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2. HEDEHIE

FE(G. PEARENEORKIITEREO—DOTHDM, [—EZHEIOT T, FEARLEEFRRDEHE
ZALTVWS. BARNICE. PERIOEFHENAKEERTHDDCH LT, BEFHHE(TIE> -O-)
BIEEZNR—RXEULTHED. BSCEICIIR. EEDHHIPTOBEDHIRN LA E L TERSND. Licho
T, EFESEDODFCHITDIEFECDODNTE. FEARLICHITIREE(EERRDIEDTHIRICERN Y
BETHD,

3. ERHESROMREIFHEAH

WEDECSD, EREMEZGEORE. MEANRVIRFEZEZICHRE T DIIFEDERFHES=NTLVRL, ED
EB. MRERDEBEESFOMEBIFEIC L D TIE. Pharmacy and Poisons Ordinance (Cap. 138).
Radiation Ordinance (Cap. 303). Telecommunications Ordinance (Cap. 106)%&. BIFFDZERICLDT
MEINENGENH DIz, BENMNETH D,

EERAFE. IR, FECHBVWTEEKSI SO _ EMBIEIE (pre-market control)Yo LT OBEEERIKE(C
HEITDIHHEAMEBERENTORWVWEDIRRZHEER., BAICHSITIEEKSROREZ 1> FO—ILT D
SHDBELNIRFRHI S X5 /s (appropriate regulatory system)Zi8ER 9 INEBMERHLU THED . FBERFICH
W TSR (9 23RN IREIMEAH DRENED SN TS L

AT (C K DARBINHHEAHDRIB(CHATL. BERAT(E. 2004 £ 11 A, ERESREERSS X7 A (Medical

! BHEED Medical Device Division T JH -1 N Frequently Asked Questions"&483,
https://www.mdd.gov.hk/en/useful-information/frequently-asked-questions/index.htmi
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Device Administrative Control System (MDACS))%ZiI5 ElF/z. MDACS MiEE (L. Department of
Health(f8i4E&) N E859 3 Medical Device Division DEE TITHNTLND, D MDACS #&BU T, U5
AN Ul EEMES. MAZEE (importer)llitNCBRFEEEE (distributors)ED U AT 1 >0 X5 A0AE
EERREHEENEASN TV 4 BFHNLDE. XT—IRIY— (LT, HUEEZEOH A%
HIREFELTOVIRNWEWNWDSHETH D,

4. EFHaRZSE

AIRDESD. WE. BETEH. EREESRORE. B ARUIRSEZ ERN (RG] T DRFEDED (EHIE
SNTUVRWZS, FRE. ERESRNAERSITLDIDITTIFIRL,

BEEN BT S MDACS (CBTDHAS >R ) — b PICENIE. MDACS DR E1RDEBHERDES
(d. UTFDESDTHS Y7, BB, MHBIEEE. BAK - KE - BRIES - hF4 - A—XNSUT DA
ROEEFRNRE (C LD TER SNIZEEKIROMRFIDERESL 7 D5 C b D EEEE ARG EFREE
&1t Global Harmonization Task Force (GHTF)”[CH|T 3 ERISSDER L HBITBEDTH D 8. 1
H. GHTF (X 2012 FICHFEIL. GHTF OIMBEX>/)\—(CNxT. =)L - 037 - hE-> > HR—)L -
BBE - A FURDZRELUF/EA /= &2 DMK =17z International Medical Device Regulators
Forum (IMDRF)"(CZDiEEINEI SN N TS,

2 BHEED Medical Device Division DT JH - MIHULT. MDACS ([CEDK EEHEIE. MARE. IRGEESOVUI NRUESGIEED
DX " RFEENTLS,
https://www.mdd.gov.hk/en/mdacs/search-database/index.html

3 “Definitions and Abbreviations for the Medical Device Administrative Control System” (Guidance Notes: GN-00)
https://www.mdd.gov.hk/filemanager/common/mdacs/GN-00-E.pdf

4 HABSIRE#E(S T bO)DOD T IH MNEE#ESBIORMMARAS LUBES  SEaREME] (CBNT. SB(CHIT3EEHID
EEZBAE CHIAULLERN A BEENTNS,
https://www.jetro.go.jp/world/qga/N-170302.html

s RB. —HORMRIE. AXP(C5IHTIEBEBOERE /L TNDEMEINDIEDTHD T, BERICHIFTS MDACSORI—-T
PSRN ENTNDEDN S D, Hilllld. MDACS 2A%"Overview of the Medical Device Administrative Control System” (Guidance
Notes: GN-01) Section 3.2 Z&B NIzl
https://www.mdd.gov.hk/filemanager/common/mdacs/GN-01-E.pdf

6 GHTF [CB I DEEMERDESR(E. GHTF A9 2 2005 £ 5 A 20 BfFFINAL DOCUMENT - Information Document Concerning
the Definition of the Term ‘Medical Device’” item 5.0 [CBUV\ TR TE D,
https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n29r16-2005-definition-medical-
device-050520.pdf

7 ZEDA ) —DEICDNTIE. IMDRF @ JH- M(https://www.imdrf.org/)&ESBENrz0,

© Nishimura & Asahi (Gaikokuho Kyodo Jigyo) 2023


https://www.mdd.gov.hk/en/mdacs/search-database/index.html
https://www.mdd.gov.hk/filemanager/common/mdacs/GN-00-E.pdf
https://www.jetro.go.jp/world/qa/N-170302.html
https://www.mdd.gov.hk/filemanager/common/mdacs/GN-01-E.pdf
https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n29r16-2005-definition-medical-device-050520.pdf
https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n29r16-2005-definition-medical-device-050520.pdf
https://www.imdrf.org/

A

Medical device means any instrument, apparatus, implement, machine, appliance, implant, in vitro

reagent or calibrator, software, material or other similar or related article, intended by the

manufacturer to be used, alone or in combination, for human beings for one or more of the specific

medical purpose(s) of:

- diagnosis, prevention, monitoring, treatment or alleviation of disease; or

- diagnosis, monitoring, treatment, alleviation of or compensation for an injury; or

- investigation, replacement, modification, or support of the anatomy or of a physiological process;
or

- supporting or sustaining life; or

- control of conception; or

- disinfection of medical devices; or

- providing information for medical or diagnostic purposes by means of in vitro examination of
specimens derived from the human body; and which does not achieve its primary intended action
in or on the human body by pharmacological, immunological, or metabolic means, but which
may be assisted in its intended function by such means.

Medical Device Division T JH 4 N Tld. MDACS DR ERDEEMEROTERTHIIES UlCEE
SR A I T B TOT S AN ENTWVS 8, P, COTOTS A, BZOITITHA MNTHBIF3
BENEDEDLD. H<ETSEBRICBETLRVED TH I ECDODETBENNETH D,

5. EREBEODISANDHZHEIIBZIVY—R

MDACS (CBITDEBEEIZD IS ADFEDEZ (L. GHTF ([CHWTEBNTVWDISADFE)IL—IL%=E
R=ZEUEBDERDTWVWD, BARNREZAICDWTIE. BEEBNHITINE(—RDEBMES (CDE
Classification of General Medical Devices®. ##\s2liR(IVD)ERHLES(C D= Classification of In Vitro
Diagnostic (IVD) Medical Devices!®)ZEERENIZ0\,

ZF7/z=. EU < Medical Device Division @ T Y+ RT(E. MDACS (CBWTBEICURT o >IOhThH
Nie—IROEFEHES R OMAI 2 (IVD) EEIEER TN TENICDWLWT, IS ADFEOEFNTS > T)ILELT
BAEnTnsd t,

&5(Z(E. Medical Device Division DI T JH A MIHBWNWT., —MROEBHKZI R UMANZETE(IVD) EE

https://www.mdd.gov.hk/en/mdacs/online-tools/is-your-product-a-medical-device/index.html

https://www.mdd.gov.hk/filemanager/common/mdacs/TRO03E.pdf

10 https://www.mdd.gov.hk/filemanager/common/mdacs/TRO06E.pdf

1 —ROEEKZIDOU X hICDE https://www.mdd.gov.hk/en/mdacs/classified-examples-of-medical-devices/classified-
examples-of-general-medical-devices/index.html . 4k 4+ 2 W A (IVD) E &/ # 8 o© U X bk [C D &

https://www.mdd.gov.hk/en/mdacs/classified-examples-of-medical-devices/classified-examples-of-in-vitro-diagnostic-
medical/index.html,
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BEEL. 2023 £ 6 B, EEMBROFRECEL THIZMERERERUZ. COFMERICENE. &
4E(d. 20234E6 A 21 HELD. MDACS [CED K EEHIID IS IDIEICBNTIS R II~IV D—HEDE
EHESR R UTS5 X B~D DI (IVD) EEEES(CDE, MDACS [CBWLWTYRF 1 >0 THhnTunsd
— A3 DERALEE R MRS 2T (IVD) Bt 2 BEN (CREZET 3 ED E SN, TDLET, BEEDY —
B X (T B EEMEESDMHA (CMEIF = ALY RHE D (quotation) (CEA LG B IBE (F. HXERHESE(C DT
MDACS "NDYURF+ > (CaElFTZEREEHREL TS 2,

T DFFTIMESR(E. 2022 £ 10 A 1 B SEB SN TV /ZRERIER (pilot run)ZREBIEZEDTH
D, YRERMERT(E. FEEDY—EX(CEWTHERIT ZIEN TRESINIBEDEEMSR (O R—
L OS5I U EOEBER,. BESFREMIITA, IIBIEA—4F—, RUMERER MU v T2ED)
(E. MDACS [CBW\WTYURT 1 > IBMThNzEDHLEE LWL\ EDRBI RSN TLE M,

I RBROFER CHE TARSNEHEEBOBN I CEINE, AURKREE CTALIERITONES
(. MDACS DEEURT o D IMTHN TV D EFBESIIMBLESND & AL ROEBHLIIDORIMETE
HDIBECHUVT MDACS DEEJRT 1 IMITHNTVDEESR TSN R ENED T ENREINT
n3 ',

SHEBA T} 517> bOBROESRAZ-XICAEINL, AETENENHF CRECH RO NEy oz UIEZ1—XL
H—ZHEL. HRFFEITLTEDET. NBAZ21—XLAY—BHRECHEDHFNIA Z1—X LY~ EEFA - BEIA -AKXDBF
BmEZBFRNNELET,
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AZ2—XLA—FU—HILT R)I\ARZ2BNEFTBDEDTFRL, ERIORACDNTFHEZEADEBIDIRRCIEL . BAREFZEFR
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2 —OEBRMBOISANMEICETBZ IO S AICDE https://www.mdd.gov.hk/en/mdacs/online-tools/general-medical-
device-classification-program/index.html . A # Z W A (VD) EBE# B D IS IADBEICH I B TOTI S AICD=E
https://www.mdd.gov.hk/en/mdacs/online-tools/in-vitro-diagnostic-medical-device-classification-/index.html,

13 #HHEZED Medical Device Division T JH-f N Department of Health to implement a new strategy on procurement of medical

devices"£H,
https://www.mdd.gov.hk/en/whats-new/procurement-requirement/index.html

4 H4EED Medical Device Division DT JH- MIBWTARENEHE/ 1Oy NI OUS LAOBN(CHRDESIUATDES D,
“Under the pilot run, certain MD (including, condoms, lubricants of Class II or above, auditory evoked potential system, blood
glucose meter and blood glucose strip) being purchased for use in the Services of DH should preferably be listed under the
Medical Device Administrative Control System (MDACS).”
https://www.mdd.gov.hk/en/mdacs/procurement-requirement/index.html

15 https://www.mdd.gov.hk/filemanager/common/whats-new/procurement-of-md-under-mdacs-for-website-en-v1.1.pdf

© Nishimura & Asahi (Gaikokuho Kyodo Jigyo) 2023


https://www.mdd.gov.hk/en/mdacs/online-tools/general-medical-device-classification-program/index.html
https://www.mdd.gov.hk/en/mdacs/online-tools/general-medical-device-classification-program/index.html
https://www.mdd.gov.hk/en/mdacs/online-tools/in-vitro-diagnostic-medical-device-classification-/index.html
https://www.mdd.gov.hk/en/whats-new/procurement-requirement/index.html
https://www.mdd.gov.hk/en/mdacs/procurement-requirement/index.html
https://www.mdd.gov.hk/filemanager/common/whats-new/procurement-of-md-under-mdacs-for-website-en-v1.1.pdf
https://jurists.smktg.jp/public/application/add/33
https://www.nishimura.com/ja/newsletters
mailto:newsletter@nishimura.com

	1. はじめに
	2. 香港の法制度
	3. 医療機器の規制枠組み
	4. 医療機器該当性
	5. 医療機器のクラス分類を判断するリソース
	6. 衛生署調達に関する新たな施策

