FEHHRAD G VEEZED

VarPRICRETDLZENDH D,

REM T I v g (Conducted emissions) — & 2 HEMNHIGL, 1 &7 X R

FX N LADNT NS LVEEERZE L TRAET DEMRT R F—, REE
IIX AC BIRa— R, %7V 27 208BR ya—Uy | FEV T VAT A
FLECIBELZOMRBELMAEERT O —TI AR ERD D, mEETI v g
MIFEESFEER, Y- BILUEBEBET AR — FRICEBRECRE 150 kHz~

80 kHz g ENnbd,
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BT I v ¥ 9 (Radiated emissions) — & 5B N HHAE L, EMEITH D
B (M REOEBS L OGMICEET 22205 5) 2B L TsET 2 BRI
WX~ ST S > g AR ESEREEOL I ICENNT I v a b,
F—H—, B, 22— F—alR—R ORI REHRELHEECH HER
LWy va Y OMERH D,

A2 =2=7 4 (Immunity) —EHELEPFELTOEEMET T2 LR<ERLEBYIC
BETE 5 BEREMEITE TR ORES

FFHLEEE (Latency) — 1 DOFEHEMNNTA YL ADY VI Eidry hT—T axs v
g el THEHENOZERIE £ TIZET HRFH

7 F VT 4 &7 —EZ (Quality of service -QoS) —H DT —FiBE AT AETITZ DM
DY —ERZEBNTHERER LIV T, B, BROMRATA—F— Hl2IE7—%
REDOEEN, BAEE, =7 —RELR A L7 VT A INMEBDA D =X LB LUE
SFENENL 72 & & & Te,

AR E (RF - Radio frequency) — BRI A~y MVES O E ST, AR B HEE &
TR DN H ¥ | BERRIEIZH R 22 B, @, 9 kHz~100 GHz O S48 Bk
TEAZNS,

EARE W 25T (RFI - Radio frequency interference) — 1 -2 72 13185k D LR B I 30 C 1o
T I v arhbRETS EMI O 1, Zhidd 5 EBREREKO BRECLY ., FE
THEFOZERTE LT,

ARENE RF) UA ¥ U REFRHS (Radio frequency (RF) wireless medical device) —
RF VA YL ABREZHAVWTEITSNOMELZ DR L 1 OBLERKSR, VA YL AT
PATSNDMRROHNITT —Finik, 74 Aavsba— FarsII07 X&)
F-bhErvr s =27 BLOEHA (identification) 72 3% 5,
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X = UT 1 (Security) —EFHFAIOBMRENBED VAT LY Y —RAIZT 7EA, #Eb
LIFFIAT D Z L Z2HllRT 5 Z I L VIEMOMERRE, AT 27 VT4 BLUT A
ZEV T4 EbbTH—ER, Fit, AD=XaBLOar he—L0fEE, BXa)
TAY =R Ko THET —FWE, T2 AT 7 VT 4DF =7, 2—F—FX

U OFBFE, BLUOEHMER ENEEND,

FERIN SR (SAR - Specific absorption rate) —RF EREIFIZIRE S AL/ FE, AMRIZ Ko TN &
NAHTRNF—ROPEME, ZIIBEMEMREEHTZ TRINENSEHERES. 1ke
HIYDT v MEEBAET D, SARITEEEH O ETPEOY TV E (B, 1

g F7iX 10 g OfEfR) DOFEHE L D,
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B2 (Susceptibility) —#8 8 (EREERLRE) M EHLESOST DWIEM, ZHLZD
FIETT, HOHEGE. BERELIT VAT ANERERETERWNI &, FER  FAZHEIT
4 I z=F s ORINE ET,

R AL (Wireless coexistence) —H DTV A YL AV AT ANE x b LHEERN T,

DT AT LS (ZOBENT) BHEDZ X7 2FTTELRBIT, HHZ AT EFITT
X DRENES L, RC—EOBAEANTWERE»ERbDR,
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MES B : 5IAMBEE L USIRAREHR

FDA IZLLFOYA T FDA RBEREHHME (FDA Recognized Consensus Standards) 7 — %
~— 2 htip://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm Z#Z M L, ik
AT SCECHEMT 272912 FDA BFE L T2 EMC BRI DN TH A MLV OBET

“electromagnetic compatibility” & AJ19 2 Z & R4 5, BESERBICET 2 FHRIZ
WTit, LFOH A RN THA X ALE “Frequently Asked Questions on Recognition of
Consensus Standards (GEHKEOREICE L TI< HOEMEEE) ” 258K,

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm0749

73.htm

TEOU X M EMC, EFEHEZEO EMC BLUOEREREICE T EAB LI CEERNEGE
BB L O OMoHE., XFEBLICERE T, FDA [THRHIYRE~OREIXETIND
DREDN O EFERTHZEEZROTNE, LiL, 20U X NIBEETIZTRT D
DTHY . FEORBLHRFEHEZARITL LEIRT DD LD TRV, FDA 134 O
BERRIZE A S0 FDA O A X o ZAET TR o ba— VBT 50 A 2 A% B8
THILEHRET D,

Association for the Advancement of Medical Instrumentation-AAMI CKE ERESIERES)

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

ANST/AAMI/IEC 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 #Ui& IEC 60601-1-2 H#& O KE R T
b2 (LLTOIEC ZZR) .
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American National Standards Institute (ANSI) Accredited Standards Committee C63 (ASC
C63) (ANSI ZEAZEHKEZBRS 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
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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 <)

ANSI/ESD $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®’ (EFBEZES)

Code of Federal Regulations, Title 47 - Telecommunications, Chapter I - Federal Communication
Commission, Subchapter A - General
o Part 2 - Frequency Allocations and Radio Treaty Matters; General Rules and Regulations
»  Part 15 - Radiofrequency Devices
e Part 18 - Industrial, Scientific, and Medical Equipment
Subchapter D - Safety and Special Radio Services

o Part 95 - Personal Radio Services

International Electrotechnical Commission—IEC (EREBESIEELSE)

TFCCDINLNDELESLUZOHOBEHIZOVNTIE, UTESBLTLESLY,
http://www. fcc. gov/encyclopedia/rules-regulations-title—47
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IEC 60601 >V — X3 EHESHEIEORZ LR Z AT L T\ 5, EMC X IEC 60601-1-2 THL
D EFenTEY ., 72 IEC 60601-2-X TIHIFEX A T OER BT OB ZHEL T
WA,

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 #U1 IEC60601-1 25 3 fRICATHH T 2K TH 5, IEC60601-1-2 5 3
RRi% 2007 FIZFEAT SdL, [BC60601-1 BIAEES 3 JRICHE-> T+ —< v PR EE I
IEC60601-1-2: 2001 35 X TN Amendment 1: 2004 12 & 2 15 # & FEARBYIZFE UIE#REZ S A TVD,
IEC60601-1 3 UICH DT I v a VBLUA 2 =7 12T 2 ZMH4 Clause 17 ([ZHAF
SHTVWD,

IEC 60601-2-X R IIHFE Z A 7 DEHBEXHELH TH D, IEC 60601-2-X HkE DEMT IEC
60601-1 38 L OV IEC 60601-2 DEAFIZET D, —H#D IEC 60601-2-X HA& 1L EMC IZBI L T
EVENL VDA L 2 =7 A RBRE IR HBRRELEEL TWDH, —#iILE 77 [EC
60601-1-2 5 3 fiZ B LIZEEMTON TW RN, 2 HERASIH LTV 5 FIREMEAN
H 5, EMCIZEIT 5 IEC 60601-1 DZEF 1% IEC 60601-1-2: 2007 AR Clause 17 35 & ONHAR
® Clause 36 IZBARL SN T D,  (JERD @ IEC 60601-1-2:2007 DOIELIIRESIAD Subclause &
BIXRROb D LR B, )

IEC 61326-1: 2005, Electrical equipment for measurement, control and laboratory use - EMC

requirements - Part 1: General requirements. 2.0 it 2012 FIZFIT S 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 1% 2012 FFIZFIT S L7,
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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

FRIZ 2012 SIS RITE T,

IEC 60050-161: 1990, Interanational Electrotechnical Vocabulary - Chapter 161: Electromagnetic
compatibility. Amendment 2 7% 1998 EIZFAT SN, IEV AL T A ¢

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) CKEEBERETZESR)

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{Z
RERERODEIRGICKIT 2EREROBEZ &V BT Onof b v | Fik
ERE R LTV D,

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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International Organization for Standardization (ISO) ([EFEE/EERE)

EHEXHEIZEE T 5 KE 4 @ 1SO BT Clause 17 (IH Clause 36)% & ¥ IEC 60601-1 33
L TVIEC 60601-1-2 ZB|H L T4,

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
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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—g v

ZARBLIOERERLBAY v 7EIT
HAHF A

SCERITH : 2013459H25H

RKITA X ADOERIT200ETA2IBIZRITEN -,

ANXEIZEITH2EMIZ DL TIL., Bakul Patel (EEE 301-796-5528 ., E + — L
Bakul. Patel@fda. hhs. gov) [T TEHK L FZE L, AXEICEAY 5 ERM T CBER (W& FIFHA
HREUE—) ORFEEZTHEFICET 5L DE, 0ffice of Communication, Outreach
and Development (0COD) [ZEEEL T (1-800-835-4709 F =1L 301-827-1800) (ZHREWLE
heE LS,

U.S. Department of Health and Human Services (RE{EEEAE)
Food and Drug Administration (BEREZELE)

Center for Devices and Radiological Health

(ERESE - BRREEV5—)

Center for Biologics Evaluation and Research
(EYEFFEAREL 2 —)
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Bl

INTYwyHato bk

FHEICE DA FPBIUERIL, FDADRBREST 27202 VDOTH LT OFE IR
95 Z & AT E E T, Division of Dockets Management, Food and Drug Administration, 5630
Fishers Lane, rm. 1061 (HFA-305), Rockville, MD, 20852 , & F =2 &t — %
http://www.regulations.goviZ & H T 5 Z &,

2TD AR MIFederal Register (EHFE#) \ZFEK S 5 EAR FIREEANC LA S
72 XEFFE S (docket number) Z ATV TREBITE DL ITLTLEEW, FDAIL L 54 =
AV b AOSIR, ALEFEOREISET S U IXHEFE TITONRWARERH Y £7,

Bno E—

CDRH (E&E#%E - HFHERE 4 —)
BiMae—igA ¥ =%y NCAFTEET, FIXERA —/L% dsmica@fda.hhs.goviZ 1%

BLTZOHNA X ADEFa—%2Z TS D, F-IdFax (301-847-8149) TiERL T
N—Rab—%2ZTRH5Z b TEET, XEEE (1741) ZHVWTERT IS X R
PRELTLIETE W,

CBER (£WHFIFMBIR L5 —)

B2 B —IXEEIC X 535K TCenter for Biologics Evaluation and Research (CBER) @
Office of Communication, Outreach and Development (OCOD) (HFM-40), 1401 Rockville Pike,
Suite 200N, Rockville, MD 20852-14487>& . E£72i3FERE (1-800-835-4709,301-827-1800) %
L<IZEA—/V (ocod@fdahhs.gov) T, F7zidA & —Fy bTUTOYA DB AFET

EET
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B
L BB oot 76
L B et 78
IIL TR oottt 79
A TEINA VT T 0 B T B Do 79
B. ERANT TV =232 (B/NANNT T U)o 79
C. ERANATAINT FVr—vay (FRAVATALHINLT V) e, 80
D B R R oot 81
E. ENXANVAT 4 AT 7Y OBIEZET e 81
IV, BB oot 86
V. EXRNANVAT 4 VT 7D OBENT 7 =T e 87

A EFEXRANANRAXAT A ANT TV  FDAWZ L DEAHEEEONRERDIENANT T
D o T 2 0 R oo 87

B. FDA BNHUTHEMHEDITHEALEXT S (377245 FDA X FD&C EIZ S BEREFE Y

BRHIT ABRDBRNI EEBERT D) F/NA LT T e 90
VL BIBIEZE e 93
IAHERE A BRI ME LARWERALT 7 U OB e, 94
BRI B FDA OFEETHBIEND % EANANNT T U OB, 97

WATEE C FDA OHBIOMNELERDENRANT T (FRXANVAT 4 HVT T V)

D 100

BATEEL D BUTHRBIOBI oot 103
TATEEE  —BREER OB LR OG- 106
BAERF K< HDERM (FAQ) e 112
BATERE G JBIIEBE o 118
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HEHIHR DL EEEIE &5

EINANWATFAALNTTY5r— 3y

ERABLUBREERBRA2 v I7MIT
HAF R

| FH A TR EBREZRE (FDA) DEDT—VICE T SEEDELERT LD TH S, |
CHIETANZH L TEOD G EHEFELCEE LS IATET EEDTIAZL S, 7= FDA |
ELILERFHTT S/=0DICHEET & 5D TIELL, BHFE SN SENEHS S UHRHE ||
HEFHETEDTHAL, AREBHF TO—FEH[TELLGL, AEHN7TO0—F/IZD |

| OTEHELEVBEL, FH 1T RDETEHEYTE FOA X5 v FIZERSHEL, |
| BETE ARGy THTHIDIEEIE, ThHA TR DENZGEBE SN LT EER
EEIZEZShLD

l. e

BRERELE (FDA) 1%, EA LT 7Y OEEOBEER X ORI 2 D 2Rk,
ENRANT TVICBITEINANALR=ADA /) _X—= a3y FLTIALOT 7Y RELELT
EROBER~DEENASAT v hEVR7EB#HLTND, FDABEKTA X ALEE
FITT 5 AT, BEEE, MEBEEERBIOZTOMOFEEIZG L, EANMNVT Ty b7
A= ALATOFEAZENETDEY 7 v =TT 7Y (EXAAT T r—a kil %
NANT TV ) ZEHNT D20 C\Hmﬁ%@ﬁ%@@%8®i5mﬁﬁbiikbf
WANERZDIETHD, TENANTFYBREHIER L, JSHOENEW =D, FDA
i%@%m%@%bio&#5%A4w77)@ﬁ7ty%%%%Tétb\$ﬁ4ﬁy
A& FATT Do

SHDENA VT TV IXEFHESR TR (DD E A VT 7V I E A G E LR
gniE [FD&CIE] D201 (h) HIZ X 2B OERICHEE L TWRWI L2 ERT D) 20
FDAIZZ b Z2HH L TR, ERESROERICEST D2ARBEOHDIENAM LTI b
HHB, THNORERICKIET U A7 BHEAERW 0, FDAIXZ O ORI LTk
PITHREHEZITH T 2ERTH S (T2 bFDAISFD&CIEICE S ERFEHABA L2
ZEEEWTD)  BETRINTOWEEALNT ZY OKREIIEEFRO2o0H T Y —
ICEEND,
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7Ty b7 r— AL O HREE EE T SFDAOBAE DB T 7 n—F it > T, FDAIRE
DEHER L, ERERCEYS LZDEAALT 7Y OHIERER X5 0 ICEE L2 ITH
EREOERIZ) AT RELDBANRDDLEANAT T ORICHEATHEATHD, =
DEANA AT TV OFTE v R EFFDAIZEAL VAT 4 AT 7V EFHT,

FDAIZART A X A% FNRANAT 4 AT 7Y ORIEEFE I LRSS L O

FIREMEZ1RME T2 BB THATT 5, FDAIZHRH, RAUA XU ADF & e iFHRIZE S
LTEFETRETHD LW LizEE. 21CFR 10.11512%H DFDAD B A X AVERLEYE
(Good Guidance Practices—GGP) DOIHANZIR > T ATV v 7407y FOBEEED, A
B7 ok 2209,

KA T A EOFDAD T A XV ALEFENCBET 2B CE2BE LML T 5D
DTN, L LAKTA X R EH DT =< T HFDADHEDE 2 2B HDT
HY . BEOBBIEMHEEITENEGERGIH SN TWRWIRY | H< ETHESEE L L2
ENDBRETHD, FDADTA FX A% Tshould (THHDETD) | &) S
DRI, HEEES N TV AR, BEMTOATWIDOTIERNI L EEKRT D,
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FHIHR D5 EREEZ T

Il. TR

ENANT Ty M7 —AFETET 2P —T VL R =LY arta—FLL
TOMENREED, B2 bD LR, £ /) RXR=F—[FENANVT Ty T F— A
DI THEEEZENT DI ETETEREREASAAMNT TV ZRETHL IR
TS, ZNHLDHFLWEASNS LT T U OHFIZIE, FIBEACL2BZOREL U /LR
ADEBREIRETHILEEELT L0, BERIT L2 NELLELMNBICT L2720

DY =N LTEREREZ =7y P ET5b0RERH D,

19894E1Z, FDAIEH D AV B a—F R—ZA DRV 7 by = 7 _X— 2 ORE3HER (7
NAR) THENPEIPEEOI DT U THE T 252, EBBTHD ETHIXED
O WHEF 2B M L Tk EFIE 2 ER L 72, “FDA Policy for the Regulation of
Computer Products (2 > &= — X B EOBRHNIZ BT Z2FDAD FE#) 7 &9 Z OLEL “Draft
Software Policy (Y 7 b =7 F#H52) 7 L LTMbLND L5127 o7z, L L1989FELIE,
A2 —F BV T by =T EEOERES & L TOMERITIRERICHT, [ oRE
BIFSRE L, ST ETHEML oo (LB IO MLy NidFEL) . TORER. FDA
EZOFHEETY T MU= T ENKT 52 TOERBIEOHSE D <S5 L TOMBEINT
L bBEENIR L LTV RN E B LTz, £ 2 T05FI2Z0Y 7 MU =7 HEEITHE S
ni=?,

FDAIZZNE TIZERENR Y 7 by = T HEHEZREL TORWD, MEROERICHET
H—EDEATDOY T Ny =TTV EERIC TASFEL, 7 I ADEEBLITIND
DT NARABIOEOREEZ ICHEA SN REORBEHLFE L, ZNHDY 7 K
V=TT RNINEU LD Y T by 2T a R =R b, =Y ERET 7YY &
e o DDEBOE=FY »7IZEMRT 2 L0ER (BECG) EBAR L] | BIUVY
TRV =T ORTHERINDTANA A (FRT FVBEREBRI AT LE) 2 EWHDH, 2011
20150, FDAIZERESRT —FZ D ar Ea—X 2L bk, BRF, FR, 74—~ b
ERAOERZ BN LT8O Ea—F_R—REHE Y7 b =T _X— RO %
BoOBET2HAEZRER L, ZUIEREIRT —# v 27 A (Medical Device Data Systems :
MDDS) —7 F A (B 227) inb27 I X1 (KD A7) £T—EEETNEY,

AR RTRY YT N 2 T RNEEREBROT — 2 ST AT DI SN AEES. &
BN ZAVULEBREERO T 7Y ((FESR) PEIRERERO Y 7 o7 LTHE

2 Annual Comprehensive List of Guidance Documents at the Food and Drug
Administration (70 FR 824 at 890) (200541 H 5H)

2 Medical Devices; Medical Device Data Systems Final Rule (76 FR 8637) (2011
F£2AH15H)

% BIZIL510 k) DUTOREBESE,

http://waw. Tda. gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDev
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ZHR DG O EEEE Z

BRI TE, LFDAITINETHHALTE

WERDEFEBOFA LRI, —HOENALIAT 4 VT 7V IZEROMEEICETE
B A7 BT TRARDH D, EHIT. —EHDOENANVAT L ANT T VIXEDENA
NWATF A INT TVMERNTE7 Ty b 74— DOHIZEBEDOY A7 28632 &0
b5, BlzE, HDEALNTNA A EOXREGOBERDEBRY A XD/hEE, a T
A MEDIERES, ZOEFEAANT Ty N7+ —LBEBOHHENTWRWHZR B2 X HEE
BEZTHRNBD D, FDAILZI NS ORIZHT 5@ 2 HHEE2IMT 5 ETon
LDOIVAI %EBRTHEMTHD,

KA Z L RIFDAOBEDE 2 Z AL, 5L TW\W5b, EEOM L, BEAER
WEDOHIFB L VBEOREICTTIINOLDT 7 ) ud—DEBENEELFDAILS] X
=R 5,

HI. E=
A ENANTZY b TH+—L4

BHA X AZBNT, =X M VT Ty RT3 —5) Lid, VAV VREREIENE
Mb$, FAA 7Y =17 (COTS) v a—F 4 07Ty 74+ —AT, KNEWIZ
FROLATHILDEERT D, TOXIBRESNANT T v b7+ —2OFZIFA<— b
Txv, ATy barta—F, FRIEETOMOEFHa L Ca—F R l0E AL
VEa—ENREEND,

B. ENANT TV r—ay (FINALTTY)

KIAA L AZBNT, ENANT I r—varEizd I exqv77Y | &k €
NANT T v b7 —=LTHET (1FB) TELHY 7 ho=7T7 7V r—vay [Thbb,
T A ¥ L AEEIE P RO T FROXOEHAA 7V =7 (COTS) 2 Ea—T 4
TTZ59 b7 —L)  FTE@BHDIENANT T RT3 — LTI AF <A XEZ Tzweb X
—ADI T NI =TT TV = a s ThAHN, = N"—TETINDLHDEERT D,

ice/PremarketSubmissions/PremarketNotification510k/ucm142651. htm ([ S A BEEh
-HBOT7OET )L TR BREBLISRIZET S, VIEIZTOESBTI Y
JTEROBBNINODA Ty F2ZITHEDEEE. BREEJVRITHS TH] #E.

ThbhbbE) R MDY S5AIZA%,.1) Final Rule, Medical Devices, Medical Device Data
Systems, 76 FR 8637 at 8643-8644—Comment 16 and FDA’s Response (2011 &2 B 15 H)
SBOI &,
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ZHIE DG HEEEIE 508

C. ENANATAANT TV r—oay (BFINAIVATLHLT T)

KITAZ L ARZBNT, =LV AT AT 7V i, ERAERERMMEBESE
(FD&CHE) 1?0201 (h) HEOMBOERICHEA L, »OUTOWT»E N ETH AT
AINT TV & &9,

o HEIEEKIEOT /EHY L LTHERINS,
o ENANTT v T —LERHIEREESICERT 5,

ENANTTVOERABINCED ., 20 TR (T A R) | OFRICEAET S50 E
DR E D, 21 CFR8OLATHE L TWAH ERVE FREMIET N LV 7PoRNE, B
W, E-3BEEES LI EORITEC LA NEELIERICL BB TREND, b
HENANT U OFHBHINEEDS L IXZFOMIBEOZW, £ 72I13E RO, &F.,

el AVEL—40Y I Iz TFaVR—FR D bERET IV r—2a o TREL L
CIFERShBE&AIE, FDACED 201 (h) HOKBOEERITEE T 5158, HHL L TR
DR ELD, COEBEISHE (THNAR) OFEZEZ - - -@ASHhOaAVHR—FR b,
=Y, TORYTVEED, 5. BE. EE, #H. 8T, 1> T3>k, invitro
RE, FEZ0mBELOL LEET MR T, M- - - EMIBWTEERS LLIE
ZDMDFEDZE., EITEREDRE. B, BE. PHICERASNLIILZEMET
51, HBAEIWNE, TAEL LLFZOMEMOERDIBEE - IEEEICEELZRIZIBEHNOD
2@ ] ELTWD, LENST, TR MY TROUE2—405y T by T
vEa—%., L LLILEREEDweb U+ FO THS5T R ©, £EFERXo0Ea
— A THEINTEY I bz T7T7 T r—a ik, TN o EEDEZHEITERE. B,
BE, FPHICBITAEA. £REARDEES LTEEICEEZRIZFTIIEZEHE L
TW55EE. BRAOEHOFRLELGTYED, TEEBLIUAUEZRIIT 5-OICHE
BRHAEELANIEZOERBENTTEROBEAD YR VIZE CTERT S (BULRAFE
D ES5HE),

5 MERER EWSEELLIEAROERELDEEIL - - - TO#E (TN
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