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Medical Device Division BEE

Change Form for Listed Medical Devices R T Heattn

To: Medical Device Division (Fax No: 3157 1286) MDD Reference: AN
(Attn: Secretary to MDLAB)

Listing No: HKMD No.
LRP Name:

[ ] Application for Change(s) to the existing Listing
We, [Name of the LRP], confirm that there is/are change(s) to the listed medical device details since the latest approval.
Attached please find the completed change form together with valid supporting document(s) for your consideration.

[] Application for Withdrawal of the Listing (Delisting)

We, [Name of the LRP], confirm to remove the captioned listing from the List of Medical Devices under the Medical Device
Administrative Control System. We will continue with all the post market surveillance and vigilance activities stipulated in the Code
of Practice COP-01: Code of Practice for Local Responsible Persons and Guidance Notes GN-03: Adverse Incident Reporting by Local
Responsible Persons for products supplied to users. Moreover, we confirm that the assigned HKMD No. will no longer be used in
any advertisement, promotional materials and/or other labeling of the device(s) from the date of delisting.

Please complete the following checklist and return it to Medical Device Division with valid supporting document(s):

Check the box, if
Details (Use separate sheet
Item Description there is any
if necessary)
change/update

1 Particulars of Local Responsible Person (LRP)

(a) Business Registration Certificate of LRP

[]

(Please provide a copy of valid Business Registration Certificate of LRP.)
(b) LRP’s name (in English / Chinese*)

(c) LRP’s address in Hong Kong (in English / Chinese*)

L)

(d) Contact details (e.g. Contact Person and Post, E-mail, Telephone,

Fax, contact telephone for public enquiries, mobile telephone for

;c s 2

urgent use (24 hours), etc.)
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2 Particulars of Manufacturer

(a) Manufacturer’s address (in English / Chinese¥)

[]
(b) Quality Management System Certificate (i.e. 15013485 certificate) []

3 Particulars of the Device

(a) Model name(s) / product code(s) of device(s) []
(Please indicate Addition/Deletion/Amendment* of device(s) in the

existing Certificate of Listing, if any)*

(b) Intended use / Indications for use

(c) Contraindications

L O O

(d) Device labeling (including instructions for use, device package labels
and Special Listing Information)
(Please provide details on changes(s) to content of the instructions for

use)

(e) Manufacturing site(s) []

AP REH - BRE PG E S F P RAERE L R 25
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(f)

Device design and performance specifications

(g)

Sterilization method

(h)

Shelf life

(i)

Risk analysis and/or clinical/performance evaluation®

i)

AMDNS code and term (as device description)

(Please provide AMDNS code and term if they have not been covered in

the existing Certificate of Listing.)

L) O | |

Marketing Approvals and Essential Principles

(a)

TGA ARTG Certificate

(b)

EC Certificate(s) and EC Declaration of Conformity (EC DoC)

(c)

Health Canada Licence

(d)

Japan (Ministry of Health, Labour and Welfare) Certificate

(e)

U.S. FDA 510(k) Letter / Pre-Market Approval (PMA) Letter /

Certificate to Foreign Government (CFG)*

.

(f)

MDACS Conformity Assessment Certificate issued by the Conformity

Assessment Bodies recognized by MDD

[]

(g)

Essential Principles Conformity Checklist (Form MD-CCL in most
recent version) or Essential Requirements Checklist in accordance
with relevant EU directives or regulations supplemented with

Essential Principles Declaration of Conformity (EP DoC)

Others (please specify) (e.g. LRP designation letter):




M EREsEtEE TR MDD Reference: AN
B Rt (HHEAERER)

AR ¢ HKMD No.

FEaEARE:

] ?5] SRRl OB ] ?ﬁJ IR e PR AR

RIS AD &L FRIHESS ERT

1 I ENAHEE ARVERE SR (FIIEREEA ~ BBAL ~ B3~ BE - HATERIEERE - B
B FIEEREIES ( =T/ NEBEE ) ) » FEREEEHE| mdd app@dh.gov.hk {EE{TEIE < [If
FWEIF FERIELARE -

2. ERTEE LAV HEIA SRR RIE -

iR DU et » MBS SORMRHITHB (R PR et ¢

“
FEE
Department of Health

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



“
FEE
Department of Health

HHH | a5k BEAWE) | BEHodh | BRIc @R
(A) | BERSSTERRNTED

1 | BEEERE - RIS EEHARNINE) (BEAEER) BF2SEG (RIIEREY
CiEhs 554.3(b) B - AEEA]

1.1 | EBESRIHYHIAL [] 1

1.2 | IR B BEEHER, [

1.3 | BrARSUEIEE - SIS [] [] IR
BEHEHAGHYNE (BREE
FEH)

2 EREEIERET ) B BTEEt (RIIBRESIVNED 5 43(d) & - AEEB]
2.1 | B R B R R [] ]

H

2.2 | ARIN/ERR A SR R A R [] L] ]
i

2.3 | EREtohEh » ST/ iR MEE [] L] ]
251

24 | BEAHIR (MR) ZAME#E [] ]
(EXERErED)

|25 | HE RS ET M E [] [] FEeTHH: Y:

‘ "MDD (A—Il }1'é];ts re'SeI:V'edﬂ)



FEE
Department of Health

IHH | sk BHAWE) | BEoE) | ARESERiET

3 ENRERRE R R EE AR S (RIERESIINE 5 4.3(d)
g - SUEE CI

3.1 | BEDRE AR E [] [] L

3.2 | BEEFESE [] L]

3.3 | HL BRI E e HAatEey ] ] FERTRE
o B B H SRR

- ERESIIINE B2EIEE T (RIEREHIVNED £ 4.3(e) B - REEED]

4.1 | AFTIsEEE B L] [l L

42 | BGERETIEE [l

43 | HLEBIEHHYERED L] L] BRETRE G

5 ERESIMIINE) BB (RIERESIINEN 4300 & - AEEER
55 4.3(g) B - FUEE F]

5.1 | EFERSVIRHEYEE [] [l FERIEH Y
ApRgEH - BB G F S F 2

WDD (All richts reserved)

NN NN P EE R Y

29



F#

“
FEE
Department of Health

TEETE R R E) [ it
Gl

6.1 | WEREEE/ R [] O |mow

6.2 | MEVEEG  FEHIE BEE [] O |mm
HEEAR R 24

63 | WEIESFEFEREETEG ] ]

6.4 | MEVEHIETIER (2% GN- ] O |
01 )

6.5 | G/ EERRTYE [] O |mm

6.6 | MEMES FAYE TR/ O =
FIEIeENE HFE S - RN
i

6.7 | Bt EBIEEIERIET R [] O] | ssaes:
e &l

7. | EATE BB ARSI ] O] | sEsmmE:
£

(B) | HRIAHEE ANTHE)

8 | MENAMIEE AL FFEEYE 6418 (FHEEA)

81 | AigEANSE (JEHER ] [
— e T AEE)

82 | WENEHIEE ALYHIL ] ]

30

WDD (All richts reserved)



DepanﬁﬁﬁHeahh
(C) | SRR/ AR E) O
G R
P ——
o | MBS - PRI AR B AR R QULE O
H) D ——
EEFMEEIR AT SENER (Fi: S )
FREBIERE (KT IE R R e 5 6.1 8 » MEEE AR
FIETE 24 EAIH
(0) | $E3bl 5 AC %Bﬁa@ﬁ@?ﬁg@( H5HH )
[ 1s0 13485 & [EE=CCiEE U] siEmrySEs
[ sErzReg (Fu) O iz [ #50%51ak
O] muasir/ e [ ERpespfs O] 4t - FrRERRRE
O s O] s mo-col ghts T [ ssmarsiERs S s s
SEAFEIZHE TR —
BT AT IR, R
] SRR,
APRE K- BRBPFHE T2 E AL A F L L E SR o

WDD (All richts reserved)



“
FEE
Department of Health

(E) | BREHYS
= FHEH LERFEREHT | BREHT] []
70 EbRag o fRRES CoP-01 §E5FRI {(FRHREE ASTH]Y K55 GN-03 5%
FERf (AHEEANEREMFERER) MRS TREmER
HVERRERNER) © (L0 » IEESE RS HE « ABEEMES - EF
EREEAIESE LA REHURT5RS o
prgEAl
e
e
ez
HEf (FIENE)
AP REH - BPRB G FE S F2RFAEGHEL D E FLEEBY

WDD (All richts reserved)

32



T
LR

Department of Health

Fel DI
2 e AR T
k=539 % PrBg o ﬁr;%fgfsﬁi

J

AR Z2 K - BPREE G E TG AGHFE L DL
MDD (A1l rights reserved)

b
h.
W
®
e
w
w






N Dn%%%;th
EBEA epartment of Hea
mEFEFHMFRREFOFRES
I:I:k;kvé% PRE LGS GN-0)
O F b—rfljl‘-"‘r)g E‘ ||$ m?%i
1. Zl\i*" ﬁ'f;"‘/\fr’4 HrE B4 &R BE & m”Fjj;:'
) AE L FAPREST RS Y
3. ¥ HHK
. ;}}%A \;g’}r—-ﬁg\;;f_[w AL ERER G
c BAFC ABEERG O LEREFELFTT VN
FRp{LA BT EFS AL A2 SFEFXG
APE LA - BPRB G E F G AEEF LS FLLF P Y 35

MDD (A1l rights reserved)



“
FEE
Department of Health

R

r B SRt Bt 2 ik AL
‘ﬁ&ﬁﬁ}w&'ﬁ'%ﬁ:ﬁg -5l 3R 5 %T{L% ﬁg:'é‘f‘}]%

big o @ E“ﬁﬁi"r’%ﬁwa“fwﬁvurﬁﬁ'\w Pk B E

3 Bk R

r /2

E m

oh -
-

> AR g ARl EREETE mﬁ&%‘hz“%is“’ﬁ'f%efc%s
hHRRT N ER ;‘* CERER G AEE SRR RS

P EAR P FASUGHERBE AR up ks REE
BAKE MR

PR - BPRE G E 2R EREE L D
MDD (A1l rights reserved)

e
iy
iy
%
e

36



“
FEE
Department of Health

® =& eI REL ’\Wué‘%l’pﬁzm?g}%‘il—- ~ e
fFR AR E i T R4S R e FRREF LR

® Him- z\ﬁ&;é‘_;%gm e E L A ﬁ‘j“K\/»/‘E,’}_ﬁfr'
iiﬁ%w%%ﬂﬂ~.@{&%$ﬁiﬁo

o I HUFRFFATE 0 AKJF AL AR
T E30RED PN R FRREST -

AP R2E - BPRE NG E T2 RAEHFL DK LT BH 37

MDD (A1l rights reserved)



“
FEE
Department of Health

O g:}%i T RERE

i%i%ﬁ%4ﬁﬁ%i* Ap AR R
O Pﬁg§%@$mf%ipéﬁﬁﬁ,niﬁﬁﬁ
A 38 | (Form—Chi1 AIR-LRP) "
® T+ LR
® P ARSI R
https://www. mdd. gov. hk/tc/mdacs/report-
adverse-events/1ndex. html

AR - PRE NG E TR ERE LD LT B 38
MDD (A1l rights reserved)



BEE
Department of Health
- ®
K hitpsy/fwwnw.mdd.gowhk/tc/mdacs/report-adverse-events/indexhtml -ac| | g2 P-| M B@
i ==z |ssssn 2%«
BEBRF #\EE BEV EHNEEQR IEM Z=HEE)
3 ~
T L — BREEN & A < Q
BER AR TR E RIS ZR2ETRAL ERESTREENIET 2E2ES B - RERTIY HEE
| == 0Q =g
S SRANEEERNEESY
BT SUEANEEERNERTHEEEE D58 SARNEIEES4ARS  ROFUH SRS EESEARMNER  ATMRE
EEA - TEEAEMATHRERRS
EHRRSTA e EENESER AN EA S AHEIEREMNERT S CLFATASEE NN ARESE . Ny OF5REST
EENNTNEESE . ESHASEFAEEGE UFFEENES FHEXFA\RIHEHREEEE [SRET - 2TF
E5l|ehss v BN RS T RN ERRG A O ESE NG ERETEANTE 5 SEHETFAEEES T
HEEE -
EEER S BEHIF v
AMEEABGREASETHERHEN S L AEYHE N SEFHENSHENETE  TAERRENZSRE - S28
T g 4, OPSHELAZETM -
EHRFIE
CHRER R SR REEL
MAEBREEE » ENBERSRNESSHIERTE - BEAEAR 2 =R
AN EEE v r EHERERNERS RS — BANBEARS & 2 =R
TEALTRERLHS
1. B5 B8 AE AL EE 14K 604 REER
2. BH :(852) 3157 1286
3. 28 : mdd_air@dh.gov.hk A

AP REH - BRE NG HE 2 RFATHFL LT FBHE 39
MDD (A1l rights reserved)



H1H

B oe il LSO T
AREER SN EE 28RS - I
HAMEENEE e b
L L B
Py — 1 LT
Oy Ome Ope Oas 2 Bt AR
2. B[ ¢ 3 PSR
N LT O s a9t i
O pEss O spazsss:
3 AHEEN G/ HH)
4 EREW /A H) 5@ 5% | IE ‘
5 AHEE BSR4, H) 1EH
o BRI TREEAM E&A R Iv. R
SRR 2 BT ¢ B -
T | B EHRTIE
8. 44 & 2.0 &
9. H #iE 3.k
4. B 88
5. BiHE
6
10.% 8 ‘11.@3 ‘ 7.4t 5
2R R -
8. M LT
9. JHEA
10. 4. 4
L SRR
1. B 1.5 5% ‘12.@& ‘
13. & B
Osespis Owi O Oss
15. NEE ¢
O i O ERRERERES
O mxemTERaes O Seee @6
O st e |
2aEvEAl | B

“
FEE
Department of Health

40



H2H

V. BUETHIAEER VL iF AR
1. BUERERI R ESIIMTEER L HEEAER (H 5
2. 1R (B 20 3. e (A7)

5. EAHLER MEEFT

6 R :

VIL Ffthn 2 H7k

2. {58 MEIEFTE)  TERG{TE :

IR Y BRI EIR AR M - 2
O A - FaFsEsR: 0O ##8

VIL & R

IX. EXX#eE

BEF - KR
AHTEE 14 SRS 6 1% 604 =
R RRREER
FEE : mdd air@dh.gov.hk AL ¢ (852) 3157 1286

X &3RH

SRAHE A ERBER « AEIA  (EFHH O A B B R R
FURREAE - EWAGUAFRAM E T NBE A H S N A SRR
EHEEH - E(F) RIMESAEMD SR - 115 ZRIFTRE
TEHREST | BB A B B i -

T
LR

ment of Health

41



PFRE LR

mEE
Department of Health
ANDO7494 x | T Department of Health | Medic: X | ¥ Public Enquiry - Singapere Me: X | G english to chinese - Google = X | ¥ ®TE|ZEEEs SHEEET xS SEIsEHNE x  + (-] - *x
C @ eform.onegov.hk/form/dh0038/tc/ W B A

O SC-605-3-DHO038-002 | =& | Eng &

GOVHK &ZBUAT

L ERBERESNBESHERRE - HEHESANER | &7

*,

1L &0 EREEFERe-MEREASHEDESRE  AETEAEAEZR

I 2) 2HEE

3) M

4) mEENEE I T ER
EEER

5) mEAE DI S RiE f=E
=G

BENTERES LT EEFE EihEE®RSH

FEEHRM
YY-MM-DD | E3

=808

YYYY-MM-DD | B8
FiEENESEER"
YYYY-MM-DD | 3
et FREEEA
YYYY-MM-DD | B3

BUAESHFMASANER 48~

= < & 77 4

MDD (A[[ rngts reserved)




Mﬂ aa- ﬂﬂfﬁﬂ@ﬁ% Iw: EEZE

I\/IDD (All rlghts reserved)



» N~
4

%

/

\_
o
G
RN

O
:1%.>\_

< A

Py
=

RO ST G
ke
sy

LW .

i
-

&Y S

=

R T
s o

e ) o g R
7 B B 1= T
%
o 3F K
n._tﬁmi-{;

-\
-

o FEfe~ @& K~ RJE 2w
ﬁ%§%§m$é%§ﬁ
ﬁ" 'fiérrﬁf%%/%‘ & &

/r @rﬁ ‘\\

a ;;a_Pg REBE A NERY
‘»éﬁu%ﬁg&&?

"r’/2 A (F 1)

LTSN ?wuibgi

\\%ﬁ Wk Ca A J/

\_ /

it 1R A F B st I Ay AT AR E A

ik 2 A EEE () I E B FES R E A, Q) B A AR EREERRERS - S BRES IR ZE

EY T - LAMT A
ISR REL ST
EehEar (312)

Er; Q) Rgm A/MEA

/

LR

Department of Health

fEft B sUa R IR R S R eI e 4, (4) IR SRR s - (B 0LHE R TR (IS T B RAZHETE)  KEEE

URFREF - HERZ AR AR I e 5 1 B M A\ R BB TR ARSI 5 DAR(S) AR BRIERE T Ry BT ~ MELTR »

U RO R B R R s RO

Var - LHE N AR N TR S

A& & -

BB G E T2

MDD (A1l rights reserved)

. 7 2z vz r
- A A

FLEFBY

44



% PR1S013485(:" =

o )15 2 &
. $- P8 1S013485(& %
9~ ZL 3 < 5 by Bg
2/%@.‘37_ PTF ‘1"]?5),%'%‘\7\:' PR EE £
3. PIASEH K2 vt v
AR ERBEFLDFIRFRF v
{4
5. RJL 3 /
e ad : %15013485(& &%
6. BB PR RF (o) TR

1y X : %15013485(& %
7.0 A P (doig *) *‘%F‘i)ﬂﬁg (i

8. FEiFiE T F o Rk F ALK N.A.

.
Department of Health

<\

AN N NN
D N N N N N N

<
>

g

AP REE - BRB G E TN EEE L

MDD (A1l rights reserved)

X
Y
W
%
&

L



FEE
Department of Health

(“?li%"ﬁj‘f/i—?—!i-‘?’?& (4 B 2e4rE 2 ) (4ol B sdrg 2 )
PER 0TI 8 RS

LA " e ECY

)

N
<\

(¢ plinLd
L)

BT FHAEL BT

LA 2 —~ / J J

AR T

H i 0 ZReidy ol o BRI AL 0 BRITELT]G K
(5& ) E & 4 > g (3&)E & 7 2 (3£ )E B+ 7
AR R SRR 2R 3 Larz B ik
FH £ 50Y S S S SRS o

AR - BRE PG PR

. 5 2z ,2
= @3 A& F B Lo 2

MDD (A1l rights reserved)

I+
®
Y
iy

iy
%
R

46



LR

Department of Health

B *EeEal & v v v
e W] S v 4 v
Hw g DBOKM%(‘ ?ﬁu—wxa@@rﬁﬁ O — O3 B 4 s
) FL el TR B & R E £
Q i&ﬂ%ﬂ\imf:}%&e
RZH
AP R2E - BPRE NG E T2 RAEHFL DK LT BH 47

MDD (A1l rights reserved)



“
FEE
Department of Health

--
v ;—‘;—%\

MD-C2&3&4 MD-IP+D MD-IP+D
Z 5|5 2l FFRFHREL b 3= E:
:ffa ? GN-01, GN-02 GN-08 GN-07 GN-09

KR b J A end 7| 3 Fh’?%si;;ﬁm%‘;u FAR
fe— % e PRI

o R E - BRE EFHE G AE RE L K FLE ?## 48
MDD (All rights reserved)



BRSO B4EE
B Ry B P HI 4 1Y N 3w AR B R R Department Of4|9|ea|th
MDD (All rights reserved)



FEE
Department of Health

B} Bk % (Risk) A 5w &

O %1% (Classl) - & ™Mk '&
O %IV (ClassIV) - %% b *%&

mOREL SRR 0 R R 4 A R EARGLE B R
1) T

T
B -
i )}_xﬁ,ki’

AR - BPRE G E S F 2 FAERFL D E LT F P 50
MDD (A1l rights reserved)




“
FEE
Department of Health

RF D kRFaif ErER O FEREEFS
RIET & Big2 B

(Intended Use)

AP R g - BRE S HE B2 FEEHEF DK LR B
MDD (A1l rights reserved)



FEE
Department of Health

A P G S N
D*%?%ﬁ%
>REITHNETREERAp ARSE A e ko

Oi¢ * p= &
>RERr i VR R S e04 4
PP r i F B % 604 45130P
>R Y ERE R AZE30P

AR - BPRE G E S F 2 FAERFL D E LT F P 52
MDD (A1l rights reserved)



| 7.
Department of Health

B o F Y AR ¢ i S TRO0IB(F TRR) <2 1
P TR-003 (% 7304 ) & 3 — AR Bl A SR e 5 R 65

-?ﬁ*ﬁ%ﬁm%maﬁ—ﬁ’mu#%$%%&$&wﬁ
2015 ¥

o B ZEH - BEE G E TR ;
MDD (A1l rights reserved)




i i)i TR 003“3’45,

AP R2E - BPRE NG E T2 RAEHFL DK LT BH 54
MDD (A1l rights reserved)



L
AR Fr A A8 2 & 5 R B IE
(EFNER T

— WEFAEREE O SRUG2E G+ © EEGTHE ~ fR/7E
RAzHIEEEY) > RIESEEIEK |

% BB L
% 3}%‘ li& Jo HH _
/ P F'F’ h Depanﬁﬁ?Heahh

— W B AR E RN BT S AR -

> A £ B A e 53 T HOR
SRR Es - AEEEIER -

(B4 F B AR R B 20 R BT BB I ROk

i B B 1 B T (B T+ R B A -
%%III%&

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

59



“
FEE
Department of Health

FELEI2. 0156 52 450 P (A B (91T © BB P MMAE T L - 2 1T
BN S  SRABEE R o [ Y EE S -

LY 2T B A A BB

HIEEEI%,

(L4016 55 TTE BEEE N SR DA b BT T < B A E S R R T - i
SR EEIESEIR - 5 BT -

ELA0 9% 22 458 FF DS A7 0B 4 B 1T - b PRS-

e o BT R B A A A

HIEE S, -

(B4 B e - BN

AP R - BPRE G HE T2 RFAEHFL D E FLEFBH 56
MDD (A1l rights reserved)



SHH]3. ﬁufaa@%ﬁﬁﬂi%ﬁam/& BT © 1185 A e (0 L)
AL R ot (LB 5T e 7 5 AARAO S
DAiss - HIIEBEEINgR -

{B407% Fe e PR AL AR ~ B 17 - MR — S bbxAYEEs ~ #2)
%%ﬁg;zmﬁ%%%ﬁﬁ » Hll fEER 28I UL A TR s
=N -

iﬁﬁM FirE HAMOE R AR PT © RIRUWCER ~ BR4E (R MRS
es B R 18K IR AVEEMR ~ JFIR -

AR - BPRE G E T 2RI HFLSRE LR EFRE 57
MDD (A1l rights reserved)



ARIS. )ﬁﬁﬁ{ik A fLEME EEESSAE

IR ~ BRFE ~ 28

gy 0 AL = EH@F 52~ BRI R AT
a) PP R F e 5 W2l fakteasts -
b) #HE7E 32 55 1 4K B (i
— BHFREEREBBIK ; Wi RN - B TE
G R
— BHFRHEHERZE BRI @J? [RIPIRSR ~ BRE - REE
— BEHERIAEAEBEINK - @J? PRIESOR ~ RIFEESEFEH
MBI HR &2
AP R - BPRB G HE TG AEHFL LB 58

MDD (A1l rights reserved)



AAIS. ﬁﬁﬁ%ﬁlﬁjﬁ'ﬁ}fﬁ oL B0 - JESTESSTEE - Fmst - A5
MR AR - BB Eﬂ%ﬁg 7]~ FoH#E e ~ Tl
A

BEalFEas /K EAMIHEE > 1 - FEIF06E -
Il SR8

(A& S BEE B E N A GOEH Pl - B ENHNRE R
gty > 1% B 2 i P = 18 H

%ﬁmggfﬁ-ﬁ/%fﬁﬁfﬁ » HI|B

11

AR - BPRE G E T 2RI HFLSRE LR EFRE 59
MDD (A1l rights reserved)



JE X N : ;
= ¥k kB A RN
$REI7. P RS FISh BIT ¢ 78l ~ RS
BHEALEREE - BB - ERAFHOR - JEORchE R ae o 28

{BA0E s H DU £ EVRUE Bl - IR SdR ~ EVRE
SR ER T R - RIS SR IVER ]

{HAE=S R TH B BEEL f T - LIERSHEE

el B T G IR 2t B RE R 2R T MERE 1 a5 B ~ SHEIHRS R E
o~ BRI EEEEE

% > AlERIVER -

AR - BPRE G E T 2RI HFLSRE LR EFRE 60
MDD (A1l rights reserved)



FEE
Depart ealth

'ﬁﬁUS FrElE AR B E @F sHEITEAY) ~ NERIETIE
HA (e B Y SRR A MR 2 > o~ B RS RGE]E] - 35@5"@[&1?@@@%%

FERE BN - /a\é%

N1

B 40 =8 B H DL B Rt a2l 0 B - NS00 ~ BHE RIS SR
et~ o LA B e AT B T A
L5 AIBEBIVER

(B 408 =5 Bt A (F A JRAE A S BIF ¢ oLofeitlifias i ELER R 5 [4R
e et as 0 HIBRIVAL | TEAZGO s 5 B s -

AR - BPRE G E T 2RI HFLSRE LR EFRE 61
MDD (A1l rights reserved)



'ﬁEU%) ik

\l

LU IN8ER B3~ AILIARI B as ~ &5 K2 14

A HE 8B /I H JRA ?%%ZW

BB

(ERIEEEr El’] ?%‘“%’Z@-E,\ il
= (L fEE B RS - IMRER
%E@?ﬁ 38 S0 CBAL I 28 R0 B ?E%%'E'E

NESS v

EE}%#)?@&AE
NEEMHE
@*mﬁﬁﬁﬁ@ - & 1
b > HIEZSINGR -

AP R EE - BRBAF A F A EE L

_A/

ok
&

LY B

MDD (A1l rights

PN EI

L~ BdfEes ~ P2
<t~ VIE I

At R s

S

EEETI8

R R

= 2 5156

MR

mﬂ

JERHT

TV &

%ﬁﬁ
L s

Wea

JER FH X0t R Fo A B e

FIE -

reserved)

N ENEEY -



FEE
Department of Health

#AI10
(i). BEZE A SN A RESUTES LT
FRAHTB RS
— B DAt E g o AR UCHIRER 5 Bk fl ¢ g%jjitﬂﬁ ﬁ% JERRIEE=IE
/EE[/] H /N ez DXO
— BB B s B X E A AT ) ¢ FEs 2R M BRES 2288 - ) EE E T
A
EaEssEtErTH I
a) R E A SE > MEESEHW]  fl @ FUaEANEZ s, Ll
ﬂwm& s IR~ R R SR EYVRERS - EEEZE RS
&) E o] DL s A& & A By 4
A fE b B
b) A& 2w N ETTEE RS2 - RIBEINR 4] : OoE ™ A TP HEE S R 25

(ii) fEFH DL SR BR i R SN e B ME U 22 1] © 2B O ~ A DAPZER] ~ B
BT ke B ANERBUH AR A R es - B ﬁ%ﬁ%@%ﬁ%% SFIHT s
IR B R B R R N E e BRI

esHIMERE® - BB EBINER -




FEE
Depart ealth

*EE'Jll it F DARF Y S o A &

xR B SR ERN BT RER

HIRESS  HWESN

BA1%E BRI A ENEE FIF  BOEER ~ W H - BTk
FT o 5 B 3 iy T2 e PR 1 1 ~ s B GIBRHE -
EasNHERA T RXEABEG

b > RIIEBEEINGR -

miRl12. B TRERS © 198 BT edkE - Filr BN - &

1% - DI B - LGS - JRE R
EELEP I ERRE - RS

Rl -
AP REH - BPRE G E TG ERHFESDNE L ERE 64

MDD (A1l rights reserved)



“
FEE
Department of Health

28 0 10 BT - A IUERNERERIER
B i as B ARG E A MFH INETBIMBINEE ~ 28 JiEH

A RIVER - B Oz AR BB F IS ) -

AAT14. B e IR <
H&  HOTAEY RS &5iE
LYE M Fes > ERIVER

{Ba0E& s HIEE/EEYIHER P T © MRS BBV RZ R ai -
HEATAEYIRE » EZEL

SHEREETAY) > I H L PRI

REHTE > RIERIR -

AA13. NEEssHE

— |

AP R - BPRE G HE T2 RFAEHFL D E FLEFBH 65
MDD (A1l rights reserved)



FEE
Department of Health

A AI15. BRI BB RS Gl - SRR ESIHER -

HEE BRI R s - MBS UEmeLEEH;EF AR

& - BiEes > RIBLARRINGAZA - Fila
/)ﬁlﬁ/ﬂf*&

EHNESEEHEFTHUREPR 411 - RPR&REHERK -
fﬁ/ﬁ]ﬂ /%/f%ij /EP/%_(Z@D %)EH
)R - HIEESR IR -

A6, F LB S T M BT ¢ WA - TR -
MBI - BN -

HAlFE ez BEAXNEHARA O - TEE -
2\ AUEERIVEK -

AP R - BPRB G HE TG AEHFL LB 66
MDD (A1l rights reserved)




LR

Department of Health

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

- X
i' https: /v mdd.gov hk/tc/mdac sified-examples-of-medical-devices/classified-examples-of-general-medical-devices/index. html e o-| & e
'ﬂ' FEE | BEEEN- 2. % [T
BEP REE BEV) BEEEWQR IEM #HEH)
. | a9 %
T gﬁ%sugﬁﬂsﬁw BEREEN & A K Q
RAR TP BEHE BE R AR TR HZ2ERRAE EREERTHERHETZRERS B - ReRTY

o 3 | ..“‘

IE > EEEETHEEHNE - BRESEISN6F - —BEREEIENAF

— IR E & 0 REVHI T

= E
HTHEE
AR o
FHEEE A%

EREEHEF A

#HNTH M

EREHEEERNEESY 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

FEE
Department of Health

e § https://www.mdd.gov.hk/tc/mdacs/classified-sxamples-of-medical-devices/classified-examples-of-general-medical-devices/index html -@ac| | E2 L :
¥ ®z= | 2mEEn . —n x| ]
BRF HEE BENV) ZMNEEN IEM ZEH
3 ~
T Eﬁ%sugﬁﬁﬁnw EReESEn @ JaY q‘; Q
B TS BEME BRI AR TR EERE HZEERRAE BRERTHEEHET 2E8eEs B - BRIy HREER
I8, EEEBONEEHE - BEEERSENHZ - —REEERSHNMT
— — B SR RIA T
BITHE
RS v
&R
E5epE v » RS (BEAR)
HETE(EHE
BEEESBNAT A o ( )
T
» MEEE (FEEEFE )
S BRERS RAIAT PR

r BEESEMEE

& rnTa v P EER
7 (EOEE)

v

ERAFERERNBESY

r 2 NAFHEE (EHAELVBFILMERENE)
rEEHEITVENR

MABBZELE .

ZHEES v PARFES
» FRI#E

» FRIBmAE
BAEt (FEEE)

v




FEE
Department of Health

LI IR - e
O  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/indexhtml -ac| g=.

s @ik
LEEIEEE
BRR HEE BREV ANSEAW IRM HEH
- WmER 3 ~
T BB BITHERAT BRaaEs @ AA @ Q

RAR B AP BEME BT R REETRAE ERARTREENETZEeES B - BERTY HRE,

T AT T TV e 7 \ TR ‘ Y

<1§> BAGEAHEEHE . £H0TE faeg%%s%&D

mEsE _ﬂﬁ%‘fﬁ{%%%ﬁgﬁﬁiﬁ
TR
@ LEE2EaaFTARNNE  IZVESUCABTRAER LB SEH ARESERA
HRRSTH v O2 O=s
E5|egE v
EEEESBNHT v
L NTE A~

EHEMH

THBHEERSEEANERENSE BAREECHEENENIZEEEETREN ALEEERVNERSBTEERER -
EA RN ERAEREENTE LS R EAE RN R At A RBEETEERE -

» BIZEEREERI AR

ERERERERNEREN

69
A St FE AN v



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

AP I A e — R BE Y BB 0 LK HEE
WP&B“%U%H’J N EEEE R A
MDD (All rights reserved) Department of Iqealth



“
FEE
Department of Health

YA ISR FAE Y A RAE R R (F
II/III/IVﬁs?%‘@;‘%%%# #) (drs: GN-02)

m R «m%%@$a4@¢*ﬁﬁ%’@x%UF@amx
Bl

>EECP RS R ER £ S ENA/2 p Al g
brofs MD-C2838&4 (2022 # 5%)
> E@HERE (deig ) F|engd & 48 MD-C28384 (2022 &

OB Ay f A i
OCIN: X ?}m}’t—m?ﬁﬁi
OD:R: A a+:8% AR

AR - BPRE G E S F 2 FAERFL D E LT F P 71
MDD (A1l rights reserved)




FEE
Department of Health

A - BEERRFME

BliERE Afa™ LiET4EE | ABC Medical Lid.
LIFXEE | T8

e e - | L{ETAEE | 1324N. Derby Road, Ariington VA, USA
LIFREE | T8

A001 | EIERE FRET: VA 12345-6789

B5: USA £/

Bts& A John Smith

TEEE 800.332.2354

EE: 703.276.0314

TBEL:  jsmith@abcmed.com

MEE*:  htto:/Avww.abemedical .com

=
7\

=

~

]

i
pul (PR
— &

b 2 [SO 134853 3 % 4 & %

o E R - R

AP RER - BPRE G A

ERE I R RPN N

MDD (A1l rights reserved)

72



LY [ -—#’ . ):'
3:— =5 F| 7h—
R

A002

O FEA AR R E S 3E ) Depariment of Health
O ARG etae (PR GECETRNS - ) MIRIACEIH (Al)
YN B O

HE: B

A003

[ AVA DTN NS

SHEAVEEHRG  WEEBAET - FEREERER -

O JE2EMEEER LS - FrieEfIiEra
fi:

A ST S AR

ISO13485

YY/T 0287

X |l B4 CAB SYSTEMS LTD (#%z6H%18) %8 » s8EFHIRIA LR

b

(A2)

A004

ISR IAREAEREAN?
(& BUERYITE B G AR E R - BRI & 17 75 2 BT
AN BB B R it M EFHA TN BCENIEF R REA - )
H O 2F @ HEmECEEAEREA 73




FEE
Department of Health

CAB SYSTEM LTD

ISO 13485‘:%% CERTIFICATE
(% £ A2)

Quality Management System

according to

ISO 13485:2016

Manufacturer: + g MEDICAL LTD |
1324N. Derby Road,
Arlington VA, USA

has established and maintains a quality management system. Conformance with
the requiremants of tha standards has been audited.
The organization is subject to a yearly surveillance audit.

Registration No.: 12345678910 Report No.: 1234567
Date of expiry:  23.10.2009 Scope: refer to Attachment
Certification Body
24.10.2006
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s A EXE 2800 0000
CHAN TAI-MAN J#E A
K& AT BE:  tchan@cardio.com.hk
General Manager
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iE x (TR BEEG) (F3108)
ORIGINAL BUSINESS REG!SR‘I’ION ORDINANCE (Chapter 310)

XX K AXX
DOPLIATE y eg!smmon Certificate

A ®
e IIMIW WAREE R
. , s PZPIAIRAT
’F‘ﬁ - B %’;( e e Bl) coae ABC LIMITED
MR ST AR 266366266626 D66 36 36966 36 36 3636 36 36 36 J6 36 36 6 96 3636 6 6 26 K I %KX

Business/ 636 36 36 3 I 3 I I I 36 I I I I 3 I 6 36 IE I I IE I 3 I I I I 3 I 6 I I 3 I 3 36 € %
Branch Name

Mo bk Room A, 18/F, ABC Building, ABC Road,

Address Hong Kong

YR CONSULTANCY SERVICES COMPANY

Nature of Businass

bk BODY CORPORATE

Status

2 H ) i % 1100 Ch A A G e
Date of Commencemeant Date of Expiry Certificate No. Fee and Levy
8/8/2008 71812009 123456 -000-08-07-2 $2,600

(Hi'® FEE = $2,000)
CE# LEVY = & 600)

MEn'FE! mx!saam fYME (SEE OVERLEAF FOR ENGLISH VERSION)
1j 75& E% HBI6) R ML E WA T I TR RS LIFRE MR R A SR A2

RGN+ AUR 1B O LU T S A L B AR R 5 o
WNAR ROECE L

i A S

W
et ey
' 4y

I8 o A

A2 LR
W61 i AR E
W20 RGO I e i

SRR TR R O A R S I e TR - AR - o KRR 27 B 10 R T R R

PLEASE PRODUCE THIS CERTIFICATE AND DEMAND NOTE INTACT AT TIME OF PAY ENT THIS DEMAND NOTE
WILL OMNLY BECOME A VALID BUSINESS REGISTRATION CERTIFICATE UPON PAYMENT.

BRED AR O B R Z - (OGS TUMER I e L )

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

‘ L RIRBOEEONA YD 07 56837153 6 ] ] $2.600.00 ] 76
EEETT R
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Code 18192
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Description / Term Aqueous Flare/Cell Meters, Laser

Definition Ophthalmic instruments designed to measure aqueous flare (i.e., protein
concentration) and the number of cells in the aqueous humor. These
instruments usually consist of a computerized unit with a low-power laser
(e.g., He:Ne, diode) as a light source, a slit-lamp microscope, photo-
multipliers, and dedicated software. Aqueous flare/cell meters measure
the light scattered from the protein and cells in the aqueous humor using
a photo-multiplier and typically analyze the results using a personal
computer; they are used mainly to assess anterior chamber inflammation.

Related Terms

Specialty Categories Ophthalmology VAl
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cola | O (BEEHEE) (3035 U1 : 85 B 5 22 hEHE (Irradiating Apparatus Licence) (C4)
O (EeEE R E&m) (25 138 &= ) A:HLE¥ G E(Wholesale Dealer Ljcence)
O (PAEZEGEA) (5 137 F)| 40:5i4E5 8 (Antibiotics Permit)
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v" BSI Assurance UK Limited (c/o BSI Pacific Limited)
v" SGS United Kingdom Limited (c/o SGS Hong Kong

Limited)
v TUV SUD Product Service GmbH (c/o TUV SUD Hong
Kong)
AR - BPREBAGE T F AL AER LN LR E 92

MDD (A1l rights reserved)



RIEE
Department of Health
- x
e # https://www mdd gov hkftc/mdacs/search-database/list-cabyindex html -@d #= o~ Wi £
& mdd.govhk ¥ ®x= | 28EsEn - 22 | E mddgovhk (2 mdd.govhk (1
BER SEE KRV BHSBQ TED SEH)
* ~
T gﬁ%:‘fﬁ&ﬁm& EmmaEn @ JaY 033 Q
BR R BHME BRERTREENE REETRAL EBRSETHEEMNET 2ERES #H - RERTIY HREA

15 - EFEROUEESE - ZNEES - RETHEEIE (CAB)

HiTER

AR Vv
FHlEA v
ERERS BT Vv
BLhTHE Vv
ERAMBEREFRNBEST
MAEZELEE

ERlEES N

* SIHEEEEEZE (AMDNS )

* BEEalE

o FiEFAFIE (LRP)

ERARTA S
RC\RE A

Ti%E5Z ( CAB)

tREM S Y ERERS

HES:

HOABRE W

o

BEERE v

BESENBEH: 2021FE8526H

B A —(E 2%, MR IE R B, B
RAAS T EE SR

o & 2 ZF -

B & B

s N
I

g%

RN R R

MDD (A1l rights reserved)



RIEE
Department of Health
- >
e B https://vww.mdd.gov.hk/tc/mdacs/search-database/list-cab/index.htmi?page=list&page_no=18stype=nofisearch= -@c| g=. pP-| M@
& mdd govhk i =8| =8EEs -28 . % | 2 mddgovhk 2 mdd gov hk (]
BRA SEE B2V ZNSSE IEM 2EH)
0l ~
T Eﬁ%’fsﬁ?ﬂﬁﬂﬁ BRAEN Q?‘ A ‘13 Q
BRI BHHE BRERTREERE Z2ERREAR BRSRTREEHETZERES = - BERTIY AEEER
=5BE Vv
HE: BERE - EEEHHE: 2021F8826H
EEESRHEMET v —

HEhTE v
@ e

EREMBRESRNBESMN

e AHEE

MAERZZRE BSI Assurance CABO7001 BSI Assurance UK Limited, BSI, (852) SE—REEE
UK Limited c/o Kitemark Court, Davy House, 3149 BREEENZ
ERlEES A BSI Pacific Knowlhill, Milton Keynes, MK5 8PP, 3300 EEEESR (&2
Limited United Kingdom c/o BSIAEXARAT EEREZzERY
o T ERREESRZH ( AMDNS ) EEBERREEBEITIR AL REBEAE23#E FEE)
o ERgs=neg) o SGS United CABO07002 SGS United Kingdom Limited, Unit (852) EE—REEE
Kingdom Limited 202B, Worle Parkway, Weston-super- 2334 = (mEEHEZ
o FHEEAFIZE (LRP) c/o SGS Hong Mare, Somerset, BS22 6WA, United 4481 GREFEER)
Kong Limited Kingdom c/o HEEERABAZEZARAE,
MAOLAEEREES3H22EE3E303R
3052
TUV sUD CAB09001 TUV SUD Product Service GmbH, (852) EE-REEE
Product Service Ridlerstrasse 65, 80339 Minchen, 2776 #F (MEEEE
GmbH c/o TUV Germany c/o TUOV SUD Hong Kong, # 1323 ZRERER)
SUD Hong Kong RELaEENEEREABEA10K A MHER
231

AP R 2R - PR G E o F GG HEL N LR BH 94
MDD (A1l rights reserved)



T
LR

Department of Health

CO15: ‘] ]
MDD \_‘,‘: m é‘]‘fi%xﬁ_fﬂ‘ Fa\kpﬂ.\z *
i s L= > 2z 4
@ﬁ&#%ﬁ@MLJ o NP

/D001 ; )

i%%%%ﬁﬁf&ﬁiﬂ%wﬁﬁ@i%ﬁ*ﬁﬁ
MHEPRERE ?’&‘ﬁ%-’&’ TEHERREXTRP
(Essential Principles of Safety and Performance of

\_ Medical Device) .

X ¢ B RN e £ P REER

A PR - PR GE T 2R EHFE S L EFBHE 95
MDD (A1l rights reserved)




“
FEE
Department of Health

Col6

Zz2 KR
s e HYBIPREE 5 % 2 i
(1) IEC 60601-1:1988+ A1:1991+A42:1995. (2) IEC 60601-1-2:2004; (3) IEC

60601-1-8:2003; (4) IEC 60601-2-49:2001
EETTE S T R BUEE AR T
EETTRISREG: e B GES O AT

(C6)

COol17

i

iZ e s HURRPR fH5E 2 ELASJE s
[ il Ea 8 BEFRN A CHGE L 2 KA FEaCLT
e REEFFIER)
U SE5FREGVERR TR HE LRTE S SRS Cag
I
O #eEis—OhEL &7 2 R AR & a7 = E B FRIYH
B EARH

4_,

(€7)

96



T
LR

Department of Health

I/ fie i+ g .
Y P /) B it (R
v/ F R R it (C2)

i = . A
;41. A R 14t > % (C3)

PMS-123 M EE R (deg ) it (C4)

ABC Medical Limited MDACS: L3 : =12 % 2 (Ao * ) it & (C5)
=& A5 T~ -

o e > 4 e (L)

Tk i 5 w2 (C7)

AP R - BRE PG E S F2RFAEAFLL L L EFBE 97

MDD (All rights reserved)



D & sHEZAEREARRA

bt

D001

JE AT BN SR MBS

EEARAEL TSI E (R AR A R B AR AR s

@) -
O THEIPH (B ST E B HE - NMPA )

O N CEMNEEYE S - TGA)
O nEER (hngEXREEE -HC)
EE B AR S SR B0V E B & B R BCHE T &M
20H (EC DoC) HVRIATELEHTT
O HA (HAEA 5S84 - MHLW )
=6 (ZHEYREYIEHRS - FDA)
EAEHI
O SRR 2004 5212 A31 Hel 2 pif&es
B RHVHEAERY 2005 F£1 A1 HEL 2 1B 5E5
"FrEEARARZE TR | SSMD-CCL SREASHHT + =
O HIRE AR E S EORBI 21y T AR ER R R

ERIMEREE R R ) & T EEAFRRRE ) S8

(DD

FEE
Department of Health

98



A EEAECHEDL) - B & A X RP]

040tk B £2005#1% 1P &2 13 EiF07 chdl L4758 0 ¢ 3
AEHRR
PEL o TR E A ARBIFEHE 2 | (Essential Principles
Conformity Checklist ) (% ¥ % MD-CCL%i);E\‘_‘
PDRBHEFRRER S SRWE LD TRAR TR
¥+ % | (Essential Requirements Checklist) / " - &% 2
frold it & £ ¥ 4 | (General Safety and Performance

Requirements Checklist ) ; *
() TR EAFRBIER | (+ 2455 GN-0274453)

AP E2E - BPRE G E T2 REAGHFL D L EFBE 99
MDD (A1l rights reserved)



” %
A}

I z.:':\'(//4
T

LR

Department of Health

e
B RR
RS TECE G
FEEARAEEE
g ABC Medical
SEERRSE:  VGOOD PMS-123
T | EARE REEHEA | Famnses R 278
T
1 B ER AT R B R A TR (s | 2 L @A 150 13455 0IGERA | 1150 134850125455
B+ AR EOTRTAI - R - SE NI - AR jgf BRI 2R F R LRG| ) pygegrpesaran) 23456888
7 BB R e 2+ 7 S B ) S B 2 ARG AR B RS . TR
T R - (e R AR R BRI R L o -
BT B TS - A RS R 2 ] - 3. B4 IS0 14971: 2019 Bttt (7RG 5
B7 ;SR TR R
R A R R o T HE
B 1 A R R T 22 T -
AR EHA - BB TG E L= F A KB N L E R PR 100

MDD (All rights reserved)



(% MD-CCL%:)

T
LR

Department of Health

IR E AL E S R B B Y RIS HEE -
16. BEEFRIEARER
16.1 B T MERE A A B SR R S, - PR iR IstE | & FIFERLENT FHIER - FFETEEEGN-01 | EiF THFSHE, (C3EF/
i~ L2 HERRIERERER A LREFTRAER - 12 BHTERS S0 TERAE - LH - L& | B IR R HR -
R ELE BN - PHEEEFE ISO15223 R
IEC/TR60878 Filrl e AT Ee8 fHHIF
f;fo
1%, TEBEFFMd » EIE(0E AR PRI
17.1 AL IR EATERER - FEEIRE PSSR | & T E T
SE A A REAR A -
17.2 HABETWERGRERR (WRE=EES) (EwE | & T TEE
T BERERERBOSESR - B EE0E R R E
SRR E AR RA S8 -
RAEE - RERMERER  RERAFENTA - TMERREEH R B EHoE -
RNEH - RFFEFTRAVE BHEERER - B80T E DR HERRE -
HE
B A
Befss - PREEE
FRERAERMEEAN): OREFLERIRA
=Pk 2011 £7 B 31 H
AR EK - BEE B B 7 3P G R E L a S é## 101

MDD (All rights reserved)




RIEE
Department of Health

| en02: 2021 () |

Wi 3
<BUiE TS A S
UM A A T >
wEE
BREEST
A
o i 14 8
6 % 604 5
A
B R T< MR >
SR>
I <BUE R TR R3S
<BUEREHhAE>

FLEELRY - BE L Eaw s TS BRES TR EEAE s
' BRERSE e REEARITE]  AFTTAYE R - SR R R I E
SRR TS BRI I e -

(L TIRRED
(#E)

(B

102
s B8



“
FEE
Department of Health

ARsE _depa

CERE FRERLM A

B Australia Therapeutic Goods Administration (TGA) ARTG Certificate
v £ & Health Canada (HC) Medical Device Licence
P A * Pre-market Certification (Ninsho) from registered certification body (RCB)

* Pre-market Approval (Shonin) from Ministry of Health, Labour and
Welfare (MHLW)

E-y * US FDA Premarket Notification [510(k)]
* US FDA Premarket Approval (PMA)

2N * EC Certificates, EC Declaration of Conformity (DoC)
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BE#EHEITRAR

EC Certificates Directive 93/42/EEC | Directive 90/385/EEC

Full Quality Assurance System Approval Annex | Annex 2
Certificate

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

For EU Class III devices
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AT | 3 CADocuments and Settingsa_mdca ANELEEC Medizal PMS-123

EXEHHRIHE ' Lj A1 - Manufactorer information © ] A2 Manufscturer QM=S
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) FEEERRENERG

£ HAEEEHR ] B1-LRPER LJ B2 - LRP Design Letter

RiLEE
@ 5%

E3 - LRP QMS E4 - LRP S0P

(o) Bk

o HRH — C1 - Device Information C2 - Device History
J BEER
&) B LT o
C3 - Device Labelling — C4 - Batch Release
C5 - CAB Cextificate — | C6 - Device standond
i’ C7- Clinicsl Evaluation | DT iarketing Approvais
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md/index.html

AP RZE - BPRE G E T2 RFAEHFL DL FLEFBE 106
MDD (A1l rights reserved)


http://www.mdd.gov.hk/
https://www.mdd.gov.hk/tc/mdacs/issued-documents/index.html
https://www.mdd.gov.hk/tc/useful-information/forms/index.html
https://www.mdd.gov.hk/tc/mdacs/search-database/list-md/index.html
https://www.mdd.gov.hk/tc/mdacs/search-database/list-md/index.html

T
LR

Department of Health

FRAFAFCEEHNAY HTHRE HEH

GN-00

| -

Fp R E A YRR GN-01

%II,III&IV&%:}% REXL 43 GN-02

AR LT AFREFEE R GN-03

R PR IR SRS GIN-04

WALEFRREL s GN-06

S REETH AT 4R GN-07

AR HE AT E e GN-08

AEF AT S GN-09

AP E2E - BPRE G E T2 RAE AL FLEFBE
MDD (A1l rights reserved) 107



“
FEE
Department of Health

F ol R EE TR R

R L FRRES DA I RR T LR

¥Rk F A R

%531/% REBE DR M A AR

FRABFRGHRT

WL EF R RE A s

APMEE R - BPRB I E S F LI A AL L PR

108
MDD (All rights reserved)



Ay fF AR

PR T A

RS BT R

%\,%J%%:}%; HKREECE SR

ARk - BB B E TR LA E
MDD (A1l rights reserved)

109



“
FEE
Department of Health

e B https://wvnv.mdd.gov.hk/tc/mdacs/application-for-inclusion-into-mailing-list/index html -@c | #EE. o~
¥ ®=IE|SEEEH-THE. & mddgovhk ¥ === |=saus 285 | W == |2&sEd oA < 0
BER J/EE BREMV INEEW I&EM REH
O ~
hirE , |
l BT B EREER & A K Q

BB BaNa ERERTHEERNE HZRERRAS ERSRTRERHET ZLERS Fi - BE BT BRER

- —— — — T — — —

15> ERERTHEEHE > MASHEREEE

—— MAEBHF X B E
o NEREANERESAHESHENNE  RTESMARANERBESE SRS -
RS v
TR

=5l v

> mA
EREEHBOHT v
& rNTE "
e —— NENAEBSEES  ZHATBI . BE (WA -

e

MAERSEEE —
EHEES v

> HUH

AP 2R - PRB G E TR AEHE LN LR B 110
MDD (All rights reserved)



D epartﬁiﬁ ?Health
Medical Device Division (MDD)
bk
BRI T8 1457618604 =
ExE: 3107 8484 {EH: 3157 1286
EEH[: Rl
mdd@dh.gov.hk www.mdd.gov.hk
A PR - BPRB G H TG EAE I LB 111

MDD (A1l rights reserved)



	投影片編號 1
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度簡介
	醫療儀器行政管理制度
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人�呈報資料改變
	本地負責人�呈報資料改變
	本地負責人�呈報資料改變
	本地負責人�呈報資料改變
	新改動申請表格
	原有改動申請表格 (只有英文版)
	原有改動申請表格 (只有英文版)
	本地負責人呈報資料改變�
	新改動申請表格
	新改動申請表格
	新改動申請表格
	新改動申請表格
	新改動申請表格
	新改動申請表格
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	本地負責人
	投影片編號 40
	投影片編號 41
	「有關醫療儀器的醫療事件呈報表格-供本地負責人填寫」電子表格
	醫療儀器本地製造商/進口商/分銷商
	本地製造商/進口商/分銷商
	本地製造商/進口商/分銷商
	本地製造商/進口商/分銷商
	本地製造商/進口商/分銷商
	小總結
	一般醫療儀器的表列
	投影片編號 50
	一般醫療儀器的分級
	一般醫療儀器的分級
	一般醫療儀器的分級
	一般醫療儀器的分級
	非侵入性醫療儀器分級規則
	非侵入性醫療儀器分級規則
	非侵入性醫療儀器分級規則
	侵入性醫療儀器分級規則
	侵入性醫療儀器分級規則
	侵入性醫療儀器分級規則
	侵入性醫療儀器分級規則
	有源醫療儀器分級規則
	有源醫療儀器分級規則
	有源醫療儀器分級規則
	附加規則
	附加規則
	一般醫療儀器分級的例子
	一般醫療儀器分級的例子
	一般醫療儀器分級程式
	一般醫療儀器的表列(續)�
	如何準備申請文件
	A部:製造商的詳細資料
	A部:製造商的詳細資料
	A部:製造商的詳細資料
	B部:本地負責人的詳細資料
	B部:本地負責人的詳細資料
	B部:本地負責人的詳細資料
	B部:本地負責人的詳細資料
	B部:本地負責人的詳細資料
	C部:儀器詳細資料
	C部:儀器詳細資料
	C部:儀器詳細資料
	C部:儀器詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	投影片編號 88
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	C部:儀器的詳細資料
	D部: 銷售核准及基本原則
	D部:銷售核准及基本原則
	符合基本原則核對表(第MD-CCL號)
	符合基本原則核對表(第MD-CCL號)
	符合基本原則聲明(GN-02附錄3)
	銷售核准之證明
	歐盟�EC Marketing Approval (by EU NB)
	如何準備申請文件
	想了解更多?
	文件一覽表�指南
	文件一覽表�技術參考文件
	文件一覽表�守則
	有關資料
	聯絡我們

