B

ZNel ERER

A

R TECEE R TIEDS -

YRy N R s

B

?/

RLEE

T B M E

MDCO (All rights reserved)

Rev. 2015-05-14 1 T




k= 1 (LA/EYTR] Pre-workshop)
HesTEEHEFHIE (MDACS)

N

S

-——.II M

A EE AN (Local Responsible Person )
RS (Importer)

f/ NZET (VD) B EastY T8k
/NEL
Q0] AE 5 B B S

RE 2 (T 1EY;1% Post-workshop)

R

v www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14

2




‘:I -

]
(I{’Eiﬁ H1] Pre-workshop)

(

ar 7B AR (B 8

n*% g#%)

«{{{’%
St

MDCO (All rights reserved)
Rev. 2015-05-14




SRR T BUEEHIE

(Medical Device Administrative Control System)

t’ MDCO (All rights reserved)
¥ www.mdco.gov.hk Rev. 2015-05-14 4 T




S BELedn]
128 Vi |

LA RESPIRE B RS
2003£—7H

A

0 <<BEFREERNVIE S>> O

200443 H

0 BAEEBEE g b R e

2004£5‘ 1 H Niediasi Devices
STPBERHETT T B ERSTTEUE I R

H TJ‘;E Consultation Document

0 R EERESHETIIE

e', MDCO (All rights reserved)
¥ www.mdco.gov.hk Rev. 2015-05-14 5 T




| E—peer |
A A

26.11.2004 14.11.2005

.
(FFP
et

-

5 = RED r‘mw Fﬂﬁ LEL | P AER

13.10.2006 23.3.2007 17.7.2007 1.12.2009

(1) 2004411 F#E FYEIVIRE R e

(2) 2005411 F#E e AE N AN
é‘ L2/ Z

(3 20065102 e BB

(4) 200743 F#E B A BlE g

(5) 200747 3 #E FHHELIRS

(6) 200912 F#E =Y EDR G N2 BB P as

v www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14 6




o fiEfe T EREIE AR R a2 2 R

-%%ﬁ%&%ﬁ%%%ﬁﬁfﬁﬁ

o FESLIRE
SR il

NGLL

&

SRAREESER > DIEREN

pjiLe

(BERIAIR: 200357 H <<BREsHVEE>> s553XF)

v www.mdco.gov.hk

MDCO (All rights reserved) T
Rev. 2015-05-14 2




=Y HIE
0 B

\

Fes CEIRIVE) - (HEHAEE AFRE)
. %&I\ %%J?

\

Fes (RDE) - (HAHERAH

a0 AHrEERS (Local Manufacturer)

o #E

—\IJ

5 (Importer)

Boas R A o A & T 5]
‘%a, \Eaﬁﬁcaiﬁ%ﬂff?
AR TARIZD RIS RE sty o] 23

=i 0 R

N

(éﬂﬂéﬁ ¥5ra £ GN- o3sfé)

9 www.mdco.gov.hk

MDCO (All rights reserved) T

Rev. 2015-05-14 8

),




wY L. = /M (WWWLLLIUCUL.EVU VLN )

= HEHER ~ SFRIRSIT S 3CAER

http://www.mdco.gov.hk/tc chi/mdacs/mdacs gn/mdacs gn.html

» HHEERMEE - MD-IVD

http://www.mdco.gov.hk/tc chi/mdacs/mdacs af/mdacs af.html

o BEORERRTIR ) #R

http://search.mdco.gov.hk/tc chi/sd/sd 1d/sd 1d.php

t’ MDCO (All rights reserved)
www.mdco.gov-hk Rev. 2015-05-14




A S fe ot I == - Microsoft Internet Explorer

. RBEE wER R EMEER TEO FREAE

8 FHREBITEHEBRG

T ﬁEE THEREW Eﬁﬁ *-
GOVHK &8I AF—itiM ~ BEMZF &R EncUsH il o | mEESs =

Eiﬂiﬂﬁﬁﬁﬂ!ﬂlﬁ & Rl —— Et k)L W S==Y5 2
WENZE miTEE ————— — EHmAE
B S nmmany | LEAt
EETHBRARS | woom
=5 BT N HEREX fr&E M FEREEESRIEIMN
308 W E B W o SRR S 30H) TiEY (FH R 20081 H11 H)
wEEm >> B > B%
=
FRES B
& PR s BEEED R EEN
St L HESEEAECBESEE REESF AR E (T W
o MsiESEHEnAAS (KK B0t 1 HI5H)
ﬁ;l‘EH'-'I—ﬁha!. H207 10H15H) s TE
> WS
ﬂ?ggs 9
FraN e CE i R
A | B9 BO0 2 600 B 48 BF B Internet Explorer 50 ¢ Hetscape 47 B2 1 FAE A Sl W T3 T RS 8
i 1B R
2007-08 v
€] TERY © ERSIERS
'9 MDCO (All rights reserved) 10~ir |
¥ www.mdco.gov.hk Rev. 2015-05-14 10




A P Ee T Bl B 5= - FP gL B e a2 7 FEL - IVIICTOSOIL LNIernel EXploTer

BEE WEE WR BEsEEd ITEO RA

O EMKBITREHA
H WESE

GOVHK &Ik fF— i . BB F 4R encusH

CARMEEW gﬁﬁ $

e o | |EES | =

EmEEENRLE

[ e

BEES |—E_§_{§_§§ TEHEE & E
BRI E TG
S e same , PRNARSREE®
53R 5 R N .
BREA e EBHERAE

=5 N
4 e ]
* A

R A | o] o8 25 T B2 1 2R
W 5 BHZH -

T e

HRAR Eo R |

RN

EEh A

Whe | E=ET

MENMEERHRRERT - FHAEEHML - T8 CHUH> -

mRITEEIHE : —_FFAFAHE_-++HH

@ http :wrww, mdeo. gov. hkite_chifmdacs/mdacs_atiml/mdacs_anml. htm]

© HERSIER:
&

9 MDCO (All rights reserved)
L www.mdco.gov.hk Rev. 2015-05-14

11 T




ST

~ | b N

R

BEERESTHEHFAETNERERER GN-00

SRR T BUE S GN-01
IV E RS RITEr GN-02
BT NSRBI ZE R GN-03
A A R YT A A GN-04
AN Yo g I GN-05
RSN ET R BRI TR GN-06
R B E R EET M GN-07

AR BERGRY | B HAa R GN-08

e, MDCO (All rights reserved)
T www.mdco.gov.hk Rev. 2015-05-14 12 T




N e
NHG—EZ
g% XA SE

s\l

SR R e e r X IR Al TR-001
AT ERESRTE M EEARREA] TR-002
AN AT S

RSN R AT S TR-006
NG A= N= NSl COP-01
ana n X IE PR COP-02
=5 A EL SR <F A COP-03
=5 BRSO <FHI COP-04

© o ML :




H =

RSB TR ARG O 28

B B
YN ET BRI PFRAI R TR-006559E

Kitr & T AHNR(E FGN-01%5 3.1(b) ~ 4.3 % 4.6 &
Bt 8% SHIZAT PRI AR

AHETE ANEE FHGN-015 3.1(b) & 4.4 &K COP-01

W] EHEE R T EE DK HGN-06

ANt

e', MDCO (All rights reserved)
¥ www.mdco.gov.hk Rev. 2015-05-14 14 T




= BE =N
19l =T

H b 2F R BN E 5GN-03
R R X S MERE AR A SETR-004

PR HMEREM " JFERIIE  RGN-0135

5 4.4.13 &1 » TR-005

Bt RIIGRSE - LRPATE ~ #hlk - B BCOoP-0128 3.12 &

ma/fHE)

v www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14

15 T




AR

-t
-
/7 J 1219 ~7N'1 1

RHTLINE (A
MR8

S

RIBF Ras E 1R
AT EHIARE

RYA B P
AT EHIRLE

v www.mdco.gov.hk

ey ik RGN-04 - TR-001 & TR-002

wovnE o

5, GN-07 5z COP-04

5, GN-08 52 COP-03

MDCO (All rights reserved)
Rev. 2015-05-14

16




VNN = =N
Local Responsible Person (LRP)

t’ MDCO (All rights reserved)
¥ www.mdco.gov.hk Rev. 2015-05-14 17




btz = | e B
ANNEE A E =T
ZERET ANTFRE
o WEEHE - BUER - O RBURNZ MR EEFE
o EfRBEEIVEAZE MR

o FERRE A RIRBHERE RS

R T E I E R K B eI 2R
s (BEDR) AAAARMET A

\

\

e', MDCO (All rights reserved)
www.mdco.gov.hk Rev. 2015-05-14 18




\ ERERR By A HE &

ARSI S WA

% Zézé/ _;Wﬁ%/f El/j/fk ’ @Z

* HEFAEHEETECHYE

k- ERE G 0 B
* EESHEHEERLE

‘

bl

S W

MABGEA

' MDCO (All rights reserved)
9 www.mdco.gov.hk Rev. 2015-05-14

19




H9-3 A-E|F I - Microsoft Word e
g=En  EE m@E mE Ess (7]

Lol 2 T AT & VB TR 0 B2 M 0B IR 1200 1Z20 1240 1ZE1 1281 1300 1F20 1340 1361 s ) 400 Il ';

(4]
B
<
il
o
:
]

i3]

AbBEAEFEHBEE.

BB R
BB A=

< BB A AR

<A B T A

+

HERE -
E-EENEERA-EGXBESF A

- HMARRBFAESITHEEEGRETHEEMNEMITNRE » &F
o BEE =M ETAEM EETHESNEHRETA

BRI ERE - BEERS B8R - ERHEMBEEARNER .

EEEENRER R BEATEETEEGRTEEHENE B4
HEBRLEERFHAT ARBIOEAREAT  REETHEMELTEZ
BB EEATERE - MMFHEEFEE - ELTER-VLEBHEME
HEUBREF B RELRSERIHRRETEERRETHEAMNETSHE
ELMENEE S - EHN  ESUEEREF )RR -EBEENEE
BHEETER -

- (- B BB E TR MET AR -

- () RBRIIAFRP R ERE RS FEE S -

- DR R RS E SR S ¢

- (V- FREEMEY - ZEEERETFRN SR TEERE -
- V- ERAEREESWRELTEH R EREEMNEREE

+

(EEXENSBVE AR
(EE»
- (BLEFHEF I EAIF YRS )
=fEH =@
L.

m9|38|3?|38|35|34|33|32|31|30|29|28|2?|28|25|24|23|22|21|20|19|18|1?|1S|15|14|13|12|11|10|9|8|?|8|5|4|3|2

E:1/1 | =Epae | FEE) | BA |
| -] ° % 7 & & r. 5 M EM HO - T a Yahoo! Hon... ¥E UrfEE -0 gj Workshop o.. ﬂ',g TEiERL a EiRea..

t’ MDCO (All rights reserved)
www.mdco.gov.hk : : Rev. 201'5_0'5_14' :




7

SN

g

N\
SNTy !

N
S
"-

SRS
51T

EBEATHE

A= N ) S AN A |
=] HERE (TR E

NS R

Z(t

B ARIHTEE

e',_ MDCO (All rights reserved)
T www.mdco.gov.hk Rev. 2015-05-14

AN
v

i




1] 3 D BB A M 2 == | BHRE /2
= I=N =1 e g LS == AN N <i M )2

AR Hh B P

SN
EBEREHAT)

A3y NEUE R
(EEBZHETAE)

v www.mdco.gov.hk

v v

v v
(BHBSAHE)

x v

MDCO (All rights reserved)

Rev. 2015-05-14 22




= Y, == Tyl B G £ =
DS ECIAN T NI == AN

R ReriR s

e TR

el

A
(e BERTaR BRI A
PN A

t’ MDCO (All rights reserved) =
T www.mdco.gov.hk Rev. 2015-05-14 23 T




nh2 3 | R
ANMHEE AAHE

s REHFERY KR
-JHEHETE (5£~)z<“57ﬂ"‘ &;‘ﬂjxﬁﬂu
*  m/D3MEAE - RREERYHES

- MDCO (All rights reserved)
v www.mdco.gov.hk

Rev. 2015-05-14 24




AEE NVERRHE

- AR MR [7)

- EHEE =

- TR SR

- S 4

ompEewrsy 0
e N AL
B B

- BRI R I
- BRI ;42

'0 MDCO (All rights reserved)
L www.mdco.gov.hk Rev. 2015-05-14




R

v Ny =

- NENFS
| | N\ | ,

AR
HRT R T T2 BT R
O - EEAT - W
R O ~ SR
i BT -

£

aa

A 4 -~

Hirac# L T

RN A E B AN
FZHIA - HorAe iy ES
C 7N PRE

a8 aC

Pt BT Y O F A B R
[lieas SHaCHK -

F
g www.mdco.gov.hk

S

YRR e TR EAE
AOE » A0 E H A
AR RS e HirAaE -

MDCO (All rights reserved)
Rev. 2015-05-14

k]




EHREFAEEEEY

R STHERSBGN-03
TATHH RS E
WHE - RS
Bt REAE
2R -

BB P =
o EE B e e

EHEmEIIEFNER
FHEM SR - o
B eI AN - 2R
AL Al R 10
{8 H it aRRS
il S S T

NE -

EHETTE B R R AT

HatHEHHIE - 5t
EER SRR
(BISHEA T L
Ha o HEmETR)
R PN TS
i PRSI | -
( ZBTERE56N-01
k4 )

F
g www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14




LY

ZSIAS N
EHE R

- EREERERH

R AEERREFAEERER
iR SRR IZ RS -

REBIIRER

EAAC st AR EiEr - i
AR REEEREEHREE ' W
PR EEEE

gﬂ g T RRIRTIES

(—) FEESSI R
g T I - 5

(=)~ —{aElT " FRIRTER

- g

'0 MDCO (All rights reserved) == ' B
w”  www.mdco.gov.hk Rev. 2015-05-14 28 T




A

SR E e LIRS
(Importer)

r”‘

29

MDCO (All rights reserved)
Rev. 2015-05-14

9 www.mdco.gov.hk




E"Q\Iﬁ i n -)F? /\ /Tm“ I\d‘"f\d‘\
S E 3 LIRS (Importer)
A —~r
:’l'_: =1

\

EEERFERTHEEHIE REHEN
PSR s i A SR HE
sHEDE AN A ANBE A

A3 T ALz Ll [ B sE ST 47
V=M MNEITOoa S L /\NEH =2 XZ Gy /A nn

B AT AN

e

e', MDCO (All rights reserved)
www.mdco.gov.hk Rev. 2015-05-14

30




B T I?‘Eﬁﬁl ~

I ‘J

TECIRESIR ) HEMAEE TS

R EEm

Y ¢

RYHECIRE

FER N EE i

() @) AANERNEEAE 2R
i (R 5 20 RIA)
b) ERIAL 1 BorsaBH s A
(i) SEHEFEIE
- PRIFIT EHEC 8%
Tﬂnﬁﬁfg
- AT A
- B BRI

'o_ MDCO (All rights reserved)
T www.mdco.gov.hk Rev. 2015-05-14 31 "




A Soa == /T1
ZEL Y E T
e TR S ST S
(5M300% JBE BB N
e
HOPFET
B B ERIS AT
‘ﬁ%%%ﬁﬁ (R 0% > B
ATE R SR I\ )

o MDCO (All rights reserved)
www.mdco.gov.hk Rev. 2015-05-14




A N TR R R Y T )

9 www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14

S




e/ N ET R R A HY Tk
L RYNETERSINER

N

HE e A DUR e A\ Aa T BV B AN 3 TGS M
s %i””(fiﬁﬁ%ﬂ-ﬁﬁf“ﬁzwﬂ/\ﬁ/ﬂ% 1)
* LGRS T B A BT ~ BE s s AR A MR
uﬂ/ ‘?L_E[/j 1"[‘
i HrEEAl(reagents) ~ BRZ#ER(calibrators) -
BHEYRl(control materials) ~ $EARZS
(specimen receptacles) - Exff(software) 5z

TR s Bia iy » A0

t’, MDCO (All rights reserved) .
¥ www.mdco.gov.hk Rev. 2015-05-14 34 T




Bl [ A B ES P [ B B /N ST
AR 'z | B AL IeadH J_JJ X

N

gt BB RPUgk - A,B,C,D
) QIS T U e
F{ES

N—

o RESHIRBEHR

o ResHVME

R 4 R 2 TR-0063E AR 2 B AR

o FRAN 1 -KRH]7

R SRR T > HIDEREERE A
s R A I Bt
P 5




rH,
X

S &l

{1E A f

(Individual Risk)

L\/\fFﬁI .::Jﬁhlgfﬂ
(Public Health Risk)

B+

. —ay g HIV; ABO
D IEJngh I%ngh grouping
= LI o : Blood glucose
C IEJngh HMedium monitoring
T : Pregnancy self
B Medium {ELow tosting
Clinical chemistry
A /fE—E‘LOW /fE—E‘LOW analyzer;
Specimen
receptacle
: MDCO (All rights reserved) =
v www.mdco.gov.hk Rev. 2015-05-14 36 T




HE L 2ABRESGS 2 B A /N9 ’, h
Ae) Mz e es R BRaa i) T8N + {ITED
{EHIuEE E S Transmissible Agent

gl Transfusion ~ 745 Transplantation
==

A

]

o MDCO (All rights reserved)
L) WWW.deO.gOV.hk ReV. 2015_05_14 37 T

b

H ~ KN - fghd
T A= Self Testing (ST)

g -l Near-Patient Testing
Preliminary Vs pE#E Follow-up




A 1582584y >

[R1#2] fa H o] 5 | SUEHE E & s ~ 2an
&=t ISt R NI E R et
E.g. i lIZ 25w imeEHIV ~ WEIH SR HCV
+ ZHIRFRHBV ~ A ZERETAHAR RSN
=t HTLV

{—

e', MDCO (All rights reserved)
www.mdco.gov.hk Rev. 2015-05-14 38




[R1#1] fg:3H]
P~ 4R > SHEREGER B ~
PLRFS & 5 28 & 4 T

[R2#1] f

{ERmL

B ~ 4

E.g. NJAE

AT 1E1&

& ~ I /&52

S HI 228 130 57-> B/ f2 R

/

TRILTE

BT -

MEGSTE FH YR

EHEET:

v www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14

S EAERAENE
AFHTRHLA

e -> D4
AURIE SRHR AL > DLREGRIR

R AT ~ %
MHZE -> Cak

i




AT

| 289815 MR T >

[R2EGIAN Rl i & BeaH 4% 53 >
m—RA SR Cal - > D4R

B FERER

FEABO 24 [A(ABOL) ~ B(ABO2)

» AB(ABO3)] ~ il (Rh) #2472 [RHL(D)

RH2(C)

« RH3(E) ~ RH4(c) * RH5(e)] -

Kell 224 [Kel1(K)] ~ Kidd 2% [IK1(Jka) -
JK2(JIkb)]FIDUffy 244 [FY1(Fya) ~ FY2

(Fyb)]

v www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14 40




AR 3 L —RHEZYR -> RCK

MR LR E RS ¢ ybiR e EEEChlamydia trachomatis ~ R

iz EkE Neisseria gonorrhoeae)

IR FEE R (40 : fEERHSRubella « 5% Toxoplasmosis)
HEEE - Babhd - ERER

Bi 57 HE (Disease Staging) ~ J&E2ET (Cancer
Diagnosis)

EEZLEEY) ~ VB S AT HY K gD e e
Cardiac marker

e EimE Viral Loads

e', MDCO (All rights reserved) =
L) WWW.deO.gOV.hk ReV. 2015_05_14 41 T




=
\_lll[l’
<

A4 0 BfTHIE(ST) ~ 38

(ST)RERBAITAER - FRA TR
-> FBAk

o E. g. E{T%Egnﬁ m[J /L /E[Jnitnit Yﬁ” /J\G-Egité&
(Urine Test Strip)

(ST)TEL?E FHRUE - AR -> FCaR
(ﬁ%/éﬁni\:) M5 R AsBlood gasesFIf
MEAR -> FC4K

e', MDCO (All rights reserved)
www.mdco.gov.hk Rev. 2015-05-14 42




KAl S -7

oF -—

[R5] FFMIHERRY N2 ETE P s ts -> =5

AZJ » clinical lab instruments for in-vitro diag.

[R5] FEAR RS ES (Specimen receptacles) ->
FALK
R7] SGA"S B (8 R B S0

J 3= SN H J

B%Bz
[R6] Others -> ZE B4y

E[tl

7] -> =

1)

8

J /)

-
7

e', MDCO (All rights reserved)
L) WWW.deO.gOV.hk ReV. 2015_05_14 43




ALGIE:

\

I S

b b

9 www.mdco.gov.hk

MDCO (All rights reserved)

Rev. 2015-05-14

44




SH X R RIS A
tEFg GN-06 Hf & 1

http://www.mdco.gov.hk/tc_chi/mdacs/mdac

s_gn/mdacs_gn.html

' MDCO (All rights reserved)
9 www.mdco.gov.hk Rev. 2015-05-14

45




BiFEE

B BOERRREIE R

G

A001

A
GEEmEET T | UEXEE

ABC Medical Ltd.
LIRS | PaEs
sEgE R Rt L | [{E T AEE | 1324N. Derby Road, Arlington VA, USA
LIRS | T aE

H IR R VA 12345-6789

B USA =E[E

Bz ) - John Smith

TEEE- 800.332.2354

BEE: 703.276.0314

TBEL:  jsmith@abcmed.com

k- hip:/www.abemedical com

e MDCO (All rights reserved)
T www.mdco.gov.hk Rev. 2015-05-14

w N




O fE&EEREHEZEE

Ol e i RIS T (A1)
| ]
YN G
BA: -

EL a0 B E BT R
XN ZEMMEETELG > BERGHEGT A EREERER -
O FFRERGEEE AR - FrkEERFERE a2

A003 |2 AT SR

X 1ISO13485:2003 (LA kR4S (ISO13485: )

X bt SR CAB Systems Ltd (%5 685150 » s HEIEIARE &0
Fft -

SERBIRBRIAHERTAN?
(FL - BLEE A & 7E R B M AL R AZ L7 & 87 B AN
A004 | BCA B/ R A M F AT AN BGENIGHEFHEFA )
¥ 7 O 2F @ MESEECHETEEAHERA

t’ MDCO (All rights reserved)
¥ www.mdco.gov.hk Rev. 2015-05-14 47 T




b

B H#f - AHER A\RYFFAER

biF e

B0O01

AHE T NAE"

L{E T HEE |\ REAGENT SUPPLIES LTD.

LAPTRIEE | semy it e & [R5

FET AL
B T A

HE > SHEHPEE)*

[[ZE 5 |32/F, HOPEWELL CENTRE,
183 QUEEN’S ROAD EAST,
WANCHAI HONG KONG

PFRORE |\ S B MfFE [ AE R 183 SEE I 32 1

Biig N ¢ CHAN TAI-MAN [EFAZ IR 2800 0000

Beeli - FEAEHE

THRE tchan(@cardio.com.hk

N B E R EEESEEE* ¢ 2000 0000 |BE : 2900 0000

FE WA FIEE SIS T M/ N =D 9000 0000

EE S BEE LS BYE © BRI23467)WIEIAD EHHt

(B1)

B002

HEEEHEERAME T AREE © 2010 F6 30 4
LSRR AR

(B2)

B003

F"”J‘E’TEEE’*’*FE'&\%E

DI

X

BT 571

ISO9001:2000 O IS09001:2008 L) (5B IRRA
ISO13485:2003 B¢ L fEETRRAS O #F

ABC Agency (%5t E)EGE » s SRIRIARC AT -

(B3)

—_

0 www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2015-05-14

48




B004

B #ERHEEZF

R g A R R A T REEEE | A
R 55 (1) BES (iv) BSEEEEEERH &
R 5 (v) BES (vi) BS EEEEE S SIS EREs
() BESETH
(i) EEERERZ 2 A
(i) FEE{EE R 0Y/A 2 S Ty
(iv) BES| TSR A B R R BT (B BF (B4)
(v) FEEFEE e
(Vi) MEfEEEEEE (AEm)

O 55 NSEEERTIBRES  HERESCHUERA T BERESETE
A (FHER SRS )
O 25 (i) BEE (iv) BSXEEEFERKER R 5o - 55E] B00)) ;
O BEF#HE (1) BREE (iv) BEEEEFE KM

B005

A& | ANINE C EFTE SR EEHENT
ECIRFRRR ST 5 - IMP0123456  (ANEA)

B006

O CEHFmERNEEEG—FMER NG TR IESE » RIFHEEE__

' MDCO (All rights reserved)
9 www.mdco.gov.hk Rev. 2015-05-14




ffE |C &F © R/l R R AR E i = NpGs
LIZE T HEE|ABC Medical

LIRS | T

LAFETTHEE \[VGOOD

LIRS | T

L{ETTHEE |\ HCV Antigen Kit version 2.3
LAFIRE | T

Mo 2B e as N pE B - HEEs ~ RN - AR s - B R tERA
BB MEER R + M EE fhA)5n - FEEEEARE S T R RS E T V& E -
aRA

FEEIR

eSS

H il (GHEERR)

C002 FRIE N ~ B B B R B i e line diluent solution) (C1)

REE*

C001 |SLEE*

ik

X O KX X

s e I FIZE R RN R P R SRR TR AR R) - IR HE

A E IR o

e MDCO (All rights reserved) *
T www.mdco.gov.hk Rev. 2015-05-14 50 "




C003

e 18 | (FEEL ME Rk S AT a5 - A N R e o5
S BT 578 » FIRL % s e L A Tt )

Reagents, Serologvy, Virus, Hepatitis C, Core Antigen
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Hepatitis C virus antigen kit
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& ABC Medical HCY Antigen Kit version 2.3 =13
BEE ®EE BR0 FHEEW TAD HE® a

Q= -Q @ Purs [aEsx [

AR {5 CADocwments snd Settingshdd mindstratnr S EWABC Medical HCV Antigen Kit version 2.3 v | ¥

= e

EEEERRTHE I’J A1 - Manmfasturer information I’J 47 - Manmfactorer QMS
09 BIHHTEHE

€N FHSTEE AR F IS (o= o
7 SRS EE El-LEPEBR I’J B2 - LRP Designation Letter
Hib & | B3-LRPQMS I'..’] B4 - LRP S0P
@ AH
L) AT 1 - Device Information -’-] 2 - Device History
o R .
W FETER L I
N R RS | C3- Device Labelling I’J C5 — Batch Release
SEaEH 7] C6- CAB Certificate 'J C7 - Risk Management & Standards
ABC Medical HCY Antigen '
Eit version 2.3
BEEERE e _ P
&8 B EA: Wednesday, 9 December, [ C8 —Performance Evaluation /J D1 - Marketng Approvals
2004, 1003 {
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Fi8 2
FORM 2

FE ZF (EEEEEER]) (E3105)

ORIGINAL BUSINESS REGISTRATION ORDINANCE (Chapter 310)
BUSINESS éE%I%T?A%’EIgﬁl%é}GULATIONS

e i R B

DORLICADE Business/BiditiXRegistration Certificate

ARV

s LB A EFI Zpﬁﬁﬁﬁ/&a

Name of Business/

|

I

[

Corporation ABC LIMIT‘ED
W) T2 S T e e o o
Business/ LRP MEDICAL SUPPLIES LIMITED €36 36 36 36 36 96 36 € 3636 3 €

Branch Name

Ho Ak UNIT Al0 6/F WONG'S BUILDING
Address 33 HUNG TO RDAD KWUN TONG
HEFE MR CuUnUvE RITe wLnvisLe vuin A

Nature of Business

eSS0 PULT LUN URAIL

Status i

b =l T i 1 20 :

Date of Commencement Date of Expiry Certificate No. Fee and Levy
8/8/2008 71812000 123456 -000-08-07-2 $2,600

(Tal® FEE = $2,000)
(i LEVY = $& 600)
HEETY (EEELER) FHRE (SEE OVERLEAF FOR ENGLISH VERSION)

T 2 camE - A o
T REUTEE ' H EE

#56(6) I

e

H7(2) 1%
181

121
#15(1) fie #ix
210k B

A B IE I © TG - RO -
PLEASE PRODUCE THIS CEHT!FICAT AND DEIVIAND NOTE !NTACT AT TIME OF PAYM T. THIS DEMAND NOTE
WILL ONLY BECOME A VALID BUSINESS REGISTRATION CERTIFICATE UPON PAYMENT.

HRENAT T T R 7 i 2 MY 7
RECEIVED FEE AND LEVY HERE STATED IN PRINTED FIGURES. (Please see payment instructions overleaf.)

LRIPBOZGH0 B YDNY 07 56837153 694898 CHO $2,600
I.R.D.B. 101 {1/2007) i

Rev. 2015-05-14 61 "
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HKMD No. XXXXXX

(a)

HKMD No. XXXXXX
Instructions for use m English

not available

(b)

HKMD No. XXXXXX

128 KR A 3R

(c)

MDCO (All rights reserved)
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- BB (O

EC Marketing Approval

EC Design — Examination Certificate VDD, Annex IV, Sec. 4
IVDD Annex lll, Sec. 6 (ST)

EC Type-Examination Certificate IVDD, Annex V

EC Certificate - Full Quality Assurance System IVDD, Annex IV Sec. 3

EC Certificate - Production Quality Assurance System | IVDD, Annex VII

EC Verification Certificate VDD, Annex VI

IVDD: 98/79/EC Directive:
ST: Self-Testing

'e MDCO (All rights reserved) .
¥ www.mdco.gov.hk Rev. 2015-05-14 g 67 T :
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Malke:

Medical Device Control Office
Department of Health

Medical Device Administrative Control System
Essential PrinciEles Conformity Checllist

Brand Name and Model:

f&as (D1)

Clanse

Eszential Principle

Applicable

Method of Conformity

Identity of Specific
Documents

General Requirements

Medical devices should be designed and manufactured in such a way that.
when used under the conditions and for the purposes intended and. where
applicable. by virtue of the technical knowledee, expenience, education cor
traming of intended wsers, they will not compronuse the clinical condition or
the safety of patients, or the safety and health of users or, where applicable,
other persons, provided that any nsks which may be associated with their use
constitute acceptable nsks when weighed against the benefits to the patient and
are compatible with a high level of protection of health and safetyv.

1ISO13485: 2003--Medical
devices -- Quality
management systems --
Requirements for regulatory
purposes

Document No.
DMF1234

The solutions adopted by the manufacturer for the desion and mamsfacture of
the devices should conform to safety principles, taling account of the generally
acknowledged state of the art. When nsk reduction iz reguired the
manufzcturer should contrel the nisks so that the residual nisks associated with
each hazard is judged acceptable. The mamifacturer should apply the following
prnciples i the priornty order histed:
* identify knowm or foreseeable hazards and estimate the associated
nisks ansing from the intended use and foreseeable misuse,
* eliminate nisks as far as reasomably practicable through inherently
safe design and manufacture,
* reduce as far as is reasomably practicable the remaining nsks by
taking adequate protection measures, including alarms,
*  inform users of any residual nisks.

1ISO14971:2007--Medical
devices -- Application of risk
management to medical
devices

Devices should aclieve the performance intended by the manufacturer and be
designed, manufactired and packaged in such a way that they are suitable for
one of more of the fimetions within the scope of the definifion of a medical
device.

The charactenistics and performances referred to in Clauses 1. 2 and 3 should

Form MD-CCL (Jul 2011 Edition)
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Sample of

Essential Principles
Declaration of
Conformity

" EARFAIFEEH
EFZIN

(GN-06 fffx 3)

g www.mdco.gov.hk

Appendix 3

<MName of Manufacturer/TLocal Responsible Person>
<Address of Manufacturer/Tocal Responsible Person>

Date=

Medical Device Control Office,
Department of Health,

Room 3101, 31/F.. Hopewell Centre.
183 Queen’s Road East,

Wan Chai,

Hong Kong

Dear Sirs
Product: <Make> and <Model(s)>

=Product Description=>

Manufactured by <Manufacturer>

< Address of Manufacturer=

We declare that the captioned produect fully complies with all the relevant clauses stipulated under the
Essential Principles of Safety and Performance of Medical Devices as required under the Medical Device
Administrative Control Swvstem. We undentake to provide the necessary evidence to demonstrate the

compliance within two weeks upon request.
Yours faithfully
<Signature >

<Name and Title>

<Company Name>

MDCO (All rights reserved) *
Rev. 2015-05-14 70 "
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