GN-03:2024 (C)

Medical Device Administrative
Control System (MDACS)

KiteaEANBEEH2HEEa
¥5m: GN-03

T

PEARLE
BERITHENREEE
Department of Health
The Government of the Hong Kong Special Administrative Region

The People’s Republic of China



GN-03:2024 (C)

(EEIEw >
A EETHE TR sz
0 GN-03 }* 2005 4E & e GN-03:2005(C)
1.0 2012 &£ 8 HIF X : GN-03:2012(C)
28 B T T T (RS SRR 9 Hi(EH)
5% 3 :
ST T LA e
S T A R S R S R
2.0 2016 4 7 H[EX: GN-03:2016(C)
22 H (20T 4 O f(es) Hiek 3 -
ST T U A
S T A R S R S 2 R
3.0 202043 F 18374 GN-03 SiiGr ( (AHEH \EHEHEGN-03:2020 (C)
g HisE) ) A
40 [2021FAF1H [T IEEERE IR K GN-03:2021 (C)
TR
5.0 [2024F4H2H L TELERg ) B T RS GN-03:2024 (C)




I
b

© © N o g M w DR

[ S S
w nh B O

GN-03:2024 (C)

B B ettt ettt 1
SRR ..o, 1
BB T oottt 2
R B B R T RS S E T B AEEELE oo, 3
A ok SR T R T ] P T A G0 B IV ERIE IR oo 4
AR IR ..o, 5
BRI IR R EIIRTE oottt 5
L= <1 DO 5
BB oottt 6
BEIEZEIL ..ottt 6
A= ot~ o= R ey P 8
BH8% 2 A% B S BT RIIRE BT oo 10
Bii8% 3 75 B e S R B R IR B IR oo 15



11

1.2

1.3

2.1

2.2

GN-03:2024 (C)

5l

T

AR EAEREA & = T A RO R R AT BUE EHIE MRS TAV R 2 1 2 ¥
RLIE ©

ERERZWEIERIEAY - BRI B S A s B U BB R
RS RRAVER > EMfEE e A~ (R R AR R 2 = R

IR ESTTEEEGE - AMBATANEELZ — iR E MM EARE LR
KHEFIVIE R ELEHVSEM( RIERS GN-01 3555 4.4.8 §) - Al A& = A A
B 2 A SR R SR 2R R ES | -

TEH 2 o

RIS R R TTBUE A - At B R A E AR B RES AR NSNS (R
faraS GN-01 5F55 4.4.8 £i) - AEABLIIME T8 AR R 2 5, -

EEAS 2.1 fIVRUE - AEAE LM 3 A H B E S RS R AL R Y | FEEs PR EUE
IEECTRPG 1T B (e S s H R SR AR E B 5 ZOR PR S s Bl T Eh) - At
B AEAEER RS R A TENE HEE BN - IR RIS RAE Fr/HBR ALY 1T 8
ISR T © A TRV E R AEATR MR

221 BERFEESSNVRUERT © MR

222 FrARHRESSH AR AR (BIaHtsR) |

223 REERHUITE) R S

224 FrARRERSEABN T HEEKTHAE (WEETENVER) |

225 ARMEABRIUEETEEE ARBIEER - GG ILER R RIS A



3.1

3.2

GN-03:2024 (C)

AR R

226 FBREEERVES K

2.2.7 JATERHEAIHHETTE) -

TE B HER

LU BTH e 2 ) B R es RHE AR RSN ATV E 2 > S A5

FIEFEMEH - EIEEFERSEAVE B BERFEECEE R EEUEAE Rz F0E R
AE Ryl pa A S B R B R A B T AR NP EEy - DUNE— S A s
s FHRIBIT :

311 FEE A ZESERAEIHERERATA S TRENTERITT

312 AHGHRESER LRSS - EFRERSREUSNMREEERIEIE S - HE
RS R ELAR A R e i

3.1.3 EELREAVEEIEEEUNEESHEN /N LU TR Til0 - BRIR A B8
IR HTEERRTR - PREAE K 3R H M THORAY SR AR S MIERT S S e oh (o % Bl
OIR - &R BEORNRESBERIMAEE - S AR (RfT5E

314 FERERL  BOESRREAENERTEN

BEZEH(IMEREIAURERL) - S5

321 fERAMHyERIHEIEE =

322 HEBERSBGHAER %

3.2.3 WAKTHRIESIMEERR LT B e TR sl S Badltik A ZIRHIIFI -



3.3

3.4

3.5

4.1

GN-03:2024 (C)

BEAREEIE - BRI BUEC - RES R E S A - TSR R
HERATBO DA AT R A O AR B R M -

BRERANIE PR - TG BB RS R R T 7 ~ BRAAGE PR R IR 2 1 T e
FFTE R R ST B -

BEFASEER - R LT S S A SR 5 T P I R BB R AR -
DU S5 I T ¢

3.5.1 {R{F& AR E NG BRI A I TRE FR U E - N B R 11T RS E 1 = B i B PR S R

SR ARG > DB RERER LRI EEREE

3.5.2 {R{FEIEEEE TR AR

REBRESTHEHEGEA T E2RBREN

EIRF & NYIFA ZHEAR ZRmR S - PR RBERESEN > HREATE
FHAVESPIRAY (RS 6 B) B ERestt 25 - ARG TsiR ik 1 ¢

411 AHEE ARES RHRI KRS BEFTER -

412 AEFE AR ESBAER - £ E RSB FAYRER > AHE T ANE
=1

4121 SEERABRBRABENAGTIER |

41.2.2 BIRSEATRLIBIEIER

4.1.2.3 FHIE T ANKEUEEATRIEALE R -

4.1.3 HEHFEZELUMEM—TEER

4.13.1 HA ~ (ERHBESEMA LT

4.1.3.2 JH A ~ (EHEEEHEA A LR EZE
3



5.1

4.1.3.3

4.1.4

4141

4.1.4.2

4.1.4.3

GN-03:2024 (C)

EASECEREZG - (BEFEEFEHEER TREEEUR A -~ fEREEIHMA
TAECERE R

a NYUEA—IE R EE s A 2 8

BHSE R E A2 (B B EE N R (R R R A (o gk

B S T A SRS R s R FIH EE AUES SR A P o R R ] A
BHEIEC ~ BEZ R E N R EERE -

EAM ST ARG ERIEIE1TE) > DIPGIESE T ~ BB 25 R BN R
] ©

REBRFESTEEEME TR R ERTRREN

MFFE L MEA— AR e AR R BT - SR - I 8% 2 & & e 2B ARV RE

2

5.1.1

5.1.2

5.1.3

5.1.4

5.1.5

5.1.6

5.1.7

5.1.8

{50 FH B2 (o F R as T 2R R e A e

IS E S B RSB

FERS R R SR Y [ BAIR B 1% (0 A% R s

SREFEDIRE IR = - il A A SE g E 25

BRI C B EZ B GE Y

RIfEFAETER.Z > i ELATEATR A

ZETE A 3 A R R R SRR - 1 B S E 25

AFFEERER 4.2 SipTTE ROV SRR T 2y B S

4



GN-03:2024 (C)

519 [AAIEF ERHBRESEFTEHVE RS,

5.2 (EEH 5. 1 ETHEAEA] - FA Y R A TR AR © SRR
BRI -

5.3 [Af - AIESRESAICE (B i AR IS ANE - AIREE e 2 ¥ (25 5.1 81)
MEREFERAE R - BERBREBEFESVERES F2HE2FEER SG2
IN36R7:2003 Hy=bK I B AR ERas M B 5/ NESL: -

6. EXBREFEEHIRR

6.1 CE&SIEEAKE S| BUEE A RIEFEME B - A E T NRERESE R
A8/ NP R B R R s T 2 -

6.2 HESLUBREZENVERES > AMEE AWRERBSEFER 10 [HEHANER RS
RS 2 -

6.3 ZENATAHMAZREFEN > A E AEAERIESEFE 30 (EE H AR FERER

IS -

6.4 AHE T NJAERRZ AR ATAUE AR IR @ B AT e B R A B R S P 250l -
A& T ANSLLERIA 2 F Ryid@is 23l HIRE L -

7. BEREGAERRK
AHET AR T AR R RS R R 2 WA (FF& Form-Chi AIR-LRP)

(Wi$% 3) 2HMAEAR B LM BREIE - 2% R M 0856 25 04 0s
(https:/iwww.mdd.gov.hk.) & -

8. EHHAA

8.1 EREBMHEIWAMAEGER - AME T A ~ (EHE20H N E A TR

5


http://www/
http://www/

8.2

8.3

8.4

9.1

9.2

10.

GN-03:2024 (C)

L - ERASWAFLRAE T NETE IhE NE S BER N CHEEE - E#Z (F)
TR FERIP IR - AL 2FUNPREMFRERS S [ B R e B -

EHAUE R B R TTEOE R N RY B R EREAIIRIT (ARG5S GN-01 5755 4.4.8
Bi) o WMRARRETTEBERESTTEEHGIEARUE - 7T EEU0H R R Sk A B
fEFIZRMER (f5rF5F GN-O1 545 5. 11(a) E2) -

AN FTRE TR IS BT R BS 25 DL OB S B A 1 P
AN R R A S

A G ] AAE R T RE B 20 B B 0 T (R T RE R B R SR (R 1R ST B Bt i
FEe FEEFE T - A= AFEHERZE 9 GipTakAVERss s S - (A R E P
SERZI N A o WHEIR A DASD - RIIERLEE 7116 3300 fk 9178 SEEA{RI AL EHY & (E

S

i

W AAE B R BB 2 M AR 4G
e

R BB

EEELYENE © 3107 8484

{HEYEHE © 3157 1286

BEHHE - mdd@dh.gov.hk

44  www.mdd.gov.hk

SiEr KB 2 AR 4TS hitps://www.mdd.gov.hk [ -

10.1 kiSRRI E B/ (B mas B I R RS EWiE51)

(EFECHE: SG2/ N21R8) http://www.ghtf.org [14 2005 4 2 B 28 2%



mailto:mdd@dh.gov.hk

GN-03:2024 (C)

10.2 £EkipRE R ESEHE SRS/ M (BRESEDTHREE NER « BUEHEER
F BB ) (ERESCSG2/N31RS) http://www.ghtf.org [ 2005
2 H 28 HEE

10.3 & HAEFEESEHE ST/ N (BFEESEDTHEES KEEZE - EHEFRELN
HEPR ) (EfESCff SG2/N33R11) http://www.ghtf.org [ 2005 & 2 H 28 H&&E

104 2 AR RESRERST/E (MEEHBFEENEENEMH) (ERXHFSG2/
N36R7) http://www.ghtf.org [/ 2005 & 2 H 28 H 3



http://www.ghtf.org/
http://www.ghtf.org/
http://www.ghtf.org/

GN-03:2024 (C)

fifsk 1

AEHBREHIPIT

NICYERHVA S R BT o iR E 25T SG 2/IN21R8:1999 Ky Bk {7AHH B
RS RVE F R/

1. Bt HERE OB S5 R BB IAE - BN e I A R RS 1
R ©

2. B NETIRER » X RMEGE RGN C IWEANZIERIHIEE) - 5 As Gy
sREs Bt - DEEPMER - L AREHBIERIIE 2R » PRER(EA -

3. Bl E BV RN e R B A B AR RARR T A RACIR B T B Tl =
WIEAZE - BFECEHE (REEEEINMIER) - LA RIS R%
B IRERAEA -

4. BEREAAVEE FESREA AL B TNEECTTREAERAER - VI ) BE
N e FEREGET EHVEERR - ZARMESERRIT N WA - R ETIHE C SNEREE
Wl (B RAERR P - BSEDNEEENT - BZEEA e ER
IR -

5. BUSER A SHUSHIIRESERARE I A - i AREBFE R AR - (EREEE
AIEREMEER T MRS ZRAE - SRR MR e m = 2 oRos -

6. WILINHEAYIRFR M Z R FEL > AR -

7. EERNSEME LEE - (B3NSR - H20N AFrREREREEAE - 1
A NN FTRE R IR T B Befirfe] -

8. EHEHITEAY LA A Es Y RIS R s R i fheh a5 - MRIRe) D B ekl - % st s
g B2 G BB B o ZRTT - HAR S A A e (68 B p SR 17 B s P A1 -



10.

11.

12.

13.

14.

15.

16.

17.

GN-03:2024 (C)

i Hie e A e S LR 2 i -

HNHETT T B N BOHRL TR - T E IR E S5 - N7 =B LIET T
28 B #E - EHR T AT TR AVEITER -

BUSRG/A EXUH R RS HIIRE - TR RN B S F S EAUS DL E (R il AE
FEAETERIER -

B ER AR EH o BT OIMEA TR SERE S ERIA A - REEAZ O
AR AKTEY AR - PAECFiT T HRh LR R A T -

FEIR A S RGO S SR B RS iy - AR =5 IR T R A B soE /K BE
2 HEYH AT -

REARC ST 28 708 - B 2R ARVIIROR EIh - AR IMEGE - KELAPERER.L
BEERFEA LRI - HEEH AL -

ST T I B BB Y A 0 o B A T A T Y 98 55 s B I A T HH R 3R > Y
ARG -

AN HE A Z &SRB pa EEC s A 5 - ISR & ZORARIRH I -
ESPAS B AN AIEN A

FREANNESEREERERAEE - (TR B OB 8 5 4RV B IImAL B -
ESPAVS B LD AIEN

UG R2A L AT ISR flogs A ByE BT AR e Sa &) IS ERE e IR
TR -



11

1.2

1.3

2.1

GN-03:2024 (C)

fifsk 2

B FEEE AN RS R RS At

esm UG e & CAEBERIRR B E] > —fRRE b (E & 3 oA HESE B
B HHIRTE AR

A EE B R EFHIPIT -

{58 I R R B R B E AR AR PN Z A > $E e R as Frbt (8 FRR I AT T 7e Se ot -
A EE R TSR R - PO S —(EEREE - WA A 25 -

B P e A LR LARH T BB ESTREAE TR - VIR ) HVER -
(s FH AR AR PREMGRE - ATEU A e -

AR I R SR IR T — BRSO £ 8« 3
AR SR L

WANELEHRFEERE

MAEERENE ARELUE R EFRARR - RIS Wz S50 - aS R
T T LR AT E A E B Fegs (5 AR Hi3R

it - RtECRA 2MAVER ey - A T AVETEA Re e R4 s B IR T 2
HRIE - I HI9A S BRSOt Ui E 2GRV E R - AR EHEEGERFEL
BT A L

P AE IR EFHIPIT

WIS R A Rl NAEABRRRET > M08 S AA A TELES A RIS E) - WA

10



2.2

2.3

3.1

3.2

4.1

GN-03:2024 (C)

ARGEFERETTIE/KES) - BRI TR EE e R BIE Tl -

YR AR EEEHRRRE - DEUETINHE ARG T Z A7 fe FE Tl -

WAPRZIENT ARG - WABERIE R > WL B -

ERFESNERERABRERZERS

e RSP HE — R NS RS p Frfa AV (A SPR B IR (E RS - iRyt
AAFEA - AR 2 W BT

At © (E PR ZE sy LG R TR0 - MY ROk ReffrtE =] 2 40 H) 5
FHERIH o 2 aTh A DL E STkl FER BT R &R R iR -

P WP

B PR A 5 M S BB - BB 7 e 2R LA
W - BT -

EITRAVETORS > (A TR CERIREBHVE LS - &F > BALEET
T - RN LR B R REE > PR RERITTER -

WD ETIRE IE W &M - T EE B REBEZ S

et asaat BRI T ESRE Gl ( IREA R EFE
FREVEGETERD) o M AEREEZGESL RN - A -

P AE I EFHIPIT

PR INSR R 1L EF - (B S HEE BRI AREENER) - WWAH
WANEREGE -

11



4.2

4.3

5.1

5.2

GN-03:2024 (C)

P B s P R SEENER R B - WS B R B (T A RIEELE) - 2
RPN

TEHETTIRUR BT - BB T BB EEHIRE - JaREIGE L - mARTEEZH
PRI SR DN ER(E BRI i SR -

B U BRBRE Z B EE W

FREHARBBIE B E Z BB BTG ARG E U - MRS 1R IR 2
b7k PR 47 - WEIR Z Sesk e Z A =2 4z -

it HEPLU SR E 2GRS —H 4 WHE W WHEEHE R -
QRSP At 12 T JEU b fR R B - IR B ] =2 3t R R S B S MY SR - (B
A 2 HARFFFEREATAE - WHRCERAESE » Soap e 0 6 5.3 BiME © IEEIE
BE EEYAE IRAE S, AT - AVAEH, -

N

P WP

FHE LB T Y COBEC T B A BRSPS TR R S8 3R - OHEE 3% $E SR EROE NS
B EZ GRS R - AR ARRRERMZEHEE -

R =S B HY RS R % R ]R8 B2 RIURHIREET © (R AWENR AR M2 55
B T2 TR S - CEREHE1% - BERal R R s R A e EA -

BIfERETRHZ S » T EA TR

s E B AR T A EIE RS T F SR > BEFFERRIR L&
AILIFHR, - WAEDhRe s E BB A —E Ry e B - AR 2 5 -

bt ELEEAET > FLERE - NSRRI rEE T s AFRIHGIR - A EEATE]
RECAERRPRIFFEREA R R AR TR - FERR B 20 - FREshy
FaECEkIE A AR F A S ik (RfREbEL) -« RIESmER ST

12



6.1

6.2

6.3

6.4

7.1

GN-03:2024 (C)

BRI RS AER - (FH A DITH R S RRTE R -

P ISP

AL S E I T AR M O = SR 25t 2 B 8t - MR baat b ry =
seek > BUEE A R ARV S - ZFREE i T34y - EHERIA IR
EIHE T HRES - #ERGHEARE > /AL s EaCiRTiEHRYEE -

AR S RGEHAR PR A BEE( BPIANSRIURY) - JeRiERE G HILAIE - WEAERE
asiy Lok P EE HaCH: -

A NFETE AR O 18 8 B OB - HAgNG

CE ORI E S [ B AR e - WA R E B EARHAVEITEA -

ZATEEERAEZRHARBFRE e R - T HRNREZEN
FET

AR ST A HEEE AR AT AR RS0 - WEALmRA TP IIkERRT - 1
HRAERBEZGROT - AR R ER - ZEAVAER S84 2 Al
Easa i s 2 B et -

178 2 BRI BT -

TEIREIAR S AR I AR B E TSR A e M AL > BE e 3% i Ehem i A S T T[]
U o HARSZARSAU RS AES BT R EZ B et T > AAZE 4 -

A IEH G BB =S AT BTRR B

{56 FH B PR e tikr P AL st s AT 73 RS A © (R SERR A AN IEF (A - 2800 > A9k
FUHRE SRR TS I B 7R 28 - A E SRS [ 2Ol T & A2 4.2
BIFTETIRIFRIRIR (T > A7HEH - 280 > FrTA L FE R AERIERAVE B &

13



GN-03:2024 (C)

GEPIIIEASHS - TPl &S R/E SR e A & | AMEE ROk R T -

P HE WP

8.1 IR(FEMAMBTT] - REHEM LT - BB HEEERI A ERFT] - #
B RALEZEISE -

9. HRALEEERBRESMEVERES

FRIZ SRS TEUE EHIE - A I E R AT g Ay B S S 2 8 -

AR ST NGRS AN LR ERAYED - AR E HH A R A& -

A HE B EFHIPI T -

9.1 TEMEARESZAT > A IR RIS TR E

14



GN-03:2024 (C)

Fifsk 3

(EANERFRDERBT)
FZR=EEHH

WEERR H Y
{RER A 2B EBLA 2 LR AR S H IR A F IR A ey @ &k - et

BT R R HAT A -
{E A BRI LR LN BB - AR AR 2Rk ig s e BRI e i ay &R - 2f1A]
RESRRAGIRER BLIED -

Ui 2 SE bl
ARAE N &R FZEEAZER - IR RE Ry BB 1Al BV SUHRASEE - [ A BURT L

RfF BTSSR - PRI ZSh - ARERA G RiIREEAER S T HEE - AR
& (EABRERDERET) REFER T > 4 &5 -

AR fE A ZE
RIEEEEDIF486E (HAER (L) RO - IRAEREERER] M iR H A RHe

I EANER - (RERERIHRER] > BAEARERIURN DL ESEL ERRTaltiFie N Arte fhAv(E A&
FHVEAR - Rikie BRI ERZK MR HER > TREREUE -

kL]
ARAENERHER > BREERERSUEER -

TR FEAE

B R R}

é%jﬁ&?ﬂﬂuﬁa 1E 1457612604 %
TEEESERE 1 3107 8453

%ﬁ]ﬁf{hiﬂ: : mdd@dh.gov.hk

RS o 555 | RS ESAERRE

15



® BRER
ARFEESNEREG 8RR -
HABETNER

GN-03:2024 (C)

A BT AR SR

BRI S Rt
(REAMAEIER)

| ATBE R

1. B e

1 ¥ GEEE—IH)
Ow OBE Osgk O &3

2. B

e

2. sk N A4

3. MR SRR

O e m e O z6e 4. HE
O mE=p O spias s
3. AHERY (E B H)
4. HHAW (EH.H) 5. % 5F 6.4 K
5. A& E A ERESHE G B H) 7. % W
6. TR F F 2R 0 (B /A/H) IV. B2k
S AR A A B TR B -
7.4 % 1. B SRS
8. % 2. iR
9. it H-
3. 5% pe
4.7 B
5. H%4rak
6. I 5%
10. & &% 11. 5 H’
7.4 5t
12. % 5
BUERG LR ©
13, R (R A 2 ) L 1 At -
8. UL PG4T
9. Bk A
10. #f 4
1. EEPREE R
1. SR
11 % 35 12 /8 B
13. % %
14, G HERIRIEE :
o (] O O
e I Hth z]
15, (K FLE ¢ -
W (EF B AL B A S
O O

N
W
I
pa
b

3 R

At GEEEH) -

O FER A T R s

AL EE

16

16. RESAVIRE R UL E




GN-03:2024 (C)

V. SGERHRESER VI EAEE
1. BUEPEH SR TAEE LSRR (H - 9)
2. 151 (5,720) 3. HEE (AT)

4. ZEPPE NIRRT (5 IV E9))

5. CEHUELE R A A RHAETE(TE) ©

6. AN

VI Bt 2 HEHE

2. WP EY AMETEATE) FETE)

SR8 ¥ 5 R A I MR S A T A e 9
O % - sarggass=:

VIILE &

IX EX#E

gy 0 BEAEREI
ANHEE 14 SRR T 0 = 6 1 604 =
RIEZ R RS

EE : mdd_air@dh.gov.hk fHE : (852) 3157 1286

X. GEEY

ERXRHEM AR EIERT - AETA ~ [ E N B B R R
FURRBIE - 2EMAGAATRAM AT NEEARENE 2R
CHEEE - 4 5F) RIMESHEMPANER - 1L 2806

TR EsS EEERZ B 5 -

17



mailto:mdd_air@dh.gov.hk

GN-03:2024 (C)

BREHERFBERAA

—f&

DREFTAZERE DEE AR - A EANRZ SN B
b TR G ER R E TR -

FHA EAFTRY T AER ARERTR,  BERHETRA
By T AEFLPI R 2| e o T B O B — it

[EFR LT PHERFTAMET - 240 > JLASCRREEEFTA
HHER > AR RARRETESCE R R AR SR A A FE 7 B -

HA A5 [BOET s 2 (e s A R IR A (I st AR 2
e

BN 2 A H B BN - 2l (R AT A NBRETER
f5PE) (5FE5E GN-03 5%)

3-6. AWEHN - BRI - A E T AMBEEHIRIEAR
e HE

AIRRINFTEN 2Bk R SR e A B/ NS e 2
BRp B e e e B/ NIV
(http://www.ghtf.org) &g -

I T

1. SR

HEE  SUE R AR AR ARSI cs  HE
A KHER T 2 - RIE PR ZECH AR » BIREEESCAVEDE
R -

BRE © ST Rt A SR SRR R I S B

Btk ¢ SUE R AR A TG g A S BRI RR
W - RIEHEIN A LU — s -

2 - FUE RN HZMAVERENE - ()] Ee 2 HAVERE
B AUE ] 2 By B R SR R R SR ORIRSE I £ A B
FETETR 2ER R B R SR /NGS5 I SX S SG2 N36
R7 5% -

A HE AR AT S YYYY 42 MM A DD H - §il40 © 2001
FOoLHO0H -

FEEH T s B8 R R UE P ERAY E B - W R HRS
RIFEIE B TRER -

712, fRACRER A S5 T8 A\
AL R A AT IR IS 0 A LIRS &R -

13. HIfGHR (LA ER S HCAAR P -
AR A A H A B (B S &) R EErE

B - RSV R RMEESRER) -

1. EEPREECFER

2. B
SEE > THIE RSN AR

a  5IBOPE L R A 28 TR Y O P
2

b B A £ A SO i O B L B S
FREC 9 o iM% S5 0% AT AE 5 SR U R 2 15
R R

o EANETASUSTHREIEETE MV
53R A T e

1 B

A RER B B R Y T R T SO A R S P H A 75 51 B 08
EEAHBER > Bl 0 DR AR R B AT A, 0 TRA
EHAREBRNYRERER > Wi OEREE R EESE O BEREZ
RIZREAN ) TEBRREGSAENR - % XOUET A 20 0L B
HikzaEireg, 5

2 TN
EIEERZPEAL  PHOGERE  FARE=E -

3. [HEESEE
FEESR RN SR -

18




GN-03:2024 (C)

1. BB
e ARHS SRR, - Ao EE - s R TR
HE

2. AT MEIE TS FENTE) -

AT HHRIE R R B B T ST 2 AR E BT
RIS SL PR TEY - DURFIBH B b b S B T BREAT T8 - SBaEisE
ST TEE T EIHIRFR -

SHIEALFTS R ER - R A S S HIE R S
SYFRESHIEDRE -

VI RS

14. IR ERERHUIRIEE -
RIS ROV - I TI4A ) BIEIE
o L BT AR -

15. GRESHIHDE ¢
LR RS o

16. GEERHVIRE )70k BHE(TE
ST A R RSN RS T AL B R ATE R - fI0

TMESCHENE, - THEARSBMERARAN, - THRSCEE
BUSRg, T ESIERED, F-

St A E R GHE TR AR B AE - WA S = EEE
2N TRVER) » SE 0 BB RATH A S IR IS M P Ra iy

7 TRNREE ~ M50 S AGERAE L (IR TREMERHER 2L - (BAE S —Lh(E
FERNEE PRSI ARSI = - (EERTER A\ R e -

AR AT M HEE - B R FR R a5 (2L
LG EERTIES

SATEBtAT R

VI Hoph 2 H 2

V. BUSPHHTAEGER

1. BUSPEAVEE ST ITEER -
ARSI T E » R R S SRS R TR
eI T -

MBLERER M T AR R e Y R A R A R RS EE S
o st S A BV - ARETELIE S H S5 [ BB AT
B SCESHEAEAEL A PSS B RBE T -

VIILE 5

A P (AN o ELA 0 0 R SRR R Y ELAAT B e

19




	標題一
	本地負責人醫療事件呈報指南 指南: GN-03 
	醫療儀器科 有關醫療儀器的醫療事件呈報表格 -  供本地負責人填寫 

	標題二
	修訂記錄  
	目錄 
	1. 引言 
	2. 涵蓋範圍 
	3. 定義及縮寫 
	4. 根據醫療儀器行政管理制度須予呈報的醫療事件 
	5. 根據醫療儀器行政管理制度可豁免呈報的醫療事件 
	6. 呈交醫療事件報告的時限 
	7. 醫療事件呈報途徑 
	8. 呈報須知 
	9. 查詢 
	10. 參考資料 
	附錄 1 
	附錄 2 
	附錄 3 
	I. 行政資料 
	II. 臨床事件資料 
	III. 醫護機構資料  
	IV. 儀器資料 
	V. 製造商的調查結果 
	 VI. 病人資料  
	VII. 其他呈報資料 
	VIII. 意 見 
	IX. 呈交報告 
	X. 免責聲明 
	醫療事件呈報表格填寫須知 

	標題三
	須呈報醫療事件的例子 
	豁免呈報準則的闡釋及例子： 
	《個人資料(私隱)條例》 用途聲明 
	一般 
	I. 行政資料 
	II. 臨床事件資料 
	III. 醫護機構資料 
	IV. 儀器資料 
	V. 製造商的調查結果 
	VI. 病人資料 
	VII. 其他呈報資料  
	VIII. 意 見 

	連結
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link
	Link

	表
	版本 




