COP-02:2021(C)

B 2R T B

=

Bond A I T Al
SFHI : COP-02

T

PEARLNE

BEEFRTHREIAREE
Department of Health
The Government of the Hong Kong Special Administrative
Region of the People’s Republic of China



COP-02:2021(C)

(EEEw =S
IRA | BETHH | BETHRE SEESR
0 2007 £ 3 |*  EXIA 2007 4 3 HERMMASE (5858 | COP-02:2007(C)
H 30 H SHZtRESTRI) (55 COP-02 825FHI)
1.0 [2021F9 ] BHECUFE K COP-02:2021(C)
H30H |° BREREEIMAESARERESR




N o o k0D =

COP-02:2021(C)

51
A 0 - L R 5.y =
B R TR e ————————————
AR ALk Gl Tl R =gl QP ek k| S
= T o I -

il



1.1

1.2

21

COP-02:2021(C)

51

Pona R I%E re R FE e T BUE BRI N —IE AR E - HAVE RIERE RS &
farass GN-01 SRR TRV E R feas & 2 M ERE R AR AL -

sorar iz Bl Ean E EH AT - M T ERAERSE - Bl R E R EEHES
{EZIH - SR asIErLTamI S5 GN-01 sEFTakA R R R as o Al - FIA DUy
& o 55 | SiRasHVE bR R (K 0 565 | ke h EEEDE 0 5 1 SE T 2 e Ebe
%IV ESREERIE S - BIRSEisiEes - MEREEg K P - FF&1Em 55 GN-
01 SERTETHVRE s 2 & M MERE AR ARG 0K » DURGRss sz - ARG
s R HIRUE - SR AR P HYERIRLE - S (FlT2% X5 TR-001 5% © B
et XA -

Boadn A BT R GHIALE
— e
211 FRIEEERAIERIA R -

21.2 JHEBCYERESI A EEE (International Acccreditation Forum) Tk E570]HY

o EE B SRR Re A

213 M~ B~ AJT -~ BETI R (ERSE TR M ERE) s B R S S T Y B TR A
JRATEE > e DASE s 3 i [ P R sRRa R X R A

214  REFRIESESZRS Z Al - WREE FEET i - STHHIRBICE KR -

215 NMEETEERHZIVE L HIEEET o 2800 > sRaER PR AR
FEb iR~ A LIFH - (BARR EREH TIFRIR ~ BT
TEEETRE - FEENFREEER - DRI SR EM B A

FHETEIMaR - TN E L TEAIE R AR E RS s L A A G A -



2.1.6

217

COP-02:2021(C)

JAE B PR R HE BRI 2 A B E M BRI S

DRI B B R R E 1T BUE B LR R AL AR
PR /BB > AZHET P & Y 2 B AR R REE -

il
&
i
(i
B
S
EE
i
it

° Fa = /R A

2.2 hSHEECER

2.2.1

2.2.2

2221

223

2.2.31

23 FEiE

R R R T VB A R T EAREIR - S
BB SRR TR 25 > DL -

(a)  FRRPIABLMSEE P ETIAL ik
(b) TREFHHBELL EMETNEL/ H(0H)
(c) TR IR EL R o L SRR
(d) RGP R

() FRsBRPIHL -

GEE

RIS /5 S SRR B T B T RS 0
ETEHINE - AVRREIR SETET AR, - AR RaP e B R STt
B AT RV R S A B B UG SR BT 2R -

E Ute S RN = Gl

wonan A EIEEIE F /o B il B R AR e T BUE B ME T RERE s G Eh &
5] T > RRECREZ AR TATHBIRSC > AESTRR ST B e
Pt BLRE PTHEI TR

2/6



2.31

2.3.2

233

234

COP-02:2021(C)

sonan K - HESERHSHZNERE AR - M Rriebamasnyssts - &
mE o e - 8 - EHESRAEE A EEEFEALNIAE > A RE
2B HRGT » B~ BB L CRESHELETIFIAL - 5
TEAE RGN B P EARE S S R S AR &

wonan R s H g B7A DL FE Y SRS S A B R e s e A Y B A8 AT
s S Sas TAF - ifn B2 SR o] gE7e 0 HoHI sitm A &h SR Ay BRI RS (355
(FrAlE 288 5%) Frr > Rl e BWERases RA N F R AR A LB A
LATHEANAYEE RIS [R5 - SRaE PR AR b LA Bt 5 E A RR R E L AE 57
H > RIZESATHER T BLRE T & B R S T EUE B R AT A B ARUE - FrilE
EARERE R PR AR A BRI TS R R ST AU P RTakAARE SRR PRIt (A R o0
BRI L R S 1T BUE R R AT ARSI > DUHEEE
REs IR -

senoa LR RE S HEL T I8 el s B AT A LAE - Nam LIE 2 ez A
ST AR AR MET - BUILRRIARHYE - sPREs T LA A R
{8 B R A P asht - DAGH 2 Ry METT SRR Bl P e R AAT LA - 5
RIS TBUE RIS - RrhlEfar 55 GN-01 SERTs THAY RS AR s
L MR R AR R SETHAERIRY SRR - Ealae xR IS A e S H
KB e BRI A & - e PUBITRZ &R0 rl S R as B o RE
PEREFTIEHIAYEHZ » BLAL > SERERHRX IR AR R 2 Pk - WECRRESD(E IR
ra TR YA ©

sond s I R R -

(a) HECREAHRH(E & Tz 2 m Ay HCERR - i E = 2 A e eE n Ty
FTA % s Bee TAF

(b) PEFTET AR TEAEA - W ETLFEEA AR &

(c) B DLMLRUESE - Solk ol e A B TR AT -

3/6



3.1

3.2

COP-02:2021(C)

235 FESEHXIEISORIERIT S A IE - DIER FREaEa AL &S SRS E i

236 SRR LR E E IR IR -

2.3.7 FEEEHZISEN R B BT RS I T SR — U E RS T B ERIIR SR
fF -

R SRR A

%

311 SEEEEPRMIROAERFE R BRIV R > MR AEZRBE - —1
T PR FZ AR RN R R RS AR SR AVARIGR B &5
FHRIZFRZINLURE -

RN BN R RBEZ
FOORR | WE
B B AT TSI
A S S SRR
RAEE L i RS L S S RS B
B T B HOMUE » R A BT
Hﬂ °
TR E TR S A - SRR
BEY | BRAGHEEY LSRR S
R TSR
RN
321  E PGS BB F R RS TR A B R EE An El L - B S B R R

AN - ERESTHEE AR G R RN TRE - AR
R BRSSP A Bt S SR RSN 254 ~ RN AR A P (A 1Y

4/6



4.1

5.1

6.1

COP-02:2021(C)

soEk > & RiERI(E B R B - DU HBERESFHE T EMEERE T
8 o PNEmaHE AR SRR s f L B s R R R e B e i 5 F
AAE A TR R e A Bl -

ST 3 B AR P E I A SRR E R LS
B s PR B IR AR ST EE R AR ATt B et A B Gy AT R s - R
411 HREH BRI FRIEREEZACEE EFF R

412 SHERESERTIRMI LG R T e LR ST -
NJEHERE R TR 08 A1 O R P A B R B B R 0 % B R A L3
R

413 ZZEREE LA EREEE - R RESEUE -
S IR SRR T IR AR

R TS ST AR AR N R & 30 PT ST B BT E BN A T B R R e Rl 3 L AR
so T EIFTFE X EGHEARAVTE R - RIEZIR A = A HEAX (R B o 1SR RE T S
TRIEEE AT E T EIFT IS AV AT &S

S BIEAIRH L SRBTE LR TR M R R SR R R
L

R RS LR E S L BRI T A SRR R X R RS 5 nT ST E G AU I A S
B R RS R S ST AT Y R RS R TR A 5 L AR m] BT BT (F X s E A RV
Al

6.1.1 FIAEEZIE G —HERAR > BRIEREEZAEE LI AR

6.1.2  $t¥RZIAESGLTE AT L EY BT o & RS R T R H LR B gk

5/6



COP-02:2021(C)

i

B (BRI R R BRI D B A B R BRI VU S S N AL B AR e 2 T
[FIR%Z B e fEt F i LT

l

6.1.3 ZZAGE LT ATEEE » B R EREHE -

=

WA S B R A BT BB BRI B A 58 M » 55t T tias 07 A R e
(et

(GG SR

EEEERNE © 3107 8484

{EHE5EHE © 3157 1286

BEHHE © mdd@dh.gov.hk

44H : www.mdd.gov.hk

SIS 7R 2517 B 1 AT 5 P 21 B 3 T RO https:/Jwww. mdd.gov. hk
Tl -

6/6


mailto:mdd@dh.gov.hk
http://www.mdd.gov.hk/
https://www.mdd.gov.hk/

	1. 引言
	2. 認證評核機構所須符合的規定
	3. 監察認證評核機構
	4. 針對更改認可範圍申請被拒的決定提出上訴
	5. 終止或暫時中止認可資格
	6. 針對醫療儀器科終止或暫時中止認可資格的決定或醫療儀器科該辦公室的指示提出上訴
	7. 查詢




Accessibility Report





		Filename: 

		COP-02C.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found problems which may prevent the document from being fully accessible.





		Needs manual check: 0



		Passed manually: 2



		Failed manually: 0



		Skipped: 0



		Passed: 29



		Failed: 1







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Passed manually		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Passed manually		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Failed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Passed		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

