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B&EE A BARZELAT
ABHI Association of British Healthcare Industries [AFXVRIEENILARSTEERGES
AIMDD Active Implantable Medical Device Directive [EU)REEHANIED AA EBEB[IES
AIS Article Information Sheet JAMP X H) MR TIHREFILEYERFREE—
AMDD ﬁmem.;ar? Medical Devices and Diagnostics Manufactures [BA)—iE4FE ) L EEELE. VDT 22

ssoclation

ANSI American National Standard Institute (7A)DIKREERREBS
ASTM

International

American Society for Testing and Materials International

(7 AVDLREREBEM M S

ATEX ATmosphéres EXplosibles [EU]RSIBEE S

BIS Department for Business Innovation & Skills [AXVRIESRR A /R— 30 - HEeE

Blue Guide The ‘Blue Guide’ on the implementation of EU product rules |[EUJEUS! RiRBIDEEIZEE T HTIL—HAK
BOM Bill of Materials TLE S

BPR Biocidal Product Regulation (EU]EURR 44t 8L AR Bl

BSI British Standards Institution ((FURIEEREGE

BVMed Bundesverband Medizintechnologie e.V. [FAV]EE#SRIES

CA Competent Authority AL BF BT EUEER

CA Conformity Assessment k=g ki

CAB Conformity Assessment Body T A 4 ST {4 B

CAPA Correction and Preventive Action =EFHEE

CAS No Chemical Abstracts Service No &@Zﬁ)‘%}%}%@{%ﬁ%)%‘%gmerican Chemical Society)l=d H1E
CB report Certification Body report CBERIFIEICH L TEOHLNI=FIBAE CBLR—~
CB scheme Certification Body scheme CBRF*—L

CCC China Compulsory Certification [ =] & =l 5§ FREEHI E

CCDhV Draft circulation as Committee Draft with Vote BERZEREE

GCEE g:L?:m(?;?]Tmission for Conformity Certification of Electrical (hE)HEESHEESHRIEES

CCIB China Commodity Inspection Bureau (FE]FEHEABRRERS

CDRH Center for Device and Radiological Health [7A)H(FDA) ] EEHEES - SIS RE L 4—
CDV Committee Draft for Vote BRERZERREE

CE Conformité Européenne [EU]CE

CE Mark CE marking (EU]CE =—%> %

CEN Comité Européen de Normalisation [EUIRRINIZEIL R B S

CENELEC Comité Européen de Normalisation Electrotechnique [EUVIMMESIZELLFTER

CFR Code of Federal Register [(7A)ALEFRBFENE

ChemSHELPA gzz:;zugf:?j;';; fﬁ:i:”g and Exchange under Reporting |1 5 1m @ & 5 L 2 MEEREZERF— L
CISPR Comité International Special des Perturbations Radioé LT REa S

lectriques
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CLP Regulation on C|a§3|flcatlon, Labelling and Packaging of [EUMEZ R D E. Fiw. S (-fE4 5188
substances and mixtures

oL Candidfate .List of substances of very high concern for [EU)ERA D= DSVHCIER Y Z
Authorisation

CMR Carcinogenic, Mutagenic or toxic to Reproduction ENAE-EERE-EEESHEYE

COCIR The Coordination Committee of the European [EU)BRIN Gt 4R - ERE FHLSSE X EES S

CoRAP Community Rolling Action Plan (EUIEM £ EAO—) > F 1TENEHE

CPSIA Consumer Product Safety Improvement Act ([FAUHBEEEERTEREE

CSA Canadian Standard Association (W FF VN REHE

DD Design Dossier [EU) T/ ERETCE

DfE Design for Environment RIEECE %G

DHF Device History File (7 A)A(FDA) JRLERED 7ML

DHF Design History File (7 AUA(FDA) JEETRRED 7ML

DHHS Department of Health and Human Services REHLESELSE

DHR Device History Record (7 A7 (FDA) 1 & S R FE 52 £%

DIN Deutsche Industrie Normen [FAYVIRAY T ERHE

Directive EU Directive [EU)JEUIES

DIS Draft International Standard ERRERE (ISOBEEREE)

DMR Device Master Record [7A)5H(FDA) ] R EB (R RREE)

DoC Declaration of Conformity [EUEEEEE

EAR Export Administration Regulations [7A)H])E@H EEHA

EBC Europe Business Council in Japan [EUIERME SRR tHhE

ECCN Export Control Classification Number [ZA)H]EHERH D EES

EDMA European Diagnostic Manufactures Association [EU)ER I ATt es Al 254

EEA European Economic Area [EU) RN 2% 5E18

EEE Electrical and Electronic Equipment EREFHEE

EFTA European Fee Trade Association [EUVIRRMBERE G ES

EIA Electronic Industries Alliance [FAVHIEFIES

EICTA /Iiurope.:ar? Information and Communication Technology Industry (EU )RR BB S B A E B

ssociation

EINECS European Inventory of Existing Commercial Chemical [EU)RK N BE 7RG 22 (L 22 1) R b
Substances

ELINGS European List of Notified New Commercial Chemical (EU)RK N B8R A 2 R L 22 ) R b
Substances

ELV End-of Life Vehicles Directive (EVIEBEHEES

EMC Electromagnetic Compatibility ESR AT TRV

EMF Electromagnetic Fields ANE~DEHRIRE

EMI Electromagnetic Interference BHHE

EMS Electromagnetic Susceptibility EX Rl

EN European Norm [EU)BR N R #&

ER Essential Requirement WABAEREIE

ErP Energy-related Products [EV]TaTH A ES




KIDEEEMRHRIT. EXGAREZBHTEHYER A SEEHELTHEENESN,

W 2% BARAH
ESD Electro—Static Discharge BHESNE

ESO European Standardization Organizatin [EU)ER M AZHE{L #E4E

ETSI European Telecommunications Standards Institute [EV]RUINE B EZE LS

EUCOMED European Confederation of Medical Suppliers Association [EU]ER N EE# I ES TS

EWRA Electronic Waste Recycling Act (ZFAIA-HVTAHIL=TIN]EFHEZEED) A IILE
FAERS FDA Adverse Events Reporting System [ZAUA(FDA) JEEEZHREAT LA

FCC Federal Communications Commission ([FAUNIERBEZESR

FDA Food and Drug Administration (FAIHEREERB

FDAMA Food and Drug Administration Modernization Act (7AVHIEREERZBERILE

FDCA Food, Drug and Cosmetic Act (FAIAHIEREERILHERE

FMEA Failure Mode and Effect Analysis BEE—RFEZDEZEDRETAE

FOIA Freedom of Information Act (7 AUH)IERARIE

GAD Gas appliances Directive Appliances [EU)H R#2835 5

GADSL Global Automotive Declarable Substance List BEEXFR—LPEHEIXL

GC-MS Gas Chromatography—mass spectrometry HROOINI 7B EnHE

GCP Good Clinical Practice (BAR]ERRHERE

GHS gLoebi:lé/a:-;armonized System of Classification and Labelling of EEEDOSESLUERICET 2 HRAS 2T L
GHTF Global Harmonization Task Force ERHSRMNERESLRE

GLP Good Laboratory Practice ERHAREE

GMDN Global Medical Device Nomenclature EREBEEIRIORADEE

GMP Good Manufacturing Practice HETERUREESERA

GPSD General Product Safety Directives [EU]—RE R RELES

GPSV General Principles of Software Validation [ZA)A(FDA) IR T7 /N T—2a D —iRRE|
GQP Good Quality Practice mMETEARE

GVP Good Vigilance Practice HERGTHRETEEERE

HACCP Hazard Analysis and Critical Control Point BREEDRFEEEFE

HDE Humanitarian Device Exemption NEHIERRG kA%

HHS Health and Human Services (7A)DIRIEELE

HIS Hospital Information System RIEIERS AT L

HPVC High Production Volume Chemicals BEEELEYEARTOISL

HS Harmonized Standards [EV]ZE &%

HS Code Harmonized Commodity Description and Coding system ER##—E RS AV AT LA

IDE Investigational Device Exemption [7 A1) 751 (FDA) ;455 FA EFE#E28 DB A & ik

IEC International Electrotechnical Commission ERERIZERE

IECEE giqiisizt:tmazg %Zr:g;rggtzt:ssessments for Electrotechnical IECTE S35 & 1BA8 8 & M S ER ]

IFU Instructions For Use Bk ERBRE

IMDS International Material Data System BEEERRATHHET —EIR—X
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IOM Institute of Medicine (7 AYH]IEZHERR
IS International Standard EFRRE
ISO International Organization for Standardization ERZEE LR
IUCLID International Uniform Chemical Information Database ([EVIERR#H— L EMERRT —F3~—X
IVD In Vitro Diagnostics (Product) [7A1)5(FDA) A4\ 287 B (8L &)
IVDD In Vitro Diagnostic Devices Directive [EURN T E R RIS
JAMA Sheet JAMA/JAPIA Standard Material Datasheet EEM:] (i) BABRREATRR EPUROREI4 -7
JAMP Joint Article Management Promotion— Consortium [BR)7—TAONNIAR DAV ERES
JGPSSI Japan Green Procurement Survey Standardization Initiative [BR)V)—VERBE L@t ihEs
JIG Joint Industry Guide DA AVE RN = HARSAY
JSA Japanese Standards Association [BR]—HMREAEEANBARBFEHE
J-Moss ]‘Ehe markipg for presence f’f the ‘specific chemical substances (BA)ES - ERHEQETEDILEMENSEE TS
or electrical and electronic equipment JIS C 0950
LVD Low Voltage Directive (EUIEBERS
MD Machinery Directive (EUIHHHIE T
MDA Medical Devices Agency (A FUR)EEHIT
MDD Medical Device Directive [EUIEE#FIES
MDL Medical Device Listing / Medical Device Labeling (747 (FDA) JERMREF / ERHEBRT
MDR Medical Device Reporting / Medical Device Regulation (7 A7 (FDA) ]EEHIRE / EERMEISRT
MDUFA Medical Device User Fee Amendments [7A)AH(FDA) ]EEMI 1 — —DJ—IE1E
MEDEC Canada’ s Medical Devices Technology Companies (W F)h T EEESES
MFP Multifunction Peripheral ZHEREREDEE
MHRA Medicines and Healthcare Products Regulatory Agency ((FURIEEEERT
MIAA Medical Industry Association of Australia [F—RESVTIA—RNS) TEEEBEERS
MIL Military Standard (7 AUB B RGBT E RS
MRA Mutual Recognition Agreement WHERZBHE
MSC The Member State Committee [EUIREACHMEEZES
MSDS Material Safety Data Sheet IGReT—42—
NB Notified Body & R FE AR B
NCCLS National Committee for Clinical Laboratory Standards [ZAHIKEERREZERES

New Approach

New Approach Directives

[EU]l=a—770—F§ S

NHS National Health Service (1 FIRIERFREY—ER

NLF New Legislative Framework [EU)ETLLER#HE &

NRTL National Recognized Testing Laboratories [7A)H]IKEERZ KRR
NWML National Weights and Measures Laboratory (/X R]IE L EETRIAER
OHSAS Occupational Health and Safety Management Systems FEREFMEIRIOAIN AT L
oJ Official Journal of the European Union [EUJEUD E R

OR Only Representative ME—OREA
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OTC Over The Counter —RAEES

PBB Polybrominated Biphenyl RYRIEEZZZIL

PBDE Polybrominated Dipheny! Ether RUYRESTIZLI—TIL

PD Predicated Device ERTF s (TERT D1 ER)

PDP Product Development Protocol [7A)AH(FDA) JEL SR TORaL

PED Pressure Equipment Directive [EU]E H#RES

PM Parts Master Rk - 1=y MR SR AE R

PMA Premarket Approval [7A)H (FDA) JTHERETAER

PMS Post Market Surveillance [7 A7 (FDA) I EREZAE

PPE Personal Protective Equipment [EUJANAREERS

PPI Patient Package Insert [7AUA(FDA) JBEARMNXE

Prop85 Safe Drinking Water and Toxic Enforcement Act of 1986 [7AUH-HUTH LT M]TOKS 266

Proposition 65

PS Product Structure BB

QMS Quality Management System MEBEIRDAVINRT L

QSIT Quality System Inspection Technique [(7A)A(FDA) ]RBE L RATLEERAHAR

QSR Quality System Regulation [7A)A(FDA) 1B R T LI

R&TTE Radio and Telecommunications Terminal Equipment Directive |[EU)JZEE#R - B{SiHRKI4EB[IES

RED Radio Equipment Directive [EU)EEHIIES

RA Regulatory Authority HREEE

RA Risk Assessment YROTERAVE

RAPEX Rapid Alert System for dangerous non—food products [EU]RR N HEARIFER AT L

REACH gﬁii:q’?gz’iisc)n, Evaluation, Authorization and Restriction of [EUMEEME O &1 . SE{f . SRR 4 L UEIR I-BI 4 288l

RoHS the Restriction of the use of certain Hazardous Substances in [bEi]%ﬁ%%*ﬁ%%ﬁ(iﬁihéﬁiﬁﬁmgo)ﬁﬁﬁ%‘]BE(:F;’?T%;
electrical and electronic equipment Ehar)

RTCA Radio Technical Commission for Aeronautics [7AVAIKEMEBRRTE RS /MBI EEREHE

SAICM Strategic Approach to International Chemicals Management EERMGIEEDEEED - BT O—F

SAL Sterility Assurance Level W|MERIELANIL

SAR Specific Absorption Rate BB TR ILF—LEIRIRER

SC Sub Committee HREER

SDs Safety Data Sheet EEMERET 50—

SE Substantial Equivalent REWRE AENRESE

SIEF Substance Information Exchange Forum WEIERH J4—T5 L

SIN List Substitute It Now!List 7 Latzy9 (ChemSec) ASRHDHELITRE T NESVHC X+

SOP Standard Operating Procedure TEMEEFIEE

SOUP Software of Unknown Provenance RRBEAFRALYILIIT

SPVD Simple Pressure Vessels Directive [EVIBSEHiES

STED Summary Technical Documentation B ERE

Sub Single Use Device B [ 5 RS
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EXGBEARFRMTEIHYERA SEERELTEELZEL,

W &% AR
SVHC Substances of Very High Concern [EV)E%smE

TBT Technical Barriers to Trade B S OHEITES

TC Technical Committee HifZEER

TCF Technical Construction File BRI 7L

D Technical Documentation BT E

TSCA Toxic Substances Control Act (7AVHIKEBEEHERGE

TRF Test Report Form FANR—FTH—LA

UNI Ente Nazionale Italiano di Unificazione (1 52)7142) 7 iRE L

vGal ¥2Luhn:2£/g$%r;tJ$ni?]lincil for Interference by Information [BA]—# B EEAVCCHE S

VDE Verband Deutscher Elektrotechniker [FAVIRrYBESREMHS

WEEE Waste Electrical and Electronic Equipment Directive [EV]IESEFHEREEMICEATIES
wt% weight percent E=2/\—t ok sWWERL

WTO World Trade Organization HRE S #HE

XRF X-Ray Fluorescence analysis BIXIRA .

3C China Compulsory Certification [ o [E ] A [l 58§ 52 A il B

(FH28%6 A20E B &)




