREGR . RV REIT IR 1R SR USRI kAL, JIfE
LA MR R R AW S EEAAR, VBRI GIAT L iE Rk R

&

2) EHEEN

AR 5 [ TR 55 BT WassermanRoweLLC Y B A WA, SEHEGMMAYEH)E (FDA) N
B BRI T A M S AR S S W i B AR ] o B i (M) AR G A7 BR 2 W) AR i

AR Al Ko HHIEA. B




FERAMATINEEHSHEGREARRS

NAAERF 74 (RUO, ResearchUseOnly) HIF=dh, ANJET FDA ST BIT 23l S AR A2 Wi = i 8 5
HIVEWS . RUO bR m¥Im . WRABE AN T HK, A TG 2hieasr Ry, %3k
AR RMIHA P B AT JC 7S 0BT AT AR AT R A Ak

3) HoAthE X KX

MRYEAEEIM ST (Schlun&Elseven) H{RKNEHE WA, Haids (M) BB A IR
) ARG i AN G W 28 T BT 88KV (MedicalDevicesRegulation) FI{ASNZ
WG VAL (TVDR) MLSE,  JE TR IR VA ML e BUAS AH DG IAAE

MRE A AT S B (CILSGE RS MRKERE A, B (M) BRI A IR
A E R i ASE T T B AT BRI S I, B R BUS A OGIAIE

WREh E GBI ERIN RS GEEREEFZID MRS, BRI AR
et A IR~ w ARG S BN R TR FE . SeBe M ARBE N Z Ak, A5G dhfE
] 5 75 1L X TG 75 7241 B 1 U BT a4 O VF AT

MRPE R EPOLAIT (JessicaWasserman) HUR RIS FINEE AR B AR RANRENE LI &=
W, B B () A= DR A A7 BR A B AR DRI 0 777 it A 52 N2 KA SR R I7 A SR R e

Jts
r—1d
E o

LRI (N 2R A PR 2 7 oA S A R K S X 22 e, B B ()
AEVIRHE AR A PR 7] AR R S AR R L DAE 5145 [ R0 M [X A7 4 65 0 7 BRI R IR AR VF
AIBE o

PO, T EZEREEN

RSS90 Z K EHER. B




FERAMATINEEHSHEGREARRS

s BB AR EREAER 9 H W
HERERRFRE. EARER. BB
F S G FHE RS MeE S FHE RS, 278
i AR 55 b X B G A = R B A S HERE | 2004 £ 10 A
11, BCRE SRS Fr e S MBI g
R B T R | %

B TR BHIE A B S BRI R SN A
S UCAC. AR % %) 37 B A K B h 1
FA A ECR B P AT B AL A 4 5
I'Hlf'ﬂ, Hﬂﬁ@ﬁﬁﬂﬁﬂﬁﬂ, %%ﬂmﬂ“ﬁﬂ’ {E$‘+
WA B AR rE . S5
HEMEEERER.

(“+=hUEFER | FEEWREE E R R A
i 54 T ) i e £ A

hngs SR Rl . SeREit. ik
(“+=RUEEEE | A, . RS R R R e, B
4 | GUETIEE S AR | —REEACTRI A R A SIS R EE (1D, | 2007 4E 10 A
fE A E IR | IR SRR AR S K. Rt R
A B EEE R E AL A, i

(R T IntRFHER %
Ak R #E FE DY

§ e FEAT LU nsn
2| iRHER S B
WMHETELY

2016 11 A

201745 H

s RN AR EREHNER S H
HE R IAR . EmaiAR. A
WAMe R, meRE AR, =EAE
&, BAAREEEHTS SHE, 8§
B e P A B O B N

F| 2020 £, R EIERNFHEHT I8 E
B ) B E R T, FEF T E A B A 1t
FABT A, EREFANEEE S S it
(CeFEmmieitnt | EXEGERZEUR, M —Htm e E A
5 FHEWMENETE | BSFROAMESEE AR Fr 8. 320354, | 2018F1H
WY R R JER ol 2 A o S AR 0 R B2 0 g R
MREEFH, HEEEZEEMEMERER, ™=
it R R R B A R E
SEECI (1 JEL G P R R

R PR 5 B S 5 ) L G BT RE A
HEREARRm ). FRREWE . BER
(XTI EFEES | RS RBE. W EEFE L%
6 | =g RENE | EREEA BRARFESLRE0EES. | 201856 A
FEWY R EFE SR E AT S S HA
AR, b nenERE S EEw R
E.

2) EEEN

F 4 52 [ AT 2 55 Bt WassermanRowelLLC H B IFVEAE R WL 4D, SEE AR RIMFAF 32 ik dtk
Bl ATEAE LT

RSO0 5




FERAMATINEEHSHEGREARRS

REAE | RHRR, 77
RE | KABA sl
(rpng | IREREREZE) R RRATHERERR
28 | mrseiy | A ERROEEARNATAGAELEN, Wik
) | R A BRTRR KRR LT WA AT R
££.

3) HoAt [ K KX

RYERE . EE. HA P E G E b XN R AR LS e W, BRI &
PRI B PR 2 =) ARV RHTTG 7 d H At 2 B4 45 [ S DX ROAT AR O B i AT B0%

T
f;f *::gkﬁ ERIFALSMANIRALE
;fﬁ:m: AR THEABRARNE T RIS A FAL
®e | Jedical | mr B A HIEMRE, KL, BA, KA. HA
Ry | day R HHEMR, L AATRAFAT LI,
| BRATASFRANZEAR
RERRERAL “RABHAERS 2" TN “*A
FRBARAN B REE B~ 2 bR L RE A B
A& () | FLEROEREZ” , AXMRFALARNRL A
FERSBA” HAH, FLRAT W0 AES>
=7, #LEBAMRS P2 TERBMNE.
BEMFRETEMN, RS, BR. AR, WH. K.
BN BHRMERA XS5, RHARARARE, £
R RMEAETEARTAK, SRBW, 655, BF
taen ﬁﬁgﬁg’ FARAGARRAEHR, Hik. o EABHERR
BEFRMHAT, £ 0 TRMN I XA B RAD B8
AE R, RATEAEH, RABLEFARLER,
#T.
EFEFENF | oEdkAi B4 (Health Canada) BEF E5FSMGHEH
mas | Cedical |#D, YEABM (BiAIATIN) KDY “Hk
Devices) | FALMA” i, XRE (EAKEEN) £Fit il
Regulation | #9&E,

B AT E R & RALXI B BR

PRS2 151305




FERAMATINEEHSHEGREARRS

LR BAnR FEHXAR RAGRLr
T FHA AR SO F R RER T
Bt “ S ACRHIHLIEGE, B IR
P, — B % 08 T R (R
FITHLEI AR i — B o R BRI
QU718 2 SR HE R AL o 22 B A R R
N . TR RIS 1 R . XA
;ﬁ@;igg SOIERHFFIT. RIARTE A & A 25
| 2006 2 1 | ORI, WEMBS T AR RS, | W%
i = B AR TR B LFL SR Q1 3 A B
. DU S B S B 68 A 1
B, EEST AT A AR, e
R AR S AL
77 T A AL B 85 B 7 B 1 38 4742 217
B, SR RHIFHL R R R K TR B3 AE 7«
FE g SRR TR IR L. 7
A W 7 B B 03 A0 R B 2 0
M RENET | 200046 A | Sl Sk o MBI R A, | EEb
) BT RS . PSS 2 iE ).
Ll ARSI M.
T It R TR T AR B i 0 I R 24
TRBHESHET | 20104 10 B | B SASERA. L2258, iRz | Eek
ML) 2 QB 254 R, A S 25 77 ok
¥ 7
— ¥ b, . MRD RN E RS
égggﬁﬂf W3E2 A | RS FIAE=+— K% “RHERE | H2E
W BT H .
PR F) 2020 FEFHE AR & b= UESE F 8 1
(276, HO (R A 7 2 2 ) S A 5
. , AR R BT %, & AR R
{5 T It 3 ' _ e
£ HIF R HABER. RBRIAE. G5
miigﬁmﬁ W10y i, B, B, Bl | P
= SR I 25 A B B s & B RS
LR B 25 b R R G5 A R R
B
— MR 25 AL OIB T, WA IR
;iigggi 5005 & W, SR S HE T AT
e | 20163 71 | AR ERBR A, MAHRETS | H5R
Sy PRI R e gt b (GCP AbHh ) 8 5 #0E,
& SRR AR, (B R LR
(T=h" & 12020 7, EMF UM EES 810 H1Z,
Bl R AP S GDP Otk Ea 4%, &
2y ket | OOF2A ) ymmsm e, Al | R

[201]2665 )

Mk £ K 0.

RSO0 5




FERAMATINEEHSHEGREARRS

SCHETR RAR R FERXAR RATELL
hn A e S BON SR TG SR 1, SR
(E%RBXT4 BURF 5| S BT % 7 X, £ 9L b Je A
TGRS | 2018 451 7 | M7 IEEM %, SUEMASEFE R | HEkK
G iES FE4 HRTHLI] . 307 BURFGS & R M IX 2 3
SRIETE, IMFIERET AR E.
€75 Al i < abT. R, MR KEARE NS
WPHI (2019 [20194F 10 A | RIS "FNE=+— KRB RHEM S | BE %5
FA) ) oY A 2 H .

BT EMFEMRLRIERN S

— BTEERAEK

SEREWE TR BN R AR B BN, B S BRS E SE A 7C (1 AN BT, X SRRkt 7T
BT BRI E , R A B2 U, 9T 5 LB bR e, (el an b Uk
SERb T SO A o

— MHERSM LRI

W EFIEIZH AN 5 ROEE KR, ERTUR A R AR B FEAE ar B2 7T A0
5, SR B Y B 5K A [ B R A4 1) B SCRROACR B R SRR T, I ELITFA6 H B — L2 0T B O B

23

JUo
= BRREUEmEE

ITLEAE, AR TR R R, KRR SRR FED A U, AW TSR O
“HBENEHCHIZGY . A NIE B R AL BT S B, WA SRR T 7T AR AR BE, AT HES]
T A REER TR

9. Ao BUE RS 2 BWERS

LM QA BONERA TS KN EZ N R, AZ /N A R BT 2 A 25 1
Ko NTRIEZHFHLS] . BEERL, XL ARl 2 5 5 T SRR AR 7T B AR .

E=1 FEEARFHAFIITI A RIF RS

RSS90 Z K EHER. B




FERAMATINEEHSHEGREARRS

— EBAMINRAFITIEARER

HE BRI E 2 H 2RO 5 ThREE S, BT RE BN H T AR k. FHot
FU B AR R E R B A WG IT B S A bR e e 4 i N AR UR R M OAFER, I H Ay
DURE S A [F) 8 5 1) F BRSO, BB B A RO B bR AR A A E T, Rk, EA
TR IMFE AR FERIB S REE (sensitivity) FURE TN (specificity) »

B RS I ) SR B Ty T A A B B SR RSE . SRIT AT B SO ELAE P AR S A 2 S
Xy, 53— 5 T A S I A5 5 AT e R e E AR o d, Bk

PR R H i

N R 5

I 00 i BT S N R AT A
HCE A S0 I E «

v EEARTA. AR RhaE. M. sl

+ EAMMEGIED (RRRE. SRS

LA S B MR IR S
o WAMORELE. iR, LW
[FREXERE
WA
A
B il
FHE B i

« EAM-FEOM. EEE-E SRR

B AT R EE AR T2 —, TE ARSI . 3 WL A S a5 25
R WIREFE, WA, BRERRA, PR,

37 LA I AR B2 TR TR . BRI TT . AR SNSRI SRR =
KI5 T =

OEWFL IR

FEREET A, EER AT R T AT, AMRERIE, M, Sk, BEDREMERT AT, R
Y, MRAEZ AT AR E KX E AR ESRAAEZE R, betn: A IR & 0 H AR ER
FUBT AT B AT ELTSA 75, (HARWUR R E— Rl LA A AR A, At 260 el B
FUBRLIN 7%, IR AR, PR A IR .

@HME W

PRINZ W AR 1Y) 60%-80%:2 2 Wikl sk, JEURMU IR 2 Wil . DU, PURSETE VAP f] dh
AR 2 A BN SRS AL S o EL o (02 W B AN B 1 — AR 20 2 B

RSS90 Z K EHER. B




PLEAB AR SRR TS, AW RSB —FEHNE.
BERRERAERAE, BiA: https://d. book118. com/03532230232
1011214



https://d.book118.com/035322302321011214
https://d.book118.com/035322302321011214

