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Nomenclature system for medical devices for the purpose of regulatory

1 CR 13217-1998 AT ENSIERIENETRENAETRR EXRE -
data exchange - Rationale
2 CR 14060-2000 EfrigEmnirae] Medical device traceability
3 CR 14230-2001 AT ENSUEIRENNSRETIREAE (ISO/TS Global medical device nomenclature for the purpose of regulatory data
20225:2001 ) exchange (ISO/TS 20225:2001)
4 EN 1041-1998 | iRHNETERER Information supplied by the manufacturer with medical devices
5 EN 1174-1-1996 SN oA S5 | B Sterili%ation of medical devices. - Estimation of the population of micro-
organisms on product - Part 1: Requirements
6 EN 1174-2-1996 ST P A A AR 528 - 155 Sterlll;aﬂon of medical dewces. = E'stlmat|on of the population of micro-
organisms on product - Part 2: Guidance
T — Sterili%ation of medical devicesj - E§timation of the populatiqn ofmicro»
7 EN 1174-3-1996 N organisms on product - Part 3: Guide to the methods for validation of
BARBATSEISR A .
microbioloaical techniques
8 EN 12218-1998+A1-2002 |EfFiRERIFER S Rail systems for supporting medical equipment
NS : RS R ETE R : - - - — —_—
9 EN 12286-1998+A1-2000 W@l‘l{&ﬁ@ﬁ"%ﬁﬁk EYRRERPHEONE WEUE |In vitro d!agnos.tlF medical de\{lces Measurement of quantities in samples
EFE of biological origin - Presentation of reference measurement procedures
{ROMSHREE T 2ot EVRIRRERTAEONE #EYWE  |In vitro diagnostic medical devices - Measurement of quantities in samples
10 EN 12287-1999 e . R L o .
bi:7% of biological origin - Description of reference materials
11 EN 12322-1999+A1-2001 |HRONSHTEER S MAMSFSeEE Rt m A In vitro dlagnos.tlc .medlcal devices - ‘Culture media for microbiology -
Performance criteria for culture media
12 |EN 12376-1999 ROMSHREETTEE  FRBIERSIREANE R EMFRERMIAI  |In vitro diagnostic medical devices - Information supplied by the
ZHFIBEE manufacturer with in vitro diagnostic reagents for staining in biology
13 |EN 12442-1-2000 ErgEshEhEREIARRESTEY $185 : & |Animal tissues and their derivatives utilized in the manufacture of medical
PIFIEE devices - Part 1: Analysis and management of risk
14 |EN 12442-2-2000 ErgEshEhEREIARRESTEY 5285  35& |Animal tissues and their derivatives utilized in the manufacture of medical
EETORIBATHEE] devices - Part 2: Controls on sourcing, collection and handling
N g - - . |Animal ti d their derivati tilized in th fact f medical
o |wscsome  [E7ESSEMERSIRGRARGEY Sy ma [ e Lo e et e e o7
FUERMEHRHBRFD/ S LATIRIE L
and transmissible agents
16  |EN 13532-2002 B BAINSETET ISR —RREK General requirements for in vitro diagnostic medical devices for self-testing
17 |EN 13612-2002+AC-2002 |{A9NSHET & B AETE Performance evaluation of in vitro diagnostic medical devices
=5, KIEMEZETIAE $159 | BT EEEEHPEE |Air, water and difficult terrain ambulances - Part 1: Medical device interface
18 EN 13718-1-2002 Wyt . - .
g EOEK requirements for the continuity of patient care
19 EN 13726-3-2003 EEHERIGE EOICIBRA S E S35 - kit Non—ﬁctwe medical devices - Test methods for primary wound dressings -
Part 3: Waterproofness
20 EN 13726-4-2003 EEHERIGE EOIBRA S S AR - At Non—ﬁctwe medlcefl.devu:es - Test methods for primary wound dressings -
Part 4: Conformability
21 EN 13726-6-2003 EEHERIGE EOIIB e F 5655 - Shkias] Non—ﬁctwe medical devices - Test methods for primary wound dressings -
Part 6: Odour control
N N " e e |SUrgicald , d cl ir suits, used dical devices, f
o | |[STSSGRS. GRS AT, & (a2 tote S e 7 v e e
BINBEESK F18S « BIEE. INIE~RN— ' ’
manufacturers, processors and products
23 EN 13975-2003 NI RE SRR S Sam!olmg pr.ocedures .tJSfed for acceptance testing of in vitro diagnostic
medical devices - Statistical aspects
24 |EN 14079-2003 IHSHETIRE  BiBStEL . BRASISTOEALIRAIMEAEE  |Non-active medical devices - Performance requirements and test methods
SKELRE % for absorbent cotton gauze and absorbent cotton and viscose gauze
25 EN 14180-2003 EFNEE MRS S RIS Sterilizers for medl.c.al purposes.— Low temperature steam and
formaldehyde sterilizers - Requirements and testing
26 |EN 1639-1996 FrlE FRBETIRSE 8 Dentistry - Medical devices for dentistry - Instruments
27  |EN 1640-1996 FRF FRFBETES 8% Dentistry - Medical devices for dentistry - Equipment
28 EN 1641-1996 TR FRIBETFES 8 Dentistry - Medical devices for dentistry - Materials
29 EN 1642-1996 TR FRIBETFEE FREAY Dentistry - Medical devices for dentistry - Dental implants
iE59E8. (ELANETETESMAE 6% /RAVHER A EL %1% | Conical fittings with a 6 % (Luer) taper for syringes, needles and certain
30 EN 1707-1996 N K . -
3 other medical equipment - Lock fittings
31 EN 20594-1-1993+A1- iEETRS. LM EMBETFESM6% ( 2/R ) AOiERZESL 581 |Conical fittings with a 6% (Luer) taper for syringes, needles and certain
1997+AC-1996 B —HEEK other medical equipment; part 1: general requirements (ISO 594-1:1986)
32 EN 30993-3-1993 BEITESmAIAE AN SE3E s E S, BUBMANEIES | Biological evaluation of medical devices;-Part 3: Tests for genotoxicity,
[EanE o carcinogenicity and reproductive toxicity (ISO 10993-3:1992)
33 EN 30993-6-1994 S EEST, 62 NS BRI Elologlcal.evaluanon of ms:-dlcal devices - Part 6: Tests for local effects after
implantation (ISO 10993-6:1994)
34 EN 455-1-2000 RMERIETEE S15 | PSRRI Medical gloves for single use - Part 1: Requirements and testing for
freedom from holes
35 EN 455-2-2000 RMERETEE B2 | YIB AL RA Med{cal gloves ff:)r S|.ngle L!SE - Part 2 Requlr‘ements an-d testing for
physical properties (including Technical Corrigendum 1:1996)
36 EN 455-3-1999 RMERETEE S35« YT HE R Medlcafl gloves fo-r single use - Part 3: Requirements and testing for
biological evaluation
37 |EN 45502-1-1997 TENERNET SR 18D - HiERRMN%TS. RoA |Active implantable medical devices - Part 1: General requirements for
ERH—REK safety, marking and information to be provided by the manufacturer
38 EN 46003-1999 ERAR ERGE EN 1SO 9003MBMHSHER Qualﬂlty systems - Medical devices - Particular requirements for the
application of EN ISO 9003
39  |EN 475-1995 ErigE BSIREES Medical devices - Electrically-generated alarm signals
20 |EN 50103-1995 BREEEREIEN) ET =M/ AISO 9001/EN 46001 |Guidance on the application of ISO 9001 and EN 46001 and of ISO 9002
FOISO 9002/EN 460025 FRiEES and EN 46002 for the active (including active implantable) medical device
M EN 550-1994 SN RS2 e B AR Stz‘erilizatic?r? ofAmedicaI devices - Validation and routine control of ethylene
oxide sterilization
EN 55011-1998+A1- T RBE E (ISM) S5 BRSNS WES quustnal, scientific aer Amedlc‘aI‘(ISM) radio-frequency equipment - Radio
42 1999+ A2-2002 AR disturbance characteristics - Limits and methods of measurement (CISPR
! 11:1997, modified)
Tk, BZ. BT (ISM) 95Tk BREGEISYT WES
43 EN 55011/prA3-1998 HIRE  15%prA3 Amendment 3 to CISPR 11
44 |EN 55011/prAA-2002 Tk, & BEy7 (ISM) §H0RE BEHEMEE WESS |Industrial, scientific and medical (ISM) radio-frequency equipment - Radio
P EFIBRIE  1E8prAA disturbance characteristics - Limits and methods of measurement
~E s 5 ST - = - = - = -
45 EN 55011/prAB-2002 Tk, & BEy7 (ISM) §H0RE  EHEMEYE  WESS |Industrial, scientific and medical (ISM) radio-frequency equipment - Radio

EFNBRME  {EprAB

disturbance characteristics - Limits and methods of measurement
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Industrial, scientific and medical (ISM) radio-frequency equipment - Radio

46 EN 55011/prAcC-2002 ETIRR{E  {E3prAC disturbance characteristics - Limits and methods of measurement
EN 552-1994+A1- SO i N Sterilization of medical devices - Validation and routine control of
ViHEs IRETiES L3 1 AFf a I
47 1999+A2-2000 EFTRRARS RATRSARATIRALE ) sterilization by irradiation
48 EN 554-1994 S S AR Ster.llilzat.|on of mec'ilcal devices - Validation and routine control of
sterilization by moist heat
P Sterilization of medical devices - Requirements for medical devices to be
49 EN 556-1-2001 EF%WB@ HE IR RUE HIESTRRAER R1E designated "STERILE" - Part 1: Requ?rements for terminally sterilized
2 : ERRBMET R medical devices
Luminaires - Part 2: Particular requirements - Section 25: Luminaires for use
32T/ . N
50 EN 60598-2-25-1994 AR B2 WAER $251 : ERMETRETOE in clinical areas of hospitals and health care buildings (IEC 60598-2-25:1994
REBITR -
+ Corrigendum 1994)
Medical electrical equipment - Part 2-11: Particular requirements for the
-2- - SZRLN - NS
>1 EN 60601-2-11-1997 ETRSRE B0 | yARaTREXSTRER safety of gamma beam therapy equipment (IEC 60601-2-11:1997)
IZT_EE. e =2 - 165 EER. e, MRS Medical electrlcal‘equipment - PZle't‘Z-lG'Z Particular reql{|remfants forfhe
52 EN 60601-2-16-1998 e EHER safety of haemodialysis, haemodiafiltration and haemofiltration equipment
i ; (IEC 60601-2-16:1998)
EN 60601-2-17-1996+A1- | EFEBSiEE  2- 1785 ERETIRRL SEEEES Medical electrical equipment - Part 2: I?art|cu|ar requirements for'the safety
53 1996 T LRER of remote-controlled automatically-driven gamma-ray after-loading
= equipment (IEC 60601-2-17:1989)
EN 60601-2-18-1996+A1- - R o A e ; Medical electrical equipment - Part 2: Particular requirements for the safety
> 12000 ETRTRE $2- 1880  WRRRERSTHER |t endoscopic equipment (IEC 60601-2-18:1996)
EN 60601-2-19-1996+A1- _ EETA o TR ; Medical electrical equipment - Part 2: Particular requirements for the safety
> 11996 ETRSRE 52- 1980 : BIUSHERSTRER of baby incubators (IEC 60601-2-19:1990)
. . Medical electrical equipment - Part 2-2: Particular requirements for the
iy Iy I - AN = LAZ 3]
%6 EN 60601-2-2-2000 ETRSRE 82- 280 BAFARERSTRER safety of high frequency surgical equipment (IEC 60601-2-2:1998)
— Medical electrical equipment - Part 2-20: Particular requirements for safety
-2-20- 0 AN 2 3
2 2] U2 ETRaRE $2- 2055  EEFERETREK of transport incubators (IEC 60601-2-20:1990 + A1:1996)
EN 60601-2-21-1994+A1- - _ ST o TIEE . L. |Medical electrical equipment - Part 2: Particular requirements for the safety
>8 1996 ETRSRE 52- 2150 : B UENRERRSTRER of infant radiant warmers (IEC 60601-2-21:1994)
50 |EN 60601-2-22-1996 EFESIRE 5§52 - 2289 | SHHIATEEERER SR [Medical electrical equipment - Part 2-22: Particular requirements for the
4ETRESK safety of diagnostic and therapeutic laser equipment (IEC 60601-2-22:1995)
s Medical electrical equipment - Part 2-23: Particular requirements for the
- D3EREN - LRREANFEIWSTIRG: 72
60 EN 60601-2-23-2000 g’;ﬁ SRE B2- 2389 | EROEENRENREEH safety, including essential performance, of transcutaneous partial pressure
monitoring equipment (IEC 60601-2-23:1999)
61 |EN 60601-2-24-1998 EFBRRIRE %52 - 2485 | REIIEHIEE ISR LS E |Medical electrical equipment - Part 2-24: Particular requirements for the
K safety of infusion pumps and controllers (IEC 60601-2-24:1998)
EN 60601-2-25-1995+A1- L OEERA .« - g, Medical electrical equipment - Part 2: Particular requirements for the safety
b2 1999 ETRaRE 22 2559 - DRENZSTRER of electrocardiographs (IEC 60601-2-25:1993)
ERRSRE 52 - 2854 | ErSE G EAAX Medical electrical equipment; Part 2-28: particular requlrements for t.he
63 EN 60601-2-28-1993 P safety of X-ray source assemblies and X-ray tube assemblies for medical
B © diagnosis (IEC 60601-2-28:1993)
64 |EN 60601-2-29-1999 EFBRRIRE 52 - 29890 | BEIT AR EELSAVEIAE |Medical electrical equipment - Part 2-29: Particular requirements for the
K safety of radiotherapy simulators (IEC 60601-2-29:1999)
EN 60601-2-3-1993+A1- e . Medical electrical equipment; part 2: particular requirements for the safety
6 1998 ETRSRE 52350  BRarREReTHER of short-wave therapy equipment (IEC 60601-2-3:1991)
ESmsSieE 523054 | HIERERIESSH Medlca'l elect.rlcal equment - Part 2-30: Part|cu|ar.reqU|r.ements for th.e
66 EN 60601-2-30-2000 R safety, including essential performance, of automatic cycling non-invasive
S blood pressure monitoring equipment (IEC 60601-2-30:1999)
o EN 60601-2-31-1995+A1- |EfFEEEIRE 52 - 3189 | EEWIPEERAIAIMOERRE [Medical electrical equipment - Part 2: Particular requirements for the safety
1998 BLLERER of external cardiac pacemakers with internal power source (IEC 60601-2-
. Medical electrical equipment - Part 2-33: Particular requirements for the
=2 [ ZAN 2 Ja¥
68 EN 60601-2-33-2002 Egiﬁuﬁ $2-33: 89 : ECWARSURRERS safety of magnetic resonance equipment for medical diagnosis (IEC 60601-
© 2-33:2002) / Note: Endorsement notice
N - Medical electrical equipment - Part 2-34: Particular requirements for the
2 - 348B5 - TR s . . . . .
69 EN 60601-2-34-2000 iﬁ'%ﬁ%uﬁ 82 - 3487  BENEEMRERSNHS safety, including essential performance, of invasive blood pressure
monitoring equipment (IEC 60601-2-34:2000)
N N Medical electrical equipment - Part 2-36: Particular requirements for the
-2- - =1 - e VAN 3
i N G Ay ERNRE 22 - 3659  IONERIMIRERHER safety of equipment for extracorporeally induced lithotripsy (IEC 60601-2-
ErmaRE B2 375 | BEERSESeERe Medical electrical‘equipr‘nent‘— Part 2‘—37: Particu.lar ‘requirer-nents for the
71 EN 60601-2-37-2001 HREER safety of ultrasonic medical diagnostic and monitoring equipment (IEC
; 60601-2-37:2001)
EN 60601-2-38-1996+A1- . T o R \ Medical electrical equipment - Part 2: Particular requirements for the safety
2 2000 ERRRE 22 - 3859 | EREBARIIRSRHER of electrically operated hospital beds (IEC 60601-2-38:1996)
N N, Medical electrical equipment - Part 2-39: Particular requirements for the
-2- - =30 - SZLN - yay 3
& N GUElAEHEEE ERaRE 223955 | BREMRERSTRAER safety of peritoneal dialysis equipment (IEC 60601-2-39:1999)
74 |EN 60601-2-4-2003 EfTESIRE  $52-4%9 ORI ATRIEL MRS |Medical electrical equipment - Part 2-4: Particular requirements for the
B3R safety of cardiac defibrillators (IEC 60601-2-4:2002) / Note: Endorsement
e EFESIRE 52 - 40809 | BFHEMHCSRIERRILIR |Medical electrical equipment - Part 2-40: Particular requirements for the
BREETREK safety of electromygraphs and evoked response equipment (IEC 60601-2-
76 |EN 60601-2-41-2000 EFBRRIRE %52 - 4185 | IMRIFATTNSH RN Y% |Medical electrical equipment - Part 2-41: Particular requirements for the
SERER safety of surgical luminaires and luminaires for diagnosis (IEC 60601-2-
77 |EN 60601-2-43-2000 EFESIRE 52 - 4385  NNITEAXFLIRELLE |Medical electrical equipment - Part 2-43: Particular requirements for the
AEK safety of X-ray equipment for interventional procedures (IEC 60601-2-
N o ., Medical electrical equipment - Part 2-5: Particular requirements for the
_2-5_ =0 - AN N aY S
L N G2 ERNRE 225800  BEArRERSTREKX safety of ultrasonic physiotherapy equipment (IEC 60601-2-5:2000)
79 |EN 60601-2-7-1998 ErRSiRE $2-73 BHIXETE R EREENSERLE |Medical electrical equipment - Part 2-7: Particular requirements for the
BLETHEK safety of high-voltage generators of diagnostic X-ray generators (IEC
EN 60601-2-8-1997+A1- |EmaRE 552 - 834 : 7610 KVEL MVIAR XSS Medical eIecFrlcaI equlprT]ent - Part 2: lfart@ular requirements for the safety
80 1997 EmmatEER of therapeutic X-ray equipment operating in the range 10 kV to 1 MV (IEC
60601-2-8:1987)
N . Medical electrical equipment - Part 3-1: Essential performance requirement
=2 _ N 4R VAN el
81 EN 60601-3-1-1996 ErRNRE 53 - 160  ERASEN ST for transcutaneous oxygen and carbon dioxide partial pressure monitoring

FPEAMREER

equipment (IEC 60601-3-1:1996)
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Safety requirements for electrical equipment for measurement, control and
laboratory use - Part 2-041: Particular requirements for autoclaves using

82 |EN 61010-2-041-199 5 BRI ER R LI =N T 7R RS HORRIAZER steam for the treatment of medical materials, and for laboratory processes
(IEC 61010-2-041:1996)
Safety requirements for electrical equipment for measurement, control, and
83 |EN 61010-2-045-2000 ME., BN ERAESIRRNTSER $2- 04588  |laboratory use - Part 2-045: Particular requirements for washer disinfectors
o Efr. #7, SEMAREAEGNREESNERERXK used in medical, pharmaceutical, veterinary and laboratory fields (IEC
61010-2-045:2000)
- . Safety requirements for electrical equipment for measurement, control, and
I8 eFOsTI =z aha _ N
84 EN 61010-2-101-2002 gzwﬁﬁjz;ai%iﬁiﬂzﬁiﬂg*;igx $2-101585 : laboratory use - Part 2-101: Particular requirements for in vitro diagnostic
s (IVD) medical equipment (IEC 61010-2-101:2002, modified)
S I A
BEEEE 0.5SMHZELSMHZREE SN KRS R Ultrasomcs.— flelds - Guidance for thg measuremejnt anq charactgnzatlon
86 EN 61220-1995 ., e . M of ultrasonic fields generated by medical ultrasonic equipment using
AT R E R AR hydrophones in the frequency range 0,5 MHz to 15 MHz (IEC 61220:1993)
87 EN 61262-1-1994 EFBRRIRE KEX-HEMGIERssEE %189 1 A5 |Medical electrical equipment - Characteristics of electro-optical X-ray
FFHINE image intensifiers - Part 1: Determination of the entrance field size (IEC
28 EN 61262-2-1994 EFBRIRE KEX-SEMGRIERssEE 5289  #8 |Medical electrical equipment - Characteristics of electro-optical X-ray
EFHGNTE image intensifiers - Part 2: Determination of the conversion factor (IEC
ESRERE X SIAR MRt 3 | B Medlca.l elect'rl.cal equmfant - Cha‘rac'ferlstlcs of elec.tro—optl‘cal ?(—ray
89  |EN 61262-3-1994 SERIH IS image intensifiers - Part 3: Determination of the luminance distribution and
* luminance non-uniformity (IEC 61262-3:1994)
20 EN 61262-4-1994 IZT_EE. RE  HEX-HEARRIEESEE 54889  §45% |Medical electrical equipment - Characteristics of electro-optical X-ray
FHINE image intensifiers - Part 4: Determination of the image distortion (IEC
ESRERE X SIARGRIEt  E5E RE Medlca.l elect'rl.cal equmfant - Cha‘rac'ferlstlcs of electrt.)—optlcal X-ray
91 EN 61262-5-1994 PRI image intensifiers - Part 5: Determination of the detective quantum
e efficiency (IEC 61262-5:1994)
s oo |ETSTEN Sxmmmmmmme weme e |n St R et st and vaing
Nlt=s -
ERBESATNE glare index (IEC 61262-6:1994)
ESmaRE SaX- AR RIEt ST - 15k Medica.l elect'ri.cal equipmfant - ChéracFeristics of electro—gptical X-ray
93 EN 61262-7-1995 (ERTAETE image intensifiers - Part 7: Determination of the modulation transfer
I function (IEC 61262-7:1995)
T e e K e
TR, EEEERELIGENES 52155  E Safe.ty of powe.r transforme-rs, poyver supply units and similar - Part 2—1;:
95 EN 61558-2-15-2001 R PR T AR TR R Particular requirements for isolating transformers for the supply of medical
4 - = ; locations (IEC 61558-2-15:1999, modified)
e e MediFaI electrical equipment - Dosimetric insttrur.rlents u.sed fc.>r non-
96 EN 61676-2002 ORI invasive measurement of X-ray tube voltage in diagnostic radiology (IEC
R 61676:2002) / Note: Endorsement notice
97 EN 724-1994 FoRETRSMAIEN29001, EN46001, EN29002, Guidance on the application of EN 29001 and EN 46001 and of EN 29002
EN4600 2t AR FRfERD and EN 46002 for non-active medical devices
08 EN 737-1-1998 B ShSERg S | ERE S ES R s m:g;zjll gj:;;lzﬁl(lin:ascﬁs:;ms - Part 1: Terminal units for compressed
g9 |EN737-2-1998+A1- ErSAEERS 5259 | MBESIFHNERS EAE |Medical gas pipeline systems - Part 2: Anaesthetic gas scavenging disposal
1999+AC-2000 K systgms - Basi_c re_quirements _ i
100 El;lg;il—zjgzg+Al— B S ERS S35 | ERE SRS A ie.;cilsczln%ajar:upjrlrl‘ne systems - Part 3: Pipelines for compressed medical
101 EN 737-4-1998 SRS ER SAE | IS R n Sh:z\cli;acl’igzsssi):rse systems - Part 4: Terminal units for anaesthetic gas
102 |EN 738-4-1998+A1-2002 |ERSHREAETSE S5 - B e RREENELE Pressure regulators for L-JSe with m?dlc‘al gases - Part 4:.Low—pressure
requlators intended for incorporation into medical equipment
103 |EN 739-1998+A1-2002 | EFSFSEBEERERYG Low-pressure hose assemblies for use with medical gases
104 [EN 793-1997 Er IR SR S IAER Particular requirements for safety of medical supply units
105 |EN 868-1-1997 ZEBNETSEMAEEMEFIRS 51585 | —ARERANK | Packaging materials and systems for medical devices which are to be
Ldabr sterilized - Part 1: General requirements and test methods
Packaging materials and systems for medical devices which are to be
106 |EN 868-10-2000 ééiﬁﬁﬂﬁlgrﬁgmﬁﬁﬂ‘ﬁﬁﬂﬂ]%iﬁ $E108R5> : 4EFm st |sterilized - Part 10: Adhesive coated nonwoven materials of polyolefines for
. BIFNSENRIEEHIEREIERSEL B3R use in the manufacture of heat sealable pouches, reels and lids -
Requirements and test methods
107 |EN 868-2-1999 ZESMNETSEMAEEMEFIRS 552585  HSEEY  |Packaging materials and systems for medical devices which are to be
BERINA sterilized - Part 2: Sterilization wrap - Requirements and test methods
Packaging materials and systems for medical devices which are to be
108 |EN 868-3-1999 ZHESNETRMAEEMEIIRS 835880 : £r-RR sterilized - Part 3: Paper for use in the manufacture of paper bags
( EN 868-4¥E ) FIEF~2fNERAL ( EN 868-5HIE (specified in EN 868-4) and in the manufacture of pouches and reels
(specified in EN 868-5) - Requirements and test methods
109 |EN 868-4-1999 ZESHETSMBEEMEIIRS $4585 | L BRM  |Packaging materials and systems for medical devices which are to be
RIRTTiE sterilized - Part 4: Paper bags - Requirements and test methods
5 o N o N Packaging materials and systems for medical devices which are to be
== ! 4 A e 5
110 |EN 868-5-1999+AC-2001 ?ﬁngﬂj’fﬂiﬁﬁggg@igif;?;ﬁsxf 0. EHBR steril?zeq - Part 5: He?t and selfi—sealable pouches and reels of paper and
plastic film construction - Requirements and test methods
i |ssom | SASSETSRRSERS moy ez oo T Mo o ol e v T
IREERIE SN ERSARNGE EXRINART5E S y - S -
sterilization by ethylene oxide or irradiation - Requirements and test
Packaging materials and systems for medical devices which are to be
112 |EN 868-7-1999 ZESHNETSEMBEEMEIIRSR H7885 | £F2E W |sterilized - Part 7: Adhesive coated paper for the manufacture of heat
JEEESTH SN ERAEHEATRRA MR ER sealable packs for medical use for sterilization by ethylene oxide or
irradiation - Requirements and test methods _ _
113 [eN 86881999 emmmErmmEmRTRS wems - raeN 285 |00 T e seriers
HEFSHSRATESERNESERE EXRN1R '

conforming to EN 285 - Requirements and test methods

=
=




WK = IT B £ (EN medical standards)

ZHSNETRMAEEMRINRS F85 | £F-AmiR

Packaging materials and systems for medical devices which are to be

114 |EN 868-9-2000 R A R, ERAT sterilized - Part 9: Uncoated nonwoven materials of p?lyolefines for use in
the manufacture of heat sealable pouches, reels and lids - Reguirements
R WIEXESW RS X TINENL SIS IREZAYEN 29001, |In vitro diagnostic systems - Guidance on the application of EN 29001 and
EN 46001, EN 29002, EN 46002095 FERs EN 46001 and of EN 29002 and EN 46002 for in vitro diagnostic medical
116 |EN 980-2003 BT sRmins FERAA S Graphical symbols for use in the labelling of medical devices
. - . - Medical suction equipment - Part 1: Electrically powered suction
-1- i Jaz F [ ZAN . 5
117 EN ISO 10079-1-1999 EFRSIEE BIED : BARSlNE RLEK equipment - Safety requirements (ISO 10079-1:1999)
. - . Medical suction equipment - Part 2: Manually powered suction equipment
-)- 1) JAz RTLN - YAz
118  |ENISO 10079-2-1999 ETIRGIIRE  $289 | FRR5IRE (ISO 10079-2:1999)
119 |EN SO 10079-3-1999 ESRIIGE 3mSR e Medical suction equipment - Part 3: Suct.lon equipment powered from a
vacuum or pressure source (ISO 10079-3:1999)
. q . . Biological evaluation of medical devices - Part 1: Evaluation and testing
1- 5 AT A AN AN = 7
120  |ENISO 10993-1-2003 EFREMAVEMFTN B8 | T EHe (ISO 10993-1:2003)
. . Biological evaluation of medical devices - Part 10: Tests for irritation and
-10- 5 AALNT A AN INT= &
121 |ENISO 10993-10-2002 |BEf7REMAVEMZFITN 510805 : RigSHENAR delayed-type hypersensitivity (ISO 10993-10:2002)
. N . Biological evaluation of medical devices - Part 11: Tests for systemic
-11- S RSATT AN /N . = A
122 [ENISO 10993-11-1995 |EfTEEMATEMIFIRN H11850 « 25F A toxicity (ISO 10993-11:1993)
123 |ENISO 10993-12-1996 |ERSSmisemsami S1284 « ReslEfaEy Biological evalue'ﬂon of medical devices - Part 12: Sample preparation and
reference materials (ISO 10993-12:1996)
ESSSHEESTY  S138 | B AE S e BIO|Og.I(.Ia| ?valua'ﬂon of mgdlcal devices - Part 13: Ideht|f|cat}on and.
124 |ENISO 10993-13-1998 P quantification of degradation products from polymeric medical devices
i (ISO 10993-13:1998)
125  |ENISO 10993-14-2001 ETESmAVEATN 14569 « BEMEMRTANREIS  |Biological evaluation of medical devices - Part 14: Identification and
BIREE quantification of degradation products from ceramics (ISO 10993-14:2001)
. Biological evaluation of medical devices - Part 15: Identification and
& AT AN VAN 1= N &
126 |ENISO 10993-15-2000 Eif%%mﬁ’]i%—y—lﬂn BLSHD : SMSOERRMETIH quantification of degradation products from metals and alloys (ISO 10993-
HSe 15:2000)
127 |EN SO 10993-16-1997 EITEEMAVAEEITN 1680 MRS S YA [Biological evaluation of medical devices - Part 16: Toxickinetic study design
SYMHFARIRT for degradation products and leachables (ISO 10993-16:1997)
EITEmAIAEETN  SB17ES - IR AIFAPRASEE | Biological evaluation of medical devices - Part 17: Establishment of
3 |[2N S0 alEEE A E allowable limits for leachable substances (ISO 10993-17:2002)
. - Biological evaluation of medical devices - Part 2: Animal welfare
- A AANT A 2L\ - -
129  |EN ISO 10993-2-1998 ETREMAOEMATN  $2809 « alDIRIPEK requirements (IS0 10993-2:1992)
. N . Biological evaluation of medical devices - Part 4: Selection of tests for
A 5 ALANT LA =D A | AIHAS2
130  |EN ISO 10993-4-2002 ETTRRMEIEIF IR S04RR SIUBARE RIS |~ < with blood (SO 10993-4:2002)
. . Biological evaluation of medical devices - Part 5: Tests for in vitro
_5- A AT AN 1 VAN 2= Ts
131  |EN ISO 10993-5-1999 TR0 S580 | ROMARBSIEIRIS cytotoxicity (ISO 10993-5:1999)
. N - Biological evaluation of medical devices - Part 7: Ethylene oxide
_7- A AT =RLN . G =
132 |ENISO 10993-7-1995 ETSMAOEMFATN B8  REIRKEREE sterilization residuals (ISO 10993-7:1995)
N ErSmMAVEYATN  $8ED  £YFRILSIREERANE |Biological evaluation of medical devices - Part 8: Selection and qualification
FERES of reference materials for biological tests (ISO 10993-8:2000)
EITESmAVAEDEAN SRR« BTEMRETNEMSSE [Biological evaluation of medical devices - Part 9: Framework for
134 |ENISO 10993-9-1999 . T I . .
220 identification and quantification of potential degradation products (ISO
135 ||ENISO 11737-2-2000 EfFSRMKE WEMFESE $52589 | BIAKEIGREF i |Sterilization of medical devices - Microbiological methods - Part 2: Tests of
1THEEIRE sterility performed in the validation of a sterilization process (ISO 11737-
136 |EN1SO 13485-2003 Ersh EESEAR  SEMERNER Medical devices - Quality management systems - Requirements for
requlatory purposes (ISO 13485:2003)
. N Clinical investigation of medical devices for human subjects - Part 1:
| SGERIE N+ —fREES
Ly || S0 iEs-lriE ARBETTEHAIRAEE 1355 FREEK General requirements (ISO 14155-1:2003)
n S Clinical investigation of medical devices for human subjects - Part 2:
! e RAS 3t (AN o |
138 |EN ISO 14155-2-2003 AFIRREERETRE $2895 : IGREET Clinical investigation plans (IS0 14155-2:2003)
o . N Sterilization of single-use medical devices incorporating materials of
5 ATV SEAA Bk
139 |ENISO 14160-1998 Eggﬁfﬁ;éﬁgﬁgﬁgﬁgﬁﬂﬁmm PAEHERE animal origin - Validation and routine control of sterilization by liquid
e AR sterilants (ISO 14160:1998)
140 |EN ISO 14161-2000 EFRMETmRE EWIERY SR, FRMRIRERR | Sterilization of health care products - Biological indicators - Guidance for
Big/m the selection, use and interpretation of results (ISO 14161:2000)
e N Sterilization of health care products - General requirements for
[=kyv3 Sy == 2| ML & s == e
141 |ENISO 14937-2000 Eﬁ{%ﬁfizu:IE BRI R BT ERRSITR. characterization of a sterilizing agent and the development, validation and
AR —RREK . L . )
routine control of a sterilization process for medical devices (ISO
142 5[(;101350 14971-2000+A1- B SRRSO ﬂzc;ii:-azloc(i)%vices - Application of risk management to medical devices (ISO
: )
] e . - Nomenclature - Specification for a nomenclature system for medical
- & aeTmym) gt BRI
W EY 0 1P W RTEEANERIE SRS ERAE devices for the purpose of requlatory data exchange (ISO 15225:2000)
Nomenclature - Specification for a nomenclature system for medical
144 |ENISO 15225/prA1-2002 (&% HATFEERRXRNETSEMGERAITE B%1 |devices for the purpose of regulatory data exchange; Amendment 1 (ISO
15225:2000/DAM 1:2002)
. ‘ o | In vitro diagnostic medical devices - Measurement of quantities in
12 Er =L -1 o~
145 |ENISO 17511-2003 gg;;gg%ﬁﬁiﬁi%ﬁuuﬁﬁmawa BRIRERRE biological samples - Metrological traceability of values assigned to
RE s calibrators and control materials (ISO 17511:2003)
o n o | In vitro diagnostic medical devices - Measurement of quantities in
2| % L phoe e \
146 |ENISO 18153-2003 g;;;ﬁ%ggﬁ{&iﬁi;{ﬁégig?ﬂﬁgE;D&ﬁ%ﬁu biological samples - Metrolog-ical traceab!lity of values for catalytic ‘
concentration of enzymes assigned to calibrators and control materials
147 |EN ISO 7405-1997 FRY BFFRNETSMEYESHIRRENTN ZFRl |Dentistry - Preclinical evaluation of biocompatibility of medical devices
RS TE used in dentistry - Test methods for dental materials (ISO 7405:1997)
EN ISO 9626-1995+A1- N . Stainless steel needle tubing for the manufacture of medical devices (ISO
(a1 ORERIEHE
148 o000 BENEEST AN AR E 9626:1991)
149 |ENV 1064-1993 s f BTN S O Mefilcal mformatlcs'— Standard communication protocol - Computer-
assisted electrocardiography
150 |ENV 1068-1993 Er e R e DA Z,Z?::ISICT;::“CS - Healthcare information interchange - Registration of
151 |ENV 12017-1997 EFEEE EFEEFEIC(MIVoc) Medical Informatics - Medical Informatics Vocabulary (MIVoc)
152 [ENV 12052-1997 ErEEY EfFpgiEE (MEDICOM ) Medical informatics - Medical Imaging Communication (MEDICOM)
153 |ENV 12264-1997 Erans MARsmStly e Medical informatics - Categorical structures of systems of concepts -

Model for representation of sematics

#
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=
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WK = IT B £ (EN medical standards)

154 |ENV 12388-1996 EFEEE FRETEFEFRSEE Medical informatics - Algorithm for Digital Signature Services in Health
155 |ENV 12435-1999 EraEs EEEeRERNEA Sl\:ieednlszlslnformatlcs - Expression of the results of measurements in health
156 |ENV 12443-1999 EFEEE  (REESHELE(HIF) Medical informatics - Healthcare Information Framework (HIF)
157 |ENV 12611-1997 EnEns BARRIEESE ErS Z/Ieevcijclzzl informatics - Categorial structure of systems of concepts - Medical
158 |ENV 12623-1997 EXEEY EETEREEFHENRRMR (MI- Medical Informatics - Media Interchange in Medical Imaging
MEDICOM ) Communications (MI-MEDICOM)
ETEER RMEERAREN (HISA) $E188% : {RfE+E |Medical informatics - Healthcare Information System Architecture (HISA) -
159 |ENV 12967-1-1998 .
B Part 1: Healthcare middleware layer
4. . ., |Nomenclature system for medical devices for the purposes of regulato
AT EEMIRRETREHE RS XTI RO ¢ ; ot ey v
160 |ENV 13004-1999 data exchange - Recommendations for an interim system and rules for a
FRERFAIRN f
uture system
161 |ENV 13607-2000 EEEE Er S R Heal.th. |nformat!cs.— Messages for the exchange of information on
medicine prescription
162 |ENV 13735-2000 BRERS SEEEXNET SSMAVERIEY Health informatics - Interoperability of patient connected medical devices
163 |ENV 13939-2001 RS B ARESHE HIS/RIS-PACKAIHIS/RIS B2tizr niaclitaf;itlcflzrt?:::z - Medical Data Interchange: HIS/RIS-PACS and HIS/RIS -
EFSHEERS H6580 | FEETFSAFIETALIRERME [Medical gas pipeline systems - Part 6: Dimensions and allocation of probes
164 |ENV 737-6-2003 — N X .
FRIRETAIRS for terminal units for compressed medical gases and vacuum
165 |HD 364 S2-1983 Efr X ERe ER R REEERE High-voltage cable plug and socket connections for medical X-ray
A . . Determination of the maximum symmetrical radiation field from a rotatin
166 |HD 513 S1-1989 EFZ MR ATERE SR XTI FRIBSHAATNE T Symim d
anode X-ray tube for medical diagnosis
167  |IEEE 1073-1996 EFigEBEnNEICiIESR (Medical device communications - Overview and framework)
168 |1EEE 1073.3.12-2000 T e (Medical deV|c.e comml.mlcatlons - 'I"r'ans.port profile - Connection mode;
Amendment 1: Corrections and clarifications)
160 |1EEE 1073.3.2-2000 E B (S I DA il\;l::;ig;ewce communications - Transport profile - IrDA based cable
170 |IEEE 1073.4.1-2000 EFEEBE EEEN BES (Medical device communications - Physical layer interface - Cable
171 |prEN 13159-1999 maANETIRENEESHE Compatibility of medical equipment with oxygen
172 |prEN 13824-2002 Er SN Fm N T RIS BRI Sterilization of mfadlcal devices - Yalldatlon and routine control of aseptic
processes - Requirements and guidance
{RINSHTEETTIRES IRMRIMMARRERER—RIETEZ |In vitro diagnostic medical devices - Single-use receptacles for the
173 prEN 14254-2001 . .
28 collection of specimens, other than blood, from humans
e Chemical disinfectants and antiseptics - Virucidal quantitative suspension
174 WEIHEHIFLESR AKETBUFHEAFIESRINRE S [P = VI &= o
prEN 14476-2002 e U aDA sapAL test for chemical disinfectants and antiseptics used in human medicine -
SERSFAN WRTTIEMEK (218/18 ) ;
Test method and requirements (phase 2/step 1)
175 |prEN 389-1990 IEEM T R AIRES Labelling of non-active medical devices
— S = e Active implantable medical devices - Part 2-1: Particular requirements for
176  |prEN 45502-2-1-2003 %ﬂjﬁﬁg)\ﬁgg‘ﬁ%ﬁ# SB2-13053 : X7 DA EAGEAE] active imglantable medical devices intended to treat brady(;rrythmia
ENETFRE OISR R EK. :
(cardiac pacemakers)
— 5 Sl Active implantable medical devices - Part 2-2: Particular requirements for
177  |prEN 45502-2-2-1998 EIPIRUENEST (e $52-2505 - P Iafr DalTEAELE active imglantable medical devices intended to treat tachygrrythmia
AIENETRRHAMSAEK ( EEEABRETELRS ) ) - s
(includes implantable defibrillators)
178  [prEN 50339-2000 ETigE  XSERA Medical devices - X-ray film
N L X CISPR 11, Ed. 4.0: Industrial, scientific and medical (ISM) radio-frequency
S P = I
179 |prEN 55011-2003 ;ﬂk‘ BF. BT (SM) s RREitE ez equipment - Electromagnetic disturbance characteristics - Limits and
EFIFRE
methods of measurement
T MR, CRYRC—D N Sterilization of medical devices - Requirements for medical devices to be
180 |prEN 556-2-2003 Eﬁ%%ﬁﬁ@;ﬁ% e . HISE" MEFTRRATER 258 designated "STERILE" - Part 2: Requ?rements for aseptically processed
2 IHEEENETTRRMAIEK : )
medical devices
N N e . Medical electrical equipment - Part 1-8: General requirements for safety;
181 |prEN 60601-1-8-2003 el %lﬁgﬁ | REEAER R8T - HIURE Collateral standard:qAIz’:rm systems; General requireqments, tests and g
RERG TRk HRMNER BETRFHNES ) 4 ) . ) I
quidance for alarm systems in medical electrical equipment and medical
Draft IEC 1010-2-041: Safety requirements for electrical equipment for
182 'EN 61010-2-041-1996 WE, BN =ABESIRENESER 552 - 41849 : |measurement, control, and laboratory use - Part 2-041: Particular
P EfF R IR R SO =00 T R RS AIRRE K requirements for autoclaves using steam for the treatment of medical
materials, and for laboratory processes
183 |prEN 61681-1-2000 By e BIES  ESLERERRSRE IEC (%1681;1. UItre.zsonlcs - F{elc! safety - Part 1: Classification scheme for
medical diagnostic ultrasonic fields
. IEC 61814: Appliances with human body contact electrodes - Safet
184 |prEN 61814-1997 AEMEIRER SRR SERN TR ER : PP : A Y
requirements for use without medical supervision
9 oo L IEC 61948-1: Nuclear medicine instrumentation - Characteristics and test
185 [prEN 61948-1-1998 RETN RS S50 - BIHEER =a - Radiati ;
conditions - Part 1: Radiation counting systems
186 /EN 61948-2-1998 BEFN BHIDRIRRM 2889 | INRBIENFAINERX |IEC 61948-2: Nuclear medicine instrumentation - Characteristics and test
p LR ERBAEL conditions - Part 2: Scintillation cameras and rotational tomographs
N N AT P IEC 61973: Ultrasonics - Field characterisation - Test methods for the
BEY B BTSRRI S i il
187 |prEN 61973-2000 e N determination of exposure parameters for the safety classification of
RITTIE . ) e
medical diagnostic ultrasonic fields
. oy N Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
4 AT A AN =
188 |prEN ISO 10993-3-2003 Egﬁgﬁﬂ’]ﬂi%?lﬁn S35 | BB, BBIENEE carcinogenicity and reproductive toxicity (ISO/FDIS 10993-3:2003) / Note:
iRt Intended as replacement for EN 30993-3 (1993-12).
Sterilization of medical devices - Information to be provided by the
189 |prEN ISO 17664-2003 ETEBOES BEERRMUNTTESEERKFIAEE  |manufacturer for the reprocessing of resterilizable devices (ISO/FDIS
17664:2003)
190 [prENV 12265-1995 EFfeE% BHMECRAREN Medical informatics - Electronic healthcare record architecture
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