R Y R AR EE SR EHES) (Medicines and Healthcare Products Regulatory Agency, MHRA) 72202246 H22 H /A T 3L BB iR 2s b 5
BRI N BERTUMOE . (Government response to consultation on the future regulation of medical devices in the United
Kingdom) - HETLARZREEMEEE JT1A) - A EEULEFFEO00 R OfE (RMBLEF RAELY) » SRR RICEE HN R LEREM Z2iE
2 FF -

MHRAJEF 58 LMHRAFYSEHUERE ST » DARECRIE 8224 » W0 B R E(RETA S SR VAR AR HEERET LS s R ki » 1
BT LT S R (UK Conformity Assessed, UKCA)  » MHRARY A2 J5TH - féFIE INBLSRY ~ HECIRG BLECBEpEHYER (T » IR A LR
MLV ANEIRIERE B AR (BROEEEEAVEFELEREE ) - HINRFEORBUSRGRHE A BB ~ 2T fﬁu:ﬁ% 51
AN$RZ o ~ A Z BE—#515 (Unique Device Identifiers, UDI) B fIEEMFrEREAL 2 Bkt - HBLGRZTEE Biife R RIAER I 2
A0 [C A RE T DB AR RS - Al T 0 MHRARMGE: T AEsRastl L, 1 TR s b, - LXEE)EZ’?U%?@@’X%%
HERTESK o $HE—f%HR RS ST (software as a medical device, SaMD ) Eil \ T Z/Edif4saft (Al as a medical device, AlaMD) Y855 » MHRA
FERPS AR B TERES | YRS o HAR R EES (19U < BN - EAIaMDR B SaMDi)—FE - Il R RSN TE AlaMDAHER R -

A E T EESEFREW S ERR

| RS

MHRA, Government response to consultation on the future regulation of medical devices in the United Kingdom (2022)

[F973
BRI

EhEEERE : 20224:10H

R ¢

MHRA, Government response to consultation on the future regulation of medical devices in the United Kingdom (2022),
https://assets.publishing.senice.gov.uk/government/uploads/system/uploads/attachment_data/file/1085333/Government_response_to_consultation_on_the
_future_regulation_of_medical_devices_in_the_United_Kingdom.pdf (last visited Aug. 31, 2022).

REA B -

The future of medical device regulation: Government response, Lexology, https :/www.lexology.com/library/detail.aspx?g=3d199e84-db0c-4571-a704-
6cdb91cba3eb (last visited Aug. 31, 2022).

HEEFERSEMEE ARR R AM (A LESRERMIETE) - Bl LEREGRIECARIZRAT > hitps://stli.iii.org.tw/article-detail. aspx?
no=558&p=18&i=0&d=8765 (&% 2 H : 2022/09/05) -

FDAS:ffi A T8 2 et ea b anates » Ael TSt R AERIFSTHT - https //stli.iii.org.tw/article-detail.as pxX?tp=1&i=180&d=8628&n0=64 (142 H
2022/09/05) -

SCEERE

ATESE BEREF B


https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1085333/Government_response_to_consultation_on_the_future_regulation_of_medical_devices_in_the_United_Kingdom.pdf
https://stli.iii.org.tw/coworker-detail.aspx?no=73&d=727
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1085333/Government_response_to_consultation_on_the_future_regulation_of_medical_devices_in_the_United_Kingdom.pdf
https://www.lexology.com/library/detail.aspx?g=3d199e84-db0c-4571-a704-6cdb91cba3eb
https://stli.iii.org.tw/article-detail.aspx?no=55&tp=1&i=0&d=8765
https://stli.iii.org.tw/article-detail.aspx?tp=1&i=180&d=8628&no=64
https://stli.iii.org.tw/search.aspx?key=%e4%ba%ba%e5%b7%a5%e6%99%ba%e6%85%a7&tp=1
https://stli.iii.org.tw/search.aspx?key=%e6%99%ba%e6%85%a7%e9%86%ab%e7%99%82&tp=1
https://stli.iii.org.tw/search.aspx?key=%e6%95%b8%e4%bd%8d%e5%81%a5%e5%ba%b7&tp=1




	英國政府公布「英國醫療器材監管的未來」公眾諮詢結果並確立未來監管方向

