FRAEBEREZHRT o

R th
CAVIVIVES T -3 %5

AEFLEFFRREEHIESZ

201977 19p

"EE

MDCO (All rights reserved) Department of Health



FEE
Department of Health

j‘.l 1{5'}%51-?/}2; E'_f_-’F\ 2: _:% Iﬁuf‘?
¥Rk & F 750 p 24 & (MDACS) ™ &7
BATd 5|¢ & R

% B MDACS 35,
FEEFRREF AL IR
https://www.mdco.gov.hk

AP REE - BRESEHE S H 2B A EEF LD E FLEFBH
MDCO (All rights reserved)


https://www.mdco.gov.hk/

T
FEE

Department of Health

g > »
I

B#E S E SRR RPN N Y -
MDCO (All rights reserved)

A E -



B
4
LT

=
=
©
[}
I
b
15}
€
[}
=
=4
©
o
[}
o

FCOE T4 B (MDACS)

EFPE

T

g g Z 2y o\
i B v L o7 2 K

5‘;
MDCO (All rights reserved)

- -
—_— "

v,
PRI A

Bt B g &

A& & -



Fo RE 7o TR

Medical Device Administrative Control System

(MDACS)

"EE

MDCO (All rights reserved) Department of Health



FEE
Department of Health

BABRLT LG FLZREFRRE

BT AR 2R B
O (T 3uixel) (%106%)
O (45 54i560) ($303 %)
O << 3?' | % % i%’ﬁ%&q)} (%1383 )

APRREE - BRBGE F A ZAF K L E B Y 6
MDCO (All rights reserved)



20043 H LES
WAEFHER m%ﬁ“$ 5

TR PHB AT Lk
200347 A L1 200447 A
(BRABBARE) | oo RIBRABEVMWAE
%3 4 ) Bl 111 #&
= AREEEST TBRASAEEEFE
AP REE - BREFFTHE o F 2R AEEFE LA LB T

MDCO (All rights reserved)



FEE
Department of Health

t“%}ﬁgf@:‘ei‘m;%i ,,,,\ ﬁi‘gxiilﬁ s d £

PR KRR 2003#78 LKF/HRFDRE>> R P

o B ZEH - BEE TG E G A E W%i‘r;’oﬁ’/%‘#ﬁfﬁi’ﬁ## 8
MDCO (All rights reserved)



| 7.
Department of Health

0§ PR kot s
O ""Ua\%g}% liggg F @ &k
F‘vmf}%‘ R E

AR EH - BB AEE TR EREE L R
MDCO (All rights reserved)

4 £ FPE 9

b
l



“
FEE
Department of Health

%%@%’&%ﬂwﬁ”?**ﬁﬁuT—m‘ﬁm% LR iz
PRI CEH ST E R RE g r e s FEP AR AR S i
Frofles B s g7 g ﬁ%#h{ﬁﬂmhﬁ&@”lﬂtﬂﬁ'%?)—-

@ FZET ~ B~ B R ip /)é‘“ﬂf“f/ﬁ%

(b)ZET ~ &%~ inf ~ R F wﬁ®W {E-Fi Nzl -
(d%%~%ﬁ~#m‘aﬁbw4ﬁ$ ERLEUEEIE

(d) AdFhwgFs b &

(e) F#lx & ; &

= FR&RE S &

(B) & FE M i R FTAR Y sk REFRICF T 7

A ERELLEFEES,  LEDATR BRI RA T A A R A R i
TARTRETY > RV FEE RS EFL RS N o

o B ZEH - BEE TG E G A E ﬂ?%‘-f‘r'r’-ﬁ?%‘#?’:ﬁfﬁﬁﬁ 10
MDCO (All rights reserved)




% 7 (listing)+#] &
(WF % % F

— IV - L F R R E

- DB LEF R RE

(2)% » F 2741 &
kM

T w
= N S o

(Conformity
Assessment Body
(CAB))

Bl

A b B
3

PRE &k RAIR

AP REE - BRBENFHE  H BN EAF LK FLEFBH

MDCO (All rights reserved)

FEE
Department of Health



W jETER

20044FE11H

20054E11 H

2006410 A
20074£03 A
20074507 H

2009412 A

(3)
(5)
O
(7) 2015%:04F

FHFIVER — B s
FHREN B MNER— B R 2s
Bona n A R we A 5 1 &1

g PN Y

RYHELIRE

RHE DR AT Nt A3
e libay oLisi

RHFEB R CARATI N2 B B R e o

“
FEE
Department of Health

AP REK - BRE G E 2 E A EF LoD F

MDCO (All rights reserved)



“
FEE
Department of Health

B LG B FR L FI R > KX E I}'IJ‘LFL%:

5 ¥ 1+ -

D B '%3’/%‘3%‘3333*"
Pre-market Control Wi R lﬁm%}%@
‘3?%\;11
C IR A _ IR e A i
> fF A > e &
>R REF/ECR/ A PARBHEH/ET B/ A
WCAB:LF + & WCAB:L¥ # &
D s RE Mins 2EF2FRT  WMASC2ERZFRT
Post-market Control R SRR =R ARA R
APREH - BRBSFHE PG AL EHF LD EFLEF B 13

MDCO (All rights reserved)



"EE

MDCO (All rights reserved) Department of Health



H
"EE

MDCO (All rights reserved) Department of Health



“
FEE
Department of Health

BAAE AR EFAY
O Local Responsible Person (LRP)
PELETEES

i KB40 6 0 f
DP%{% miTrE AR

%f'l%‘%ﬁe?sﬂ R 7
IE'E"’ RETF MhF

o B ZEH - BEE TG E G A E W%‘-ﬁ":’»ﬁ??#ﬁfﬁi’?## 16
MDCO (All rights reserved)



“
FEE
Department of Health

@%?ﬁﬂQ

Tk R R

PR - BPRE G E TR HEFLSRE LR EFRE 17
MDCO (All rights reserved)



“
FEE
Department of Health

Hik 2 s 2By LR REEIE
BV
AEE G P EEeap A ERFUEFIn 4

-
>~

ThEREE AR FREZFHHAEE L
Y G =2 5 AR5
AR ELAIIFRFREY A

#BI%)

AR - BPRBE G FE S F 2 FAEHFL D LT 18

MDCO (All rights reserved)



[

AR FEAY §F MG

R

F_J____W

B C.i#4E
AR FTA

v

g
AEFTA
RIEH

F4x
H 43
ARWERTA

v
o 3
AMEATA
e

FEE

Department of Health

AP R - BB PG E

2 G A EFL DA L E P Y
MDCO (All rights reserved)

19



T
FEE

Department of Health

AR R R

2 Rd ]
EEBERA ST
Ry E Y
Y S BT VYT TYON
M2 e > axwf KA
aagg/\\\\\\;&
REARA e e .
v s ——> ARAXA
G BAwAFA 25
A B KARES
A PR - BB AT E F 2R EHEF LS L FMH o0

MDCO (All rights reserved)



T
FEE

Department of Health

A EAEEGEE.
<BLE A T
<BIBR i

< B AT

< B A

.

PEsE

E-BENGERV-ZHELXBEFTA.

- RMRRBRSERITHREERERSTEEERENTOHRE » £F
fF BAF A=ZHAETAGEH EETHESHRHEREA -

“HBRNHERY BEEHS 28 EATHEREER

EECHSER  F LT AETERGRTHERMERIF &L
HERLEESEREETEAREISREHEE  ERETEREETE
MEZEBEAERE BMUZEERSAF BLTRE-ToEHRME
HEBE  RAARERERIAFRRETEEGSTHEENETEH
ELHENEHEGH  EH  ERUREREAF R =R EAEENRE
BEETER

o) EERGRHNEE R MET BYRMER

- (D)~ EAREFIRFEEFR R ERRE HE R -

- (R R EHEEREI R E L -

- (v EREMEE - LHEHREN IR T3S -
- (Vo HRERFHSALTEEMFEENHAERRE ¢

i

= (EEEEASWEETER)
2 (#EE)
- (BEEHIENE B OUE IR
“BHfEHER

APREH - BRBAFHE H 2 EAZAF LA FLEFPE 21
MDCO (All rights reserved)



FEE
Department of Health
EHES
aH X
5l es
PR - BPRE G E TR HEFLSRE LR EFRE 22

MDCO (All rights reserved)



“
FEE
Department of Health

=
-
W
PN
R

Dﬁﬁ%%%%%mﬁ? %gﬁﬂf%i$gﬁ
#ATF BTk A

nﬁﬁ%%@%*ﬂ&ﬁﬁ~ﬁw*%&

O p 8 e(GE)LG xPERT A P23 FY
VER LG AL 7 ;)%—

AR - BPRE G E T2 FAEHFL D LT 23

MDCO (All rights reserved)



T
FEE

Department of Health

RGNy =
P BE Y e
el S .
~ | G R o
N~ MR I~ M
w W Meak o
R IR
® Ty e iE 2 5E

Lo e .
&) R |l L

oo ek
e ) o~ 12 e e

AN

MR w B
W o e 4

2 0 o
SR
W) AL o
AR A
S e
o R

AN

\ﬁ&ﬁ

e ME ) o
s B R
IR 4
B 2 -~ T
W e ) 4
e L3 BE 4
o ) AR g

AN

A& & -

A ¥

PR

# B i F A

p
/

MDCO (All rights reserved)



i
° 4
LT

=
=
©
[}
I
b
15}
€
[}
=
=4
©
o
[}
o

= )

s
l

o

3R / ¥ %‘E/‘}*ﬂt\ /15 P L FE K

4
e

o

(s

% ur B%
.?wqrféi%nﬂsf:

—_ M TH.FBn

% NN\ = °
R =

koo R

j X

1
T~

iR wg@% Foom &
%&f%%ﬂ

.mlﬁm‘vﬂ# mﬂ\/: e
w1 =) o HBE

/

T 3
n

o

/iﬁw é%ﬁ%gfl,%:i#c\

3

e i

o BE e
G
GRS N
G B R
NN ST
- e
s 2 il
S

J

I

PR

# B i F A

p
/

A& & -

MDCO (All rights reserved)



\_

T
FEE

Department of Health

-~

fa 2

iy

~

1 2o
=3

] <
,\ W 3%
}-*r;l!‘ zﬁ D pp%’;u'ﬁ%

\_

frm#;cfr/*

e R i
PE] & %J»”"F l}i ‘fif’

/

A o B o o -

B EE 73 # G E RE L
MDCO (All rights reserved)

m KL LB

26



“
FEE
Department of Health

=4 (GN-01, 4. 4.13)

N A \
bJ
/

—|
A
At
a
>y
W
W

|

(IDERBHE 7% > ERFYRPEFE2 NP 2 KA
PIJE ¥ %P Bt 2 i # *‘ﬁ

(DA fFAaTH o oL b2 BETE
BEER > BRI ENY BEYRKE-

¥

AP REH - BPRBE G HE TR AZHFL RS L FRE 27
MDCO (All rights reserved)



"EE

MDCO (All rights reserved) Department of Health



FEE
Department of Health

T
AT YR VA
0 RRE LERF R RE QO FFRERFE S ERA 0 Eksde TR A (lEH
DG R Frfpriivd g AR SrRREERFLE
Wi > ¢ E2BRRE iz () N A K
AHEMA D Fz TR REORD &
a *gr?'y— ’/’v\’ﬁﬁ?/’v\ﬁ'ﬂ
O Efe~f E AL 2 ﬁé‘»»é«ﬁﬁ”*mf%é«
AR R A A SR 4 B (312)
ﬁ”’fﬁig r’%ﬁf%%}%‘liw
kST HELIRAD LR

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

Slﬂ%ﬁiﬁﬁ MERZ P SRR T A R A i R A N AR BB SR © LR (S) TEMERESE ch R B py ~ HECIRY ~ AR A R T A 2 {H
HrfF BN B R R B -

;c,;»“gg;e— NN N R Y. R E NN N N

29
MDCO (All rights reserved)



F: PR1SO13485(& %

- PR & R

> L LIy
3. FRASEH KR v v

+ $ AR EFERE )

5. R JL »

7

-1 o g =

FERET B K R g N.A.

3 BB 1S013485( &
)i g R

A PR Ex - BRE PG E T2 F A EE L

MDCO (All rights reserved)

.
Department of Health

N

<\

R R RN
* § R U W N



0 ZEZpatrFad o
(5# ) B s 3 >
WA B R

v

RATEAF|F % 0 RAELEL AT

B (3E ) E R A
Lz B i

FEE

Department of Health

v

i BT

"/‘}:"-;" ]]}’3 ’ i’fu
+ > . + > 5 + >
'gﬁ_ﬁPT\"” P%— Q‘ﬁﬁ_ﬁpz‘"' \'—'—%L Q‘gﬁp \;'JE' \'2—%]—
AP RREH - BPREBE G E T 2R EHEFL L LB 31
MDCO (All rights reserved)



FEE
Department of Health

I T A T

YRR MD-IP+D MD-TREG
(2007& W) (2018 %) (20154 5%)
TR A v v v
ES NI 8 v v v
Hw A a ISOl3485( Ff»:j; Q- EARCTHE 0 - R A ]
) #D Al A T R E £ R &k B 7 4
7 A mP%)% %
RLH

AP REE - BRBENFHE  H BN EAF LK FLEFBH
MDCO (All rights reserved)



“
FEE
Department of Health

Y

# 7|3 iy % i 5 & 3 & 3 &
ip = GN-01 GN-08 GN-07 GN-09
¢ 1 p MD-C2&38&4 LM MD-IP+D MD-TREG
e (2011 %) (2007 # %) (2018 i%) (2015 %)
A AN v v 7 Y
2 G 425 B A v v v v
His Tt 0 A¥fFAE 015013485 (& o - PR AT O - FEAEAH
i P aiR®) & E R RE HFERRE
A5 %2, oL 'j_—- ‘J j\ :l.\ %\’
a r‘{"?ﬁ‘?ﬁ,ﬁ‘yb Tﬂg’l g ” ,
23 A 0 fdiB ey O RTERAR o mEEE s
(i ™) hRE A5 B #E 6 A
(doig * ) (4oif * )
AP RZEH - BPRE YA TG AT HFL K LW 33

MDCO (All rights reserved)



| \i-v‘r
45 mh ArHsy
(&7 B 2= % 5)
. H-PR1S013485( %
1.4 %2 b edk v : Y Y
rER R R f
QAEST  pEEE 2 p F-PR1S013485( % v v
o F R R E o )12 & R
3.%@:&%%??‘& v v v v
A2 WL
A.)e I8 B B B A eh
v 7 v 7
FLEFREX
5. ATLH 3 v !
o F-PR1S013485( %
6.3 Hiddh w Tk k ® v ‘ v v
i BES ipg},%"iaw F’)’f#@—%‘}\
e n o s F-PR1S013485( %
7000 BE T v ‘ v Y
BiEEES )R &
L, Iy 2 R . 13
8L FET FRRE NA. N.A. v N.A.
e,
AR - BRB PR P B A G EE 2 ¥ FLEFPY

MDCO (All rights reserved)

.
Department of Health



"EE

MDCO (All rights reserved) Department of Health



/INMRERFE]

Short Break

AR - BPRE G E T2 FAEHFL D LT 36
MDCO (All rights reserved)



"EE

MDCO (All rights reserved) Department of Health



FEE
Department of Health

B R E R & (Risk) A 52 &

O %1% (Classl) - & ™A *%&
O %IV (ClassIV) - &3 &k *%&

BREASART R R 2 ARRNhRT B R
1) T

T
B
= k. lﬁy};.:l’

AR EZEH - BREBE G E T2 F G HE L L L ?#97,‘:‘- 38
MDCO (All rights reserved)




FEE
Department of Health

(& 2w 7 $23Y)
R F e RFE LN E MR FERBESFN

R i B2 FER i‘éfﬁ@»ﬁyﬁ;&
(Intended Use)

p BESEE

AP R E - BRBE NG HE  H 2 A AF LD E LR
MDCO (All rights reserved)



li; $
(pj1x4)

B LY
(3#.pj9% 12)

FEE

AP REH - BRB G E 2R EEE L

MDCO (All rights reserved)

PAY
2

Py
-

<

EFPE

40



FEE

Departr:ent of Health
% 6 B
133 16
AP REH - BRE G HE S H 2 FEEAFT LA FLEFBE 41

MDCO (All rights reserved)



4 RAANLT4

“
FEE
Department of Health

FP1

SRR 0 A R R~ 3R AR

id PR S

|

i?FLF?'Jl X 2;‘,33‘&’# ‘? ...........

A PRt - BRB A E S F 2 EAEEE L A

MDCO (All rights reserved)

¥ FLEFBH 42



54 ﬁ@ *FL E!'J 518 N

o~ A RE? = > & AR5
: (%’fig{f’l‘ﬁ:‘l)\ l—-»ol"} @g)
\ 4
A
El & * vk %J- o |i,‘ B > Bt ALP6
\4
. £
TeHp B ot e kd) 7]&'. N ].—14]"} |j§ BB > )‘1’?&’1{- i—FLEIIJ7
P (CRELE > S REAR
P EPRT I EAPRE)
v
B P8
AP REH - BPRB G FE S F2RFAEGHEL D E FLEFBH 43

MDCO (All rights reserved)



< e P93 12 "

Al E R ERY

# 50 . ,  f&TRR9
Pl Rk RE? “‘:Tw\
¥
«»,tﬁ % B A
P L?liqpp.ﬁ > i » A:E.,E'J]_O

> BT ARP11

P9 ~ 10 11_;&3} P e > i 2 A]12

A PR - BPRE G E TR EFHEFL L L LB 44
MDCO (All rights reserved)



¥ B R]13% 16 L
( llf, v 2B, E]IJ > I

&+ Rp13

(ﬂd\
L
et
Sk
0
v

. |

> &t p14

FERREY A S H? > AR

|
A

W R AT B 47 > USRS

o R E K - BEE G E GG HE LD FLE "#97,‘5 45
MDCO (All rights reserved)



"EE

MDCO (All rights reserved) Department 0f4lﬁlea|th



FEE

| 7.
Department of Health

1(a) 2 BB KRG B4

RRAP(F g ARB L)

AR - BPRE G E T2 FAEHFL D LT 47
MDCO (All rights reserved)



“
FEE
Department of Health

s

AR Hx - BRE G HE T2 F AT AFL D E L FBE 48
MDCO (All rights reserved)



AR Hx - BRE G HE T2 F AT AFL D E L FBE 49
MDCO (All rights reserved)



3 n

T
FEE

Department of Health

% Z_¥ 3 (Pulse Oximeter)

R E* £ (Intended Use) :
EFERTOGREEIRE? (acute

care environment) > * T R 2 Xk &k

T AR ﬁ3{§°’?‘\ﬂ-n’§m‘“‘}il$ &7 o
B (Sp0,) » I fif g P D EER o

AR Hx - BRE G HE T2 F AT AFL D E L FBE 50
MDCO (All rights reserved)



4 ?},fsl.—f.ﬁs:‘ar ,;g—,lofi

o B ZEH - BEE TG E G A E W%fréﬁé‘%'ﬁ?ﬁfﬁﬁﬁ 51
MDCO (All rights reserved)



FEE
Department of Health

O https://www.mdco.gov.hk/tc_chi/fag/question.html
_i, anussaEsn S @f

GOVHK F BB AT —04im \ SIS F ENcUSH (W #RRR

=} ERBEEAMNLE
E&\ﬁﬁ ﬁﬁ.ﬁﬁﬂ
BEEE ETH > EREYE
BREESRTEERE
s - PR ERES AR A | RS
ZHEES IS YRS (T - 1T - 111 -1V
ZLBERAE B R 22 )
EEREREEES
FyEE=L Q1 H{ESSESE S Ao skErvE » ke g r{H AR
. — IR PESE - N O R SR B A B A M 2
B = &=
HESE ETE
g — (EEEs | [
idlnckind oy g 5]
TEEEE

|- At B 2s o SR e =AY S5 e R 257 -

el 7 08 T S FEE s 25 G @ 0 T+ PR B e
SR PTRE S AR TR G AT B Y -
T TR o R B T T B P A e e 4 AR A s SRS e
WA HTme & b e (R LA T -
1] =% A EEEE
fbl?’”-@?;(‘—/F[é—‘ﬁﬁ"?f%"_-i’f.:’l',%-5"',55«75%-?‘755'7’72‘#{#3‘5?*## 52

MDCO (All rights reserved)


https://www.mdco.gov.hk/tc_chi/faq/question.html

"EE

MDCO (All rights reserved) Department of Health



“
FEE
Department of Health

MDCO wer w ¥ 'ic B FRET
wE %%#(CAB)J R,

=

e ( ) )
i %f/%'izaf‘z aé_fiiﬁﬂﬁlw'%aﬁﬂ@*’;ﬁtb
ol B REVEFR REZ >3 M0 K &R (Essential
Principles of Safety and Performance of Medical Device)

N\ J

XK e 22 FR RERLE B F ) B(GHTR A4S R (4 W5 B ~ s £ ~FE ~ p A2 2 5])
AP R - BRE G HE o F 2 E A HE LR
MDCO (All rights reserved)

K L EFBE 54



Departﬁiﬁ(;l%;Health

mY oA (GN-02 fit4rl)

|:|A€"g W e

OB:%: A ¥ g F 4 (LRP)F#

Oces: &R EFFHw 7k

Dzt 4 %%‘iﬂiﬂ AR

O 55

https://www.mdco.gov.hk/tc_chi/mdacs/mdacs_gn/mdacs_gn.html
AR - BPRE G E T2 FAEHFL D LT 55

MDCO (All rights reserved)


https://www.mdco.gov.hk/tc_chi/mdacs/mdacs_gn/mdacs_gn.html

H
"EE

MDCO (All rights reserved) Department of Health



“
FEE
Department of Health

HEE | A B : SUETAORATR B
U 4 fE DI EE | ABC Medical Ltd,

LIRS | T

yEemen i - | L{ETAEE | 1324N. Derby Road, Arlington VA, USA
LIFAXIEE | P

A001 | HERE FRST: VA4 12345-6789 B3 USA EE

Ftxg N John Smith TEZE: 800.332.2354
BE: 703.276.0314 TBEL:  jsmith@abcmed.com

MEuE*:  http:/Avww.abemedical.com

APREH - BRBAFHE H 2 EAZAF L FLEFPE 57
MDCO (All rights reserved)



A002

U F&E SRR S SEHE

“
FEE
Department of Health

U @EEasceE (B ) HIEIAREL AR Bt

(AD
[

2 =N GEERR

HE: TR

A003

EL BT WY HE AR
ZEHGEEE AR - BEESIEET  EEREERER -
U SezmEaIaBEE A ik ErERERE:

SRR S -

1SO13485:2003 B LATERTRRA (ISO13485:_ )

O b3t 405 CAB SYSTEMS LTD (#%35HuHE) 13 » FEEI AT &K
s

(A2)

A004

MEREREEEAMERA?
(EL BEEFAITE B & RE 2L e R AL - RIRZ 7 B rE L 55 2% HHT
BN BT BB AR AL ORI E ANBOEN A HEFA )

G 0 ®E WEHECHERBEEA

A PRt - PRBF A F 2 EAEFHE LD E L
MDCO (All rights reserved)

# ¥ 58



FEE

Department of Health

1SO 13485%‘_?,-
(£ A2)

AR ZEH - BREE G E TG A G HE L D
MDCO (All rights reserved)

4 £ FPE 59

b
l



H
"EE

MDCO (All rights reserved) Department of Health



B : RHRR AREME K

B0O1

&S\ gfe* | [/EwiEE | CARDIO SUPPLIES LTD.

LIAXIEE | oMtz L ER RN E]

FEEERHTE [{E i E | 32/F, METROPOLITAN CENTRE, 123
(B SE A2 MERRY STREET, CAUSEWAY BAT,

Hf - FEA S B * HONG KONG

LIAXIEE | B &R & 2123 JEa0s 32 1#

il YN FEEE 2800 0000
CHAN TAI-MAN [EA %

S HE: rtchan@cardio.com.hk

General Manager

HEN R E R AR BE: 29000000
2000 0000

E SRS T REES(C T WNEFEEE): 9000 0000

X RGN (FEEEAIHS BRI23467 )AIEIAT AR

(B1)

B002

KRLEEEERR M Ea T ARTHE: 2010 £ 6 530 H
M BLEERI R T AR

B0O03

B 507 B TR R

O IS09001:2000 ISO9001:2008 L L EIERA
O 1SO13485:2003 B¢ LAEAERA O 8E

bt AR ABC Agency (o) &G o EEEEIERD

AR Bt

“
FEE
Department of Health

61



Ef EH SRR

X EGEAERERERSEAALE T RREESETER A
X 5 (1) BEF (iv) BEFSEEFEQLEN &
X 5 (v) BEEH (vi) BFEHEEFEEHELAFIEZRIZER
O  RFEo#EEEk
(i)  EEEGENRZZEA
(i) |JREEEEREFARRE R

B004 (iv) EHESEVRSHEE (ITER)
V) RERLER
(vi) SRRz (ALER)

O B35 \SCHART SRS - SR EEE R A
=IIFE A (FMER A )
O % (i) BEF (iv) BEEERFCERT RILEYE » 755
B005) ; B¢

O BEFHE (D BES (iv) BESEEETE SR

o0 FHEE S C HFE R Rl e

“ SECIERER YIS | IMP0123456 (M)
ooe | O € BATREBSMSERARIIRBG—FHAKANAT)  EIE

i
Ao

(B4)

62



=g 2
FORM 2
iE Bkt (ENERER) (F3108)
ORIGINAL BUSINESS REGISTRATION ORDINANCE (Chapter 310)

BUSINESS g&%lé‘r%ﬁgﬁuw{n&uuﬂuns
m O HESAREER
Business/BrgNotiXRegistration Certificate

I A

SRS M R Eﬁ Z‘ﬁjﬁ‘ﬁﬁi‘}‘ﬁ]

Name of Business/

Corporation ABC LIMI ED
YRS AT 366363696 36 36 6666 660 366 26 363 36 69 6 6 26 2 2 XK K HH KA XX
Business/ 3636 36 36 3 3 3 3 96 96 6 6 36 36 36 26 36 96 6 3 3 X XA N XN KK

Branch Name

MooHE Room A, 18/F, ABC Building, ABC Road,

Address Hong Kong

Rt CONSULTANCY SERVICES COMPANY

Nature of Business

ifhshfi BODY CORPORATE

Status

ERE Je i (L] 0 e R b0

Date of Commencemeant Date of Expiry Certificate No. Fee and Levy

8/8/2008 7/8/2009 123456 -000-08-07-2 $2,600
(Ti'® FEE = $2,000)
(iEt# LEVY = ¢ 600)

WEETH m#:aaa:m HIME (SEE OVERLEAF FOR ENGLISH VERSION]
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124 2

TSN M "HfLin‘f’“f’-H

w21 1% 2 FUREI IR e £ Ak

AN 0 0 e e A ST e R I TESTIER - R

T8 27 0 A 1 2 1 S

it -
PLEASE PRODUCE THIS CERTIFICATE AND DEMAND NOTE INTACT AT TIME OF PAYMENT. THIS DEMAND NOTE

WILL ONLY BECOME A VALID BUSINESS REGISTRATION CERTIFICATE UPON PAYMENT.
BREN BT B BRI » (IS (R TUSURO R AT )

RECEIVED FEE AND LEVY HERE STATED IN PRINTED FIGURES. (Please see payment instructions overleaf.)

LRIPBO@OMODEYDOY 07 56837153 69«
LR.0.8. 101 (1/2007)
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A physiologic monitoring system intended
for monitoring, recording and alarming of
multiple physiological parameters
depending on which modules are equipped.
It is indicated for use in acute care settings
in health care facilities by health care
professionals whenever there is a need for
monitoring physiological parameters of
adult, paediatric or neonatal patients.
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- S F B & ¥ (General Medical Device)

s ! Australia Therapeutic Goods Administration (TGA) ARTG Certificate

v g % Health Canada (HC) Medical Device Licence

2 Pre-market Certification (Ninsho) from Registered Certification Body (RCB)

* Pre-market Approval (Shonin) from Ministry of Health, Labour and Welfare (MHLW)
EE * Premarket Notification [510(k) clearance]

* Premarket Approval (PMA)
gﬁﬁ * Directive 93/42/EEC (MDD) EC certificates

* Directive 90/385/EEC (AIMD) EC certificates
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e -
EC Marketing Approval (by EU NB) st

MDD/AIMD {+ & 3z f2 &

Directive 93/42/EEC | Directive 90/385/EEC
(MDD) (AIMD)

Full Quality Assurance System Approval Annex Il Annex 2
Certificate

EC Design — Examination Certificate Annex Il, Section 4 Annex 2, Section 4
EC Type Examination Certificate Annex llI Annex 3

EC Verification Certificate Annex IV Annex 4
Production Quality Assurance System Annex V Annex 5

Approval Certificate

Product Quality Assurance System Annex VI -
Approval Certificate
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™ ABC Medical PMS-123
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o HA 'm C1 - Device Information C2 - Device History
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C3 - Device Labelling — C4 - Batch Eeleasze
C5 - CAB Certificate — | C6 - Device standand
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B b E R (www.mdco.gov.hk)

OF Medge ~ P2 gesd 2 FARE
https://www.mdco.gov.hk/tc_chi/mdacs/mdacs_gn/mdacs_
gn.html

- ;fr%\ 1%;“ <
https://www.mdco.gov.hk/tc_chi/download/download.html

O §Fp&EHL, 0
https://www.mdco.gov.hk/tc_chi/sd/sd_Id/sd_Id.php
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