FDALRIEE T TEN R R APPSR Al

ZEER2015F2 HS5 HARES T 2 TEnse R e 2 525 A/ (Mobile Medical Applications, Guidance for Industry and Food and Drug
Administration Staff) » EU{XF5EE20134E9 5 AMH 2 ARA « ARAMEST FEEEFEE2015F2 HOH A 2 BFRH AR - BRI FEH
#~ e G i 5 E H(Medical Device Data Systems, Medical Image Storage Devices, and Medical Image Communications
Devices, Gwdance for Industry and Food and Drug Administration Staff)#R @i A E o

201552 HOH A Z B S {%‘Héﬁ%ﬁﬁ B {%{Eﬁﬁ Sl B R G I A B R A - B P DARYEEIAESE - BRI R T At T
o FHEET B A A A A 2 e fﬁ& PG S =N R R B2 —RER > B RRE
BiC - EHREE R E RS0 H%L#% 55 %IEA2011EE5‘EH%§J§ S AN ARSI SR =8 R B b - R SR — R 2 B
BEsht o [EEUEB R RIEERTE - FDAR R - IWEBRSMRMERERE D o= EHENEMERE - EERRIRIE > KNI - #
TREREF -

TN E AR RN T REER S Ry Bl B taats - (AL - BBl BAH s EIHAERT S - ST EN R IE AR A MBI - B
W EFEMEABEEREN RS S - MRRIEIRR SR R0 BUE BB AR FRestf Ry - HATERT Z fa =R > A
T - @Hﬁ%&ﬁﬁé’ﬁ“ NEEHERES R M BR ol A R R R e FRes il 2 F A T75 - HAA SN AT E B  EsETheE > gk
EEfR A2 FohRels - AVE DI 2B RS MZ%E%@]’E%'J PR A2 R > RSO F DA B ZREE AR BT - Ry @R B e SR A3
J€ > FDARE ! WEEZ SHIRREHERE  HR@SRER

| HEARESS
FDA Medical Device Data Systems, Medical Image Storage Devices, and Medical Image Communications Devices, Guidance for Industry and Food and Drug
Administration Staff (Feb. 9, 2015)

FDA Mobile Medical Applications, Guidance for Industry and Food and Drug Administration Staff (Feb. 9, 2015)

St 255
HEVIRR S

FFER%RS © 201542034

FDA, Mobile Medical Applications, Guidance for Industry and Food and Drug Administration Staff (Feb. 9, 2015),
http:/mww.fda.govdownloads/MedicalDevices/DeviceRegulationandGuidance/

GuidanceDocuments/UCM263366.pdf (last visited Mar. 30, 2015)

FDA, Medical Device Data Systems, Medical Image Storage Devices, and Medical Image Communications Devices, Guidance for Industry and Food and Drug
Administration Staff (Feb. 9, 2015), http:/Awww.fda.gov/downloads/medicaldevices/deviceregulationandguidance/

guidancedocuments/ucm401996.pdf (last visited Mar. 30, 2015)

C e )



http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm401996.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM263366.pdf
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM263366.pdf
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm401996.pdf

	FDA公布修訂行動醫療APP指導原則

