B[] 27 A A (BS medical standards)

1 BIP 2071-2005 EEr IS0 13485F01SO 9001 Medical devices: ISO 13485 and ISO 9001
2 BIP 3083-2009 EFEECD-ROMItRCRBIAAS Graphical symbols for use in the labelling of medical devices CD-ROM
3 BS 2606-1955 B 150KV M XS AT P EEASS Specification for X-ray protective gloves for medical diagnostic purposes
up to 150 kV peak
4 BS 3043-1973 B I R A X e F A TSI f::;(c)lgrc:;::\:\ for storage envelopes for processed X-ray films for medical
Er R RE S BIRE. 250 K RAZETRRASEAZE  |Sterilizing and disinfecting equipment for medical products - Specification
5 |BS 3970-2-1991 i - s S '
SIHBEEINE for steam sterilizers for agueous fluids in sealed rigid containers
6 BS 3970-5-1990 e RS04 555 R RIS SRS Sterilizing and disinfecting egglpment for medical products - Specification
for low temperature steam disinfectors
, [Eovscono[oT 5 an wer mmmerE s S o el o neenaT
1985 SRS T AAIE S0 E AN PR IESAE DI e DI R
Radl(_)l_oqv_ and radiolodgical :_)hv5|cs terminoloayv _ _
8 BS 5682-1998 S B RS (RS IS ’S):J:ecllifrl]ceagzrt'nefr:rsprobes (quick connectors) for use with medical gas
Efri T FbErE PR XS & EFNX ST SR AIMEREIETS |Method of specifying and verifying the characteristics of rotating anode X-
9 BS 6058-1989 N ; . X X .
b ray tubes and X-ray tube assemblies used in medical diagnosis
10 BS 7634-1993 EFBSHEERARSIIRESRILT Specification for oxygen concentrators for use with medical gas pipeline
ET GRS EIRR 2800 FERK 81755 |Evaluation and routine testing in medical imaging departments -
11 BS 7725-2.1-1994 . .
HrE Constancy tests - Method for film processors
e s g ey Evaluati d routine testing in medical imaging departments -
12 |ss772s22100  |EERIERQMS MASWEMMOBIEIE | oo Method for adiographic cassettes and fim changers and
' EREOXIEIEE. IR, A FRALARIE , v [ 2
fllm—scr_een contact _and rel_atlvt_e sensitivity of the screen-cassette assembly
13 BS 7725-2.3-1994 T v Ty, Evaluation and routine testing in medical imaging dep_ar_tments -
Constancy tests - Method for darkroom safelight conditions
BT PAERF g ERIFIRNER EBARAR AP B |Guide to health informatics - Results of healthcare service procedures -
14 BS 8421-1-2003 e . . 5
FEFIEEREE Delivery to end-users - General guidance and recommendations
RFEERE. ETHFME0E.M-IHE6-4.8MIS-CT"CT77f#%  |Health informatics - Medical digital imaging profiles - ?M-IHE6-4.8MIS-CT?
15 BS 8441-2-2006 R
HIER CT images stored
16 BS 8480-2006 iR e IR S E T B ;/Ieeqdl:icraelncqi::zes - Chairs with electrically operated support surfaces -
17 BS 8497-1-2008 RIS A I I BRI B =SS Ey'ewear for protect'lonagalnst' |ntensg Ilghtsources uAsed or'1 4hur7'1ansand
animals for cosmeticand medicalapplications —Part 1: Specification for
18 BS 8497-2-2008 TR AT B RS B (e Eyéwear for protecf(ionagains‘s intense‘ Iig'htsources'use‘d on humansand
animals forcosmetic and medicalapplicationsPart 2: Guidance on use
19 BS DD CEN/TS 14271- EFEEZ EERCHN R RER Health informatics - File exchange format for vital signs
20 |BS DD CEN/TS 14796- EFEES HiEER Health informatics - Data types
Identification, administrative, and common clinical data structure for
r VAT N 2 2
21 |BS DD ENV 12018-1998 Eﬁ{%{gﬁﬁﬁﬂ?ﬁﬁéﬁ&&éﬁﬂ%ﬁl UFTHIASH HORIR intermittently connected devices used in healthcare (including machine
L5 (BIERIIEAR )
readable cards)
22 BS DD ENV 12443-2001 |EfF S5 EF 1R E2SEME2RHIF) Medical informatics - Healthcare information framework (HIF)
23 BS DD ENV 12537-1- R SEs ERAED] SRS AT BER Medical informaticsj Registration of information objects used for EDI in
1998 healthcare - The register
. Medical inf ics - Regi i f inf i j for EDI i
o [oomwIz e [Emm m o m s ER S [ o, e o T oo e o
1998 SR EDD RSB T O : !
electronic data interchanae (EDI) in healthcare
25 BS DD ENV 12538-1998 |EfF 8% BEISTFTHIHRAER Medical informatics - Messages for patient referral and discharge
26 BS DD ENV 12539-1098 | EErr i il 2 s B RAIB L Se iii:;i;n:gma“cs - Request and report messages for diagnostic service
27 BS DD ENV 12610-1998 |EF {585 ERr-RixA Medical informatics - Medical product identification
28 BS DD ENV 12611-1998 |Efroms Mamaim Bl Eres m:g:zz: :jnefsircr;\:tlcs - Categorical structure of systems of concepts -
29 |BSDDENV 12612-1998 |Errisis Eriri SR Emstmmys Medical informatics - Messages for the exchange of healthcare
administrative information
30 BS DD ENV 12924-1998 | EEf- s (R s B R e SRR Medlcal !nformatlcs - Security categorisation and protection for healthcare
information systems
31 BS DD ENV 13607-2000 | EEr-{Refsi s BErshl s e Basmie HeaIFh |nformat|‘cs'— Messages for the exchange of information on
medicine prescriptions
32 BS DD ENV 13608-1- e T e Healt'h informatics - Security for healthcare communication - Concepts and
2000 terminology
33 ggO%D ENV 13608-2- R (R RS i e SRR :s]z:elzft\sinformatics - Security for healthcare communication - Secure data
34 ggO%D ENV 13608-3- e T :i::r:t:e;;\formatics - Security for healthcare communication - Secure data
35 BS DD ENV 13609-2- Er M EER FERAPSIHEERMEPE X EF LI |Healthcare informatics - Messages for maintenance of supporting
2000 EHREBNEH information in healthcare systems - Updating of medical laboratory-
36 BS DD ENV 13729-2000 | B DAL= mE: 2e0 FIF RS SR RIAE S BAIRE -5 H?alth informatics - Secure user identification - Strong authentication
microprocessor cards
37 BS DD ENV 13735-2001 |EFP4AES SHEAEENETFEENEIRIEY Health informatics - Interoperability of patient connected medical devices
38 BS DD ENV 1613-1996 EFEE2 LR =ERIIRASIE Medical informatics - Messages for exchange of laboratory information
39 BS DD ISO/TS 10993-19- R T AR TSR AT Biological evall{ation of medAicaIAdevices - Physico—chemical, morphological
2006 and topographical characterization of materials
40 |BS DDISO/TS 10993-20- EFRENEYITEE EFiRRNassyEReiENFTS  |Biological evaluation of medical devices - Principles and methods for
2006 & immunotoxicology testing of medical devices
41 Szo%?.lzs(%gs EUIES BEEEZ BT RIS REMN Health informatics - Medical waveform format - Encoding rules
42 |BS DD ISO/TS 18308- ErEEZ BFETICRENEK Health informatics - Requirements for an electronic health record
43 |BS DD ISO/TS 19218- EriR e ARR MR R RIS R Medical devices - Coding structure for adverse event type and cause
44 BS DD ISO/TS 21667- EFRREES RIS ESE Health informatics - Health indicators conceptual framework
45 |BS DD ISO/TS 22220- BRES BT (RMEEATAEI Health informatics - Identification of subjects of health care
46 |BS EN 1041-1998 B A RHINETIREER Information supplied by the manufacturer with medical devices
47 [BS EN 1041-2008 ETEE miRtHER Information supplied by the manufacturer of medical devices
48 BS EN 12322-1999 RSO E AE EE S B F s B AT In vitro dlagnostlc rnedmal devices —'Culture media for microbiology -
Performance criteria for culture media
49 BS EN 12376-1999 OB AR AN R A S In vitro dlagnosFlc mec?lcal qu|ces - Information suppllgd t?y the
manufacturer with in vitro diagnostic reagents for staining in bioloay
50  |BS EN 12967-1-2007 ErEEZ RSAENUG. AR Health informatics - Service architecture - Enterprise viewpoint
51  |BSEN 12967-3-2007 ErEEZ REARNE HEMS Health informatics - Service architecture - Computational viewpoint
52 |BS EN 13532-2002 BiH BRIAINSRTEE T S BRI —RREER General requirements for in vitro diagnostic medical devices for self-
53 |BS EN 13609-1-2005 BEEES ETRMERASIHERYHP NS RIS EMNE [Health informatics - Messages for maintenance of supporting information

#

in healthcare systems - Updating of coding schemes
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54 |BS EN 13612-2002 RIMZRTE BRI RS Performance evaluation of in vitro diagnostic medical devices
e . v, 5 Chemical disinfectant: d antiseptics - titati ion test f
S5 [sevieuaony  |AEENSEERETmMResssnaEmmnmE (OO0 S e
RSN RO AR BN ERELS) 4 S e :
instruments used in the medical area - Test method and requirements
B ERRENR S SPRAPTL TS FREPNNET£8E |Medical vehicles and their equipment - Part 1:Air ambulances -
56 BS EN 13718-1-2008 X . R L
K Reauirements for medical devices used in air ambulances
57 BS EN 13718-2-2008 S AR LG4 2SR, 2SR R ER AR Medlca'l vehicles and thelr equment - Part ?:Alr ambulances -
Operational and technical requirements of air ambulances
o o Chemical disinfectant: d anti tics - titati ion test fi
s [sseniwzacs  [EmEMEmmRMEsmmmcsmsmammmean (OO0 IO o
ERSTAR RRTAIER BN B B1P) . ; ity :
instruments used in the medical area - Test method and reauirements
. R . Surgical d b d cl ir suits, used dical devices,
o [BSEN IS5 1 002 BN AR RS, [+ s evnand e e wedbsmedldences
2009 S IE HIAT A EE B R —RER s i : g
formanufacturers. processors andproducts
60 BS EN 13795-2-2004+A1- | B{EET88MAEE EIF ARTNETF2SMAEEMN F AR |Surgical drapes, gownsand clean air suits, usedas medical devices
2009 EEEaEREHRE forpatients, clinical staffand equipment —Part 2: Test methods
. R . Surgical d b d cl ir suits, used dical d
g1 |BS EN13795-3-2006+A1- | FRfEEErr asimit e, Bt A SRIER SRR D AR | T e e e e e, Pertores
2009 BRI MAE RIS L i ‘
requirements andpqrformapce levels i _ _ _
62 BS EN 13824-2004 R R R B S T e B jter.lllzatlon of_medlcal devices - Aseptic processing of liquid medical
evices - Requirements
63 BS EN 13975-2003 RSN B A R 38 P SR 5 s Sampllng prf)cedures st?d for acceptance testing of in vitro diagnostic
medical devices - Statistical aspects
AT MR T BAEL . RBSHRFNRRARLDTROMREE |Non-active medical devices - Performance requirements and test methods
64 BS EN 14079-2003 N N .
SKEMRIETTiE for absorbent cotton gauze and absorbent cotton and viscose gauze
RIS IR S BB T AR A BEMRAERE—XEE [In vitro diagnostic medical devices - Single-use receptacles for the
65 BS EN 14254-2004 — . A
BEs collection of specimens, other than blood, from humans
R RREr SRR A S E= = — =
66 |BS EN 14463-2007 EFEEZ MAETHEXRANBIIAIE. S ZHIRCH Healt_h |nf_ormat|cs A syntax to represent the content of medical
(ClaML) classification systems - ClaML
67 BS EN 14484-2004 EFEE2 EUSIRIFEPIESHE AN AETHIENERRE |Health informatics - International transfer of personal health data covered
EERTEBER by the EU data protection directive - High level security policy
EfF SRS EUSURRIPTE SERRR AR AT AEFTEEE [Health informatics - Guidance for handling personal health data in
68 BS EN 14485-2004 . . . . q
HORM SR international applications in the context of the EU data protection
Chemical disinfectants and antiseptics - Quantitative carrier testfor the
69 BS EN 14563-2008 W ES IR R BT MRS M AN EES DT |evaluation of mycobactericidal or tuberculocidal activity ofchemical
EERGE SRR EEANAE 875 AN disinfectants used for instruments in the medical area -Test method and
reauirements (phase 2. step 2)
5 =R 5 N Sterilization of medical devices - Low temperature steam and
g T NN DY y K ENTRRAg
70 BS EN 15424-2007 %ﬁlﬁjﬁxéﬁfmnfﬂEﬁ@Iﬁ%%.lEﬁlﬁ%Iﬁdhﬂ’]ﬁJ formaldehyde - Requirements for development, validation and routine
E. BAIERUEHIRER S ; .
control of a sterilization process for medical devices
71 BS EN 1639-2009 FREE IR B Er 2. IS Dentistry - Medical devices for dentistry - Instruments
72 BS EN 1640-2009 FRIE. TR B ET SIS Dentistry - Medical devices for dentistry - Equipment
73 BS EN 1641-2009 TR IR BET SR Dentistry - Medical devices for dentistry - Materials
74 BS EN 1642-2009 TR TR AET S IRHEAY Dentistry - Medical devices for dentistry - Dental implants
EETEE. AEMIE T EETT S MAE6% (R HEEREHE |Conical fittings with a 6 % (Luer) taper for syringes, needles and certain
75 BS EN 1707-1997 . o . . .
FECA SER other medical equipment - Lock fittings
76 BS EN 455-1-2000 R ES TR R AR hMoeIg;cal gloves for single use - Requirements and testing for freedom from
77 BS EN 455-2-2009 — R ET AFE MR E KA Medical gloves for single use - Requirements and testing for physical
78 BS EN 455-3-2006 R T AT ERATIR Medlgal gloves foT single use — Part 3: Requirements and testing for
biological evaluation
SEUTRANETER SISTEIRMHNT S FRCHIEEA—ARE |Active implantable medical devices - General requirements for safety,
79 BS EN 45502-1-1998 N . . . q
R marking and information to be provided by the manufacturer
g o a . Active implantable medical devices - Particular requirements for active
3 y Sy =y SR Al
80 |BS EN 45502-2-1-2004 éggﬁggigigﬁ\ﬂi%gﬁ?E’U??&%H’J:ﬁﬁﬁlﬁ)\ gzsl?;i:::)medical devices intended to treat bradyarrhythmia (cardiac
N N I N Active implantabl dical devices - Part 2-2:Particul i ts f
81  |BSEN45502-2-2-2008 | DBV ENETTE TR EIMEORRRIGEILAEA acctil\\/I: ilrr:slj:t:blz rrnneedilcc:I d:\\/lulcc:ss inteanded toatrelcaltj :archal:LfT:r:IZ or
EF SO ER (DS 4 ; o ¢ Bl
(includes implantable defibrillators)
= oy Uy Sterilization of medical devices - Validation and routine control of
82 BS EN 550-1994 EFEENRE ARA AR SRS X -
ethylene oxide sterilization
| o — g Industrial, scientific and medical (ISM) radio-frequency Equipment -
o Ak 3 UL = NIl
83  |BSEN 55011-2007 i%;;-t—:z—ﬂllgﬁ(lsM)%ﬁﬁuﬁAEE.FEHZVE%{E}EZIKEEMNJ Electromagnetic disturbance characteristics - Limits and methods of
il measurement __ i i i i
84 BS EN 55011-2009 T, RSETE ST SRR Industrlalf S(EIEntIf}C tamd medical equipment - Radio-frequency disturbance
characteristics - Limits and methods of measurement
85 BS EN 556-1-2001 EFEENERMENTENETRENER MHEREIR |Sterilization of medical devices - Requirements for medical devices to be
FBRYEESK designated "STERILE" - Requirements for terminally sterilized medical
86  |BS EN 556-2-2004 B SEMA R E A E A T ENETT R B AEK T ELLE |Sterilization of medical devices - Requirements for medical devices to be
HETTigEAEK designated "STERILE" - Requirements for aseptically processed medical
87 BS EN 60336-2005 SRS FE U X A £ prics i Medical ele'ctljlcal equipment - X-ray tube assemblies for medical diagnosis
- Characteristics of focal spots
88 BS EN 60406-1997 XS I XS L R AT X R S Specification for radiogre}phic c?lssettes and mammographic cassettes
used for medical X-ray diagnosis
7 e == - 5 o= = o o - — o
D B e Eaes KT 5828R5y F1 &R 882575 EReANE T (RE - DI FRFEXT LL'II'T'\InaII‘eS Part 2.2!'54 Particular requlremen'ts' Luminaires for use in
8 clinical areas of hospitals and health care buildings
90 BS EN 60601-1-2006 EFSiaE SRS NIRRT — R Medlcel electrical equipment - General requirements for basic safety and
essential performance
— ponong ., Medical electrical equipment -Part 1-3: General requirements for basic
1 2 HRERY KB R XS
91  [BSEN 60601-1-3-2008 E€$i11§4§$§2$ﬂ§§IiﬁbE’JEFHEJﬁWEh/E X5y safety and essential performance - Collateral Standard - Radiation
o=t L A )
protection in diaanostic X-rav eauipment
omrm g ., N Medical electrical i t - G | i ts f fety - Collateral
92 [bsEnGoso1 182000 |ETBTIREEL BER SRS ETRIREIES | LT et and guidance fo alarm systems in
ESRGPERAGN—RER, RN ; o pUSBEIR R ¥
medical electrical equipment and medical electrical svstems
Medical electrical equipment - General requirements for basic safety and
93 |BSEN 60601-1-8-2007 ERBSIRSE EARSNMEAMEHIERAZER AR EST |essential performance - Collateral Standard - General requirements, tests
BSRENETESRATERRFN—REK, and guidance for alarm systems in medical electrical equipment and
medical electrical svstems
N , ey Medical electrical equipment - Part 1-9: General requirements for basic
3 N = M 2 =t
94 BS EN 60601-1-9-2008 ErREss EARSMEMERRER BIRNE R safety and essential performance - Collateral standard - Requirements for
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EFrERSIRGE 52 1280 PR e AR ER B RiR

Medical electrical equipment - Particular requirements for the safety of

95 BS EN 60601-2-12-2006 . s q
TRIFIRAL lung ventilators - Critical care ventilators
EFEESIRE Bt EIE ST AT EERELAE |Medical electrical equipment - Particular requirements for the safety of
96 BS EN 60601-2-17-2004 . . R
DT automatically-controlled brachvtherapy afterloading eaquipment
97 BS EN 60601-2-19-2009 | BEfrrasinss &) (Rl E AT A B AT R Mefjlcal electrical equu?ment - Part 2719:P?rt|culér requirements for the
basic safety and essential performance of infant incubators
98 BS EN 60601-2-22-1996 |EFmaSias 2ot TER MM T AR IGEHS Med{cgl e!ectrlcal f-:qulpmfent - Particular rfequlrements for safety -
Specification for diagnostic and therapeutic laser equipment
EFESIRE ARS FEUR SR RS ER (B1FE [Medical electrical equipment - Particular requirements for the safety,
99 BS EN 60601-2-23-2000 " . . . q
ZAERE including essential performance, of transcutaneous partial pressure
100 |BS EN 60601-2-24-1998 |Eriisian BAme ER Mt e e Bk, Med_lcal electrl_cal equipment - Partlcular_reql{lrements for safety -
Particular requirements for the safety of infusion pumps and controllers
101 |BS EN 60601-2-25-1996 |Eframiges e HytHE R OREN Medlsal e!ectrlcal equlpmenf( - Particular requirements for safety -
Specification for electrocardiographs
ETEESIRE. $52- 2785 OBEENIRENZS (BIEFRA  |Medical electricalequipment —Part 2-27: Particular requirements forthe
102 BS EN 60601-2-27-2006 . . . n . L
HERE) AR safety, including essentialperformance, of electrocardioaraphicmonitoring
ETBSIRE BETST AR S EA L S TEEMARIRE |Medical electrical equipment —Part 2-29: Particular requirements for the
103 |BS EN 60601-2-29-2008 X : . X
K basic safetyand essential performance of radiotherapy simulators
104 |BSEN 60601-2-3-1993 | EFeSias SHse B R SHAT SIS Medl.c_al e_IectrlcaI equipment. Particular r.eqwrements for safety.
Specification for short-wave therapy equipment
- BS EN 60601-2-33- ERBESIRE 52-3359 ETiSHBRILRISENZ 2 MY [Medical electrical equipment -Part 2-33: Particular requirements for the
2002+A2-2008 BRER safety of magnetic resonance equipment for medical diagnosis
N N Medical electrical equipment - Particular requirements for safety -
g 2z 3 et N
106 [BS EN 60601-2-34-2001 Eﬁ%ﬁlﬁ%‘kéﬁiﬁ%%;kﬁ?%m&m})ﬁ&%y% 2 Particular requirements for the safety, including essential performance, of
FIREK (BIEEAMERE) N - )
invasive blood pressure monitorina eauipment
5 - = RE SR - > : 2 . e G -
107 |BS EN 60601-2-37-2001 fEHFﬁEB%1§§<%2 37E D B R ET IS HFI SR A5 (Medical electrlcal'equlpr'nent' Part 2' 37: Partlct{lar requlrer}'\ents for the
REEK safety of ultrasonic medical diagnostic and monitoring equipment
g N " . Medical electrical i - Particul i for th ic safe
Ersias B R E G S AT EE edical e e_ctrlca equipment artlcu_ar rqulrem_ents 0|_'t e basic safety
108 [BS EN 60601-2-37-2008 and essential performance of ultrasonic medical diagnostic and
BEAVRIAREEK N ;
monitorina equipment _ _ _
109 |BS EN 60601-2-39-2008 EFBSRS EEEMSSNEARSNEEHENEHAE | Medical electrlca‘l equipment —Part 2-.?;9: Partlcylar reqmrements for basic
sk safety andessential performance of peritoneal dialysisequipment
110 |BSEN 60601-2-4-2003 |EReIsian Se tusaER LS AMERAEeER Mec!ncal eIectrnFaI equipment - Particular reqt'nreme'n@ for safety -
Particular requirements for the safety of cardiac defibrillators
111 [BSEN 60601-2-40-1998 |EeB=iae HARLER HREmTIARRIGENTS |1 o o0 e ectrical equipment - Particular requirements for safety -
Specification for electromyographs and evoked response equipment
EFBSIREIRENTIHS M AT EAZTSMAARRES [Medical electrical equipment - Particular requirements for basic safety and
112 BS EN 60601-2-41-2009 N . . L - q a
BORIAZEER essential performance of surgical luminaires and luminaires for diagnosis
EFBRSE e MRRHRERN NIEAXGFLIRERE [Medical electrical equipment - Particular requirements for safety -
113 BS EN 60601-2-43-2001 . . A
HAETHAER Particular requirements for the safety of X-ray equipment for
114 |BS EN 60601-2-49-2001 |ERmESIas STt ALIISE TS 1ER Mec!ncal eIectrnFaI equipment - Particular rqulremgnts for{safety -
Particular requirements for the safety of multifunction patient monitoring
115  |BS EN 60601-2-50-2002 7 AR SIRE R MAVEFRER 224 LyLEIaTTi8%BMZ |Medical electrical equipment - Particular requirements for safety -
SMREHREK Particular requirements for the safety of infant phototherapy equipment
oy N NN N Medical electrical equipment - Particular requirements for safety -
3 \; 4
116 [BS EN 60601-2-51-2003 ETRARE SRS TR ESE ORISR IR 21 Particular requirements for safety, including essential performance, of
HREK (EIEEEMRE) ) o )
recording and analysing single channel and multichannel _
117 |BS EN 60806-2004 e ] Determination of the maximum symm‘etrlcal radiation field from a rotating
anode X-ray tube for medical diagnosis
118 |BS EN 60976-2007 04 FE T T EE TS ST Medical electrical equnpment - Medical electron accelerators - Functional
performance characteristics
ey e o 5 Safety requirements for electrical equipment for measurement, control and
B JF S0 =2 3 o A
119 [BS EN 61010-2-040-2005 #iﬂ;ﬁgg;;gg;};gg;iigfz 040355 Iaboratory use - Part 2-040: Particular requireménts for sterilizers and
washer-disinfectors used to treat medical materials
. A Safety requirements for electrical equipment for measurement, control and
TR s =R Sk.SCig =Sl
120 (BS EN 61010-2-101-2002 g;&gz:@;gimﬂqugm:]iﬁgi SUREIHIVD) Iabo'ratory u'se - Particular requirements for in vitro diagnostic (IVD)
medical equipment _ _ _
121 |BS EN 61157-2007 e ZFandard‘ means fcnt the re;portlng of the acoustic output of medical
iagnostic ultrasonic equipment
. o A _ Evaluation and routine testing in medical imaging departments -
3 GIEER BRI I k=LY E5E
122 |BS EN 61223-3-1-1999 iggzggggg;ﬁ;;&gglﬂl {EATRIERE R Acceptance tests - Imaging performance of X-ray equipment for
radiographic and radiscopic systems
; T T e T e : L o — = -
123 |BS EN 61223-3-4-2000 EF &SR AT ER BRI IWIRI0 FRIXGILIZEM  |Evaluation and routine testing in medical imaging departments
Bitae Acceptance tests
124 |BS EN 61223-3-5-2004 =TT BGER TR R EALRIE I0KGRTS THE M EES/X  [Evaluation and routine testing in medical imaging departments -
SIRIS TR AR Acceptance tests - Imaging performance of computed tomography X-ray
EfTEBRIE A B XS ESILREsA . 1305 NOM |Characteristics of electro-optical X-ray image intensifiers for medical
125 BS EN 61262-1-1995 . N L 2 9
HRTHINIE electrical equipment - Determination of the entrance field size
126 |BS EN 61262-2-1995 e SR RO XS A R R SR A e S e Chara'cterlstlc's of electro-optlc'al X'—ray image |nten5{flers for medical
electrical equipment - Determination of the conversion factor
BRI E A X R E S LREs A AR 7245 | Characteristics of electro-optical X-ray image intensifiers for medical
127 BS EN 61262-5-1995 . N L . o n
e electrical equipment - Determination of the detective quantum efficiency
. e — = Electrical equipment for measurement, control and laboratory use - EMC
M =l-=| SIS Jar— 25 KR A%
128 |[BS EN 61326-2-6-2006 ;}é;ékzzf;;t%cﬁs)ﬂgggéﬂﬁﬁﬁeﬁ(EMC)E‘J%X i ;Z(lxij;rrenr;?:ts - Particular requirements - In vitro diagnostic (IVD) medical
129 |BS EN 61331-1-1995 R U T X A B S B A O M ST Protective Sievices against diagnos.tic medical X-radiation - Determination
of attenuation properties of materials
130 |BS EN 61331-2-1995 A D X ST D SR L BT [F:lr:tt:sctlve devices against diagnostic medical X-radiation - Protective glass
131 |BS EN 61331-3-1999 XSRS I (R B AT P B RS Protgctive devices against d‘iagnostic medical X-radiation - Protective
clothina and protective devices for gonads
- BS EN 61676-2002+A1- |EFBESIRE ERGHSHTRXETEEBENTTHEEURR | Medical electrical equipment - Dosimetric instruments used for non-
2009 SNENES invasive measurement of X-ray tube voltage in diagnostic radioloay
B KRR S 15 EF R RIAIRER/ NFA0MHZAUE | Ultrasonics —Hydrophones —Part 1: Measurement andcharacterization of
133 |BS EN 62127-1-2007 X e
TS medical ultrasonicfields up to 40 MHz
134 |BS EN 62220-1-2004 RS0 AR At T e e MeQ|caI electnca[ eqylpment - Charac'tenstlcs ofdlglt‘al' X-ray imaging
devices - Determination of the detective quantum efficiency
o 5 - o Medical electrical equipment —Characteristics of digital X-rayimaging
g § A S2S B A ERA
135 [BS EN 62220-1-3-2008 %J_?@%}Q%éi‘(—?—xgjéﬁﬁﬁ{%ﬁﬁﬂﬁﬁﬁ IRAS R devices —Part 1-3: Determination of the detective quantumefficiency —
TE B AR IR RS X L X
Detectors used in dvnamic imagina
136 |BS EN 62274-2005 ErBSIRE M AC RN R AENRS Medical electrical equipment - Safety of radiotherapy record and verify
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137 |BS EN 62304-2006 B RS AR S PRI TR Medical device software - Software life-cycle processes
138 |BS EN 62353-2008 ECRERE Er SRS RS SR Med!cal eIectr!caI equ!pment - Recurrent test and test after repair of
medical electrical equipment
BRI BTSRRI BRI RIS ENEAT | Ultrasonics - Field characterization - Test methods for the determination of
139 |BS EN 62359-2005 N s - . X X
Wik thermal and mechanical indices related to medical diagnostic ultrasonic
140 [BS EN 62366-2008 EriRE. ErigE BT ENNE Medical devices - Application of usability engineering to medical devices
141 |BS EN 62464-1-2007 EF SRS SRR RS Magneftlc'resonance'equment for medical imaging - Determination of
essential image quality parameters
ETEBRIRE X EA R R A BRI CIEEN —RRXETLARIE |Medical electrical equipment - Exposure index of digital X-ray imaging
142 |BS EN 62494-1-2008 el L . X
ARFEE W ANEK systems - Definitions and reauirements for general radioaraphy
S0 T I TR e R EE RS Medical eléctrical equipment - Parjcicular |"equire'ments for the basic safety
143 [BS EN 80601-2-35-2009 vy and essential performance of heating devices using blankets, pads and
EAREREREREIRHRATE R A .
mattresses and intended for heating in medical use
5 E= 5 ¢ ¢ Medical electrical i t - Particul i ts for the basic safet:
144 [os EN sos012-58-2000 |ET TR MHTARBBKABIREIBAIBRE || ovaldevices and vitrectomy devices
EAZSEAMRANSIHRER
for ophthalmic suraerv
KEETEENEE BIFRMEREIERYIMEL ERFNNE [Packaging for terminally sterilized medical devices - Adhesive coated
145 |BS EN 868-10-2009 " . N .
IiE nonwoven materials of polyolefines - Requirements and test methods
146 |BS EN 868-2-2009 REEFEE s REEERIS S Packa_gmg for terminally sterilized medical devices - Sterilization wrap -
Requirements and test methods
RSB AFUES(EN 868-AE) A=A Packaging for terminally sterilizesﬁ 'mec'jical devices - PaPer for use in the
147  [BS EN 868-3-2009 EFRUEEN 868- S ERAMAIT & manufacture of paper bags (specified in EN 868-4) and in the manufacture
ks &= PR of Douc_hes and ree_ls (soecifigq in EN 868-5) Re_quirements and test
148 |BS EN 868-4-2009 RS B RSB RASE Packa_gmg for terminally sterilized medical devices - Paper bags -
Requirements and test methods
149 |BS EN 868-5-2009 KEETEENEE S NERERENNZERMEIME (Packaging for terminally sterilized medical devices - Sealable pouches and
SKETALR TS i% reels of porous and plastic film construction - Requirements and test
150  |BS EN 868-6-2009 R E 5 (e R R B A SRS 5 Packaging for ter_rr_una_lly sterilized medlcal_dewces - Paper for low
temperature sterilization processes - Reauirements and test methods
KEETEENEE (CRESAHIERF SR ZXFME [Packaging for terminally sterilized medical devices - Adhesive coated
151 [BS EN 868-7-2009 N p—— A
IiE paper for low temperature sterilization processes - Requirements and test
RSB AN 285 S KRS B Packaging for terminally 'sFeriIized medif:al devices - Se—usaple sterilization
152 [BS EN 868-8-2009 o NN containers for steam sterilizers conforming to EN 285: Requirements and
BARE ERIMRTSE test methods
KEETEENEE HISs BIBRIEEBIELMMELERK (Packaging for terminally sterilized medical devices - Uncoated nonwoven
153  [BS EN 868-9-2009 . N X -
FOMEAFT % materials of polyolefines - Requirements and test methods
154 |BS EN 980-2008 Efrestines REm A S Symbols for use in the labelling of medical devices
L BErIRE IR B 150 BaiR5 IREZEENK(SO 10079-  |Medical suctionequipmentPart 1: Electrically powered suctionequipment
155 |BSENISO 10079-1-2009 1:1999) — Safety requirements (1I5010079-1:1999)
Y EfTIR3 IR 538D HESAENEARSIZEFISO  [Medical suctionequipmentPart 3: Suction equipment poweredfrom a
S |ESEEO S 10079-3:1999) vacuum or pressure source (ISO10079-3:1999)
157 |BS ENISO 10524-4-2008 |EfrSARBENBTEEEERTES Pressure requlators for use with medical gases - Low-pressure requlators
158 BS EN ISO 10993-10- A B AT AR ER RIS Biological evalu'a'tl'on of medical devices - Tests for irritation and delayed-
2009 type hypersensitivity
BS EN ISO 10993-11- y 5 T MENEEA Biological evaluation of medical devices - Part 11:Tests for systemic
19 2000 EEf s s e ] toxicity (ISO 10993-11:2006)
BS EN ISO 10993-12- . N s Biological evaluation of medical devices - Part 12: Sample preparation and
] 5 gE i A
160" 12009 At RS e reference materials (ISO 10993-12:2007)
BS EN 1SO 10993-13- Biological evaluation of medical devices - Part 13: Identification and
161 2009 ET RIS AR RN B IE R quantification of degradation products from polymeric medical devices
(ISO 10993-13:1998)
BS EN ISO 10993-14- ’ " ESREI (TR P — Biological evaluation of medical devices - Part 14: Identification and
162 2009 T SR SRR R RAA I quantification of degradation products from ceramics (ISO 10993-14:2001)
BS EN 1SO 10993-15- Biological evaluation of medical devices - Part 15: Identification and
163 2009 BT SMEITEE S BSASRETYRIRBISEY quantification of degradationproducts from metals and alloys (ISO 10993-
15:2000)
BS EN ISO 10993-16- BETT SRR A ST SRR A BRI S EN DS | Biological evaluation of medical devices - Toxicokinetic study design for
164 s X
2010 RiRit degradation products and leachables
BS EN ISO 10993-17- y S 3 SRR Biological evaluation of medical devices - Part 17: Establishment of
L 2009 BRI S R ATHREATRE allowable limits for leachable substances (ISO 10993-17:2002)
BS EN ISO 10993-18- y . AT Rk - Biological evaluation of medical devices - Part 18: Chemical
166 12009 e characterization of materials (ISO 10993-18:2005)
167 [BS ENISO 10993-2-2006 |EfresmiEYiTE siiRRER Biological evaluation of medical devices - Animal welfare requirements
ST o N Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
3. 3 AT e o =, o
168 |BSENISO 10993-3-2009 | ER/TRRMATEEMI S HRAT B C AL SURMERI AR N0 carcinogenicity and reproductive toxicity (ISO 10993-3:2003)
169 |BS EN ISO 10993-4-2009 | EEf S8t ettt S Mk ia R e e SJ;LOS;ZZIdevaIuatlon of medical devices - Selection of tests for interactions
oy < pIA: Biological evaluation of medical devices - Part 5: Tests for in vitro
= 3 BTyt ==, 153
170 |BS ENISO 10993-5-2009 |BEfrREHlAEMS TN MBS MHAINIRIE cvtotoxicity (SO 10993-5:2009)
. . e Biological evaluation of medical devices - Part 6: Tests for local effects
6- : GEEMIESTAN e %
171  |BS ENISO 10993-6-2009 |EEf7eSMAEMSFIFM ABNGHIBERSE NI after implantation (ISO 10993-6:2007)
172 |BS ENISO 10993-7-2008 |ERree it actssimis R Z e R EREE BI9|OgICa! feval‘uatlonAof medical devices - Part 7: Ethylene
oxidesterilization residuals
173 BS EN ISO 11073-10101- REEEE e E G B RS Health informatics - Point-of-care medical device communications -
2006 Nomenclature
174 BS EN ISO 11073-10201- B IS B SRR B a R Health |rTformat|§s - Point-of-care medical device communication -
2006 Domain information model
175 BS EN ISO 11073-20101- R G R B R I B AR Heal?h ir)formati;s - Point-of-care medical device communication -
2005 Application profiles - Base standard
176 BS EN ISO 11073-30200- B R IR B (R B Health |nform§t|cs - Point-of-care medical device communication -
2006 Transport profile - Cable connected
177 BS EN ISO 11073-30300- R G R B B LI Health informa?tics - Point—ofjcare medical device communication -
2006 Transport profile - Infrared wireless
DR R R a2 I RES RIS, BT Sterilization of hgalth care produsts - Ethylene oxide A—ARequirements for
178 [BSENISO 11135-1-2007 (.. ... development, validation and routine control of a sterilization process for
EAEHIROEK X .
medical devices
_ -~ N Sterilization of health care products - Radiation - Requirements for
ERROK =iy N=F==% oo =
179 |BS EN ISO 11137-1-2006 1%{%7"".:.:8’]1%%51@?%%%%a;fiF?E‘JEu.\ wA. R development, validation and routine control of a sterilization process for
FEHIRER . .
medical devices i _
180 |BS ENISO 11138-1-2006 | o tr= Sk A4S —B sk Sterilization of health care products - Biological indicators - General

requirements
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Sterilization of health care products - Biological indicators - Biological

181 |BS ENISO 11138-2-2009 |EE/F{RMEFmKE LS AEZEREREMERN | : -
indicators for ethylene oxide sterilization processes
182 |BS ENISO 11138-3-2009 | B it r= o] A 4mie ) SR B R A A T .Sterlllzatlon of hgalth care prf).duc.ts - Biological indicators - Biological
indicators for moist heat sterilization processes
183 |BS ENISO 11138-4-2006 | B {Rer= ke A FHRE RS RA ?terlllzatlon of health care 'p'rod'ucts - Biological indicators - Biological
indicators for dry heat sterilization processes
T =5 o—, e 5 = o _Ri A B h _Ri A
184 |BS ENISO 11138-5-2006 %ﬁ{%ﬁg?zuuIﬁfE%}ETFMAfEHmi,w*ﬂEﬂﬁxﬁﬁﬁi—tﬁm}a .Sterlllzatlon of health care products - Biological indicators l?lf)loglcal
bl indicators for low-temperature steam and formaldehvde sterilization
¥ T o SRRSO o Sterilization of medical devices - Microbiological methods - Tests of
ETESEMAHE MEDFE RETRNEN., BRtEgr o ) - - .
185 [BSENISO 11737-2-2009 | ... ,— iy sterility performed in the definition, validation and maintenance of a
TR S
sterll_lzatlon process _
186 |BSENISO 13485-2003 |Efrias EEEIEHE SEER Medical devices - Quality management systems - Requirements for
requlatory purposes
187 |BS EN SO 13606-5-2010 | =i d Ao s s EOHSE S::gz;;;z;matlcs - Electronic health record communication - Interface
188 |BS EN ISO 14155-1-2009 | ABERGEMIGHESE —0ER rCel|(;1L||?raelr:\:::tsstlgatlon of medical devices for human subjects - General
189 [BS EN ISO 14155-2-2009 |G Fisusse s AT BMAVGOMEL IR | 1 on oo ion Of medical devices for human subjects - Clinica
) === D% =t 3 % ‘th b il 1 - Ri i H H - 1
190 |BS EN ISO 14161-2009 BT (MEF=ERRK L IS TReR B, (EFIFIQIOE SRR Sterlllzatl?n of health care produ;ts Biological indicators - Guidance for
FRtEEE the selection, use and interpretation of results
= ™ RPN 5 Sterilization of health care products - General requirements for
o S s B S s
191 [BS ENISO 14937-2009 {%{E#SEI%.@ﬁ%ﬁmﬁﬁﬁf&%lﬂg%ﬁﬂ],ﬁa;):T,iEES‘JEHZi\ characterization of a sterilizing agent and the development, validation and
IR BEHEHIR—ARER . - X X
routine control of a sterilization process for medical devices
192 [BSENISO 14971-2009  |EE772tw. BETr sSti/X S E TR D Medical devices - Application of risk management to medical devices
193 |BS ENISO 15002-2008 | Bkt Rt o R RS Zliz\gll—irr:\ee::tr;?n(iewces for connection to terminal units of medical gas
o 5 . e In vitro diagnostic medical devices - Measurement of quantities in samples
2| 3 N = 28 SENER
194 [BS ENISO 15193-2009 filiﬁl*l/&_ﬁl’&_ﬁ%m.ﬂi’%ﬁﬁuuﬂ‘]?ﬁlilﬂi.,%,AJE‘&T%E‘JP\J of biological origin - Requirements for content and presentation of
BIRTEK
reference measurement procedures
N 5 — TS oS In vitro diagnostic medical devices - Measurement of quantities in samples
2 o N = SIS %
195  |BS EN ISO 15194-2009 meﬁmﬂmmm%WEWWMM/mmmmmWRWMmmmmmwmmwmmmm
EMRFIATER ) )
the content of supporting documentation _
196 |BS ENISO 15225-2010 |Ereeis mEEm EF EmaS RNEY (I;/Letcajlgtarlucif::es - Quality management - Medical device nomenclature
197 |BS ENISO 17664-2004 | oSS A remsi et s B S i S IR Sterilization of medical devnc?s - Informatvlgn to be pr'owded 'by the
manufacturer for the processing of resterilizable medical devices
R = R S B S R A S 1036 Sterilization of hgalth care produsts - Moist heat - ReHU|r§ments for the
198 [BS ENISO 17665-1-2006 ey N development, validation and routine control of a sterilization process for
BREEHIREK R .
medical devices
199 [BS ENISO 18104-2004 |EfrsE% PIERASEAEENEGES Health informatics - Integration of a reference terminology model for
o TR () AR, S— 5 ; ; ; e - n
200 |BS ENISO 18113-1-2009 MWI*l{&ﬁlﬁﬁ%ﬁm%ﬂLﬁﬁL\E‘JGE(ﬁ )ARIE., EXFI— |In vitro diagnostic m'edlcal devices 'In'fo.rmatlon supplied by t'he
RREER manufacturer (labelling) - Terms, definitions and general requirements
32 y S ERSIE A ER (). s R n g g = - " n
201 |BS ENISO 18113-2-2009 ?&9#3&)?@{7‘%%%%@&5&1,\8’1@%(h ) ZAEREIRSE [In vitro diagnostic mgdlcal deylces ' Informatlon supplied by the'
PRHAF] manufacturer (labelling) - In vitro diagnostic reagents for professional use
ST AR R ). % : o H - e n o
202 |BS ENISO 18113-3-2009 {Z\S&I‘l,&ﬁlﬁﬁ%ﬁm%ﬂLﬁﬁL\E‘JGE(’h ). E AV RIRSIMZET (I vitro diagnostic m'edlcal deylces . Inforrr.lat'lon supplied by the '
e manufacturer (labelling) - In vitro diagnostic instruments for professional
Y AR ) 5 o - - ; - — : :
203 |BS EN ISO 18113-4-2009 RIMSHREETT BStm. FERSIRMAS B (IREE). BUMBRIMHT  |In vitro diagnostic mgdlcal deylces ' Informatlon supplied by the '
il manufacturer (labelling) - In vitro diagnostic reagents for self-testing
o AR ) BRR = : : H - e n n
204 |BS ENISO 18113-5-2009 1'1&9‘#1,&ﬁlﬁﬁ%ﬁm%ﬂLﬁﬁL\E‘JGE(’h ).Eid38AIMZ (I vitro diagnostic m'edlcal deylces . Inforrr.lat'lon supplied by the '
WY EE manufacturer (labelling) - In vitro diagnostic instruments for self-testing
205 |BSENISO 18779-2005 |i6@ESiESm At ER i8S BAER Z:ﬂ::::nd;vt:es for conserving oxygen and oxygen mixtures - Particular
yeeyrerreyery SEVEST e - 5 ; T o - -
206 |BS EN ISO 18812-2003 EFERZ BRI SR EER R FAED ERREX [Health mformatlcs' Clinical analyser interfaces to laboratory information
# systems - Use profiles
207 [BS ENISO 21171-2006 ErERFE BRI RNNE Medical gloves - Determination of removable surface powder
208 [BS ENISO 21549-1-2004 |EfFsEZ BAEFFEUE I BREN Health informatics - Patient healthcard data - General structure
209 [BS ENISO 21549-2-2004 |EfFEEZ BAEFEEELRNSR Health informatics - Patient healthcard data - Common objects
210 [BS ENISO 21549-3-2004 |EFSEZ . BAET SR SRENIGKRETE Health informatics - Patient healthcard data - Limited clinical data
211 [BS ENISO 21549-5-2008 |EfFsEZ BmAEF AR SRR Health informatics - Patient healthcard data - Identification data
212 [BS ENISO 21549-6-2008 |EfF=EZ BAEF IR ESEUE Health informatics - Patient healthcard data - Administrative data
213  [BS EN ISO 21969-2009 BETFSREE—R RN S EREE High-pressure flexible connections for use with medical gas systems
214 |BS EN ISO 22442-1-2008 | 1048 FRAmIBA R S T2 R ESTRAORLF Meélcal devices utilizing animal tissues and their derivatives - Application
of risk management
215 |BS EN ISO 22442-2-2008 | EEig FRmImsmR LAt SRl SREERnghim Medlgal devices .utlllzmg anlmfsl tissues and their derivatives - Controls on
sourcing, collection and handling
R AR ) S S S RIS Medical Fie}/ice; utilizing afnimafl tissues an.d their derivatIVE§ —Yalidation
216 BS EN ISO 22442-3-2008 N Sy N of the elimination and/or inactivation of viruses and transmissible
(TSE)RFURITERAD/B AR TAA .
sponaiform encephalopathv (TSE) agents
. q . Surgical drapes, gowns and clean air suits, used as medical devices, for
= I g < £
217 |BS ENISO 22610-2007 ;ﬁgzif;g;ﬁ;gzgigﬁ?ﬁﬁ RRAEEES pat'ients, clinical staff anfj equipmer?t - Test method to determine the
resistance to wet bacterial penetration
FRERR ST ET RIS S BRI A KRBHINEENERNF |Anaesthetic and respiratory equipment - Peak expiratory flow meters for
218 [BS ENISO 23747-2009 N L "
SIEERER the assessment of pulmonary function in spontaneously breathing humans
219 |BS ENISO 5359-2008 Efr SR RREREE N Low-pressure hose assemblies for use with medical gases
220 |BS EN ISO 7405-2008 FhlE IR A ET S mAEYES TG Dentistry - Evaluation of biocompatibility of medical devices used in
y s Ty e S : - : e — = -
221 |BS ENISO 9170-1-2008 | B VAEIBRGRLIRIRE BT EESAMESRERR T(?rmlnal units for me@cal gas pipeline systems - Terminal units for use
% with compressed medical gases and vacuum
222 [BS ENISO 9626-1991 BTy s B NS NN E Stainless steel needle tubing for the manufacture of medical devices
5 -~ 9 Medical electrical equipment - Particular requirements for the basic safety
3 = o
223 [BS ENISO 9919-2009 iﬁfﬁ'—ﬁ&%<Eﬁﬁﬂzqulﬂﬂ%{kgzﬁtﬁﬂiﬁﬁﬁuﬂﬁﬁﬁﬁ and essential performance of pulse oximeter equipment for medical use
(ISO 9919:2005)
224 |BS EN 1S010993-10-2002 | BB SRt AMTae ARSI tB\:gIeoE\l/cpaelres\;a;I:ifit\:g: of medical devices - Tests for irritation and delayed-
; e S T 5 5 : L — — = -
225 |BSIEC 61223-2-10-2000 Erﬂﬁf%gﬂljEﬂlﬁﬁ&ﬂ{ﬂﬁl&<%@'&lﬁl&<#L)%Xifﬁﬁ*ﬁ?k Evaluation and routine testing in medical imaging departments
FAXEERIS TR Constancy tests - X-ray equioment for mammoaraphy
y T P ey P ey v Vi : ; 2 — -
226 |BS IEC 61223-2-11-2000 Eﬁ@%&ﬂl]E‘JﬁfEﬂ]%ﬂlﬁh%m’&lﬁhﬁﬁﬁﬁ&ﬁ%ﬁ% Evaluation and routine testing in medical imaging Fjepartments
HRE Constancy tests - Equipment for general direct radiography
L eeng == e Evaluation and routine testing in medical imaging departments -
y ng 4 14 145 A ]
227 [BSIEC 61223-2-7-2000 A7 RUE AT AT AT IRt TR 2R Constancy tests - Equipment for intra-oral dental radiography excluding

REN AN T R ELEREARRIRE

dental panoramic equipment
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S RUEER IR A TIRIE ARt 10 BT e

Evaluation and routine testing in medical imaging departments -

228  |BS IEC 61223-2-9-2000 FIE AL ARIEA RIS T Constancy tests - Equipment for indirect radioscopy and indirect
229 BS ISO 11073-90101- R R R R BB AT s R Health( |nf¢?rmat|cs - Pomt—éf—care medical device communication -
2008 Analvtical instruments - Point-of-care test
230 [BSISO 11195-1996 EF SRS I SIAES Gas mixers for medical use - Stand-alone gas mixers
231 |BSISO 13606-2-2008 a2 TR O S SIS Health |nformat|c}sf Elgctronlc health record communication - Archetype
interchange specification
IR PRSEI6 =24 RIS W R TR &5 RS IERIE SRR R E | Clinical laboratory medicine - In vitro diagnostic medical devices -
232 |BSISO 15198-2004 - - X
EHIRERE Validation of user quality control procedures by the manufacturer
233 |BS SO 16428-2005 SMEHE YD AT\ A T L B AR SHIEAEImRIeRA |Implants for surgery - Test solutions and environmental conditions for
I TE AR R static and dynamic corrosion tests on implantable materials and medical
234 |BS1SO 17090-1-2008 B m s AT R R Ao E BRI Hea_lt_h |nforma_t|cs - Public key infrastructure - Overview of digital
certificate services
235 |BSISO 17432-2005 e AT DICOMS AR R AR 7Y Health |nformat|cs - Messages and communication - Web access to
DICOM persistent obiects
G PRSC3E E=MRANASMNETT IR & ORIV ILF A7 BRI | Clinical laboratory testing and in vitro medical devices - Requirements for
236 BS ISO 17593-2007 L A . .
IMNENRGHIEK in vitro monitoring svstems for self-testina of oral anticoaqulant therapy
237 |BSISO 28620-2010 EFig s IFRIREEER ERiIe Medical devices - Non-electrically driven portable infusion devices
5. EfT ST IRIERXO R A B/ /B A R IR [Photography - Medical radiographic cassettes/screens/films and hard-
238 |BSISO 4090-2001 o . P . ; A
B RIS copy imaging films - Dimensions and specifications
239 |BSISO 5799-1995 SN ETT RN R BRI B R R/ iR Photography - Direct-exposing medical and dental radiographic
45 ISORLLEREFIISOFIIEEATNIE film/process systems - Determination of ISO speed and ISO average
NS T RIS BRI EEbi i SRS S E45A0 [Optics and optical instruments - Medical endoscopes and endoscopic
240 |BSISO 8600-2-2002 ) X X -
SSREK accessories - Particular requirements for rigid bronchoscopes
FEFRCRUES BT RIS B MISEM 4 BARRARE (Optics and optical instruments - Medical endoscopes and endoscopic
241 BS ISO 8600-4-1997 e . I . . . . .
HOMITE accessories - Determination of maximum width of insertion portion
242 |BS N 6-1998 RS RS R RIS — R ER Specification'for aeromedical portable oxygen concentrator systems -
General requirements
243 |BS PAS 131-2007 KRARIES. BRI APESSEAS ;z;ﬂz:ﬁ%ﬁz\; medical, health and personal care applications of
244 [DD ENV 12017-1998 EFEEZ ErEEFEC(MIVoc) Medical informatics. Medical informatics vocabulary (MIVoc)
245 |DD ENV 12052-1998 EFSEE . EFR&iBsS(MEDICOM) Medical informatics. Medical imaging communication (MEDICOM)
246 |DD ENV 12264-1998 S AT 2 B SR Medical |nform?t|cs. Categor!cal structures of systems of concepts. Model
for representation of semantics
247 |DD ENV 12435-2000 EFEEE EFRENEERNFER Medical informatics. Expression of results of measurements in health
248 |DD ENV 12443-2001 ErEEZ REESER Medical informatics. Healthcare information framework (HIF)
249 |DDENV 12537-1-1998 | EEriamss (pers PR st S A E e S BT 2 eee Medical mformatlcs'. Registration of information objects used for EDI in
healthcare. The register
S (R AR R S S B AT LR AR T2 Medical informatics. Registration c?f inf«.i)rmati(-)n object(s useq for EDI in'
250 (DD ENV 12537-2-1998 ol - =g - healthcare. Procedures for the registration of information objects used in
ERIEREREFREMER X R "
electronic data interchanae (EDI) in healthcare
251 |DD ENV 12538-1998 EFEE2 BARTTHHIHRER Medical informatics. Messages for patient referral and discharge
252 |DD ENV 12539-1998 B a s SRR T ERRE e (l;/leepc;lrctilennftosrmatlcs. Request and report messages for diagnostic service
253 |[DD ENV 12610-1998 EFEEE. ErTmssl Medical informatics. Medical product identification
254 |DD ENV 12611-1998 S E s SRS 2 RS (I;/Ieevciiclzzl informatics. Categorical structure of systems of concepts. Medical
255 |DD ENV 12612-1998 e Med,cgl mf'orm'atlcs. Mgssages for the exchange of healthcare
administrative information
256 |DD ENV 12623-1998 S EE RSB S/ EH(MI-MEDICOM) Medical |‘nfo-rmat|cs. Media interchange in Medical imaging
communications (MI-MEDICOM)
257 |DD ENV 12922-1-1998 |EFREEE FHEZITRS S Medical image management. Storage commitment service class
258 |DD ENV 12924-1998 B ms R B RS 5 SR Medlcal !nformatlcs. Security categorisation and protection for healthcare
information systems
259 |DD ENV 13607-2000 B DA E A S B ::aeaslz:tl)rt\:gr:?atlcs Messages for the exchange of information on medicine
260 |DD ENV 13735-2001 BREEF BASKERNETREBNEREE Health informatics. Interoperability of patient connected medical devices
261 |DD ENV 1613-1996 B 585 TR EHIRTIRHAER Medical informatics. Messages for exchange of laboratory information
262 |DD ENV 1828-1996 R SRR 4 DR mzci;c;tlj::ormatlcs. Structure for classification and coding of surgical
263 |PAS 131-2007 WABANBEET. RN NAFENAES Terminology for medical,health and personal careapplications
264 |pD 13058-1998 EfFSUEEHRTEENV 12539-97F0NEMA PS 3R 10#%ER |Medical data interchange: Mapping between the models specified in ENV
TSRS 12539:1997 and NEMA PS 3 Supplement 10
265 |PD 6610-1997 EFEE2 ARERRTAE Medical informatics. Methodology for the development of healthcare
266 |PD CEN/TR 15640-2007 |EF{EE% HEFARESHNETRAINE Health informatics —Measures for ensuringthe patient safety ofhealth
267 |PD CR 14230-2001 SRR AL ET RS S)I(:Pk:::‘(r:eedlcal device nomenclature for the purpose of regulatory data
Safety requirements for electrical equipment for measurement, control,
268 PDIEC TR 61010-3-041- [UE. H4IFsCIe=RESIEEHNELEERIEC 61010-2- and laboratory use. Conformity verification report for IEC 61010-2-
2002 041:1995KIEIITER S Efr R B NLe =10 A 041:1995. Particular requirements for autoclaves using steam for the
treatment of medical materials. and for laboratorv processes
Safety requirements for electrical equipment for measurement, control,
29 |PDIEC TR 61010-3-042- ME, EHFNLR=ABESIRENZLERIEC 61010-2-  |and laboratory use. Conformity verification report for IEC 61010-2-
2002 042:1997 Efr AR IEANSCIe =ANE FRZR R ER A 5 88 042:1997, particular requirements for autoclaves and sterilizers using toxic
aas for the treatment of medical materials. and for laboratory processes
Safety requirements for electrical equipment for measurement, control,
T PD IEC TR 61010-3-043- [E. #ZHFISCIEE=MESIRENZEERIEC 61010-2-  |and laboratory use. Conformity verification report for IEC 61010-2-

2002

043:1997 < EFF M RILERNSEIO IR0 AR SEREIE

043:1997. Particular requirements for dry heat sterilizers using either hot
air or hot inert aas for treatment of medical materials and for laboratorv
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