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Presenter Notes
簡報註解
Stable derivatives refer to non-cellular substance extracted or derived from human or animal tissues or cells through a manufacturing process, and the derivatives are for ancillary action of the product. For example, human albumin or human immunoglobulin G in control solution of IVDMDs.


“
FEE
Department of Health

2R g A

RRE
f%ﬂmﬁﬁ?**ﬁﬁ”7~w S E {%?ﬁﬁm@$ﬁ~
wh o~ R w$ G NNET SNEENG R IR e 8 N TSNS P
E\‘;F'- 'ZLE‘FTJ )3 Fﬁé#w(#gm{ﬁj&?f\"jﬂgﬂ’; e ’11—) —
(w=%‘ﬁﬁ‘5%‘$%*ﬁﬁfﬁ'
(b) 2297~ &%~ o %W%%*@ﬁ®ﬂ‘ﬁiﬁﬁMﬁ;§
() #o ~ T4 AT S AL MR &2 2ER S &
(d) afFtuw s & 2
() #EHI=F 5 &
) ¥ % FRERE 5 &
(8) rvv‘v”f\‘ R4 B AE TR MRSk > IR R /E‘%g%?’% i

MR ERFIEFEES C LR NATR NS T A A B A
FEIIRPRETEY > LV FEL AT EFERES

AP REE - BRESEHE S F 2B AEEF LD E FLEFBH 9
MDD (A1l rights reserved)



FEE
Department of Health

AP R2E - BPRE NG E T2 RAEHFL DK LT BH 10
MDD (A1l rights reserved)



FEE
Department of Health

¥R E g AR
[Medical Device Administrative control System (MDACS)]
% 71| (listing) 41 & T S 7 IR REE 2ET

(DF % & F [Conformity %
— -V - B R E . o
_ %i‘B—D.Mgf’PgP;%fr%%:;%:fig Assessment Body ?g.}%:i 2D
(CAB)]
(2)% % @ % 741 & o =
L po P ?F'Ui
-~ UEF
— -:{E\‘r' ‘r“’ﬁ
— Av\frﬂ"]%
R ZFH - B RS G E T2 F ’;L"gﬁ?/%i_rgfﬁé‘\%,ﬁﬁféf#ﬁ 11

MDD (A1l rights reserved)



RMEER—HRENESE  TTE EEE
MDD (All rights reserved)



“
FEE
Department of Health

B R AR R AD

O Local Responsible Person (LRP)

FETES RS T :
Od hEh 5 & chp § 4

O F % & B 7 L1 A

A IFRRER K S

BRREF Mchg =

APRER - BRBAFE K2 G A A L AEFLEFB R 13

MDD (A1l rights reserved)



DepanﬁﬁﬁHealth
B AP 3 Ahd o R
/ . . v ' > \
330/ RN NE ) 1 2 g7 THEE o
Y
BREF G REE e Agpiediz
E A J
\_ 1% 2% N\
/ eI Y2
DLEAR ;2 %
R IE SELILE: e s
X N 3 LR ER A m/E_Li’F??J%‘iI
( i‘*ﬁ?‘ e% )| ?‘ﬁ’?%‘ B‘r?\mf}%‘éﬁ? (4oif * )
% 7|¢ pﬁ‘{ré"*l'v" % Bk B =
B & P (doig * )
APEEH - BRE G HE F 2 B A A F LA LT PR 14

MDD (All rights reserved)



Departﬁiﬁ%Health
.ikg?4%@ﬁﬁg$@$ FR T R et 4
i vi‘%:fﬁd'
AL R SR e g g M SR - el
A&V Ay X BB G A
O Eﬁf'ﬁ AP REE 0 B
(7 %R £ (FH)F0) ($231%)
> N ER ERAPR A g e fod G ik
%F'_F\:B_gl?@ ° Fﬁg"/\é ) EDE I}'IJ s IR %‘L\%L‘P&E
https://www.elegislation.gov.hk/ °
AR - BPRBE G FE S F 2 FAEHFL D LT 15

MDD (All rights reserved)


https://www.elegislation.gov.hk/

eparﬁiﬁ §Health
o F4E )
A ERE ] TL

HFHATAR AXBATA

v ¥

g &
FEERA FEERA
R1EH REH

AP R2E - BPRE NG E T2 RAEHFL DK LT BH 16
MDD (A1l rights reserved)



W"? TS RS
a )

FER

Department of Health

&%%&ﬁ%&ﬂ
WEHEIE o
Y S S BT VY Y FA8 22
Fl% aﬁ%ﬂ T—> axwaa 'ﬂ

2 agﬁ/\“' v
FATA

: TE
v Fanan—> FEAXA @
TR é%&( BAsA KA Rz

2ERALESR

APELH - BRBIFE T2 EAEAF LK FLEF Y
MDD (A1l rights reserved)

17



FER

Department of Health

Fit BT ABERAIRE
— j‘ E‘ F] 4 i ';F ‘J' m < A B AT :ﬁi:ﬁﬁ
< A BT AL
* A ( + % B GN-01

F]' &‘?—2 ) BBBOWERT- B EARARA

FRAER AR T A 0 1T W e 3 1T B EE R RS TRIARE » Ze (B BT - Bll<
A ETA B>  HEHETVIRSBHAET A

< [EESATHT AT - AR - BUSE - RRIRIFA R BB

FETHZEENRF AR 1 ST B T R 2 T ECE A R T, B S By B AR A
HhER P ARTHENIRT A SUE - AT RIRE M il 2 B R 2 R HLE - BRI IE
B/ By Tt — A ER R TR (5 LASR AT B TR B e R e | P R R T B AR R8T
BUETERRIE T SIERERTARAVE H ( 20 - 38 - SESTIRER A ) RoE - EOHE
EOfEENR

5 FIRLEREIHT 2 R PERE A B a e 5

BTN R A2 P A SRR R

& A 1R I A BB S B

1 £ 7T (51 W ~ B 7T B A R TR 77 0 0 BT B AR A ¢
A EFErREL T RERFERNEETRRSE -

ZEEE®=S

ENEEE PN Epf it i)
(EE)
(%4 % ¥ A TE = BN R (A0 D))
< #{EHHH>

AR - BPRE G E S F 2 FAERFL D E LT F P 18
MDD (A1l rights reserved)




DZE*Q#Fg%'iQBgﬁﬁC% \» -,f}%‘]i
(#ﬂ'ﬁiGN 02/GN- 06)& '—”‘r';li 2 :;."/ '}.—-

g %
O § F e s st - 2 5 f %
OFpFE 275 Emn3 2321 EH(E

4
F 33— F) R g\ilﬂl’%‘

“
FEE
Department of Health

APELE A - BRBEFHE S F G EELHE K L EFBY
MDD (A1l rights reserved)

19



“
FEE
Department of Health

N #Fl'g 2 '-L%GN_].O%{ <<%t ;l ?%@gmp{ﬁq> o &si:l!).

(https ://www. mdd. gov. hk/tc/useful -1 nf ormation/issued-documents—-under-
mdacs/index. html)

#ﬁi‘ %ﬁNﬁ%ﬁ%iﬁﬁl%#g"uﬁ%ﬂﬁwgﬁﬁﬁwi
B AN B U o FRREML LG Mok

B J2024#F1°% 1p 3= > 7"'E?‘/’Eﬁi%’fr*ﬂi’ﬁ,l‘!é@gfﬁn
23 o A S RIES L
’tbw‘g’g'g’(‘—’F@_E-"ﬁé%’;7;’:.1"&-5",?#7%‘4’?55’7’72‘#,{#_{:{53?*## 20

MDD (A1l rights reserved)


https://www.mdd.gov.hk/tc/useful-information/issued-documents-under-

A p R 2o -

/Jl“ﬁi@ ’
VA

Bis g E

“
FEE
Department of Health

K A L
E\‘ 2;& K]Téj‘lmviﬁ? I]IJ ° '&L"%’
AT L F R R E P
ORI FREEFE R
VEETE S

SET e

#

=z @ &

2 4 _:/ A 7‘!:—! ﬁ _é‘f E! £
WDD (All richts reserved)

EF B 21



FEE
Department of Health

TR A

1. @ﬁﬁ*ﬁﬁkg%@$ﬁﬁﬁﬂﬂ
D RENF R R B 2N A AR

R
2. FEFTF G TS FI R A foih s @ i
’ff’}}"{! '&p’iﬁj‘mligg

3. FEES BEK AT if R

S RA TR B4R RS AU FRRE

GAEAFE LA L LGP 2

AR ZEH - BREE G T2
ohts reserved)

S
N
N
N
‘1 i1
b‘(\-&-



m 33 kg iz
ir%gyﬁffiaﬁﬁig

T
FER

Department of Health

<4
H\

s RIS iy TR A
FF R $%ii%@’

>F| H\ )?‘Wﬁf, ;":\\
13

— HL 7% L
— PEAARG D EFRFRF TR ESRET &7
— AEPFAFIEANERLAAZFRRED AF R RE O AR
TR A EREZEFRRE
=8

f‘r?
i

|
Ye)
5\'.,.\
3o

— B4 Btk

#

\S\
&
E2
*'zL

A BFAY KA Te Rl ¥y

APREE - BRE NG HE B2 AL A F L L E SR 2
WDD (All richts reserved)



liﬁ?%%%%$ﬁ§%iﬁ
O+ f §F4 %‘%‘3'*"#?#5@(GN—03)
OFEFPETINFEIALIFGROFREH
. Ay g g ATE A ’E'z\;njxiﬁ?mi’*mgq”
0. AP EFANKRELT G Y
3. ¥ PEXR
COfA R ERHE AL
. ﬁﬁ/\ \fg‘;’i’r—“ﬁg\},ﬂfé AL BERERG S
C RASCAEERG O REREREENTG A
ERBA R FRI R AL REF G

AR - BPRE G E S F 2 FAERFL D E LT F P 24
MDD (A1l rights reserved)



“
FEE
Department of Health

R ARELGARE SRR
0;& /w&.g;%rpg.ap%alﬁ;w Bt % ARt AR

k& o R S TP FRE S s E A
%}E’ﬁ,—, "RE 7k 3p
i#*% %&éﬁim?ﬁéﬁﬁﬁifi mﬁ&%‘hi\‘ﬁ‘_ ‘ﬁ’fﬁ-;i%f
PR BT RERA LG AJE 2 B KA
FAFAFANUARFERG L A8 Uk RER
PAEE ORERRH
AP REE - BRESEHE S F 2B AEEF LD E FLEFBH e

MDD (A1l rights reserved)



51 5% &iA%%%&ﬁm%%ip’_%
%ii”“%JﬁW@{%i$%i$°
XGnFERE » AB AR A
BW‘~?%&%$%E$O
RHFRTE o AB LA AR
PReeFRREF LR -

A PR - BRBE G E S F >

& & ZAFL AR LR FRE 26
MDD (A1l rights reserved)



“
FEE
Department of Health

.

__L

EIJ?’ R¥EFEERBE
AR 4 A /}E\@»ﬁlmﬁ’?}%i , Npf AR

¢ TIMFRXEAFRELLHL LA ] T
‘kiaéjJ (Form-Ch1 AIR-LRP) &

® P ARSI R
https://www. mdd. gov. hk/tc/mdacs/report-
adverse—events/index. html

AR - PRE NG E TR ERE LD LT B 27
MDD (A1l rights reserved)



BEE
Department of Health
- e
§ hitps//www.mdd.gov.hk/tc/mdacs/report-adverse-events/index. html -ac g2 - B@
i s== | =ss2n 28 x|
BE=RF #/EE) BEMV AMNSER IEM HEAH)
0 ~
]' EE%BU%?&EHH EmEmaEn @ JaN 0@ Q
BERERTHEEE ZRETRAL ERESTRERET 2E2ES B - BRI HEE
1| ES == 00 B
S CRANERERNEESY
T BUAHEEERNERELHERIE BEE SAENA I EESARS B4 SN EESHERNEDR ATNER
BERA - EREIEMALtHRESERS -
HARSTA e EENESES AN EEA AL ERENNERSS  CLFATAUSCEN R IRESN . NI OSE5REST
SRR G EESE SHEEFHEEFE WUFHBENES FPHETFARIEFHFEERE FHBEF - ETH
5l v RSN EREE S TR ENEEERHGOREE T EESTAFLHHE - B STF &N RAEEEES R
B F G
BEEENBNHT v
FHEEARRREAERTHERAENRE  SENEHZNGRFESOIHARAAST UABRERNERES - 228
i LTE 9 T4, OESHERBZEM -
EHRFTIE
CHEEEEERNEEES
MAEBREEE »EFERSROERFAIERES — #EAEIAR 2 =R
AN RS v » EMERSBOERFEIRES — HEBERANR & 2 =R
TERLTRERLHS
1. BS ESAG AL EE14N6Bo04=BRERR
2. @H :(852) 3157 1286
3. £% : mdd_air@dh.gov.hk Ay

PR - BPRE G E TR RFL DL LR FRE 28
MDD (A1l rights reserved)



8 B R

HmEE
Department of Health
ANDO7494 x | T Department of Health | Medic: X | ¥ Public Enquiry - Singapere Me: X | G english to chinese - Google = X | ¥ === |ZEEEs ZHEEET X A sEEssEaZsssS®s X+ (-] - X
C @ eform.onegov.hk/form/dh0038/tc/ W W A

GOV é% Hﬁ O SC-605-3-DH0038-002 | =&+ | Eng &

P APBERERNEESSSREN - HANAEAEE | BRI

1L & EEEAERe-MEMEAEREHESTE  IETEAEAZTR

@ zrEe=s

I 2) 2E=E

=
3) WsIHE
4) EREEREE I T ER
HEER
5) BREAE e me B e
BHEaE”

EEATERES T EEFE EitREE®RSHE

FHEER
YY-MM-DD | B8
=808
YYYY-MM-DD | B8
FiaEAANBSHFEE "
YYYY-MM-DD | 8

et TSR
YYYY-MM-DD | B3

BUEARSHFMATANER 88"

R A L 7 A

MDD (A[[ rngts reserved)




T P B B — (B A BB 0 3 I B4 E
A By B PR I %4 By o\ 3 3 AR B Department Ofglqea“h
MDD (All rights reserved)



T
FER

Department of Health

3
Q BMASLRMFRRE . #—,ﬁ REE AR 0 Esar Eiek 4 (e
ELAEC I ST B d-Ueca »é,;s'z,rﬁgik'? @P‘ﬁg\}iﬁ%‘ﬁﬂff’f),ﬂ\
Wig ~ o A2 HFRRE iz A (GED) Laa g B
P ASRp &d Bz Pk RESED A
R LI
a ?ﬁiy— AN NI
0 KR~ @K RIS 26 ﬁ%ué«ﬁ“mf%@
PATA AL A SR 4 E hE E (32)
ﬁ" 'riérr%"&ﬁ%/%‘ & &
g~ T ;:ﬁ”‘llﬂ\.b 7 &

T N AN /

st 1 AR N F St b E il A GBI A

sk 2 AT (D) I E R B R R E M FRIA; Q) B A RIS A B L - oE B R R R R BIZ B, Q) R AMEA
TERt2E e G I H R e R B B R (L5, (4) IR BB Rt s - (2 At HR B AE IIIGEA] (B B AR TE ) - BB EEH
WORFEE ] - MRk PSR IR 2 1 (g R At N R BE B IR S HUSERS DU (S) FE s | Ry BliEns ~ HECIRS - 1 Ip A &R A e f#t

I BB A B IR R IR -
AR - BPRE G E S F 2 FAERFL D E LT F P 31
MDD (A1l rights reserved)




v

0 ZFR el 0 HRTELF
(5£)BE %™ 3
w12 A Y 0 iR
SR £

EP (3-!1 )F l% BH A
B2 R E

=4

FEE
Department of Health

v

jok 0 RALELAG %

B (3&)EHRw A
B2 & ﬂp » 1f

UE B 4 + > > % + =4
7 B G A e ‘—:j.!- 3 g H £ 7 PF
AR - BREAFHE TR AL EE LR E S

MDD (A1l rights reserved)

£ 3



“
FEE
Department of Health

¥ E R A MD101 / MD102 MD-IP+D MD-IP+D
¥ h GN-01, GN-02, i i )
] GN-06 GN-08 GN-07 GN-09

Kk y g AR R PR RE d ALY R
fP— %R FEPEL

o R E - BRE EFHE G AE RE L K FLE ?## 33
MDD (All rights reserved)



Mﬂ Ak {ﬂﬁémﬁ& jmt BEE

I\/IDD (Al rlghts reserved)



FEE
Department of Health

B kB % (Risk) A & & &
O %1% (Classl) - & A *%
O %IV (ClassIV) - &3 &k *%&

BORELSBARD 0 HR B 2 E SEEART

A PR - PRESGE TR EFHEFLSNE LB 35
MDD (A1l rights reserved)



FEE
Department of Health

% R e REZLN  BrEA FEOEEFR
REET R RALER R A

(Intended Use)

d» O B T

AP R g - BRE PG HE 2 FEEHEF LK LR F B
MDD (A1l rights reserved)



FEE
Department of Health

A 2 N N
D*%?%ﬁ%
>12§j5_q_‘/ﬁl FRte Bhp AT A ko
= ’

Dﬁ?ﬁﬁ
>AERTR i Y ERH R Y S 604 4
e il FEa g 60443530
) G LRI CET R TN

AR - BPRE G E S F 2 FAERFL D E LT F P 37
MDD (A1l rights reserved)



FEE
Department of Health

< % % TR-003%L(% 73R 4) ’"Lri\- e > IR

)F\ g 7 — AR A B mf}%‘@‘%’w—ﬁ-

. F S RE R % - B T
P

AR - BPRE G E S F 2 FAERFL D E LT F P 38
MDD (A1l rights reserved)



B MR B A SRR, G RREN SRS
2+ % TR- 003‘3’{,

AP R2E - BPRE NG E T2 RAEHFL DK LT BH 39
MDD (A1l rights reserved)



AL B A £ 22 8 & F Y IE
(EFNER T

— WEEFAEREE O SR G2H G5 © EEGTHR ~ fR7E
RATHIRREEY) - A EEIEK |

R h B A S AL
#’ [ / E li ?‘i’ /w “& M Depaﬂﬁﬁ?Heahh

— W EARE N BT ¢ RS EOAT -

1> & fE F A AE R M E LR

EEes 0 RIEBENIEY

BH41 F ZEEAE 6B E LS FE fl+ - ErEEEE O R ER
fH B MR EE Y A s m & miE 1 - Al ErEE G R -

=LK

AP REH - BRE PG E 2 EAERFT LD FLEFRH
MDD (A1l rights reserved)

N

40



“
FEE
Department of Health

KR A2, ézm&ﬁﬁﬁﬁfﬁgmﬁﬂr ¥ : EAEE T H ~ /85 #10E
FE 44 - RESECRAS ° 1 B ESEs

= eYrs 25 S AN

RISk

EHalEes f R N B, & #l+  WoF IR AN s K LT E ~ Jif
HRERESHIEEN > B0 EPK 2B F -

Bl FE s AT Fedm 22 58 F+ © sl S -

R BT e BB B S A4

Al ZENER -

B MR @ HlEZE N

AP R - BPRE G HE T2 RFAEHFL D E FLEFBH 41
MDD (A1l rights reserved)



SEE3. 401 2 P AR A BT ¢ MBI B ) - fE 2
BB AT B 545 1 AR
DAgiss - HIIEBEEINGK -

{BA07 f e PR AL A ~ B 10 - OB — S bbxAVEES ~ #R5)
%%J/E)ZEZSU’??%EZ%%‘E Bl fEER 2R SRV MR 25 -
= NER -

SRS, FTA B IR AR 1T ¢ PRI - IR 3814
st IR Ik JE AP « IR -

AR - BPRE G E T 2RI HFLSRE LR EFRE 42
MDD (A1l rights reserved)



FEE
Depart ealth

iﬁﬂ‘ﬁ ﬁﬁﬁ&/\kﬁﬂﬁ I B AH Tr“@ﬂ HRA ~ F
7 B~ BIEIRE ~ WWREL R g AT A
a)xf’fﬁ_%ﬁ IR s BY 2T S G Es T -
b) BHH R 14K BEE R as
— BHERE R ?_%'%L%& Pl 13 FRIEIERR - i EHFE
E RS o
— BFRHHTEHE BRI @J? RBEIRE - EikE - REZE

— BHERIHFERE BB - @J? PRIESOR ~ RFREGEH
MR AR 8%

AP REE - BPRE NG HE S F2RFAEHEFL D FLE B 43
MDD (A1l rights reserved)



AALS. ﬁﬁﬁ%ﬂ’ﬁjﬁiﬂ%é’]é’l\ Blan - ST as$TEE ~ RIMMET ~ A5E
PR AN LS - HERNK Eﬂ%ﬁg 2]~ FoHE e ~ Tl
F

Bl FEas /K EAIMIHEE > 1 - FEIF06E -
Il SRR

(A 2 B A B E i A GOES Pl - BN ANRE R 5
gty > 1% B 2 i A i = 1% H

%ﬁEJZET/EJ'E/ B Gl > HIEE

11

AP REE - BPRE NG HE S F2RFAEHEFL D FLE B 44
MDD (A1l rights reserved)



A7, ﬁﬁﬁ%ﬂ’?ﬂ@iﬁﬁ%% Bl AR ~ FEVESTEA

PHE AMERRES @ BN - EEEFER %%’zqﬂé{zﬁ’iﬁﬁ s

B0 a5t H DU £ EVRUE Bl - IR S 4R ~ EVRS
SR BB e U > AUl JES SR 1V Rt

EAFESBEFTHUEABELD §IT - DITERGASE

el B T G IR 2t B RE R 2 T MERE 1SS B ~ SHEIHRS [ E
o~ ERNEEELSSER

£ > RIESEIVER -

AP R - BPRB G HE TG AEHFL LB 45
MDD (A1l rights reserved)



FEE
Depart ealth

'ﬁEUt; FiEARERNE @J% BHIETEAY) ~ NERIEIE
HA(H AP RHE A ME R S8 » i BTRSRAEI] ~ FEIURE ﬁﬁﬁ%
HEEINLE /a\é%

\ |

B0 =5 5 H DL B 52 el 0 B - NS00 ~ BHERIIE SR
et~ o LA B 2 A7 B T A
54t > AlEEEIVER ;

(B 4046 =5 Bt A 7 A JRAE A ZC B - Cofeitlifas e LB 5 [4R
et A o A RIVAR | AT B 5 -

AR - BPRE G E T 2RI HFLSRE LR EFRE 46
MDD (A1l rights reserved)



N1

'ﬁﬂﬂ%) Pt FH LU I0EEE B 5+ AL RIS ~ &% R

gt & 1A R IE R R e %“”aﬁliﬂwfiﬁ'g B TR

I

{E|

NEEA A e & (B fh B JRAR ~ SRR EEES

B G THE -~ Bz ~ ¥4
B~ WHEEERANBS
Rt e

A5 23 0 457 B0 B B ¢ BRI 2 E'E'Eaﬁ'r

5T ) A B 5 208 ML BT 28 R0 B %E?‘iéa'ﬁ'ﬁ

Al A

cEHMEE ~ W K e - AT HEES ~ A

3
J N

bz

L E T B/ BEE K - ISEAXOL A SRR
RSB - SRy

AP REH - BRESFHE 2 EAERFT LD FLEFRH
MDD (A1l rights reserved)




10

(1) e R B AR TR A & AT

PB4,

~ BEFRDUEE R BIRUIIER | o (1 BODIIRRG  IERREs
ST BT -

— B E PR s R S AT ) P % R MR EE% - L EE

B2

BRSSPI

a) BRI LT S - MELSH] B EUPESRANERE TS

A0 BRHAS  DRIE - BRI AENTES) EVEIES « EHEREE

bS50 U2 L T LR 75 A S 75 AR 4

s ;o

b) Py \HE(TRREREOET » AUBEBINAR 1 ¢ Lol AT 57 PR G T

(i) 5t P DA S8 OB MBI 2 R PR (E B2 )+ SOMRREXOIR - PR DLPE ~ gk

S SN RO 2 G T

2 o 5 A 5 0 L M

ERHTMERE R - LIBEING -




= = . X N\ e >
=  FRFRRIA A

AL, B LR B A &

Ao fe Bkt Z e B e UE BREY BT - ERETR

HIRRELS - BB

HAF BRI AT YIERIER BIF - BUER ~ M ~ EiTax
Bt % B Be e L b fE FI IR 201% 7 ~ S BRIE AR -
EaEATXNAEFTEER

bz - AUBESINEK -

AAl12. BAATRERS - 298 BT - wEE - FiuHEME - &

IR - B IR St ~ FHELEC ek ~ R K
TEZET BRI ER R - FRa
R o

AP R - BPRB G HE TG AEHFL LB 49
MDD (A1l rights reserved)



“
FEE
Department of Health

A1, AiEwsE = 8

1] =" ﬁ?ﬁﬁz%é’] el [T )
nEHB % as B N ReE A fFH INETSIMKINEE - &8 DiEH
A RIVER - FH5 L A wH BN 7E H EI’J%D%ZH

AAT14. B s N\ FEAIRE <
HE HOTAEYBE N ZE
LLYER s - HEEIVER

{Ba0E& s HIEE/EEYIHER BT © R Mes BBV RZ R 2R -
EATEYIHE » EZES

SHEREPTAY) > I H L PRI

BEHINE - AIESEIEK -

-

AP R - BPRE G HE T2 RFAEHFL D E FLEFBH 50
MDD (A1l rights reserved)



FEE
Department of Health

A5, FFTRHR AR EES 01T - AR SRS ER -

BB BCRE R R - BESEN TR  EmE B EEEE LR

&K fes o RILLARRINEA A - Bl
PC RIS

Bl =s B ST H DUBIRIPR 1 © BPIREEHER -

BLHTE ~ R e A

{RiE - RIEBESINGR -

A Al16. A L2 TR GEIR T ¢ #RE - TEIE -
HBER s - BRI -

HAlE e BEANKEHRA O © TEE -
2 AUEERIVEK -

AP R - BPRB G HE TG AEHFL LB 51
MDD (A1l rights reserved)




FER

Department of Health

mOE P - AR R EBL Rk S
https://www.mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-
general-medical-devices/index.html

— ks
: ﬁ' https: //wwnw. mdd.gov hk/tc/mdac sified-examples-of-medical-devices/classified-examples-of-general-medical-devices/index. html ~@ac| &= Po~| i
K ss=|Beean- 8. x|
EER SEE BREV) ZENsEQN IEM HEH
° | m Lo
T gz%sugﬁimﬂw BEREEN & A K Q
BIR TR BEHE ERESRTHEENE REETRAR ERESTRERNET ZRERS Fi - B RF

o 3 | 4“

Qﬁmﬁ%ﬁ - BREEAGRAT » —HBREEDHIOT

— IR EE & D REVBIT

Hz=EEE
BTHEE
AR o
FHEEE Vo

EEERI BT A

g#H-hTH M

EREHEEEENBEESY v



https://www.mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-general-medical-devices/index.html
https://www.mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-general-medical-devices/index.html

— Al 3% % 1% N N3 |
#X—Pg,//%ﬁjx gg/w Eeng| =+

K https://wuaw mdd.gow hk/te/mdacs/classified-axamples-of-medical-devices /classified- examples-of-gensral-medical-devices/index html

¥ mzE | 2mmEn - 5. x|

wRNM EHSEN IEM REH

Iil
FEE
Department of Health

M ES L~

- WAEE
T EEERITRERA

ShZEE R ER SRR

HENTH

ERERERERNEESH

MAEHEZERE
ERBES

EARAER & A S Q
BN RS BN BREETHEENE RPETRAR BRERTHEEHET ZRRERS =H - BB ETIY HRER
I5. EEERONERNE - EEERSENAT - —REEEEIRNAT

— — B ER RIE T

TR

RS

2R
e » BER (BRAR)
BEEE S BOHIT PEELRESE)

r HE

r MEF (FEBHE)
> EiE

r EEAEMEE

» BEF

mit (BOBH)

v

r 2N AFRE(ERERLBFILAFRANE)
rEEHITUERSR

r TRBEE

» FRIFESH

» FRIMEHH
» FRIEAGE
» BlOEt (FEEBE)




o - BF R RE A SRS
O

FEE
Department of Health

https://www.mdd.gov.hk/tc/mdacs/online-tools/general-medical-device-classification-

program/index.html

e T https://vw mdd.govhk/te/mdacs/online-tools/general-medical-device- classification-program/indesx html

~@&d #=. o~
* ®=E | 2agEn- 2. x|
E=EFR HEE BREV ENSEAW IEM ZJEH
L) A~
T gé%ﬂ?ﬁﬂﬁnﬁ BRaaEs @ AA @ Q
Y BEME BRI R REETRAE ERARTREENETZEeES B - BRI HRE,
N T T T T i — /AN 1 WA : ! |
CEW>&LLIQ" Eﬁﬂeg%%&%&D
— —REEERSRIER
TR
@ LEBREEOAFTAROVE MZVESULEARTRAERS T UHMABBYAREEER?
HRRSTH Vv O=2 O=
E5|egE v
BEEEAIBHHT v
#)THE ~
SEHEEMN
FHEBER T REANEREHESE HANREBTHERHENIEEEERAREN ALEECERNEES AN EEMEN -
EAZFTERAEEEENTEHEC BRI ERNERHE LI R EROMERER -
o BBNZEEEERSRES
R A SRS RS —_—
B 54
MAEHEE s



https://www.mdd.gov.hk/tc/mdacs/online-tools/general-medical-device-classification-program/index.html
https://www.mdd.gov.hk/tc/mdacs/online-tools/general-medical-device-classification-program/index.html

FEE
Department of Health

=5 2TE KR HI]
Fra MR AMEEs - Wt
P L BT ...

E & A I/\jZL/\A
He HY MR A B > HI 2
518K

%%
i{ﬂ

FI
Jus
Roller CI i
L=l Elgg =l —
%
[* Injection Port

ﬁ‘

A PR - PRESGE TR EFHEFLSNE LB 55
MDD (A1l rights reserved)



DepanﬁﬁﬁHealth
2. TFHE(r3g) S RRR TERRET? &Y
518 HLA5 ¥ 1%
9% 12 wpi0i)  Fum
-9 0GR
& BHEZE R ARESOTE

7 DU ek B 2145,

,/// DR E B e
{2 B

AR - BPRE G E S F 2 FAERFL D E LT F P 56
MDD (A1l rights reserved)



FEE
Department of Health

3.2 ¥ Z_F 3+ (Pulse Oximeter) Y RERD] TRERRGET? s
114 R4 ¥ 1%
9% 12 Fpl10(i) F U

S 10(i)E A A
BHEZE AR AR R a2l T
iR RN -

Bt i (IntendedUse) ©: e S o
ér_%g ;E«‘;Q L5 E{—,% i;}ﬂ;ﬁiﬁ P (acute - 1@&D1&%§%’%—rﬁﬁ%]¢( y . .
care environment) > * 1§ R 2 k&% a) %§§?5§—%@§§5{ ’ ﬁ@%%}%z
RRLE RS L W (200 BEAAE Z‘%ﬂ‘?ﬂﬂi \ ¢$@Z¥$é§é&ﬁ
B (Sp0,) » i feif ¥ pEgp i wrap o HUEENIEIL) HYEAL ] USWOR AE

" A BB A ap el Al BB gk -

A PR - PRESGE TR EFHEFLSNE LB 57
MDD (A1l rights reserved)



R T

p:

. &

FEE
Department of Health

TR VSERP &Y
g
9312  ARP9(i) Flx

= (I

Pt EFH DU B A
REEAVAF e RS - HERIE
{HANFEas IV RHZE HL IR R =
(ELfEEE ) A RGRY T 0
REEAVME - BEREREMES
JErEfahE > RIESBINER -

AP RER - BRE G E T

S EAEF LA LR PR 58

MDD (A1l rights reserved)



& Wt %5/%@ c% 7]

O %8 °kz %Z‘"TPg}%JiQ R

KM EER—EEEOEE S LIS BEE
B B I I 1 B O 3 1 A B T HE B Department of Health

MDD (All rights reserved)



FER

Department of Health

B kB % (Risk) A & & &
O %A% (ClassA) - & Mk '
O %D% (ClassD) - # 3 k *&

BOREA ARG 0 BRI R 4R LEEART R
) e

LA LR

= g

Fop R ZH - BREE G E TG A W%frgfﬁé‘#fifﬁf?e#’# 60
MDD (All rights reserved)




Dprt tfH alth

LR R Rk B AR x

Al | EEER | AIhEd R

(Individual Risk) (Public Health Risk)

o R E - B RE TG HE G AE RE L K A "’?;’#97,% 61
MDD (All rights reserved)



Ay K

e EET ROOG%%’"LFi\mg_ TR
y H

WREORPAZE - E 0 R UP REF O
BB AP 5

L S

R ZH - BREE G E T2 F A E W%‘f‘rgfﬁé‘#fifﬁi’?’## 62
MDD (All rights reserved)



Sl Sh Bhe BE E (X BB 24\ %
'E%Z‘L ‘Ev/}\ %TFE'}/%: li( ?’s\;m/ﬂ A

Ll

.%F&Bﬁ *EE/EJ [ /?5 /?552% /?51’/1
£ ~ diAE ~ dHEEES EBEHERTNTA
Y E%Eﬁ%“ﬁ%ﬁ%’ﬁ%ﬁf W IRAS
DR 6 & T TH M BiS 1 oAt AE
i > ZEDEk

m 5284 B & A7 e T 3 51

@%u%;miﬁw JEfE ~ BaR
G Eﬁﬁi*"“r*wﬁ%%%uﬁ

w5+ Rl EURT 3R ~ Z8URTR - AJHEE
T AR f&éﬁ/ﬂﬂnﬁ

AP RER - BRESGHE E2E A G A LD L L EF P 63
MDD (All rights reserved)




Sl Sh Bhe BE E (X BB 24\ %
g‘g‘l‘ ‘Ev/}\ %TFE(}/%: li( g‘;m/‘ﬂ A

FEE
Department of Health

Wﬁﬁ& J{EREE AG S BRG] WXﬁ”&@ﬁﬁﬂ’
uﬁ%ﬁﬁﬁ &%ﬁ%%hﬁ TR ~ MRS
AHRE ~ 4H&R S Es B SRE T H mﬁéﬁﬁﬁ

- lF - AFEB4HEDURHLA

m HEHIEEE 2 A28 2 MeErbiREdiEe 2 D4k
— ABO%%% [A(ABO1), BLABO2), AB(ABO3)]
— JEE Z.45 [RH1(D), RH2(C), RH3(E), RH4(c), RH5(e) Al
992¢E0 77 Rh(D)]
— Kell 247 [Kell(K)]
— KiddZ %7t [JK1(Jka), JK2(Jkb)]
— Duffy %4 [FY1(Fya), FY2 (Fyb)]

R ZH - BREE G E T2 F A E ﬂ?%‘f‘r’?fﬁé‘#f#ﬁi’?’## 64
MDD (All rights reserved)



m R 2 a B R A R S
BT+ M - SPHRACSR e ~ IR 2 ER T -

B ELERIRE - DUREERHEIMRERER RN - 40 ¢ fEE
2~ SIUEER -

m EE AR S EERERYSERIERE - BT - BEHBERSGEE

m EERE - 2RO - AT | FUYIRRREEDUR -

l%ﬁ%%‘%ﬁﬁé@&ﬁmﬁf W?'M%EE

ﬁﬁﬁ u&&fﬁﬁﬁﬁmﬁﬁxmﬁ M@%ﬁﬁmﬂﬁ

m EDUAE - BT FRIESREE - B -
m AR ER N A 8RB BT 275 S5 TR-00655%

N

R ZH - BREE G E T2 F A E ﬂ?%‘f‘rﬁfﬁé‘#féfﬁi’?’## 65
MDD (All rights reserved)



§o ob 25 Yt %‘?}%@‘%@'m/\‘&

FEE
Department of Health

T HE B }ﬂﬁ’ Bk

—(BAZF R RS R D AE A ERT G
B H U7FF<'59@ 6 TH %ﬁﬂ 4651 B> 55 B 4k

— W2 FHESREE 1 &8 2 THFRA#5]

%9%0&
ﬂf 11T HIEBGT BB HERIEE C Bz pl
il%%?

. J’E 1T HIS\RYSE B shiRasfl - BITRRE
] __Ezﬂﬂn 3 uﬁﬂ /IMERR

* AfEE T AR TR HIERTE D ghEEespl
F *ﬁzﬂﬂﬁ&% Y B’lﬁxﬂﬂfﬂ:

R ZH - BREE G E T2 F A E ﬂ?%‘f‘r’?fﬁé‘#f#ﬁi’?’## 66
MDD (All rights reserved)

ﬁ

¢

LH,

y

al

:u




5 2 e Bk R L 20\ %
g‘g\]‘ ‘3/} lZZTFJg'}/%: liq g‘;m/w A

FEE
Department of Health

2

m e i b (5 HL A 5 Bl E e SR H Y RS N2 R
PP B B = (58 A B EE an sl A B R S84
BHEVEC
— Pl REER ~ IFRER - HESSEH
m RS R REE RERRY NS E FrHuasts
— 7 R BT - BRI TER -

RE ZN T
~ BT+ R - YIRS -

R ZH - BREE G E T2 F A E ﬂ?%‘f‘rgﬁvé‘#fffﬁi’?’## 67
MDD (All rights reserved)



FEE
Department of Health

(L —ARLER AR AL ~ E5ETeL
RAE(EISEMIN BT RIS - L5
BN BTE R 5S -

R ZH - BREE G E T2 F A E ﬁ?%‘f‘rgfﬁé‘#fffﬁi’?’## 68
MDD (All rights reserved)



¥ 0t 25 G %%@‘ﬂam/\&

£ 1 25 5 HRAIRBEEN S
S ey

— i
jeEikeey i
nﬁﬁa

EJEFEIrRO

S~ BAMTR e AN ~ AR
EE =
* FEEH R PEERE T

TGRS
 Aer

o

BEz ~ X
EHIE ~ #

v ¥ - 2
» B 7

L K L EFBE

B & B 7 F F s 2B
MDD (All rights reserve

}(:,7!'_@{2-;(‘..

FEE
Department of Health



s b % Bk R 1L I\ %
g‘g‘]‘ ‘Ev/}\ %T'Pg«}/%: li E';\;m/” A

FIE%
Depart of Health

 EEHAEEERHIRY) > BBk
—WJ? PR IR BRI -

i,y

|||!-

AP EEE - BPRE PG E S T2 AEA A F L LB H 70
MDD (All rights reserved)



A=

v >

& C & mdd.govhk/tc/useful-information/frequently-asked-questions/index. html

LR cnn | BEMEEER ® A <€ Q

BRI RHHE BRERTHEESE ZEETRRHS BEERTHEEET ZLRED HEif} - RERAY HRAE

IE - ZHE - #RHES

Ry 08 5 T T (F BEEESEHPEAECR2019510A B9 RAERESY BEFNELENCEESRMAESE NETHIAES
Sl St BEEER - )
~. 3

= — R

REARBEEBERERESE?

BNEEREEEESR? 1



https://www.mdd.gov.hk/tc/useful-information/frequently-asked-questions/index.html

7k

Department of Health
¥ === |zzgsn-2558% x4+ 4 -
&« C & mdd.govhk/tc/useful-information/frequently-asked-questions/indexhtml B = &+ & 0O &

T Ez%ﬁmmuﬁ ERAsEN @ M Oig Q
BARYEEM BIHE EEERTHERE Z2ETRAE EEERTHEEIET 2828 B - RiRHY HRAR

BREERREERERESEEAS ?

EREEENSHR

BmEaAZVESER ?

12



“
FEE
Department of Health

B https://www.mdd.gov.hk/en/mdacs/online-tools/in-vitro-diagnostic-medical-device-
classification-/index.html

i m==|==ass-mser x4+ = X
& c # mdd.gov.hk/tc/mdacs/online-tools/in-vitro-diagnostic-medical-device-classification-/index.html By = » 0O 2

T@%&%Eﬁiﬁﬁﬁﬁ | BRESEN @ A < Q

R RS F P BENR BREESTHEERE Z2ETRINE EEERTHERNIET 2228 - BeRHY ARER
=

EONEERSE - S8 L\ TE > BHRZEERERSHER

el 2 s BB | 2 00 0O —p

e BN EERER S RER
HEEE
EBiTEE

@lﬁté%%éﬁ—%ft%ﬁﬁﬁiﬁ?ﬁ%&% EEnRErAEEAREEE?
RS v O O=
=FHE v
EEERSEneT v > ER
K ENTE A

BEEE
s ERERESERES? rREBEGESEEINESERSE EABETHEENEYEESEEeRAETY ELEBEEENSESETESEFTA - 73

ERRAEREFEERNTEHUAEEIERNERER LR AETRNEEEE -

» —REEERSGE




FER

Department of Health
https://www.mdd.gov.hk/tc/home/index.html
¥ === |sssas 13 x  + v = x
&« C & mdd.govhk/tc/home/indexhtml e 4 »O2 ¢
WA e BEGER & A <€ Q
RIS F BN e S T IR I HEERRNE EEERTHERNET ZL2ED Hi - REBRTY HRER

SEEHOERERTHEELE  EilERENEREEZERERES

74



Department of Health

> A Rl 7 T T T

https://www.mdd. gov hk/tc/lnformatlon publication/traders/index.html

& FoE x | [E An00044113 x [ ®z=|ssEan - =8 V -
&« (& & https://www.mdd.gov.hk/tc/information-publication/traders/index.html = Y ¥ 0O a
iﬁmﬁﬁmmmﬁ BEEmas @ A C’@ O\
BIR A BHHE EEERTREENE REETRNS EEERTREENET 2 RRES A - R R HREH

TE-BH EEEIY - 25

GiEl=s ESh

we (3 BEEEEHRLSTHR2019E10810SSERAESEN  EHMEBLSHETESS Bl MEEHTRE
- EEEER - )

BE = A

BESE —BER

RE

A=

A EESASEI/IN/IVE— R EEEEET (3
» MMAEEEZFIEB/C/DEE SeEa

.*'DJD‘HE'%E&Igummvff&%f?’*%ggr“(?-*E.;LB
P A B EEREB/C/DEENLE gEEn (HE) B

H fth

PEE - REEESECHEESETEI019T 45

PEE - MR EEEERTHNEEHETSE



https://www.mdd.gov.hk/tc/information-publication/traders/index.html

“
FEE
Department of Health

https://www.mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-in-vitro-diagnostic-

medical/index.html
¥ === zsssn- w25 x + A X
i C & mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-in-vitro-diagnestic-medical /index.html B =2 %+« » 0O a
ol e
BEHR 3
I ERRBTHERR HEEeEn B A < Q

RARS BiER BERESTHEERE ZEETRNE EEESTHEEHET 2E8RES #H - RBERTY HEEA

> BNZEEREESENAT

— BB BB R S RAGIT

4 ABH/A A

B B A mll B

R B A mll C

[ B &% Bl D

£ rNTHE ~ 76


https://www.mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-in-vitro-diagnostic-medical/index.html
https://www.mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-in-vitro-diagnostic-medical/index.html

o A b 0 S o R RS

FEE
Department of Health
¥ === |=sss8-mrz5s x + o - =
& [« # mdd.gov.hk/tc/mdacs/classified-examples-of-medical-devices/classified-examples-of-in-vitro-diagnostic-medical/index.html B2 v+ » O 2
Tiﬁgﬁ.ﬁﬁmmw EREEN ® A g Q
BARF M BIHE BREFTHEENE HRETEAL BRERTHEENET Z0EES = - REREHN AREN
BiTEE
HRES v )
ERFMA
=5eREE v BEHEaHE BF

r MEETRE
P R A EARERRTENE RN ERERENERRRS TR

BHLUUWERR EE AREFALHESTHCHETARAABEETNANEN ST ER (ERBETHSNETES£REN) £
BEEmENEE?

LT . ZANTE YOUNLHIRFNESCEFEEER AT

rEERAESRE
» AIMEILEE (ESR) 4 &

EREHERESNERSH

MAEHEFEE rBERIEESTE
i EES v "EHE (R ) MEBEE/ ERE HENESE’ AF

PEEEENENEGEESS

> AEE

r BEEH

r AREBSEEZENLEEETY

HARMHFIAEERAN  OFERABCEENERE  MFAFESEST WA SHE?

BEHF-RPEHRENE-—ZEC8R URAF-—RBEEZNEEY - Grams@EF R

7



“
FEE
Department of Health

= e B gk 1L N oz @ I3
7 lz"“TFg'}/% l,.% ‘é—% Lo 5 i

4 N

HPw Lop TR

PR EE S X
(7§ 1k E R

% B
\_ /

R ZH - BREE G E T2 F A E ﬂ?%‘f‘r’?fﬁé‘#f#ﬁi’?’## 78
MDD (All rights reserved)



“
FEE
Department of Health

= e B gk 1L N oz @ I3
7 lz"“TFg'}/% l,.% ‘é—% Lo 5 i

R BT L R Rk
REg SR L

% Ca
\_ /

R ZH - BREE G E T2 F A E ﬂ?%‘f‘r’?fﬁé‘#f#ﬁi’?’## 79
MDD (All rights reserved)



l%‘éfr %g }%‘ li /\ @‘ W Depanf;%Heaﬂh

/*FLE"J" LT R ‘«L@AJ\
FRAT IR iﬁa%,)};"é?
:s!.;é; Rp 2 i YRR
T B e A R

L

&—-

R EH - BREE FFE T2 F LG REL K AL ,?;#97,%‘- 80
MDD (All rights reserved)



BEE
Department of Health

FEE
Department of Health



“
FEE
Department of Health

am
—@k@#%ﬂ%$ A R LR
II/III/IVZ)j’( AL B e (e BR
=5 B/C/DARFGINZET B R RS
e
— AW R R HEIRYIE U EEg E
VN US54
— AL REmEL ~ B IE TS E RS (A
NS SAN)
— WS LA B3R S LR E R R A s

SEE A SR BER R RHEL (L E>A AR STBE R RO |l a g
(Notes for the Expedited Approval Scheme for Medical Device Listing Applications (7S HIRHEETHRA ) ) TR
https://www.mdd.gov.hk/tc/useful-information/issued-documents-under-mdacs/index.html

UU-ll‘

ZEHENE

AP EE - BRBIFHE P2 FAEAFT LK FLEF Y
WDD (All richts reserved)


https://www.mdd.gov.hk/tc/home/index.html

® i F e F R R BATR T

“
BEE
Department of Health

FEE
Department of Health



o

b 74 ¥ 43 é%%aigﬁz%:%gg

B EAEEH20235F6 21 HEE U Bt S [EERIER R s E - 1EILERE b - %
IERE Y P R AT 1 F B R R s IR s 2 TE AR E

WSS PR BT E Z I R o R Y B

O 55— (2024 5211 5 1 HEEAER): ATA A an (B (RS NERERE)

\ FORPTEREA 3 B R ERas U H R

(a) ERYIAVESFEES > B4

(b) E%?& <R ERas T BUE I 2 RS HFes - WNEIRIFHATE &S
R B R A S YR | FFER Rt -

= ﬁD%ﬁ%ﬁé\—{é\wff%%%ﬁ@ﬂﬁﬁe@ﬁ{ﬂﬁ%f BB R T
MDACS 5 HTES 425 -
O 8 (s —BERENE - THEHR2025FFi): fiEE (B R AaiEe
TR PSR S BB EFEMDACS RIS e 55 -

O AREAERIE R s R EEORAVEER - ssl e (H /4 mﬁiffFWnTEﬁEl’J?”ﬂ%ﬁBFﬂ% HA -

*ak: 1 B R R e TR IR B R s T T B B A A B R R 25 o
AN/ IVER Y — R B AR R S5 RIB/C/DER A RS Y N2l e R i 23

.
Department of Health

https //www mdd gov hk/tc/whats new/procurement requwement/mdex id- 3 html
AR - BPRE G H 2 FAEHFL N E L E P HE
MDD (A1l rights reserved)



https://www.mdd.gov.hk/tc/whats-new/procurement-requirement/index-id-2.html
https://www.mdd.gov.hk/en/whats-new/procurement-requirement/index-id-3.html
https://www.mdd.gov.hk/tc/home/index.html

BEE
Department of Health

FEE
Department of Health



“
FEE
Department of Health

S&4fi HAA o

20244F09 H30H RIS SR HR 2k
(120251 H1HL - B FHGA S e B ARSI Z AT D 128 A AR YR Y5

RS EUIHES - SH2RTERI U5 GN-0157355. 155HVEFTS © )

2024708 H14H  BEEREas{TEUEHGIEH) A
Rt % FFETR-0035% (—MERERTH) KO FH

20244F08 HO8H  BEREEES TEUEERHIEHA
2y fara S b SR E S

it 1 e 2 el B AR (R A T HI G
(EE>F AR-BFESTECE S HACLT)

https://www.mdd.gov.hk/tc/useful-information/issued-documents-under-
mdacs/index.html



https://www.mdd.gov.hk/tc/home/index.html
https://www.mdd.gov.hk/tc/home/index.html

Fb V7 2 - B @ B -
& .Lf = ipfs(f A EWL,T 4‘:7?,;:77 %E%
AE L EF B R A Department of Health
7

ohtce rocearved)



R o EHe=

’Ik ff‘?

E;\i
=4 T;Ba 7&@ MDD (All rlghts reserved)



LA %%xiﬂﬁffr%” PR A A T AR
iﬁﬁ”ﬁfg-?f/%f%ﬁﬁ?—’é’ ’
Z_ % =+ PRF+T G

m> - F - ¢ £ o 2 - p F& I
(https://mdis.mdd.gov.hk)

WATEE R K

A PR - PRESGE TR EFHEFLSNE LB 89
MDD (A1l rights reserved)



FEE
Department of Health

5% gk (X BR =X 2qp & 4k 5 4L
— Pg }%‘ I E';\; ﬁF{\ LI srerd o= e 7}#‘
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R ELERTFRYIHE (LM)
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JLH . PHERVIEFEISEHEE (MD110) —H

FH e R RS VA HA S (MD-Renewal)

FRHVHELIRE /oy P Y EHA K BR FEHTEES (MD203)

FHNAM BLERAEHR BRI T RS (MD204)

AR EESNEIR B EHEE — H{EHEIEE (AIR-USER)

AR ESNE R B EHEE — A E T AEE (AIR-LRP)
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[ ]
l The Government of the Hong Kong Special Administrative Region

Medical Device Information System

Trader Login Individual Login

Experia01

| z SIA ¢

Forgot Password

Click on

Register

Register

Tip: This web application is best viewed in landscape mode.
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Department of Health e i e e o s e e b
The Government of the Hong Kong Special Administrative Region O o e i e e i B e e
-« e W, T 1%
MEDICAL DEVICE DIVISION SR .
i i i Hﬂ. Fnkwlm&;mhmlﬂw

Login Name is unique and not
changeable once registered.

e oo 4

IIIIIIIIIEIIIIlI.IIIIIIIIIIIIlII

Register & !
e e — ;
Login Mame l -: I
Company Infomation [ Zhis i
: l:'.::“."l“— BOGY CORPORATE :I
Company / Organization Name i _ _
English ] e e *:riéi:;% 5o .
0 W = $150}
Chinese Select Type of T (RATR) i s et B
registration e EnEhEss
Registration Certification o Business Registration Certificate ce rtification : B 13 BATEASRRINGEADE 1 ;:n-l-z-;':::“-‘::w:c::‘:;‘:m E
we . TEEETTEEEET e SUSIERSEES T et |
| BRim The BR number i
Upoadgr  Usload - Upload : age, The BR nu be i
Select files.., Drop files here to upload and eXpIry date are aUto-flIIEd by i
OCR. Error message will be E
Business | Ewiyoate [ oommmvy =] prompted if validation has failed
Registration
Number \
Errors Encountered - 0O x
. Select Compa ny = Invalid entries detected for BR number
Company Type Main Company o — Tvbe = Invalid entries detected for BR Expiry Date
Branch Company yp

» BR expired. Please upload the latest BR.

-

kr, A 2 P w ”
* or 7P Ltcompany Typesf ﬁ Br nCh Company - already registered
e B b ; a,;:'?rg«“ i’**ifﬁlé\f%,ggﬁ g,;@gﬁva\#r,’#ﬁf?*## 96

« A company with the same Business Registration Number has

/ﬂf—?
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Q001 03/01/24 00000003 234567 CHA $2:150.00 8§

* FREMEE x G R * FRaHH

T -
N E1- ) FORM 2 13 5] 1l
E & R BEHR) CEI0E) U
pre— BUSINESS REGITRATION ORDINANCE (Chapter 310) [regulation 5] ¢
: (i B i) ! O
BUSINESS REGISTRATION REGULATIONS ' L =)
MCOKXX X Busivess istration Cartificae L e
e (11111 T TRCRTRAEY RVTTRTITRTATNNEY :
| ' Lo e i T~ ~
. ) Siegg (i g 2 o
RE | LERELE ] n & | P kg T L
NameofBusnes'  MEDICAL DEVICE DIVISION i 5, ”/ﬂ 2 U g 0 ORopy 103 ) e
Comeration ! (Zj’,’;;iiufzﬂfgw W %ﬂ‘?’ntiff‘!?ﬁﬁ O nnes
' MEDT, W / / i g, b, !
RE | S1EE I . S // o )
Busincss/ FEEE 5 2 e Eorigg, m o, 3
Branch Name ; Ve frgy n /Wl//ﬁ#// i St i i i i i s .
; ki Hitaray, /' B ey ot % p. »
i 6/F, 14 Taikoo Wan Road, Taikoo : g 6, ”"*%‘ﬁ%!;; ] e S AT IO T ATions H
Adacan v , lay,, So. smogomoos s S SRR RIS E IO REOUEATIONS e :
Shing, Hong Kong ! 05, g 22 i Ry e / e N T D00 1 0 00 R 0 0O :
CORP | Corp ong s Taikoy ¥aay H Bl 2SN T ueorcal oevice prvisTon g
1 : |
i 5 53T '
' Oy i AT, :
AR BODY CORPORATE i Ry, ] o i
Nature of Business : ; e Z:-t‘ 5 14H ::i;::::;n Road , Taikoo .
B ' : cone 1
St ' ] / BODY CORPORATE £
' [y . ] - :
HEm urzills FERARR ! 25, conih H i
Dete of Cammencement cenifle v FecandLey ' 00005y, / SER o, BREEL :
31/12/2023 g 00gloooon-00-xx- $2,150 : - P00y, . ! 31/12/7023 31/22/3024 c2.0009 |
(BER FE = $2,000) 1 ey g -y r; el K 7 . - Bt
(B LEY =85 150) : *"3&9 ro,, o L 15g ; YSEERPU (RSB MO BIARE ¢ o e Bustness :
) } . i e D Ry Rt e P < 6 oy i
LB TS (RS SR ORE Please note the following requircments of the Business | . i SRR R TE T 1 g O g, Sgom :
Registration Ordinance: ' %12 Sy g, i e 0] :
' sigg Tt g PPov i
. E 66 RIS ESEEENAR | Sction 6(6) provids that the isue o a business | w e i s b i ”*; e Psines, 1 :
AEBRE  TIRTHUARREBER segistrtion centificate or 3 branch registration certificate { st Ry, "Q;"jggg Bt g0 1o i, ,;L'a”t“f;:g.,mm Sy ¢ &
A TR BRI #RE0TE R BN shall not be deemed to imply that the requirements of any Brg g, L7 Sty Moy 58 01 10 WGt iy B
i A law in relation 10 such business or 1o the persons carrying | Pl (g W iy, 3 P T b Dot | ¢
= on the same or employed therein have been complied with | s ey, N R R;fﬁmmg L g i T c‘m,q,l‘;;i’t;ng / :
i~ 5 3 & reg ity B
2 B 12 HEEEREENAAAIEREE 2 Setion 12 povids tha valid busines regisration | O '::"“’m. \jgem,u“i‘?% TR - Mo ) oot it | ;
SREAN ST RSN SRR certificate or valid branch registration centificate shall be | N Mgy s k"-p..,,m“'»w i S B, Sk, T
- displayed at every address where business i carried on. | 0 N ol g gy
i - 01 1o 0 v Py, wgmd_‘fn.,,,d ) Tms, |
HEEAR @RI LS RARED TR TD - ERE - REED B R B e 1 - 03 231,;7[, 8, “’"mmm'}")“mn (. J
BERBEE - M LFRIAE ¢ ) | e 2 D ot o
- /
Please produce this certificate and demand note intact at time of payment. This demand note will only becone a valid | pi i, o /
‘business WA registration cerfificate upon payiment. (Please see payment instructions overleaf) : - ¥
H4E0FF T2 ERREWEL « RECEIVEDFEE AND LEVY HERE STATED IN PRINTED FIGURES ) T .. /
~— /
i
I
'
'
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Input by HK Address Lookup
Address

Address Format | Input by HK Address L...

Input by HK Address

Lookup

Manual Input

v Search

Y1 I

Address Lookup

Enter your building name or street
name to search for full address

Tai Hong Kong

English Address

Wong Nai Chung Reservoir

Hong Kong Parkview, Block 1|

Cemeteries And Crematoria Sf

Tail Tam Reservoir Road, Southern District, Hong Kong

Chinese Address

jorkmen's Quarters Water Supplies Department Hong Kong, 12 B HE ABAES 23 BEAEEEERAETARE

88 Tai Tam Reservoir Road, Seuthern District, Hong Kong

Ection (Hong Kong), Cemeteries And Crematoria Hong Kong
ad, Wan Chai District, Hong Kong

ICollege Hong Kong Hong Lok Yuen (Primary Section), 3 Hong
Po District, New Territories

College Hong Kong Hong Lok Yuen (Kindergarten Section), 5
Hang Lok Yuen Twentieth Street, Tai Po District, New Territories

‘World Wide Fund For Nature Hong Kong, 51 Tam Kon Chau Road, Yuen Long District, New

Dorsett Mongkok Hong Kong, 88 Tai Kok Tsui Road, Yau Tsim Mong District, Kowloon

Hong Kong Institute Of Construction Tai Po Training Ground, Cic Tp Training Ground
Substation, 13 Dai Wah Street, Tai Po District, New Territories

The Hong Kong Polytechnic University, Mong Man Wai Building, 11 Yuk Choi Road, Yau Tsim

FlDCIr Ur!i:t Office, 1j Wong Nai Chung Re
Hong Lok Yuen, International
Lok Yuen Twentieth Street, Tai
Hong Lok Yuen,
Manual Input
Address
Monn DNictrict Kowlnon
Address Format A 4

Manual Input

English 1 English
Address

Chinese n Chinese
Address

,ilf_'b‘/ —,—':3

Choose an address and click Select
button. The address will be auto filled.

FE HE ASEEeH® F1E BELE

R, AHE, RREE_ T
YUEN (PRIMARY SECTION),

, INTERNATIONAL COLLEGE HONG KONG HONG LOK

R, AHE REESE_ 145 53 INTERNATIONAL COLLEGE HONG KONG HONG LOK
YUEN (KINDERGARTEN SECTION), BZE

R, THE BEHE % HRaR (F2) E28

= AElEEesk FEREEEEES

R AHE AEE 135K B HUEEREE SERERET

m=

13 FREEE S22 -

A S PR}

—nu\,

4HK Address Lookup & s #%

S| Fldp @ ene gk > 3 * Manual Input
AP REH - PRE G FE S F2RFAEHEL D E FLEFBH

MDD (A1l rights reserved)
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B After successful registration, a confirmation email will be sent to the registered email
address with the title "Please set up your password for login to the Medical Device
Information System."

Contact Information of Management Representative

English Name | Given Name |

Chinese Mame Given Name Sumame

Post Title Designation
Title v
Email | Fax
Contact | Mobile
Telephone for Telephone for
Public Urgent Use
Enquiries {24 hours)
The Submit button will be enabled
URL

P EE -

B E & 73

&

b

Tz S

MDD (A1l rights .

after filling in all mandatory
information, click Submit to submit

registration request to MDD for review.
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B The registrant will receive an email, and can proceed to completing the registration of
their user account by clicking on the embedded link. The link will expire after 15

minutes.

B Please be reminded to apply strong password combining special character, upper-
case letter and numbers. The password should be updated every 3 months.

[MDIS] Please setup your password for login to the Medical Device Information System ...

@ e) Reply <€) Reply All — Forward ﬁ b
° To @ Sat 13/04/2024 22:59

(This email is sent automatically by the computer system. Please do not reply to this email. tt A BSR4 B
BEREN, BORBLEFEG. )

Dear (Login ID: )

You have just created a new Trader User Account in the Medical Device Information System (MDIS)! Please
click the below link to setup your password for login to the MDIS.

https://mdis.mdd.gov.hk/reset-password?
code=eyJhbGciOiJIUzI1NilsInR5cCI6lkpXVCJ9.ey)leHAIOQJE3MTISOTkOMzMsImlhdCl6MTcexMjkxMzAzMywiaXN

KKIXgLDUAATGd3XtktKpFsc

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at
mdis_support@nexify.com.hk whenever necessary.

Medical Device Division

4 G »

APREH - BRB A E o H 2 E A AL

MDD (A1l rights reserved)

Medical Device Information System

Reset Password

Reset
. =

Password
' After inputting the Login
s ik Name, New Password and
Confirm Password, the Reset
button will be enabled. Click

Reset to proceed.

Keep your account safe and secure. '




The Government of the Hong Kong Special Administrative Region

T Department of Health

FER

MEDICAL DEVICE DIVISION

Medical Device Information System

M Login by Username, Password,

Ca ptCh a , Trader Login Individual Login

m All Mandatory Fields are hinted

l

l

by red brackets }
B Click Login to proceed | =

Note: If you attempt to log into your account with the incorrect password
in 5 times, the system will automatically lock your account as a safety
precaution. Please click “Forgot Password” to reset your password and

regain access to the system. |

Errors Encountered
« Incorract user name or password

« Account locked due to too many failed login

Forgot Password

D3J po

application is best viewed In landscape mode.

AP R R - BRBE G F 2B AEEE L

MDD (A1l rights reserved)
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unm .
1= Vour Prod jical Device?
- EIALIEE . 0 Eng | £ Last Login: 2024-08-24 11:58 [l

= Medical Device Information System (MDIS)

View the Account Information, Role, and
Individual Accounts under the Trader

User Account

Account Information Role Individual Accounts

Medical Device
Account

Trader

Reset Password

Login Mame

Safety Alert

Update Trader Infarmation

Company Information

Adverse Event
Company / Organization Name

8 ot e .
nglis!

Chinese
© Business Registration Certificate

Registration Certification Type

Upload BR

Business Registration Mumber Expiry Date 06/05/2025 [ic]

Company Type © Main Company
Branch Company

Address

English Address

Please approach Medical Device Division for any

update in account information

AP REH - BRE NG HE 2 RFATHFL LT FBHE 103
MDD (A1l rights reserved)
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To maintain account operation, you would need to upload latest BR regularly.

1. Select “User Account” > “Account Information”

2. Click “Update Trader Information”

3. Upload BR file (The Business Registration Number and Expiry Date will be
automatically recognized and filled. Validation check applies to the expiry date)

4. Click “Submit” to complete upload

= Medical Device Information System (MDIS) ([N KLkl 15 Your Praduct A Medical Devics? 5 oFoize mym;
User Account
Account Information Role
Medical Device
Account

Trader

[ — N
2 [ Update Trader Information

7 =

Login Name

Safety Alert

Company Information

Adverse Event

Company / Organization Name

a User Account cralich
nglis|

Chinese e WIVI0N SIS W0

Registration Certification Type © Business Registration Certificate
Upload BR Upload
Select files... Drop files here to upload
Business Registration Number 3 ﬂ EXpIFY Uate SU, | EepiyDase
P ° r2 = W X2 2R
= TP AT R R
S Errors Encountered N — 7 F-F
« BR expired. Please upload the latest BR. 1) ‘la_;}»i: * =

yy
AR - BPRE G E T2 FAERFL DK ¥ B 104
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= Medical Device Information System (MDIS) (IR REL) Is Your Product A Medical Device? HE EnglEE * Logout
User Account
Account Information Role Individual Accounts |[#—— | View individual
Medical Device accounts
Individual Accounts

Trader

Add PSS Press Add to add
: individual account
E'afety Alert Action Login ID Given Mame Surname Ernail Phone Post

@ - ‘
Adverse Event [ J [ J I J [ I [

+ [ o
User Account = Press Add after filling

in all Mandatory

Support > + B information

+ 4  ALL sob 506 Trader so6_mdd@dh.govhk

4 4

3 P 4 pa 2 0 i : v g g Z 12 P ’ P2 2 A g
AR FE - BREE G E T2 F G R EL N E LR 2 105
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-

W i * Case Reassign% i%® % 7| ¥ gria B A % & 1
TreE/F B/ LY

= Medical Device Information System (MDIS) [l kaki) Is Your Product A Medical Device? HHH EnglﬁE_ Logout

Last Login: 2024-08-24 1158

User Account
Account Information Role Individual Accounts |e¢— . -
m View individual

Medical Device accounts

Individual Accounts
Trader

Add

Safety Alert Action £ Responsibility Login ID Given Mame  Surmame Email Fhone Post
Adverse Event @ 1 ALL
User Account

Support »

Expand by pressing the "+"

+ B3 3 sign, to Reassign case or
Delink iAM Smart (if any)
- 4 ALL sob sob Trader s06_mdd @dh.govhk
1 »

AP R EE - BRB G A F A EE LA

L2 EFBHE 107
MDD (A1l rights reserved)
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W i * Case Reassign% i%® % 7| ¥ gria B A % & 1
Ea VA #IVA

Case Reassignment

Select Module for
Select Module reassignment and pick
MD / IVDMD the applications and to-

Trader be assigned role
Safety Alert

MD / IVDMD Application(s)

a Application no. / ID Adverse Event
ANDOT7753 Application Under Review -
AN005944_1 Application Approved
AMND09331 Application Approved
AND09349 Application Under Review
ANO009351 Application Under Review
AND09352 Delist Application Approved
ANO009353

Delist Application Approved

Confirm
reassignment

To be assigned fo: exp06 exp b
| |
AR - BPRE G E S F 2 FAERFL D E LT F P 108
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1. After logging into the MDIS System, click “Medical Device” to view or
update applications of your individual account.

2. Select “MD Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Change”

= Medical Device Information System (MDIS) [ELCIRIEELFS) 15 Your Prouct A Medical Device? [DCNIETHIRSHIEE SRS T U  Logou!

Medical Device Module

* ;jfl H o #kl. L. flj v g—;— ’

Search

ts 3% T Change | 4113

Listing Number eg: 050123/05/123 Manuf:

B iﬁ % d 2 ‘ﬁ" 1,

Model

@ Adverse Event

@ Support >

Search Result Note: You can only perform the change of your

e s e+ | APPlication when the application status is "Application
- Approved" or "Application Approved with Conditions".
3
v |
+ IS 241012 Valid ANO10119_1 MD101 Change Application Approved Model ABC
241012 Valid ANO10119 MD101 New Application Approved Model ABC
+ 241011 Valid ANO10118 MD101 New Application Approved Model ABC

AP R2E - BPRE NG E T2 RAEHFL DK LT BH 109
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In the “Change Application Form for Listed Medical Devices”, input the item(s)

you would like to change in the "Form" tab.
= Medical Device Information System (MDIS) EREIRGEETFD) Mm

En = Logout
9| ER Last Login: 2024-07-25 1521

q 5 3 3 3 * - Mandatory field
Change Appllcatlon Form for Listed Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the apg\\cam
Form PICS
Medical Device
Listing no. 241013

Trader

Safety Alert

Points to note:

LBEP's Name Dummy Company for MDD Svstem Checking ﬁ J
Please read the points before filling in the change application form s
=3 3
1. For the change in contact details of LRP (e.g. Contact Person and Post, E-mail. Telephone, Fax. Contact Telephone for public enquiries, Mobile Telephone for urgent p I - d
574

Adverse Event separately. Submission of this form is not required for such changes.

2. Update of validity date of a certificate is not regarded as a change. 'S ». 0 RS
3. If content input could not be fully displayed in the field of "Description of change”, please describe the change(s) in separate attachment. b - > \I
User Account lﬁ P‘ Vi

Support >

Major Minor

Description Description of Change

Change Change
Changes related to Medical Devices

1 Change in manufacturing processes, facility or Quality Management System (including Quality Control, QC) [Please rgfer to Guidance Notes on Changes for Listed Medical Device, clause 4.3(b) - Flowchart A]
1.1 Change of manufacturer's address (m]
Z
1.2 Addition/Removal/Change of manufacturing site O
E;
QOther changes in manufacturing processes, facility or Quality Management System (including
13 b O O
Quality Control)
Z
2 Changes in Design for Medical Devices [Please refer to Guidance Notes on Changes for Listed] Medical Device, clausgl4.3(c) - Flowchart B]
21 Change to the control mechanisms or operating principles [m]

AP REH - BRE NG HE 2 RFATHFL LT FBHE 110
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1. After logging into the MDIS System, click “Medical Device” to view or
update applications of your individual account.

2. Select “MD Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Renewal”

Yo P Aesaioeree? [ T
- —— +ipF e #ub 7‘3“ Fe o

'F‘ FHFen e bt

ST Ris :}% ] Renew | A

= Medical Device Information System (MDIS)

a User Account

@ Support >
("Note: You can only renew your\

application ~ when  the Listing
certificate is within 12 weeks to 1

Search Result

Actions Listing no. Listing Status Applicationno. 4 Category Application Type Status .
-+ 241013 Valid ANO010120_1 MD101 Change Application Al year (bOth the fIrSt and laSt days
% 241013 Valid AN010120 MD101 New Application A inclUSIve) before the explry Of
= 241012 Valid ANOT0119_1 MD101 Change Application A| .
\ Ccertificate. J
W 241012 Valid ANO10119 MD101 New Application Approved Model ABC
A PR - PRESGE TR EFHEFLSNE LB 111
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. In the “Renewal Form for Listed Medical Devices”, fill in all mandatory fields.

1
2. Click “Submit” to save and submit the application.
= Medical Device Information System (MDIS) EREIRICEED) Hm BE enoimm e

Renewal Form for Listed Medical Devices

Particulars of Application

Medical Device

HKMD no 241012a
Trader Name of Legal Manufacturer Manufacturer ABC
Model Model ABC
A Safety Alert
Company Name Dummy Company for MDD System Checking

Adverse Event

There are active recalls, field safety corrective actions or adverse events (local and worldwide)

User Account Yes
No

Support >

There is change fo the listing details since last approval

O ves (O No

' Note: If you select "yes" for the question "There is a change to\
Declaration the listing details since last approval” you should either have
already submitted change application, or will submit a change
e e application shall inform MDD of applicable changes in
o T mepbear e e and compies i ot v cim s 14 @Ccordance with the Guidance Notes on Changes for Listed
A A \_Medical Devices. Guidance Notes GN-10. J

We acknowledge that the listing details of this renewal application would be the sam

A REZH - BPRE G E TG AEEEFE LR
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> A b "L & ¥ £ Screening Application Conversation i\?
(& =%+ 2155 100MB)

Compose

Subject *
Search Message Content
MD Application LRP SOP Application B I U & x ¥ = = E = | fomat v
Select font size *+ A ¥ O v =i EE B BEHEE
Application Screening N
Screen D 1001
Make
Maodel
~ - Mandatory fielq
MDA2024-S01001 # - Display in pubjic Attachments
Select files... Drop files here to upload
Summary Part & Part B Part C Part D Part E
Seirch Result Declaration PICS Conversation
Actbons . \
Conversation Compose
Withdraw 21550 MDAZ2024-501001
| [
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= Medical Device Information System (MDIS) (IR EEERD) .

-

P

== mdd_chk_pre
Eng | &2 Last Login: 2024-08-07 14:17

Drafting m Drafting m -
Require Outstanding Info n Require Qutstanding Info
(Screening) (Screening)
Require Outstanding Info Require Qutstanding Info
Medical Device {Application) {Application)
Approved/Rejected Approved/Rejected
Trader nspection Require Follow-up m
Pre-market
Safety Alert
MD Screening Application(s) Pending Submission
Adverse Event 9APP (®) 9
Actions Screening no. 4 T Status Category Type Company Name T Name of Legal Manufacturer Y Madel
User Account
Mo records available :
4 3
Support >
M ~ b 10 v | items per page 0-0ofDitems
Trader Screening Application(s) Pending Submission
Actions Screening no. h i Status Company Name Y  Type Role SCNO T Applicant T
Mo records available. :
4 ~ M 10 = | items per page 0-0of0items
MD Screening Application(s) Outstanding Enquiries
Actions Screening no. & Y  Status Category Type Company Name Y  Name of Legal Manufacturer T Model Classi
licati D C for MDD Syst: -
MDA2024 510026 Application mp1o1 New ummy company 1r MEDSYSTEM . fest submission Test submission i
Submitted Checking (change) o
4 3
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B S iESearchi&F ¥ F-RRARER » T RFEEIMAFTH
= Medical Device Information System (MDIS)

MD Application 4

Summary Summary Table Conversation MD App\ication

Medical Device

Certificate Information SO Sy

Trader
= Medical Device Information System (MDIS) ([Nl —— Listing Number

Conversation Compose
Safety Alert Listing Expiry Date

Medical Device Module

Create Application v

Adverse Event

o ) Subject * |
Application Information

Message Content
User Account
Medical Device

Parent Application Mumber AN010035
Search B I Ua x ¥ = = = = | Format v
e Application Number ANO010035
Support > Select font size v A v | O v =2 H EfEE
Trader MD Application LRP SOP Applicatio
B =E 22
SafelyAIerT Application Screening
Application Number AMO10035
Adverse Event
Listing Number e 2 2 Manufacturer Name
User Account Make E sze
Model 1 E e
Support »
Search Result 2
Actions Listing no. Listing Status Applicationno. 4 Category Application Type Status K
Application Und
View AND10035 MD101 New pplication Under

Review

WEEH - BREPFHE T2 REEEF LD LR E 115
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B % iESearchd® o v o X TR AGES

— . 4
= Medical Device Information System (MDIS) ELXI) IO Logout
-
Medical Device Module
e Search
3 Trader MD Application LRP SOP Application
Application Screening
Application Number
Listing Number Manufacturer Name
Make
Model
@ Support
Search Result
Actions Listing no. Listing Status Application na. 4 Category Application Type Status Make Model issue Date
-
241001 Vahd ANOT10001 MD101 New Apphcation Approved Medilas L UroPulse 21/03/2024
2 Application Under Medical Measurement =
ANDOG393 MD101 New 4 Chmega R
Review Systems BV.
. Application Under Medical Measurement
ANDOIIET MD101 New * Solar G
Review Systems B.V.
Application Under Medical Measurement .
ANDOI3G1 MD101 New Nexam Pro US-3, Ug-4
Review Systems B.V.
Application Under
ANDDSO12 MD101 New Meditech ABPM-05 -
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Preview Listing Certificate
a

Please make sure all information above are correct before download. Once downloaded, all listing information cannot be changed / modified

BSEERS . Medical Device Division,
§§%;_- o Department of Health,
BEaan

Government of the Hong Kong
Special Administrative Region
‘Website: www.mdd.gov.hk

S5 www.mdd.gov.hk

ETEE

CERTIFICATE OF LISTING
|ERRE

Listing No. .

ks 1]

Revision Mo.

|uEm

P SN

RERLY

Bramd Mame and Model

EEER

Device Description

|EieEs P P PRI S S
Manufacturing Site

FTEAEN

Local Responsible Person — =

MR- 21/03/2024

Download 20/03/2029

wIEEE
(EEELT)
(Dr Addi CHAN)
for Director of Health
=

Return to MDD with remarks
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