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1. XTFHEfRE,

RIBRPICEMETRZEAEE, 8E 2021 £6 A 21 B, RiERk, =Z8&Efr
9 PETTM 435l J9 50 £5. 43 £, F15 PETTM A 47 . RI\BLITA 2020 SEE R
ELBEMNERERTEARRFRNSEFIES 641.79 At (HIBROSWEEIE
EME), L 45750 FIEAKMETRERH#HITINE, RTANTITHEA
25.39728. 21 2.7

RIBATHER, 2021 S E4EEM A RE% EHH 243 RAAFHETH
BERN29.19 &, —SENTHLITHRENRET .

BRITAGS 2021 FLUIK A RZFHIANLITHRIRIER, 47
IERBFAELITEMEINEE, FeERRREMPHEXEEHRE.

BREA ZITABINARPHERL.
Ep=
—. 2021 FEPICR A RZE T B RITTH B RIB MR

P8 Wind Z3E Box, GIBRRATH AR BRI A E fF, 2021 F EFFEEA A
ferismE R bl 243 K, SFRATHEZEN 29.19 15, & H RATH B
P RAT B RSN R

Rz RAITHE R RATH AR
1 H 33 35.55
2 H 28 30.77
3H 38 34.62
4 H 55 28.94
5H 40 23.29
6 H 49 24.91
&t 243 29.19

M EFRT I, 2021 F5H - FEFHRITTRERSE M LA T,
2021 4F FAAER AP RAT B R HARME N 23.29, mwmfEN 35.55.
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= AFERAMRIER B AFERAT RIGHI R, Fe B8 B A FMRE
B

(—) BL A B 2021 4E ERFEEH B PFRITHRBAFTREATHRRHT
MBEARF & RAT %A

2020 AFJE, RAT NHIBR AR E M A6 S 0 T REA W AR 1 FE
5641.79 Jioc CH) B 1B 55 5 VAR ), Flit 2021 4 i R E
9,329.32-10,612.82 Ji7C, MR LIBEIE, LLA K 2021 G EE% H BT HRAT
A A RAT NARURAT i R AT I S 45 R

. WtmE (270
R# ) PRRATEE w0 ey L | L2021 SRR LR
1 H 35.55 20.06 33.17~37.73
2 H 30.77 17.36 28.71~32.66
3H 34.62 19.53 32.30~36.74
4 28.94 16.33 27.00~30.71
5H 23.29 13.14 21.73~24.72
6 H 24.91 14.05 23.24~26.44
it 29.19 16.47 27.23~30.98

Hi BRI, LA 2021 4F L4 5% H B RAT T 88 RN RAT AR IORAT T
BRBATIE, FAT NBUT AV RER 2 23K

(=) RAT AN CFER B A BT R

HARME EROART, RAT N iiE R 2 2K, (HUMEERARK A BOK
TR RARG AT, BRI R, BLRKAT N E B 15 LA AL 55 R 3K -3 Bl
THETCIE AR EESR AR O, AAT N ARG A “23B 00, Ju. RATR
RS AT KBS SR 2 T T

“RAT NIEFF I BAR EAiAs N BT TE AT T 10 1278, &AT NBITtH e

EENLAE 2020 SENVET CLLGIRR BB 55 R H AR BN AP Tt it
b e K | A /AT N ORI B R (= N e 3 i




2021 - L¥F, ARTHPHRITTREERN 2919, LR _FRRITTEE
BE—FEAEAE TR EHATBNRKATN ARTHFHRATTEEHAE—F
T, RFEAT BT AR I E KT HIKE T, BA R RATRTA E LS
BT HEFHARE, WrTRES IR R RAT A VAR 2 GRIINESF S 5 Fr g1l
BB RAT LT s A D) 55—+ A UE I P i AME T AR 10 4258”
MR, RAT NARRRAT IS AL S AT R KU

=, RERFAZERR

(=) BREERF

TREFHUNG SURAT NITHAT T LA T AR

1. &M 1 Wind KT 2021 £ EEERATHOLN G

2+ XFRATANLL A Jig 2021 S _EAREER F RTS8 AT T 8 R N RAT T i R ik
AT IS A B AR AT B

3. AP T RAT AR B BRI L
(2) BERR

ZE, AN BORAT NATA . DL 2021 4 BSR4 A T AT T
FLRNRAT NARUORAT B AR BATIE, RAT NHE i E VS RE i 2 25K, (HARK
FATHE, RAT NSAFAERAT RIS s B3, AT N SR B
BEAT T AR o

2. RTESMA REGF~mBREET .
RIE BRI FNER A% (0] A0 & -

(1) 2019 £ 8 B 19 H, RMETrAXE McKesson AFERI—3 5 EF
AR (RS IS ESMMRIMBIIZP BT WK RIFEBLB AL
B, AREHNREE TR RETSHMIERE AN LS AR R EAES A
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PLECEREL, NS REITATmREERE.

(2) McKesson F 2019 & 12 A 30 HE&ITABEMHE, IAKXSEHFERD
ZR, FDA RBFZEHREAETTHZHAREY, ZEHARMEITALEZ=EE
RAFIEND,

(3) RITAR 2018 FFEEMIL T BRI, WMAR—RMIEHEE RS
FAFRF R LE T mREERERA TAE—EREENREEH.

HEITA:

(D HAKBETEHEWXBEXEATMERA~mRERE. BEFEHNEE
EREN THSHAR, REMNLITARRERZN;

(2) #MFERBMEITAREETSRHA REH, ATRESILBNFIE. #M2. IE
BN LT ANENE, BEFESmIAERXERSMXHEENRGE;

(3)#M TR PR LR = SRR A B S8~ m R RIE S AL BIE R ;

(4) # iR~ MR AR, FRFREXNETEFMNSIHELES
'l\%/Ro

HREFA RITARBINARAHERL
g8

— #IRFEEEHSMXEREANERRRERE. BTFRNE
BRI TESINA, REXHRAIT AT RERIR M

CUN RS AOIIAE P 28 SRR B IS “SONT1T . Ny B E R R R A oAb
TR T

«
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EA, ATERAWAL, REMRITATROY A

1. ARERAARREFTAAN T EEEIN, ITHS

i+ E (RER), (FRREE) (BEFRBZOERZLE). £8

Code of Federal Regulations FDA. 3 E Consumer Protection Act 1987. The

General Product Safety Regulations 2005. Bk 2 General Product Safety

Directive 2001/95/EC. Evaluation of Gouncil Directive 85/374/EEC % ik
HER, FERNECRHELBETESN. ELRHERETELFH OXATEH
BB ) BANISEEERL, ATAZZHEERRREFE., £
B, REAKAAXER >R REREN I L EZREANELT:

(1) ==kt

HE &K

EREREN

B

(RFGEFRBRAERLSE) BT —FAR: £XFR LT HL 40K
PRAEZEARN, RERERAELLELETE, RaLsMRELBE,

AFER LRI BRGECRESITREHE, KEHRSRELLE
&, Rl T R TRALKIEHN, LA AELN, ANERREL
BiGHy, BE M4 A EAEREZREFRNBEAZIMER, FLIPRR
#Hi, BLET HE RO AERBYAT R, BADZHARERED,

A B Y QAT BRI TR 4 & HIREH S A F B3t
i R AL EERIN

FH=FAR: BEREII AT AR AL HEGHIEH
RIZERATOHN, RAKBRANE > H 4T HET R TRALRIEY, X
RFEFREEEHE, THEASEZ, RREN, GAEEHBRFAALL
BXAGE>E4 FHERRTRAERGH, B8 208 E 5T RA
BoM, A BAEEEFRAZSNZ AR ANATH B NFFELL 2 EH
BRI LERARERLER.

AFEREHERELEK, THFRAZSN, BN N & E kL5
RAZEFMHABRABFNREREI LR

*H

Code of Federal Regulations FDA % 803.50 £#.%: (a) 4 F K2
AW, BLATRRFRKBI IR T XE X TR LZABE 30 BA,
ARIEH 803. 12 () K &9 2 K G KA EF 803.52 ZKF&: (1) R T
FHEARATREY; QUEBALTHRENESBSRREHEEHEMES
BRI EHHALETY, THREFERETRES.

# 803.53 £ M2 : BXfEBE 803.120@) FHWELGEMNRET—4
MA % 803.52 K43 8095 RIS, RIXFALSFRTEEZRIAATHR
RAEZ A S5AIHAR: (a) MDR TR EF 4P LRI A B b3t
BIERFERERE GRS ERAG AN . BT URAEAT RiE, et A5
HrHRBAERZE; X (b) FDAZHBHEZRXRT—H 5 XML, wlkE)
X P F@iEs, BLMEAZHBIRE, HAEREMETBRALGITH
HRAAE B 4. FDA dik A E 7 BREEA & T AKMEE, FEk
@i AR,




xH

LREFXBEIEIAREAELB AL RGOS EETL, XA ZA4
SER AR LAEERE, BEALER S REFH L LGRS
Fr ik AR

B

LRERARXIAEIAREHNELBAH LN EEERL, KAR
REAHNER DG AAEEHE, B EALERN S REFH K LM
B IR EAL P 45 AL

(2) B9

SR A

R 3 ¥ X

T B

(BEERSBEATES L) BUEAR: LA ERBBEFSHNED
R, HHRRBAELIGY, £FHENSRBEASEZERETD,

Bt —5AZ: AP ER AL TR EFRRELLAT, WERHEF
RREXARBLETR, #ifdsbHREEBE,

2 EN LRI HEELREITRAERNE, KEXFRREEZLSE
&, RpEReTRAELERMGY, RS IALRAEIH, ANEFRAEE
BRFaey, RY G EAREBZRARTREAESINTER, HIHPRER
Bk, BILAEE HE, ROAERRBYETS, BADEHAREREE,

& FE S Y QAT ERE BRARIR AL HIREE T SEd BRI
L3 D1 L,

FHEENZ: BEBALERANRTAZAAEFRALE,GY, RSP
milisd T EE#RBE, FOBRETEFERIDZBALS AT AKE
Sk FHEFABIELEZAREALE A

Bt AEAR: A BRBERS KB DEIEGHEF R, FEBRIRES
LRI

% B

Code of Federal Regulations FDA % 7.45 ##.%2: (a) THREM XK
A8, FDAE REARETRERLLALBE: (1) THE Q> A KR
FIRGERCPERBREFEGRE; (2) dLZANZEREHDE OIS
(3) ZEFITIANAA L BRBATH K AR RS L,

#810. 13 5842 : (a) R F LY EFBELLTERYFTRESHR
ZRBFBRENELRARIMMFTEZFALGHEEL, R E DA LT AFA
FEHIIEFE R, R BERES 810. 11 FHITRETIELRERNMKFE
% 810.12 £ T 6943 L 4K E il 44 )5, FDA e REKZHF LS ARERBHiZ
GAEPCHENETFBM, FOA RAERX BE L4EfiB44E 156 AR
ABBZEFAARTEREBE, REELTEFRKISATHER, RER
AH810. 11 HFTHRENIES 15ANATEE A, RAIKBRES 810.12 &
FEF LK E @SN PBFRE 15T/ ARITEE,

xH

The General Product Safety Regulations 2005 % 7 &% (3) #M
B: AFPXRBEBEEH TR ASE * R4 eo#k:

(a) &4 /= =T REH AN %;

(b) RIGE L G473, QLHELERATELNG, BETH, REAS>H
HETHRE, B892 EAREFE).

% 15 & Recal | notices & (1) HZME: B % (4) BIZARR VA,
LITREHARGAEE - NCERELHFEGFRRLKR RN, B
FRAEHAERE S, ERERELSNLELRAALSES ), 8K~ %
KERELBD,

RFESBPH LGOI EEZRL, RENSTERAEST SWHRY LEKL
ERBENE, PoEHHM TSR E 5K The General Product Safety
Regulations 2005 A FERMEFEMR, RPN TF “%L2R7 92X
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K CBAEFERLSETRLGEREHT (QIEERABMR), ZKAERN. £
Fe B3P T S AT RAEMAE XA FRRIKRE 5Z > o0& At
R, FAEFARZELEENZGIFA” FT “ARER” BIZLH “R
RELFBWER” AN, XS EENUGELEERSE R ERTRE,
WA HAAEHENMASER B D

B

General Product Safety Directive 2001/95/EC % 5 &M & : 4%
E2EEHFTREQHFERE AR E L, FRAEBAE S S EFTEAXR
LEBATHRLEEFRGEENRAKE (AEXAAPETHHRLT, AELR
AR &) Hi X R RBALG . BPELE T HBAELTETR, LREL
BREEFTEABLTHAMELR,

AEERLAZEEHT R ABE = SR A0 65K

(@EHFHESTRERTRALNAL;

(b) RZE LWITHH, OLELENATHRERNE, BETH, RESA
BRETHEEH, RBEZ =

FBFAR: EAKELNT, LARR 6 FmE, RKARRBLZENX
ARAEELEHTRBRATHE: (f) S TFEFTLRAATHO LK = &: (i)
FARBR R ME TS, HETEFE X RORE. (ii) 4. W
ARBREZRA M BT =R B Dot 4 J4T ML,

(3) w4

B RXXx#HX

FEEBEEA

+H

(R ER) B—FT_BE_4AR: BEXESLEARIGERMAREL,
& EH R SRR,

F—F_BR=ZFAZ: A BB AERGEBREARE L, BWRRAT
VAT St & 5 B KR, BT AR R E R RKEE. ey
&R, HEHREE, ARGALTHEE, BAEFOIHE 5
HBRERIGH, 2EEREE, ARGHEHEE,

B—F_BEAEFAR: ARG ARMEAAS . M F 2400, B
BARBFREEH, HEZARERELRE, HR45F., HRARFERK
1£,

B—F_BENENAR: FRBNRBS RANELEHRIGN, LE25 4
BH L ARRBUS LAKE, 7, BEEAKI®; KA RBRAMAEE
REARKBEAR)ERRET K, H P KRWMELLE Y AKIERFAE, 4K
BAHEAR KRB AEHE, £ 25 HEH LY A RBERAR I HE
L2 %A,

F—F_BaREFEAR: AT R Rk MARLE®. HE, XEXA
RIERT F AR RKBA ZAME ., EREARTRERESEREY, &2
ARAE A RAR R G 1E T R 42,

(FRREX) BOT=Z402: BESALEBIGERAT. AMZ
MEL, TEATRAG X RWE 2 HEKBEE, LTUAGERGHELEE K
Beis, BT ROEEENFTE, RGOSR R, EROBESTER
mEREFHERE, BT ERNHEENTE, ZPRLHBge, &
ety & FH ARG E R E AR,

Bt WENR: BERALRGERTEAAGGEN, BEALY
BAZESF . A MAnrEE, BRIARVORASEA: RAEEY,
AR Y INBAELLETAHEE, £FAHE. REBEZSUR G ILHAN
AFTLEWAEERERM; EREFARTH, HELIARER. ZTK
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BEABRHRAE LR RKOANLEGLERFFN B> S A LRGSR
REAMERRE, REARSKREZRRRETNREAZ. XFABDRERH
HERMEEN, REARIREMK.

% B

RBPESBAH LGRS EEEL, T LEARMEALFDAFEFTFRA
&R ESFBMERNRERZETAEELAR, LEHXT > SR ERES
G—&A, BNAHNETATHALZRAN =R TEE, ILREFETRELA
SEEREBNTRAMARKG LN, BREAA—WER. Ah, £B*
AR F A LG R E 0 & RIS R, X RN T A F a4t ¥
LR BT EROGMERZTAE,

RTFTEAETBREAIBLFRENETFRRGERFHG > RF
f#, THAREAARNES BRFHERENERRY, £ =FTRRAR IR
BHERHRARHTE, wEP, 2HBOEE.

HFREAHFAREZT QLS BHREMEST SR B FEFD TR
BirRads: (1) SRTHE; (2) ZARE; (3) SRAKIERE; (4 MA
W E R EAIIERK (6) HERREWRGERERLE; (6) KiFX
REMREIE; (7) BRBEMEREZ. LT, RFLORBE T3> &kt
Bela, &7 8FGA/RETREFNRKEN TR FTHEAZHETE.

T FHAEHK, W REREHFERK, BRALARBFHRE T > HiE
BREAFRERBAR = THERENEF 248, EPARFELRRS
A BREESTERESTEFDFOEERERA @ E/ S TEE
ARTEZQELREOGTE. Ak, BF, 248, EFARFRTRR
HBETERER: (1) &REY; (2) 3FTERFTEELS; (3) £&
EAR G RARETE. REOTTRRETRTEITHER/HREK.

EEE, EWBARAHARARF, TR EFBHFEX, LERAEY
B G RAATRFOREREZR R ARGMRS. E5ER*% (AEER
EJ7EM) A X2 BTEFDT, SAREREDZHIATORELE
FRTAFTHMMEL, SMAH O THIRA. 2R TR Zh3T AN
et =R RAME, £ TR EREZEER ) WRAETE, FldeiE
FBMAZ, AT IR

e

Consumer Protection Act 1987 % 2 &2 : NLAFRIFH/MERD
TFEFE =T, ATHAAMEGHZAMEAR2T4E: (2) ot FF;
(b) AT E S L LT ey 8F, RER 57 mA XOHRI A EH
L, RERATRIZERGETH; (c) AT B I T K> St o
B & R B AR R G534 f AT R S T A

FIFE (1) FAR: “%d” BEANEAZERGLL, ARER
EZERFEEOMEFMELL. ATRATGHEFLA,

BE55F (1) ZKAR: “BRE” EAAZFGE. RTRABRFH T
B, # Q) BAR: BEMAHRIF o HEATM = QMFARITT4E:
(a) BEBRABALRA, ORI ROM=; (b) WERALA, HARER
WM ERAEREERY. F (4) ZAZ: AR 275 £FGU ML,
AT A IR AR 24

B, RBELSBHHBGIELENL, RXBELAESTBERTE
FRAFA RIER A sh it AR E, LREFLHALL 275 X%, WEEFT
4£3£ A Consumer Protection Act 1987 89#.2 .

HTFREBBRTEREETEDENEAHER, TABARNES ZWRAMAX
AR B A .

R E

Evaluation of Council Directive 85/374/EEC # 1.1 &Mz : £ F
Bl = Sy 5% 85/374/EEC 5384 (AT HAR “H4” ) ARTAEH
st Bk BB A B P 64 7 e R B9 IR F AR B A TAE (B “AIHERE” ) 65—
AN CAHFXEREGEERREGLSFARLT, AFHEISRAM =
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BAKMMER S ZFRAZ, RIKRMNA 500 KA.

F33FAL: BRAACERRXREFT R E LG EARAR. RES
T AR AR R B R R A AP ARG A R AGAZH AN, e fe 1T
FAGFD, LT ABL AR FARLANH, Flhl R RAR, RBERE
(3

RBEEESBAEH LG ELETR, HEREFATH =S REREA
FRRBRE = 5o K F S A R WAL, RmiZABeIRER®T,
BERBLXEHAMBAEARAERY, LZZ2ATHAN., B, AEAZS
AETRXRGHBIARTELAY (AR, KB

r, pREVE. 20, REARDEA S eREEn, ENEE
BAEHANEREEL, EHEAERGAEY, BREEREPE, £8.
RAAXEEZEHEERARRKKL > SREAM, RAATRASE 8%
WM REERE, ATRAGERASBEE S, EARR. HRFRER
FREIALGO AR, FRITFASRF MBS L TA Y,

2, ERZESRRENERRXEBEEL, 1784

zaE+E (RE#E) (BEFZRETEELEA). (AT &) (B
BB BEEME), £F Code of Federal Regulations FDA. 3 Medical
devices: guidance for manufacturers on vigilance. MEDDEV 2. 12-1 rev 8.
Medicines and Medical Devices Act 2021, Consumer Protection Act 1987,
# ¥ EU Regulation on Medical Devices 2017 / 745, Evaluation of Counci l
Directive 85/374/EEC ¥k kM, EHELRMH AR EAZTL, RIF
AZZHREXARRITE, £, REAKBAXREN*SREAHEHLE
HEREEARNE T

(1) RRFHREMTREFHRS

BH K &KX ER 3 ¥

(EFBRETEFELEP) Bt 502 EFBREMA. £FEA
BLEEIEFBRARFHAEMNKRR, RELSALFZMERGRREMH LR
MHFAR, HAARIHFRERIRFALEN, AERESFEHRETER
IR, GETERARFHLEMNBRAIMRERE, 547, F4, *
o e 42 4] S5 M Lo

EFSREFZELL, KARLEE LI ESFBREMA. HRAS
A FEERARAYGER SRTERREFMHEN; KAETSRIRREH
RATHRRARFHS, DEBRESFRGREFERZFNGALE, @EST SR
AREA LR HEARAIAMIRE

T
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(EABRBDFENE) B4R EFBRLETHTEAA (XA
TRAFEAA), REEARIEETBSRELH RN R EE ) fota 27
R, BIEFBRARFHLENKRE, GESF BHRA R FALAMEKM
H ORXTRALERNE) ABREESBRARES. A FARREEY
ZELY EFBREANLEL QR AARLEMNNKREETERIRF
#,

BTAFAR: FERXETRIBECIHERHFATHTREST BRA
REMAN LRL; QIHESFBRAEBANEMEARA, EEREZ S BHAH
EFERTREH.

BTHNEAR: BAA BEL L —_GULERWHE Y EMAER
EFBZRARFALAZERZAGRA P, THEF AP EELE, REETF BN
FAREH BAARSKERZALZBENGZL; 2 SBEMEERL LTI,
RS EFRGT LB R,

F_tTALEAR: HAARARE R TEETFBERIREFAY, &Y
SHAERE, FERATWHRELAETAARSE; FETETHE, THRIFHET
THERFATHRE S A 20 H RS,

EFZEREELL, EFRELAARERATREET BRIAREHY,
BEAREmBAA. £F, FRATHIERSATAN, FHREEHE.
TRIATCEHEREATHAE208 A, AIEREFZERIFRFH LA
FEAGRE.

%8 (A

ERTER

AR ETF
2.0

Code of Federal Regulations FDA % 803.50 £#.%: (a) 4R K AZ
70, BLARRETFRIEB AR T XKLL TREEZBEG 30 BA,
ARIEHE 803.12(a) B K G KAWL F 803.52 ZRMF&: (1) FRTH
FEARATREY; QELERETHBEWETBRIEBHEEOEIMES
BREENHALTS, THREFEATIRES.

% 803.53 MR : EBLMBERE 803.12(a) FHEBK G EMERX—H
MA % 803.52 K12 885 R{KE, RXFAFRARTEERIAUATHER
RAEZ B S5ATAABTA: (a) MDR TIREFH P LHKRN G b3 A4
BERERERE NSRRI GANIE . BT AT RE, o2y
AMERBAERZE; & (b) FDASHFBERRI— 5 RiKE, Blcz)
HEPBiES, BLMENZHBRET, HAEREMETBREXEGITH
WRANE F4E G B 3AF. FDA doikh B 77 BAREA S F AR, HFEK
P\ il o P L B HAFR .

% H

Medical devices: guidance for manufacturers on vigilance #.2 :
£2HRB A RARLLE REBBREZLEFOREFAGER AT E
42| E##% (Field safety corrective actions, #j#& “FSCAs” ) il 4=3%
B2 %MH (Medicines and healthcare products regulatory agency,
AR “MHRA” ), R P a3 MMEIEE (Periodic Summary Reports, & #k
“PSR” ) #e#t #3484 (TrendReport). & WA RFt X FHK IH BRI
Y EH A

MEDDEV 2.12-1 rev 8 # 5.1 £ : &£ HREMNGBRREZLAR
EEMMR I — S FHIRE AR AR . SIS RE LR E R —
RLRE, REWBREFRREARESHA—HRE. BHFEEF—ORE
#HE 2R EH .

Medical devices: guidance for manufacturers on vigilance #=
MEDDEV 2.12-1 rev 8 # 5. 1.1 £MZ: Y B REFERN TR FHAEXE
KA, &£7H LM MHRA RIRE . ETFSRTZRAREMEGEHS
HBAARREFHS: (1) REAFK. (AHAETSMELTHHN X, FE
FEMREGEZENEE, RETHFLLEAATRFERLLFHEFH
KE); 2) AP AHESBRANRERFEAFANERAZ—; (3) #F
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HFERTRIRES. EAZRARANRERAPEER, L EZFHT
To
Medical devices: guidance for manufacturers on vigilance #=

MEDDEV 2.12-1 rev 8 £ 5.1.7 5% : — 2L &R ZF/HTRKAHF AL T
—ANEFBRTRFEIRATZES, BSRESALAHACARTHRE
o ATHBEZERATFATHL: (1) PENNERERM: A4 HER
B (REAEMARESRRE) SIARFRT 2 X; (2) TR
HERAEN T ER: AL ARLTEFBREFHZIRBKE G LR
(RAETREIEAGRE) BERRTERIAFHLLEN 10 X; (3) .
EAEFRRZTETESREFMHIAKAS 20 (RAEMREIERGR
) BERATERIFHRLEH 30 K.

EU Regulation on Medical Devices 2017 / 745 % 10 % # 13 BHZ :
2P BARREIREERZRERE, URRESEFEANGEZL L EHEH F Lo

F87 45BN BAR ARATH ERBELRR TFHLEMGBRE T,
BB 92 (5) #= (7)) AR ELEMMBREUATAZR: () TR
AERATH EHEESBRO S EFH, 2RI R LT HFERTEHF
AEBRIHFERGARAINER S, SHRIES 88 F LML, b) &£
TR XKBT % LR BRO NG54 Bk, FANG%L L EHELGR
AARMBRTEELZ=ZRAERHMENESTEMR, NOEF AN EKATH L
L R BRI KBTI 52 2 EH 36,

BEIHE N2 FFHEAGETRARIE 1 BFATEGRE.

F2HAZ: A —ZAN, F1ERPHEARESVERAEE R ZEF
Hey = E

BIBAR . LESRLEARTHAETBMEFRZIMFAGARX
FRHERAZHEARXEZARZAETRALY, RIWPREE1EK (a) FAF
RGETEEFH, T—HRFRRTLERIZEEFHEH 15 XA,

FABAR: REAFIBOAR, TRAFSEHALITETH, ML
SRRBEF N KPR GRS, ERRTACHELIARARSE 2 XN,

BEHAZR: RERFE 3 AR, THAARARTREEKRILEI
PEIR, GRESELFHRAAIENZETFTEREZEEHZAGER
XEBLIRYE, ERRTAFHREHZSEFHZIHE 10 XA,

BOHBAR: LB, AHBKANRE, B TARINWINRTE
e, BERXTERE.

BTIBAR: FEREABETREFHAZE, £ ANMRTARZE
HREEERE AP HEREL 2ES5 XA EHIREEARTIIRE.

(2) B39

B REKX

ER 3 ¥

T

(EFBREBTEEEP) F_T5AE: EFEREMA. £FEAR
LEATILS: (@) BIHFITFRENFZDH A,

BRTEEAR: ENSBREMA. ETARXNLEZHEST BHRAFL
BHEMARAE, BEMREEEWEPREREK, I A EL G, B %
SR LA R, Bl Eb Y, ERELEAEFSSL2ERER, B
B2 EFTHENESTBR, RBAMK, R FH&, LRERMEFNL, XH
RERE, AREFERIZIFLEZFAAA TS LR LBERZGRIAREL
EFEHRIRE.

EFBMTIESLLE, BELLRAL T, BENESTFBRALINK
AREHE, BYZBF LA E, 2%, BRERFIRERA. FEA,
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WRAF LA F, 28 FELHL. BFERERA. EEARDE TRERN
FAREZBENEST BN, RELHFEE,

B EMEMA. EFA, RIELF DL, 2FLLAKRAFARR
HBBDREFLLEE, 280, ARHRETEENFNTATS LB DR
AL F, 2F.

(EAFBRBOEE &) BELEAR: EFBREZDLARS 5N
BRERBRIENTIEIR, BY 35k GFREREE,

BREAR BN BRESLELV S SHBEAIEIGACEIBRALAENS
WMBEERFE, KEETBMELHAE L, SFTRGHG > B ITAE,
A, R B EEEE R,

#oEFBRGFESNFE AT ERARCNREAR L HAAES
IRAEFBRBIINAARLARNBEERRSR B R U BERLEE; LS
BREZNERZEE, PERARTHOREAR S B RS HGNZ HEE
o

EFBREETL L ERNEEN Y RMPE)ETTBRE T D LT 5~
R iTIRLE, R, THRALSLLEFBIL S, HR BT AKAE
K. RBERBMBEREE, =A@ 514~ &,

ETwWEAR: EFBREZDLEBANERE TS, B+ 450EX
#ITRE LS, ARETBRERGARGYN, RS I RREHEHRED,
B @it e X H = 58 @z &

FotwEAR: ARG LU BEENN2TBAEIRGE, AHESFBR
2ELVREBEAEEKGHEFERESRAALIHBON, RS F4AESH
BRAES DL E ESTT B

FTABEGRRZTARNET BMAE LT ARE, AAEX, AETE
BB B BEERR L, ETUOIRAEZES BREMREHIELEHL
SHHLUBERF L. A ZARHRSBLEREERN, RS AL
Rk @2 AH F4 B EE &

EFBREFLLEERERHREBFEENIINZRLRXTET, HF
BANERETWEE _KOARARLNH EHBEE L,

*8 (A

ERTER

AR ETF
2.0

Code of Federal Regulations FDA # 7.45 &#.2: (a) THREM XK
48, FDAEREIRKEATAEZRLLELEE: (1) THEW > 2H &R
FRGERCPERREFRZHRL; (2) 2LEFNZERRBHE LS
(3) ZEXITIAAA L BRBATH KRR A R F i b

#£810.13 5% : (a) mRFLFEfBLLFPERGEREFHR
ZRXEFREFELRABRIAMTEZFLHFHL, R DA LT AFTA
ERIEF K, R FAERIES 810. 11 FHITRETHIELREANKFE
#810.12 £ T3 L4 E Al &4 5, FDA B R ZFASUREREEZ
GAPLAENESTT B, FDA AKX BE L4 EFfiBsbd B 15 ANTHE
AR ZFALEHZEITEREE, REELTEFKISATHIA, RER
B E810. 11 £ FTHREFIES 15ANTHB A, RAINKIRES 810.12 &
HEZ LK E FoiB it P BFRE 15 ANTHBAHRTEA,

xH

Medical devices: guidance for manufacturers on vigilance #=
MEDDEV 2.12-1 rev 8 % 5. 4.4 5% : EFBRKLSZLLEPHOERLE
FLAREZDHARETBROGETERABRRXETRE, X LR EFEET
BRMERNKERER, AREARASFEAT TR FREBLFIEAERAT
RHERFABGRE,

PRI E Y EHH ( “FSCA” ) R4 F B A A EHT 6 &7 EME
AFURRIMAITH, FSCAAFEALZHXEFERNG B, Fl&H BHE
A7 3 4T 3,71 X 33 47 &) FSCA B B 38 %o 25 MHRA A8 X 69 .39 % 4 il 42 ( “FSN” )
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J 42 MHRA #9 R 35 £ & 77 o

WwREFALLEALCRRE L4, U MHRA TEREE X H E ST
BAREI ( “MDA” ). MDA & MHRA 3t [E 57 Rk se 4 A & E 57 AR 44
KL EI2F &,

Medicines and Medical Devices Act 2021 # 35 & HEMEABEE
FRBWAL: (1) XFERATHATLHIIY: (a) ALEBAT R DIRERE
FoZe A TRE BT BT HRMAME; (b) ZXELmARER, (2) ZEHNH
RBLEHAER T RH I ENMIBEOAZE (RLRATFLHA 23 £
AR THEABREEREHALR RN EE),

B

EU Regulation on Medical Devices 2017 / 745 % 10 %% 12 BHZ :
ANARAEZHAR A BATTHRAME AN ET BRAERBA TG L
B, BERRRLEYEREEBREESER, FENHAIRZTE, X
WBsZBMNEHH, tEH@egRREflagtr g,

FEFBSREATERNG, £ 88 2B i@ sk B B IT SRET SR R
B £ E MM ABRARGE F 56 &K% BRAAKIES QA ENH, LTSRN
Hy FelE AT F B R B 2| B4 56

FIHERNBAL: BRIEE M4 FPITIIEE, HEFZENMKINLIZ
ESFBRTRATES, ERAHFRAAGEEf LS, I REIRERT
BRI AIEAELONE, WL ENME R ERMXBRO LT H. L
BREFRIITHEMXEFEZEARR—WE Y LA 5 R e R AaMHK
89 9 E 33645 B A A EA T BT SRR Z K, RS IZBRAT
B E&RE, IEZBRWATETFREZER, IR ZIRBETE, A
RAAGSEHRABDZBR, HH R LEELMXEFEER.

BIBAR: HTFTLBRKEEANAKRBTHOINAESTEM, F13&
HBHFEEREANFHRES ARARRIHE AL RKIE Y 6L EH .

BABAZ : ZF N BIEANEHEETRARL 1 ZHEHPRARXKRE
LW EH®E, TENMERBR—E Lk, BEXRFIZET SR
EAEXBATY, AEZIRAZTHHBEXEE,

(3) W24

B R & #HX

FEEBEEN

T

(RER) F—F_B_F=40%: B, HEXH, EFBRY
g, REMATLS KN LR EREZREW, EXTUAGHHETHTH
AL A5, LB F KL, LT A6 E S FEEE, &4
W ES A KRR, ESAAREE, ARG AA TGS LT FT
FAA. £°8., LERRENMBELE,

(EABRUEBFELP) B+Z402: EFBREMA. £FEAR
LhBESBREATRABRAEZETE, T, £5. B8, ERLIAEP
EJj7BMmey k. ARARRERETE.

FEZ1TWEARL: 2REFEFERY, ESSHREIMA. EEARLY
S AREFHETBRAZ AT, B LLEFLVE ZITAHGE
B, RIEABERBEREZRFATAESE, EFBREMA, FEARL ST A
FANBITREHN, AHARTIA, X Hfeiit. TREZLL Y BKRB
EEEN, ERBRESREETENL., BZHMFAE, TRBRAELFER
BB REE, SEETH AKX, HETERLTHER.

BRTEENZ: EFBREMA. EEALNLEFHET BRAFS
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BEMATRE, BERREERNERRRELR, R ALELBEY, B
ZPRFLA P, B XEEL L, RALGAETHIFLEERER, B
B2 ETHE M ESF B, RIAMK, HEFEHE, WRMXFIAL, KHF
XL, AREFSRBIFLLEZRAGAFTHLEFEEZGRNALL
ZERITRAE.

FLT_AAR: EFBREFZEIRFALEARRERLIRE, X
BE RIS, BB EEERAGNTTARRER, TEHE,
HARIMERF .

(FRRAER) FOT=Z4A%: BERAEESGEBRAST . AR
WEW, TFATAASRNE X EZRBE, LETUG*SGHEHEX
W42, BT E A BN, EROAEEREY, TRUAEEAR
ML THEE, BT ARNHERNTE, ZRL T FREe, &
Sl A T E ARG Rt A,

FOTOEAARL: BERGARGERTEAAZIHEYN, REARLY
WAZESTFR. ARG EE, BREIRSGOBAFFA; EEZEN,
LREIMBREFLFQHER. LFAST. BREBIESEUAR B EBEALN
AL EHEERERR; BREFARTY), HE LI ARER., TR
BEUBHAEEMBRGATLERLEFFRFRRA . B 2B ARG ER
TEAMEZRMEY, REAZRSKIRRKIEHNBEE. TFARRETHL
HERMEY, REAR Y BIZME.

% B

WRBEEBAH LGOI EETL, T XERMEALFDAFT FRA
T ESF BMERGMERZTEAEAL, LEAXT R A EFEHG—
EM, SMEAFRZT aTMAERN =R iEdk, ILEFETREL A %
FREBO IR RARKG LA, BREAR—WER. Ak, XB>RFT
R LG RE RS AMIEE RN, X LR TER T RMMFES
BREGIRE A2 A,

EFEROLBTRE*SFEARLHFERIAMEDAR IR
LHTHRERIFIK, WmEP, BETHHER.

HTFREAHFARES QL ZHREGESTERE B TAEFD TR
BirRadE: (1) SRTHE; (2) 2HRRE; Q) ERKIERE; (4 MA
HEHERY EARBELK; (5) HAERKEMANEREL; (6) HKiFX
REMRREw; (7) BRBRMEREZ. L+, RFLORE T > Rkt
Bla, & FHFGH/RETREFRKIEGH TR FTHEFTHTAE.

s FHRAHK, S RBXEHF EREK, BALARE 2R BT >0
REAFBRERBBAM = THERENEF 248 EFARELRRS
A RREESTERTBTEFLTHERTERCE @&/ & BT
ARTEEQELE RO, Bk, 7P, 248, EFARFRTHER
BB ETEFEA: (1) £REY; (2) BTERAFRELS; (3) &@
HEAR O HAREZE AL BB TR TRFEITHER/ B EK.

% H

Consumer Protection Act 1987 % 2 &2 : NLAINRFH/MERN
FEMEZRTE, ATHAAME GHZEAMEARLT4E: (a) FRit =4F;
(b) EATE Rt g TeyLF, RER 5Z A XOHARRALEE S
#RIT, ARAATRIZZ®RNGEZE; (c) ARR B ST > it o
B R B ARARL L GFEAEF mHETHEZRGETA.

BT ERAL AATANELHIGE REHRETMEGTETLH AN E
B, RETELHER. HATE 5 R A5 A9 PR B

RBELBBEEGENEEEL, 5FRTERETFERAEXEREYN
B ARBEFRIKTHE, PLEZHA RERBRASEZNGR T HFABLHL
it T RILGRE  REIFRGRELHTIENREBTR T ESEGRT
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Lo, HLEMBRBFXFHTAFRTHERARBRE . BTLH 047
ARLECHEGEHMRR., TLIRERRH., ZRAFORRAARGHFH
REHELEF

EZIXERERF, FEAFLEFALTRREIAREREH /A
BA Tz, X TRARIAATEERLGRARERERZ TR, —B®
T, BFBTHEIATEERR T, TRALBZFRABHFEFR (PR
REAZFHERM FRE RO FME).

REFELZBHH LG EHETR, L XRETRAGEHER, O
BRAHRREER, FRHEE P BNR/ R RFEARFHERT
FHKo

B

EU Regulation on Medical Devices 2017 / 745 =% (31) &HZ:
ETARARGIATHRELAKAFE AL ERRGET BREXRGIRE
REER, B, T2REXHRRE L HE, L AES 85/374/EEC 5 45
A (1) ARHBLETHERERBUM FRE. ZEBEY L ETBRER
BFER, LAfb VAR E, AEALF, TEAEZHAXEZENMEG TR
B $e 14 E 7 Bk TG AR RAEZ AR,

% (35) FAR: SATFTRASIGALEZH, BRREEHARLELEH
EFHEFBROGESET RN L ERBIRGHKEAT BRIEXHE
YR, EFIAREER, TRAUIIAEXBHAE T LS, BTH
R B, ABRBRERAR S ARG EST BR A FETIE. AEANZ
H ISR E G SR FAEH R %ok 85/374/EEC AWM, HRBRKEL
st o Hhed 2R AREEEFTE. BRRREAVRTRABPGHXHALZ. £F
BERREWAE, BAANTELS HLHNRMKER, LQERBEBARIKTH
EBARGER, REATBEAREMTLEAHATLUEASOAEHOAR.

BIOKRGFE16HZAL: ARARFATHRIEEAGKBAERLE 2
Koty 5 FE BT BRI AR W F TR,

BERGELR, BREAN LS LAE, £ EAEERYRE R EEAR
R SBIPRAGFERLT, BRIES 85/374/EEC T4, HBABAFTHER
MRS BRI

FUNENESBARL: EXYREALLZABNEALT, FRARRE
AP HAEAABFENOEAZ LS, BRERREAESLEH—HAKGEST
BMAE W HE AL

Evaluation of Council Directive 85/374/EEC # 1.1 &M 2 : % T
BRI oo AL 09 % 85/374/EEC 534 (AT HAR “HK4L” ) AR TAEEH
*t Bk 328 A B PG 0 7 e i B AR FE AR B AR (B “AIHERHE” ) 69—
AN . CAHFZEREGERMEGEFARRLT, AFHFITFBRAM *
EARHMERHBHFREZ, RIKFRBA 500 K.

FIIEAR: BREACSAXTEST FBERGBERAL. LTS
TIABBEK AR R B RE S A Ak A L e AR, Fle ks
RAFLD, LT RE AR RPIRLAENE, PR 0R8, RBIRFE
TR,

BE, gREPE, £8. XERAKRERF S ERAEA, ENEL

BN BRI EREL, BHERERHEEH, FAREPE, £B. £
HARKBSF T ZHEEHRXRRBEIAN >R REERREETFK, KITATHR
LSXBMIMNMITELE, ATRBERTSIE =&, EANFL, TR
PREBEZTHEGRNE, FETAEERDINLEEZLETAR A,
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= HFERAMETANRERT WA REL, WREIRKIVFA. *ME.
WA RAT NKIRE M, BB AL S VA TEAR o< B o bt X 4 65 A XU

ZrrwE B (BRIT A RE R INEY o (RTINS RS AN R
EHIME) . (BIT S B B 2 ). 5[ Code of Federal Regulations FDA.
21 U.S.Code. ¥ [H Medicines and Medical Devices Act 2021. DIRECTIVE
2007/47/EC. Kk EU Regulation on Medical Devices 2017 / 745. Regulation (EU)
2019/1020 5 F ELAEEH, ERE SR RRBANEEREN, WkiTANRE
BEI7 de A R 3, W RS BURAT NH R S Fo IR AL AR 5% B 58 B X #E47 85 65 1Y
PR, BAR R

(—) WRAT NESTHW R+ B REDS R B4 e i K E B e
R

ERER EEREEM

(T8 BB MNE) SB-EFNE: BT Smas s k. i
KRIVILATE . A RTRBETT A 0lnT e BRI i, 2 24 37 RV 454 B i 2 A
FRZIRTT 30, N8 RIS T A e ks e i, IR R pTEheE . B
X BT 25 0 B B TR s A N BRI T LIRS, 3R 24
RN FFTEEMAS . AR X, BT DAATEGH 1R

B TUSME 2 B B IS A VAL, DN A
PR AR 24 4 [ A7 AR SR B 1 2T S0 TR 23 44 [ 1, B2 DT PR
A Al A [ PR T A

WNEEIN B 24 MR B T T DAESRERTT AR A e il 2 Al
AN B ST BT A  BEE RE T, 5 85 s P 2 7 B e P A R
EyNe 77 it o
;;;ég BT RAUE: BT A E ol ) SR AR IR R
AHERT, STF IR A AEBRE R BT 830, R4k 5000 JoLA k3
JITCELTR S I8 ™ 55 SR, B BURIE AR ] 4 (T SR & VRATIED

(BT BB EEER) FATEHENE: ETRMENA. FEA
RIUVEF BT as AR S o PEFR e . 2233 M B % S0P M BOREEK,
SR FE ARG R, B2 SR R A, R R Al 8 B A
WAL E MR, AR 2 EWEERES T, RGN 55
FEt, ACSRAHICIE DL, RATH A, IR BT a il A (R A AR AR B 1R 971 53
24 i B B T IRD A AT IR

(BEyTREA R RN BN EEIMNE B=1 % WE: FAA
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IRV PRI i WA LR T A A RF ARG, B2 LRI B
I Y A A LA AR S BT 880, (RIS O R o B 2B 7 o R B R
&, IFT 7 HARPHE LA REA R AEAE . BRI, B2 i
B T1AN LA AR 7

BN+ \FHE: FA KB EST S R SN, KB B fE
Lo NAAAE REAN A dii 22 A XA B XU A B2 T 8508 B2 AR 15 DUR LR R
Byl i i, JHREPEE . AR EERTZah R BT

(=) AF LA BB .

SEVUT U RIE 243 BB A B 1 T O R AT AR 42 f1l 5 i A A2 A
AW AR, W DCRBURATE R G B B A 50 A Al
FORFB U PR AIUT RIS, RGOSR AT R
B,

BRAFHE: R EST S RF BT S, ARl 2
oo A FLAR AT AR U 1 L, RG4S 267 L B L A P S il 4 it
ML FFA NI BRI K itk R ATE R B S

UTERIEE

T E

PFAER R

T7 AR
ik

(BRITRWA B EEIMNE) FET2F00E: B aimasE b, A
AL A IMNER LR —FER, ST FILiE . sk BT
I, IFAE 5000 JERAE 3 C AR HEG MR E SR, HEAGIERRT]
A (BJ7 aeas &V liED .«

(Er S EEEG) FEANTANFIE: EramEmA. £2A
7 MR PP G A, RIBUM A% R i, O O T B a ot AT ek, I
2 IR E HEAT VR AR S B 2% AT . PN 5 RR ] C BT BT de AN g
TRAEZ2 4 AR, BEITEmE M. & SR 2 30 BB T B R 7 2 bt
MHIEBE B 2 58 BRITas a8 SR BB B BT S AHIE BR
B IOH A& SR, B 0T 24 ot M B A VA B2 S IWHIE B HO

ES

BN RIBURT 24 it B8 AR T TR B 7 s A R FAF i 1P Al
SO0, 4O BT SO AP FIE A R O B BT SN
REPRUEZE 4. AR, N 2 TEAH R A s HIE B BUH 46 5%

B 5T 24 i M B A PR KR 1 L 22 ) A 4 SIS ATV A R YT s ke WHIE AN
BT % S5 00 o AR RS BT 23 B0 MHIE 238 BOH 4% S 1 BT el A5 4k 82k
PR 0. &E . R

T

M=% 1N

FHEIT RN

AP ENS
z)

(BT S E BRI B\ ANFE: A TR 0, dh
TTL R B AR ] 5T U, BCERA P E IR T A G A
P E R BRI T A MO E S BAN AL 1 370k, FF4E 2 J37ebL k5 J3oekh
NG BEEE 1 s RN, IR BRE e 5 A EL L 20 £ LR Sk
T RE R, ST fEr ek, BEBEARUERT BT S BIEAHE. BT
SCE VAR BRIT SR E VF AR, XEE AL IEEREN . T E A
A BT EE N RAHAR SR G, OB AT Sy A 2R R A
BLPARUIN,  FFAEFTERUSON 30%BA F 3 5 DA R K, 10 E A AR IE AR R
TR A B B

() A2 8 AT & S P A e B AT 5 20 B 46 56
77 i SR ER B B2 T 250

() RALIRZTE M B 2 S S BOR EORHGUE ™, B R
TR E LR AR RO RF A ROSAT, W e . ARG

(=) &g AL AEIENISCE. W kAL KRBT 8k, =X
A PR MR M A B2 T 25 9

(PO FE DT i B E B A 15T A BUR HEA A 8], 80 £ 715t
2y B B ) ST b B AL BE O 2F s, EAME IR
PRy L BB ESTEN
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(1) ZAEAE A GFKBIIE A H b A P BT 80, B AR 324
AP AL A AT O HEAT A B

(N BEREH RAL TIKEE CAE R L BT At

BINTI)I\FIE: A FIIEIR 1, stz B g 154
BE, &b 1737Cbh b s TR TR EAMIER, 45 ekl b 10 Fioe
PRS0 T EA, ST, BAEdFAERRT] A BT ds i
PAVFRTE . BRIT AR E VERNIE, WHER AL E AR AL BT
EHEN T EE N R HALTHEN 51, WCEEAT AR I8 B A AL R
N, FFAEFTERIN 30% A 1 2 f5 EAUR 313K, 5 B A AR I MR B 7 a5 pE
PR E B

() AP R R AR ABRT A BT Ao 24 BAR R EDR, RIK
MR e B, A5 1R s

(20 A, @E WA ARBEATT & AR BIRLE A BT 230

(=) RAZMPGETT AU B AR bR ZRs far . WA BT S

(PO Feibid i, SRR TR EE A 30 AN &% B AE Y BT 4

FBINTIFAE: A FIIEIR K, d1 05724 i B H e A T
AR MKIE S BRI A BUE, P8BS EASUER, &1 ek
10 J37ebL R G B ER, ST sl HAEmFEARERT] R R
JrEIENHIE B2y Sl VR rTE . BRyT SR B VFnliE, Xk AL
PoE BN EERTIAN HEMSTNEE N GAEAMSHE N 4L 1 75780
£ 3 AR ik

(T BEIT8 M & RN A g g k. A AR A%
BIRERE T R BT A RS AF I, ARIZMEER IS A RF A, BB R
B R BRI . DT 2 s B BB DA TR
A RFHHEA TS,

(=) WRATANETHW REREREN R B4 R In K EZEH )G

ERER FEHEREN

Code of Federal Regulations FDA 28 810.10 #1%&: (a) R IEHLIIA
RI7 20 S AR SR B ML 5, FDA RILERIT # bl & 3 o] e
M FEUFHFE M ER . ARPREMRREER, LR, WEVMR LUK
s b EAE A A, BERAE R LR
A (1) fFIEHE &S ‘

7 g 2) >|%ﬁ;ﬁ/%@%ﬂﬂﬁi4?ik]\ﬁ FHEEST 20 AL 5
(3) TR EeL L N AT A bl fst FH AL 58 LA P R T 2 0

3 21 U.S.Code §332 e K ESBAHEH EREINEER I W HFH
AE BT ) e, S8 R B vk e Bt X VR B A B R £ 254, il tn 3 ks
1A =B .

I 1l B4 1 E
BB i B
AP AR

FRHE 21 U.S.Code §381(a) )M & K E S B H RFSANEER N, X
FENMHBORAT I VR, RITC R A% 4 il ELEAN4T (Detention Without
B [ Physical Examination) £E{b0E & FDA LR HI BRIT # bl i, 1EAAT AT HE

H 5 PEaE R . BT AN/ ARAE B G

PR 1) 2 1 3 21 U.S.Code §332 e K ESBAHEH ERBEINEERN, WHFH
AVEENTE | R AT vk, S R BRI e s X ke A R I I Bk A 254, 5l
Edy | fELL NSO R BRI a2E BN E T . (1) e S FDA @415
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ARE I E RS T (2) BIAT NG T P E R AL B AR 4
Ry ) HHAT NARMRVENE B (4) BIATNHEREA; (5) 4k
IEAEZE AR ZHEHE R ™ i o

(=) WRATANETHW™ REFRERAED REA T R IEK L Z RS

R

BRER

FEGEEM

AL

7

Medicines and Medical Devices Act 2021 5 4 255 22 6HE : H{E=HAT
TEHIA o (D)WIHATHLIN A 2 ZEPR B B I7 28 Mk (L7, DLORRR AR e Bl 22 4,
A ZKIEH . Q)FRIPATHLIRFIE AL, FATHLIE ] R NIETE — 4 B 1534
TR AEIESTECL N AT N () HERLEE T 2 (b) A A B TT 28 (c)
) B SR AL PR 280k (d) A B2 R 2T 3 e 2 T A% (e) N HE SR T 28
A ZA

B4 FEE 23 FHE: AEMA . (DPATHLR AT EIE — 1 2 Al A4,
X BRI 2R A P2 T PR AT AL OGN 9 A ml DALR e {ge B B 2 4= i 7 28 1 E
BESR . () AT I AE A L HE AR 1 DU R ARATAT N () HERIEST 28 (b) A
LRI T #8 0k; (0) [l S AR R T 38 bk () A AR 87 B S ik 156 e A 2 T
() LN BRI 2SR T Fr B % s til. (3) RIRER/ME NI E R EHE: ()
Fe A AHLE R R 7 A& AT 8 TR R ST 28 ZE s (b) 18
GHAATHRHEE N, HLEEHATICLGEEN TR RIS, KT Sk
[\,

1B AR
CE iF$

DIRECTIVE 2007/47/EC £ 16(6)5 5 : 4 F 2 H UM R BLA 72 1 R
T 2 BT R AT A A SRR, B IS B AR AR TS B L, L 2%
FEAb TARFRE S, A SRS A R R IE S SO S AT AT BR ], R AR 7
RS 3 S 24 Y 2M I SR R T A AR A SR B

DIRECTIVE 2007/47/EC 28 16(5)% g : A SN 24 K il %0
MHRA A AE T S MAS . MUl ada 4 miol. B8Z@E M5, MHRA
A REXT A P2 ) T S U2 s i = A TR . i D .

R 1l 24 1k
7P n e T
]

TRIEE S8 H R RIBNER R L, I B 25 [ i 7 (B2 7 s il
ZUHAA R CE W W R BERE4E i BBy, JF B iraig 25
Wi FR BT A BT 3%, MHRA AT RE 25 A AR LR 215 B o™ w1
B7

BEAh, B CE VAL T O AH BN, R aAF (AT N BRI
P22 A ) U, MHRA R 25 R8 A FH LR Tt DR SE  (1 28 Je fak
HIN R 2 4.

(0D wRAT NESTE#9~ SRR B R A2 A R B4 68 TH lm ) X B R e

FEHEREM

EU Regulation on Medical Devices 2017 / 745 55 95 258 1 &2 4R
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G 6. Bi%E S E FDA 77 itdE MECE RS BT, At SHE P RITEE, 7K
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Wb oK, T AlEE 30%. AR, T RE ARG & (e EST PAE
R 55 A SRR L (2015~2020 4E)) € “+ = F7 RAKES 26 TAE fA i S D)
CF=7 BT SmBH AR T IR SECE, KAPFE LR RE.
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S IR) it aT e, [RIIN 2255 1 ) Bl w) RRAESK S ARMEAE M M BUR BT I & 1Ak
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B R 26,287.13 10,826.60 9,343.06
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