PERGHIT ) D 720 B 3 FEde

EIEER)

E 5T, YT A AR (. IEC 60601-1-2) TRRTWALETOFERE T o
TWEDDHZ L H FDA 3H#RT D, 27XV BT B AIERIC OV T 4%
HEBRICHEA SN ZDOMO%YT D FDA A Z LV A EIIERay ha— LA
KAV bRETTRETH D,
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BEHIPIRE T D2 VB & R

MBE A: VA Y U AERES - BT A7 LB TOHE
&

PLF @O EF X IEC60050-161 International Electrotechnical Vocabulary (IEV), IEEE Standard
802.15.2™.2003. the IEEE Standard 11073-00101™-2008. 33 L O O TEHIR 2> S LT,

F—B AT T VT 4 (582tE) (Data integrity) — 258 7 7 A VMR E 5 Z & 72 < HIBR,
WE, BE, s EIN T RN E W S T

BREMIN 1 (EMC - Electromagnetic compatibility) — & 288503 (a) & DEEBRIRENT
BEIEICHEE L. 2>0(b) MOBEERIC T D X 5 MBED B F2FHIAT RN VS T D
R DRE

BERE (EMD - Electromagnetic disturbance) — [EFREERELITEF SRR L. H2FED
HREEZET IS X9 RBEMAR, ZOFICIXEBELEE TR L OEREYN, EXNEENT
Yz b (BFT) | BN (EBHREEEKEAEE=I Yy ay) | BERSNE. BLOEEMT
RyvvarRERdHs,

BT (EMI - Electromagnetic interference) — BRI EICERT 2 1 HORE, mET v
v, ETX VAT L (B, EFEER) OMWREROIRT, IR : 7 (disturbance) B X O FH
(interference) 1IJRK LFERTH 5,

BEXHE (ESD - Electrostatic discharge) — B K& (ZBHME) E/oidBEEEEA (Bt
E) WCBITD, BURT VXY NVOBRRDRT 4 OB ERORHELBE

I v g (Emissions) —HDHEERNORAETIBMT RV —T, B, 8L K
PWD2ODOHT Y —IIHEIND, TOBEBEOBRIZE > TE@AT I —DIvia
BREIFHIRETDHZ END 5,

fpEHT I v g (Conducted emissions) —HDEALNLEPL, AV F 7 X A,
Xy NUFAONT AN LD EEEEE L TRAET HER=RNLT—, [RERZ
X AC B a2 — R, ¥ 7V AT A0&RMz /7o —Vy, IV T VAT LRE
FRBE L OB EREREFET I r—TNRERDS, BEETI v g X
EBRETE., —, BIOERE RLF— BB 150 kHz~80 kHz 78
EEND,

5 [E907F : Federal Standard 1037C Telecommunications: Glossary of Telecommunications Terms
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ERIFIR T D 72 0 B & & FEE

BT I v ¥ 3 ' (Radiated emissions) — & A0 DRAE L, EME 7213 8K

(ZHIEEOHEHRB L OFMICEET L enb5) 2B U TEET BT IV
Xy HHET I > g AIER L ESEREEOLICERNNTI vy a vk,
FT—H—, B, A Pa—F—alr R -3 ML REHRELEEOHLIER L
RWT oY a OB ERD D,

AX=2=7 4 (Immunity) — BHLGEPTFEL THHEEMET T2 Z L R<ERERBY ICH)
ECE 2 ERMR EITEFRLORE

FHREE (Latency) — 1 DDFEREMBTVA Y LRADOY V7 EidRry NU—Faxs g
VEBESO TCEEENOZERICES ETICET SR

2 A VT 4 A 7Y —E R (Quality of service -QoS) —&H 5T —FBE VAT A E X ZDMD
P—ERZBWTLERMEE L~V T, @, BEOMENRT A —F— fIZIET —FZRED
M, BEEE, =7 —RER A LT VT L HMEED AN =RALE L OELIRM 2 L
BEie,

SRR SR (RF - Radio frequency) — BT A7 MG OFEEE T, AIBEAER % & 7R
AFIROBICH Y | BB FICE SR ERE, B, 9 kHz~100 GHz D MR B I £k ofF
Aans,

ERB IR BT (RFI - Radio frequency interference) —1 -2 72 i3E H D AR B I £ C ki
TIvvarPbREAETDH EMI O 1, Zhidd s ERERRO EFEFACLY, HETS
EFOZERTE LT,

EEEEE (RF) T4 vV RAERES (Radio frequency (RF) wireless medical device) —RF
TAVYLVRABEEZHNVTETINIEEL D2 & 1 2BUERES, VA P LATETS
NAEEORNILT —Fimk, T Aav ba—, FusI307 #E VE—bky
7 e EZ YT BLOUSES (identification) 72 ENRH B,

X2 YT 4 (Security) —HEFADOEBENFEDI AT LY Y —=RZT 7 8A, BEL L
SEHAYT D Z L Z2HIRTD Z LICLVIFROBBERIT AT 7V T4 BLVT AT
TAZLIEbTY—ER, Fi#t AN=ALBLVar be—LVOEE, ¥Xa )T 4P —8
R X TRT =L, T—E2 AT 7V T4 DF =y 7, 2—F—B LU ORGE.
BLOGRUIEZEREEND,

HRINER (SAR - Specific absorption rate) —RF BRIFIZIRE SN2, AR X > TlRIREh
L RNF—ROREMRE, TITEMEMERES 2 TRINSNLENEHESN, 1ked T
WOUy MEZBALL T 5, SARITEFEHFOFHEIIVEOY T E (BF, 1g%k
13 10 g D) OFHE L D,
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BEHIHIT I D% B & 7o

B (Susceptibility) —#3 8 (ERHEER2 ) MBI EAKIGT DWIEN, B EDTE
ETT, HOHES BEFLIIVAT ARMEERBECTE RN L, ER: AFMLIT7 T =
=F sy DRIMNE ST,

RRILTEM: (Wireless coexistence) —H AT A Y VAL AT ANRE 2 bN-IERENT,
DYV AT LN (FOBRENT) BEEDX R 2ZITTEXDIHAIL, HDHX AT EBITTE DHHE
HEEL, BL—EHOHAEZ AN THWENENEMbR,
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HEHIFIRT) DR Y5 & FEd

fHEE B : 5 AR I U5 AER

FDA IZEL T % A b T FDA FBE A E#HHE (FDA Recognized Consensus Standards) 7 — & X —
A http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm &M L, THERATHE L
XECTHEATD270IC FDA BEEL TS EMC HEIZOWVWTE A MV ORKRET

“electromagnetic compatibility” & AJ19 5 Z & #H#LET 5, BEAEHRKIZET 2 ERICON

Tk, AFOY A N THA 5’ v A E “Frequently Asked Questions on Recognition of Consensus
Standards (AEREOBEICE LTI bHEMEEIE) 7 25K,
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm074973.
htm

TROU A M EMC, EEH#ERO EMC B LOERKBREICETIEANBS LVEERENEE
B IO DOMOBHE, XERIUEREZTT, FDA IRFIEE~OREXETIN L DR
OW ONEHEATHZLEZRDODTND, LAL.ZDOY R MIBEBETILRTHOTHD |
FFEDRBOWRFEZMRITH LLIERT DD B DO TiIAV, FDA 11fE 4 OBEICEA S
B FDA DA XU AF TN oy ha— BT HA XU A% RT 5 2 L s
T2,

Association for the Advancement of Medical Instrumentation-AAMI CEE EEESRIERES)

AAMI TIR No. 18-2010, Guidance on electromagnetic compatibility of medical devices in healthcare
facilities
ANSI/AAMI PC69:2007, Active implantable medical devices - Electromagnetic compatibility - EMC

test protocols for implantable cardiac pacemakers and implantable carioverter defibrillators

ANSIVAAMVIEC 60601-1-2: 2007/(R) 2012, Medical Electrical Equipment-Part 1-2:
General requirements for basic safety and essential performance - Collateral standard:

Electromagnetic compatibility - Requirements and tests. Z #UiZ IEC 60601-1-2 (A& DO KER TH
5 (LLFOIEC #2H)

American National Standards Institute (ANSI) Accredited Standards Committee C63 (ASC C63)
(ANSI ZEEERIKE B S C63)

ANSI C63.4: 2009, American National Standard for Methods of Measurement of Radio-Noise
Emissions from Low-Voltage Electrical and Electronic Equipment in the Range of 9 kHz to 40 GHz

ANSI C63.10: 2009, American National Standard for Methods for Testing Unlicensed Wireless
Devices

21

167



PERIFIRE T D B 2 FE

ANSI C63.18: 1997, American National Standard Recommended Practice for On-site, Ad Hoc Test
Method for Estimating Radiated Electromagnetic Immunity of Medical Devices to Specific
Radio-Frequency Transmitters

ANSI C63.19: 2007, American National Standard Methods of Measurement of Compatibility between
Wireless Communications Devices and Hearing Aids

Electrostatic Discharge Association (ESD Association) (ESD #<)

ANSIESD S20.20-2007, ESD Association Standard for the Development of an Electrostatic Discharge
Control Program for Protection of Electrical and Electronic Parts, Assemblies and Equipment
(Excluding Electrically Initiated Explosive Devices)

Federal Communications Commissions'® (GEILBEEZREL)

Code of Federal Regulations, Title 47 - Telecommunications, Chapter I - Federal Communication
Commission, Subchapter A - General
e Part2 - Frequency Allocations and Radio Treaty Matters; General Rules and Regulations
e Part 15 - Radiofrequency Devices
o Part 18 - Industrial, Scientific, and Medical Equipment
Subchapter D - Safety and Special Radio Services
e Part 95 - Personal Radio Services

International Electrotechnical Commission—IEC (EREXIEHELSE)

IEC 60601 >V — X IEFHEXHEBROZESHMEEZHAT L T\ 5, EMC X IEC 60601-1-2 THLY
FFoRTERY ., F72IEC 60601-2-X TIIHEF A 7OEREBESHBESHORBEHREL TW5H,

IEC 60601-1-2: 2007, Medical Electrical Equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests. Z #1113 IEC60601-1 5 3 ARICATH 3~ 5 #ks TdH 5, IEC60601-1-2 55 3 fiRid 2007 FIZFEIT &
v, IBC60601-1 BARHE 3 fRICHE>TT 4 —~ v PHAEE Shiz IEC60601-1-2: 2001 B LT
Amendment 1: 2004 (28 % 15 ¥k & EARICE CHE#HRZE A TV S, IBC60601-1 55 3 fRIZH 5 =
Iy vavBIUA I 2=7 4 ICHTDEMED Clause 17 ICHFE SN TV D,

IEC 60601-2-X HIIFFESF A 7OEHESHEA TH 5, IEC 60601-2-X HIEOEAIX IEC
60601-1 33 L OV IEC 60601-2 DEFIZE T B, —E D IEC 60601-2-X HFIE EMC 2B L T X

B RCCHOZNBDEREB I OZEDMOBEMHIZONTIE, UTE2BRLTLIESN,

http://www.fce.gov/encyclopedia/rules-regulations-title-47
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HERGHIIR T D73 v B &5 % FE#

DEVWLANALOA I 2=T A RBEELIIFIZBEBRREZBEEL WD, —¥ixE 7~ IEC
60601-1-2 35 3 & B H L7EENMThbh Tz, £7BEMESIH L WA EEEERNH
%, EMCIZE87 % IEC 60601-1 DZEF SIX IEC 60601-1-2: 2007 i Clause 17 8 L ONHRD
Clause 36 IZHAEL SN TV 5D,  (HEEE : IEC 60601-1-2:2007 DAL ESTED Subclause & 513
BiROH D ERRD, )

IEC 61326-1: 20035, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 1: General requirements. 2.0 fi{}E 2012 FEIZFIT I 7z,

IEC 61326-1: 2005, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-1: Particular requirements — Test configurations, operational conditions and
performance criteria for sensitive test and measurement equipment for EMC unprotected applications.

2.0 ARIE 2012 FEIZRIT SN,

IEC 61326-2-6: 2005, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical equipment. 2.0 it
X 2012 FEICRAIT ST,

IEC 60050-161: 1990, Interanational Electrotechnical Vocabulary - Chapter 161: Electromagnetic
compatibility. Amendment 2 7% 1998 FEIZHITE Nz, IRV AT A 2
http://www.electropedia.org/

IEC TR 80001-2-3: 2012, Application of Risk Management for IT-Networks Incorporating Medical
Devices — Part 2-3: Guidance for wireless networks

Institute of Electrical and Electronic Engineers (IEEE) CKEEBXETFH%EL)

P11073-00101™ 2008 - Guide for Health Informatics - Point-of-Care Medical Device
Communication — Guidelines for the Use of RF Wireless Technology. IEEE 11073 U — X|Zi&
EFRERODRRBZICHBIT 5 ERBEROBEL LV EIF W Or0BERH Y | Hik2E
WAL TN B,

IEEE Std 802.1.5.2"-2003 IEEE Recommended Practice for Information Technology —
Telecommunications and Information Exchange between Systems — Local and Metropolitan Area
Networks — Specific Requirements Part 15.2: Coexistence of Wireless Personal Area Networks with
Other Wireless Devices Operating in Unlicensed Frequency Bands.
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EBTHIF T D72 VB 5 & o

International Organization for Standardization (ISO) (EBEHE(LIRE)

=R ERAERIZEE T D KERD @ ISO ##%1X Clause 17 (IH Clause 36)% & 8 IEC 60601-1 33 &
TVIEC 60601-1-2 3| LTV 5,

ISO/TR 16056-1, Health informatics — Interoperability of telehealth systems and networks — Part 1:
Introduction and definitions

ISO/TR 16056-2, Health informatics — Interoperability of telehealth systems and networks — Part 2:
Real- time systems

ISO/TR 18307, Health informatics — Interoperability and compatibility in messaging and
communication standards — Key characteristics

ISO 14708-1, Implants for surgery — Active implantable medical devices — Part 1: General
requirements for safety, marking, and for information to be provided by the manufacturer

ISO 14708-2, Implants for surgery — Active implantable medical devices — Part 2: Cardiac pacemakers

ISO 14708-3, Implants for surgery — Active implantable medical devices — Part 3: Implantable
neurostimulators

ISO 14708-4, Implants for surgery — Active implantable medical devices — Part 4: Implantable infusion

pumps

ISO 14971 Second edition 2007-03-1 Medical Devices — Application of risk management to medical
devices

ISO 14117, Active implantable medical devices — Electromagnetic compatibility — EMC test protocols
for implantable cardiac pacemakers, implantable cardioverter defibrillators, and cardiac
resynchronization devices

ISO technical report TR 21730, Health Informatics — Use of mobile wireless communications and
computing technology in healthcare facilities — Recommendations for the management of unintentional
electromagnetic interference with medical devices (ISO/TR 21730: 2007 (E))

RTCA Inc.
RTCA/DO-160G, Environmental Conditions and Test Procedures for Airborne Equipment
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FENRANVAT L INT Y r—a v

ERABLIOEHEERFAZ v 7R}
HAZF A

SCERITH : 20134895 25H

BHA X ADOBERIT2011ETHA2IBICRITEI N,

ASCEITET 2 ERNZ S Tid, Bakul Patel (FEFE301-796-5528, E A —/LBakul.Patel@fda.hhs.gov)

W2 TERE L T E VY, AXEIZET 2 E M TCBER (AMRIFIFMZE Y % —) OHEIZZ T 51

BT 5 b DL, Office of Communication, Outreach and Development (OCOD) 28 #E L T
(1-800-835-4709°F 721%301-827-1800) [ZRBWEbHE L&V,

U.S. Department of Health and Human Services CKEREEHLE)
Food and Drug Administration (&MERLRE)

Center for Devices and Radiological Health

(RS - BUNBREEE & —)

Center for Biologics Evaluation and Research

(EMBFFE v 7 —)
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RTZYy7arAs b

EEICLD A FBIURREIL, FDABRETA7DICWV O THUTOHBITRHT S
Z &P TE %9, Division of Dockets Management, Food and Drug Administration, 5630 Fishers
Lane, rm. 1061 (HFA-305), Rockville, MD, 20852, & = £"— % http://www.regulations.goviZ #&
T5Z L,

& TD AL MNIFederal Register (EAE#H) \ZHEK I DB ATREEINIEEH I iz
E%5 (docket number) ZT1T THBITED LOIZLTLEEVY, FDAIZEHAE T AL h~D
K, AXEOREILET S L IXEFE TTOIVRWATREMER H Y £7,

B = B —

CDRH (ERi#a - i e 7 —)

BMa—itf ¥ —%y hCAFTEET, FZIXEA —/L % dsmica@fda.hhs.goviZ 265 L T
TDHA B ADBEF I —%ZITED . £7-13Fax (301-847-8149) THER L T/—FKap—
ERITRAZ L TEET, XEES (1741) ZHAVWTERTEHITA X RAERHELTIIEEN,

CBER (EWRFIFHEIEE & —)

BN = B — X EEIZ K A F5K TCenter for Biologics Evaluation and Research (CBER) DOffice of
Communication, Outreach and Development (OCOD) (HFM-40), 1401 Rockville Pike, Suite 200N,
Rockville, MD 20852-14487>5, FE721L%EF5 (1-800-835-4709,301-827-1800) & L < {IEA —/1

(ocod@fda.hhs.gov) T, F72iIA F—Xy NTUTOVA MO AFTEET,

172



ER/
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I H&

. & 7
A o A A N N NSO OOV 7
B. FENRANT TV =33 (B/NAIVT T U)o 7
C. ERNANATAINT IV r—vay (ENXANAT AINT T V) e, 8
D, B BREERT oot A ettt b ettt eesteaen 9
E. EXNANVAT AANT U DBIIEZE oottt 9

Iv. EHEHE 13

V. EXNANRAT 4L INT Y OBRKIT o —F 14
A ERANANRAT 4 INT 7Y FDARR L 5EANHGIEEORNRERBESNANT T

B 7 T 5 B ettt ettt ettt ettt ettt eeet et e nenrens 14
B. FDADPUTEEHEOITEZEBRT % (772 BFDAITFD&CIEIZ £ < BEREE Z 5]
FTABRMBRNZEZEIRT D) B3I T U e 17

VL. HHEHE 20

WAERA EEREBBIIELY LRVESSAT 7Y O 21

WATEEB FDABRPITREEOITEZER L CWBENS AT 7Y OF) 24

WAEEIC  FDADHBIORRLBRDZENANATTY (BERXANAT L INVTTY) OF...27

HERD BHITHAIOH 30

WAERIE  —IBEEROHBI B OB 33

WAERF K< H2EM (FAQ 37

WAERG  BmEks 42
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ERANAT A INT TV ir—rg v

ZABIOBERERELFRFZ v 7MIT
HAZ A

FA A Z LRI EAER AT (FDA) D= DF— i s B REDE S 355 bOTHS, = |
| AUANIZHf L T O VDR BHERIFELS S L IFTET B bDTIE, FLFDAEZIZE ||
| BEWHFKT S 7/EDICHEET 3 & D TIERV, B IS ERELER L BT b0 |

| CHNE, BT S —F S TP, BT T —F ol TR LI EEE,
| A1 572 2 DWfTE 5T SFDAR S » ZIZEBSIIEL, BT SFDAR S » 7 HTHD |
l BN, A X DERACFEE S T 8 BB I B S hE

BREERF FDA) X, TN AT 7Y OEBEOBEER X OBTER2BERED S, T3/
NT FVITBITDHNALR—ADA ) _X— g, ZLTINLDOT I RL5TEEOEE~
DEERINAT 4y b VR T ZT/HRLTND, FDARKNT A X AXEERRITT 5 B, 8
EEE, MBEEBIOCEOMOFEERICIHL, EANAMNT Ty N7+ — LA TOERAZERNET
B7 M= T T 7Y (BAANAT IV r—varEhid BT Y] ) 28T HED
2. FDADRZ OFFHMERZ FOXLIICHEAL LI L L TWANEEADIETHD, EXAMNLT
TYNREHICER L, JISHAOEREND, FDAIXZOMREZEHALLY LT3 MALT 7Y
DY Tty NEHET DD, KITA X AERITT 5,

ZEDENRA LT TV IZERBEIERTRY (DB ESNALNVT 7V BT A N EE DL
i [FD&CE] D201 (h) HIZ X 2HEBOERICHEA L TWRNWI E2ERTS) 728, FDAIX
INOZEHF L TR, ERBROERICEHETAARECHIESAINVT ) bHH0, Zh
SIZERICERIET Y X 7 BNHEBREERO 2D, FDAIZZ N S OMERIC s L CIEBTEEEZ 1T
HDEMTHD (7720 bFDAIIFD&CIEIZE S BEREFELEA LBRWI L2 EKT S) , BE
TIRENTNWDENSRSNT 7V OKREBEEFELEDO200 07 T —IZEFEND,

To v N7 4 — L LV EREAEEE T DFDAOBEFOEE Y 7 e —F I T, FDAIZZ DHifH
BEE, BEFEEBRICEYLZOENAMNAT Y OBESER EB Y ICEELZ2TIBREORSE
WU RZEELDANNSBENRANT ZVORTHEHATIERNTHD, ZOESNA LT T O
Y7y NEFDAITEARANAT 4 BNT 7Y LH#HT,

FDAIZAT A X2 A% F/NAINVATF 4 INT 7Y OBIEZEE 6 UM X OV 7T ae M
IR A B TRITT %, FDAIZER A, AU A XU RAOFEEHT- R ERICES LTEE T
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X ThdLHW L7-ESE. 21CFR 10.11512H AFDAD T A ¥ v ZERE % (Good Guidance
Practices—GGP) OIRANZIHR > T XT Vw7 407y hOMERED, AT o RIS,

RITAH 2 A EEDFDADT A X 2 ALEIXENCBITE BH CE 5 BB AWML T b DT
2, BULAEHTA XL AEH DT —<IZxt T HFDADBIEDEZ ZBRRDHEDTHY . HED
HEIEMAE T ENEERS H SN TWRWRYD | HLETHRERR L ARINARETH S,
FDAD G A F 2 A 2B Ishould (THHDETB) | LS FEIIMPBRER, HEINLTWS
N, BHEMTONTVWADTIIRWE L2 EET 5,
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. T

ENANT Ty N 74— AEETET 2P —T VLU R =LY, arvba—F L LT
BABED, BhebDlirolkizd, A/ X—F—FE_MNT Ty b7 —L2R0b-56T#
M AERT A DI ETETHEREREASANAT ) ZRARTILITR->TVES, ZHHDH
LWEASAL AT FYOHFIZIE, BIEANCEI2BH5OREL V2 VI AOEELZETIZ b 2
BELTHIHO, BECEITANELZ2HELHIBICT 200y —/vE UTEERRMIE 2 & —
Ty heTBHHDORERDHD,

198942, FDAIZH D 2 B a—F RXR—ADRFECY 7 h 7 2 7T _R—ZADRIA 52 (531
R) THBNEIDEED X I LU THIBTT 25, EolizThs &7 X ED X 5 IZHH
THRMMMCE L T FHFHELIER L7, “FDA Policy for the Regulation of Computer
Products (= > &= — & B OBHNZBEIT DFDADFHE) 7 &5 Z OXEIL “Draft Software Policy
(Y7 =T HHE) 7 L LTabNE L Tkotz, LM LISHMELE, o B a—FB X
OV 7 by =7 HEOERES S U COERIIRBEMICHEY, BRoBEII2HR b, £3F7
BHEL loole (LB ZO LU RIEZFERLE) o TORE, FDAIXZOFHEIY 7 ho =T
EWNET 22 TOEREREOREZ O B2 TORBEICST U BEINIELL L TUVRU &l L
7o T T20055EI2Z DY 7 by = 7 HEFRIZHE S -,

FDAIZZAVE TIZEAFERNRY 7 FU =7 HHEZHEER L TORWD, DO ERICHEET 22—
DEATDI 7 =TT FVEERICI ZAZEL, 7 I7AFEFEEBLTINLDOT A AE
FOEDREEFICHEA SN AHEOHRBEHEZHFE LI, 26DV 7 MU =75 31 AT
BUEDY 7 hy=TarsRfR—xr b, A=Y EEEZT778V ) 2/HEE T8 LOEEHD
To=H Y U SERTSHLER (ECG) HEMRE] | BIOY T MU =T ORTHREND T
AR (FART FUVIFEREHEY AT L%) BB 5D, 2011420 158, FDAIZERERT —F D=2
VEa—XZ X BERE, RFE. BR, 74—~y MEBAOHEREZEN LT Hoa B a—
BR—=ZFERIIY 7 U =T R—2ADOWREFSMETAHAERE L, THITERESRT —%
A7 I (Medical Device Data Systems : MDDS) —2 X1l (F U A7) b7 A1 (KU X 7)
FT—ELFTINRD

AEZRTaY T N 2T BNERBAROT —F 2T 70 FERA SR B854, I
THIZEREROT 7Y ) ((HER) *ERIRERESRO Y 7 by a7 L LTHBZZIT T2,
CFDAIXZNE TR LT =,

' Annual Comprehensive List of Guidance Documents at the Food and Drug Administration (70 FR 824 at 890) (2005%E1
H5H)

2 Medical Devices; Medical Device Data Systems Final Rule (76 FR 8637) (2011425 151)

OEIzIES10 (0 DUTOREEBR,

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissions/Pr
emarketNotification510k/uem142651Lhtm ( [ T AGEINTHEBOT 72V Uik ) #BLFE LI ZXIR

T, Y7 =T DEIRT 7YY CEHEOHWBNLDA Ty M eRITDHOLEYE, EbmURXJ T
HD THIEE ThbbEY A7 D2 T XI5, | ) Final Rule, Medical Devices, Medical Device Data Systems,
76 FR 8637 at 8643-8644— Comment 16 and FDA’s Response (20114E28 15H) H&BDZ &,
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TERDEFEBOBEA LREIC, —OT AL NRAT 4 IV T 7V ZEROBEEICEENY X
I EBELTRARHSD, SbIC. —HMOESNA VAT A ANT TVIFEDENANAT 4 B )v
TTUBMEEIT57 Ty 74— LDFERICEBED Y A7 2672072 e3b D, FlziX. 5
FNRA VTN, 2 EOXREBROFERNEEY A XD/MEE, a2V TR MEOEE, ZTOEA
ANT T T4 —LFEIOREI S TWRWAEZR EIC L 5 BEEL ST 58N A 5 5, FDAIX
IO OREIZHT HEY R RHER 2T ETINOD) A7 BRI 2BATH S,

RKITAH o AIFDADBREDE 2 #HMEICZ L., WL W3, EEOM L, BENERBERD
BB L OB OREICHT AL DT 7 ) ad— ORI E L FDAIZE | XXM+ 5,

1. B3

A FENTILTSy FT77+—4

AHAZ L RZBNT, TBEARNANT Ty b T74—20] EIX, VA T UVRERNEPZRDT,
FRAA 7Y =7 (COTS) v Ba—T 4T 7 Ty v 7 4—LT, KEMIZFERELXTH S
bDOLEET D, TOXIRENMNT Ty b T F—L2OFNZIEA~— T x>, T Ly bz
VEa—F FERFOMOEERa L Ca—F R EOEAL VA a— S BEEND,

B. FE/NANFITY—32 (E/SAILFTY)

AKHA XL AZBNT, TENXANAT IV r—va i exiAu7 ) &, AL
7T N7 A —ATHEIT (FE) TEBY 7 N7 TSV r—vay [TRbb, UL YLV A
BENE» b TERELROALT 7 =7 (COTS) a v a—F 4IPSy b7 +—
L) ERRBAENRAMNT T RT3 — BT HAE A XRENTowebX—AD Y 7 v T =TT
Vir—aryThaNR, —_"—TETEINDH LD EERT D,
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C. FTINANATFTLHONTFTIYo—232 (BISAIA T2 HINTFTY)

BKHA R ZZBNT, [BTARXLAVRAT 4 ATV 2L, EHANERLLLE (FD&C
%) ‘0201 (h) EOMBOERICHEAS L., »OUTOWTNNEZBERNETEAT 4 INLT 7 %
=9,

o HHIEEEEDT 7 EH Y & LTHEAENS,
o ENANTT v N7 — LT REIEFRERRICERT D,
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