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1- International Organization for Standardization

2- International Electrotechnical Commission

3- International Organization for Legal Metrology (Organisation Internationale de Metrologie Legals)
4- Contact point

5- Codex Alimentarius Commission
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ISO 16142-1: 2016, Medical devices - Recognized essential principles of safety and
performance of medical devices - Part 1. General essential principles and additional specific

essential principles for all non-IVD medical devices and guidance on the selection of
standards
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-Part 2: General essential principles and additional specific essential principles for all VD
medical devices and guidance on the selection of standards

50 LT 5l L aisS e ooliiasl oo sl 51 a5 gol,8l 4 bgs e lol3ll 5 ajla sips 50 5 cilis
Lo bl (g 5lmaigs dulzsly (6 5lws Jailinl slaanT s g las lailisl ise 51 4 Wlg o 5y oo
ROWARUSRENPESS i CN SO DRSPS W ST PV L OV NP ) TR

roie 55 ol sdlag lacidlie 4y a5 ool (g log (gl S ey 05 patis (595
8 LT ol oo b digd o ool gl T ay 01, ke Slelyll o a5 Llas ustinl o anlys
(S Jhlog 3l 5 graal 31 Bkl (e )0 4 Wigh e (995 (15T & Ysamo S s
il 2Ol 5 | glee bwgi Jpazs 69l

&ly iu il g ael )5 lalpl 1) il o Sy by sl jlailinl gloy90 Slainyazd 5 gBgeds (ga3
WS so s (Sl e jo 55k Olyie 4 ol 5 S yke glaailels I Sl

Sypo > S SaS Seil Slelyll b caisllas 1o oEaiske 4 wilgi_ce aildbgls glalozal, g bas skl
Iy, 93 Slaoldl asiles o oo sl iz b sldail ¢ S a0 bl (9,0 oo lasbewl fadbas iy
3,05 o lasbiwl fyogas bl Vs wos gog3ar Sy he (b pds 0 03,4

Codw Lad> e 0 a8 siten Sleliil 0550 j0 LT 38165 g gloxl S olas Koy Jleg slas laile!
S50 9l 5 (65l8 A sogas

solizusl b ilgs g o8 sl 55l @ 4yt (6,518 @Bgedy B yme (ulS paie (D) Ee b laes L
il 25 gt BB iz Sl 098 s LS e (S by slas bl 5l cenlie

WA S5aLndS oo leas b 4y e oo lailenl -

sl anils Jlisay a8 lp 1) loads iy ool Wil oo 65158 -

ol 6)9T93 Jlas @ wlgs o o luslinl g )bl 5 ail 5w 050,15 -

Slm G hee 9 (owlol Sl Glgie w08 o )18 Sb5)l Lo )0 &S CudlS Co ok e 12T -

ol o0l ALl Corousy 4 >dan )0 ¢ pges Codlw aa>

W30 o0 425 A o8 g (55le b pp A4S W F a0 1) (ST HEe (CuiS Ca e bt -

slas S50 Sy Ca pae g Jdod o Ay Jold ClS Co e slaptia Ol yie -
L



WA JLo APYAY-Y 65ll ol ! (Lo o )lastiw!

oad LLad AYAY Jlo 0 oles ol e o ailbil ulal s bk S o lakauby o lasbewl ol 4o -5 9T0L



W0 JLo APYA-Y 5,lls oyl (o o )lasten!

‘55..»)4 J{ng ‘soLoS ‘5|).g 4.5'1'“5" s@ba.‘&.&‘ GM’LW‘ ng‘ 9 (OGOE @»Lw‘ ng‘
0 Il sl 5, 55 Losdly o (TVID) 3y o Jsbug 5 o

Op)5 Alwld g o )

5 o lasliwl o, 5 at e il 0, Slos 5 Juan! sliol Jgo! Jolls a5 oo laslisl ol s 5 Bon
bl Jo—ol ol Sy hlws slodail Slos)l yo asiles o a S sl oo slolaial,
g dm o i (Ao ,g] p Dygo 10 a5 Jgol @i S 8 soliiwl 050 coubaiSliiasm 4
L.T“’L“J‘ J.»o‘ LJ“'"" s.))‘..)gl.u.u‘ Q"‘ )Q A.SGA J.o.c sw‘ cdy J.EJ Q)j,‘o 4.‘> L)T d.,Ua.A 9 w‘ w." (_;“J)"
(VD) 5055, (sanseis Sy hlog dlaz 51 (Sbp blug (oolad gl a5 0 Sloe 5 (Gl (050e

el 00l Crogi g aseive iyl o)l

Flwg 5l e Sy blug 0,8les 5 (siosl b ad po (oSS cwliol Jgo! puizman oo lslinl ol jo
S8 a g 890 il g (b ald Job jo Canl oV a5 Conl 0uls Ciiogs g Laseine VD Sy
5 =>hb ol s Job o anl 4 60,8les g gl gl Jgol e laslinl cpl pgo Cund ;0 05,5
Ll 00l Capogi g adtine Wigh 485 i o IVD Sy blug cole

g sl 1y 005,53 cb 5 ol Jool 5 S plaS o 08 o Uil 555 el sl sl Jobo s 5391k
S A g g |y K0 Jaol iildE LS LYs 50,5 B4 Lol Sy

a=po oo laslwl oS pgai « Shi Jilwg ol solatul ol leal,y flaie 4y oo lastiwl oyl
ol ol 428 )8 as jo sldail obl sleoles g o olad ZDosd

Pzl ¥

el oo sols gl L | a3l Ohgo 4 o lailinl (pl (e o aS o ls sezg gl i axle jo
gl so wgme Syl ol 5l Sz Llpd Ol et o
Q] (Co— 6LQJ.E)J._’».L‘>U 9 LaasMol (il ool osls &L‘>)‘ )L-ua." @)L’ ;b L gt as e 4O

1- In vitro diagnostic
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2-1 1SO 1135 (all parts), Transfusion equipment for medical use

2-2 I1SO 3107, Dentistry — Zinc oxide/eugenol cements and zinc oxide/non-eugenol
cements

03 oo loses 5 55y demST 555l 6o ylosar Sbpiliio ATRY Lo APVEY 5,les oLyl Lo olailil - g 5ol
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2-3 I1SO 3826 (all parts), Plastics collapsible containers for human blood and blood
components

2-4 1SO 5356 (all parts), Anaesthetic and respiratory equipment — Conical connectors

2-5 1SO 5359, Anaesthetic and respiratory equipment — Low-pressure hose assemblies for
use with medical gases

ool wl L ol 5l oolainl (gl jLideS slaclid acgoome IYA JLo NYVEA 5)les ol Lo o lastin! ~&9lol
el 00 2905 1SO 5359 1 2008 s sl
2-6 1SO 5360, Anaesthetic vaporizers — Agent-specific filling systems

Jole & aitee 00iiS 1y sopinan s soasS e ATAY Lo VT 6 L Ol s 3, lastiwl —‘5)3‘|—.>L1
o 0 505 150 5360: 2012 5 Jaseal 5 aliial L g

2-7 1SO 5361, Anaesthetic and respiratory equipment — Tracheal tubes and connectors
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ol o 355 10 5361: 2012 s st

2-8 1SO 5362, Anaesthetic reservoir bags

L eosmns] losdsy 5 Lo oS omboter o ye clodneS AYAY Jlo 1 VVAY 5 Leds o)l o o stk 590k
el 00 1505 1S0 5362: 2006 s Jastin! 5 ool

2-9 1SO 5364, Anaesthetic and respiratory equipment — Oropharyngeal airways

Lo il — glas olya olKal, - adis g g Slgas AT Jlo DAY 6,Leis oyl nl o o laibiwl s ,5T0b
el 00 2905 1SO 5364: 2001 s lastew! 5l ool

2-10 1SO 5366 (all parts), Anaesthetic and respiratory equipment — Tracheostomy tubes

2-11 1SO 5367, Anaesthetic and respiratory equipment — Breathing sets and connectors

2-12 1SO 5832 (all parts), Implants for surgery — Metallic materials

2-13 1SO 5834 (all parts), Implants for surgery — Ultra-high-molecular-weight polyethylene

2-14 1SO 5838 (all parts), Implants for surgery — Metallic skeletal pins and wires

2-15 1SO 5840 (all parts), Cardiovascular implants — Cardiac valve prostheses

2-16 1SO 5841 (all parts), Implants for surgery — Cardiac pacemakers
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2-17 1SO 6474-1, Implants for surgery — Ceramic materials — Part 1. Ceramic materials
based on high purity alumina

2-18 1SO 7000, Graphical symbols for use on equipment — Registered symbols
Sleslaiwl L «ligad (g9, ym ooliiwl 050 comw i slaoled AYVYA Lo :¥AOY 5Ll o)l pl Lo s lasbwl- g y9fal
el 00 2905 /SO 7000: 1989 & faski!

2-19 1SO 7010, Graphical symbols — Safety colours and safety signs — Registered safety
signs

il Cod dual oo el odle g sies] G S 7 (10,15 slaoled ATAY Jlw YoV gl uls lasti! _6)976"..
R P RWIRNPR VIR WS RUIPY ISO 7010: 2011 S lastiwl 51 eolaswl b

2-20 1SO 7153-1, Surgical instruments — Metallic materials — Part 1: Stainless steel

Sl osliiul Ly 50 55 88 V- i o> m Jilos 308 Slge O FYR JLo VAA 8)Leds o)l o 5 laibisl —(g59T0L
ol 0 3305 Sk 90 4 SO 7153-1: 1991 s it

2-21 I1SO 7197, Neurosurgical implants — Sterile, single-use hydrocephalus shunts and
components

sy s yous slizl s bocs — eas >l la cnals AYAY Jlo VIVY 8l ol Lo s laibisl - g59Tal
sl 005 3505 SO 71792 19975 luskeas! 51 onliceasl by o5 ymn LS

2-22 1SO 7198, Cardiovascular implants — Tubular vascular prostheses

2-23 I1SO 7199, Cardiovascular implants and artificial organs — Blood-gas exchangers
(oxygenators)

o> o — (egias slaplail g By,e oAb sla als AYAY Jlo AYFAY 5 les ol o o lasbisl —559T0b,
ool 00 (ppga5 ISO 7199: 20090 jlastiw] 51 eolazal b Loyl ¢y 5uST) 515 -
2-24 1SO 7206 (all parts), Implants for surgery — Partial and total hip joint prostheses

2-25 1SO 7207 (all parts), Implants for surgery — Components for partial and total knee joint
prostheses

2-26 1SO 7376, Anaesthetic and respiratory equipment — Laryngoscopes for tracheal
intubation

- 0= s o — S Gean ‘_gl.a:‘nbj‘ 5 59, u;"ls ‘_gl.a:t_,;:.’;..i'.vlf AYAL JLo 09V F 6 Lo Q\ﬂl usj"’ 3, lastiwl —6)ST~>L?,
el 003 905 SO 7376: 2009 Jasliwsl 31 ssliiwl b o(lagybu STy 55
2-27 1S0 7396 (all parts), Medical gas pipeline systems

2-28 I1SO 7405, Dentistry — Evaluation of biocompatibility of medical devices used in
dentistry

2-29 ISO 7494 (all parts), Dentistry — Dental units
2-30 ISO 7864, Sterile hypodermic needles for single use
2-31 1SO 7886 (all parts), Sterile hypodermic syringes for single use
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2-32 1SO 8185, Respiratory tract humidifiers for medical use — Particular requirements for
respiratory humidification systems

Sl S sloosliiul gl owis olfiws slajlucusb, ATAY JLo VAFY &,las ol nl Lo s laibisl - g Tab

2-33 1SO 8536 (all parts), Infusion equipment for medical use
2-34 1SO 8537, Sterile single-use syringes, with or without needle, for insulin

2-35 I1SO 8637, Cardiovascular implants and extracorporeal systems — Haemodialysers,
haemodiafilters, haemofilters and haemoconcentrators
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L]

2-36 1SO 8638, Cardiovascular implants and extracorporeal systems — Extracorporeal blood
circuit for haemodialysers, haemodiafilters and haemofilters

el 00 32505 Sk 90 43 SO 86371 2010 o il 5 solicisl L o yildbogan dnonisS sllagan (gl

2-37 1SO 8827, Implants for surgery — Staples with parallel legs for orthopaedic use —
General requirements

Cz Sjlee slaasl L abgs slagus — (>l sla sl AYAY Jlo VY0P 6,leis o)l pl o o lailiwl - 55910k,
el oo o905 « 1ISO 8827: 1988 Justiwl 5 ssliiu b o IS wlolill - suys5,] 5o soliiul

2-38 ISO 8828, Implants for surgery — Guidance on care and handling of orthopaedic
implants

sla als olouls 5 bl slaal ol als AYAF JLo VYOV 5las o)l pl Lo o, laibiwl - y9ToL
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2-39 ISO 8835-7, Inhalational anaesthesia systems — Part 7: Anaesthetic systems for use in
areas with limited logistical supplies of electricity and anaesthetic gases
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2-40 1SO 9168, Dentistry — Hose connectors for air driven dental handpieces
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2-41 1SO 9170 (all parts), Terminal units for medical gas pipeline systems
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2-42 1SO 9360 (all parts), Anaesthetic and respiratory equipment — Heat and moisture
exchangers (HMEs) for humidifying respired gas in humans

2-43 1SO 9583, Implants for surgery — Non-destructive testing — Liquid penetrant
inspection of metallic surgical implants

2-44 1SO 9584, Implants for surgery — Non-destructive testing — Radiographic
examination of cast metallic surgical implants

S5 n )il 2Pt lapgeil = (i slaals AYAY Jlo VYFF 5 )les olnl (o s lusbinl - 59T0k
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2-45 1SO 9626, Stainless steel needle tubing for the manufacturer of medical devices

2-46 1SO 9713, Neurosurgical implants — Self-closing intracranial aneurysm clips

2-47 1SO 10079 (all parts), Medical suction equipment

2-48 1SO 10524 (all parts), Pressure regulators for use with medical gases

2-49 1SO 10555 (all parts), Intravascular catheters — Sterile and single-use catheters

2-50 1SO 10651 (all parts), Lung ventilators for medical use — Particular requirements for
basic safety and essential performance

2-51 I1SO 10993 (all parts), Biological evaluation of medical devices

ISO 10993 & luiliw! acgazme slocond Sy 5l oolizul b YVVE o)led lnl (o slood Jasbin] acgamme 59Tk
el 00U U”B'\"

2-52 1SO 11040 (all parts), Prefilled syringes

2-53 ISO/IEEE 11073 (all parts), Health informatics — Personal health device
communication

2-54 ISO 11135 (all parts), Sterilization of health-care products — Ethylene oxide —
Requirements for the development, validation and routine control of a sterilization
process for medical devices

2-55 1SO 11137 (all parts), Sterilization of health care products — Radiation

2-56 1SO 11138 (all parts), Sterilization of health care products — Biological indicators

2-57 1SO 11140 (all parts), Sterilization of health care products — Chemical indicators

2-58 1SO 11197, Medical supply units

51 ool L o Sty asdis slace de AYAF Jlow ) - #FF 6 lai o), ol Lo o lasbiwl - g ygToley
el 00 o905 SO 11197: 2004 st

2-59 ISO 11318, Cardiac defibrillators — Connector assembly DF-1 for implantable
defibrillators — Dimensions and test requirements

Lo y53k yeds (sl SIS Slige 09w = (8 (sla, 93O s AYAY Jlo YATF 8Lt ol o s sl (s 59T0k)
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2-60 1SO 11607 (all parts), Packaging for terminally sterilized medical devices

2-61 1SO 11608 (all parts), Needle-based injection systems for medical use — Requirements
and test methods

2-62 1SO 11663, Quality of dialysis fluid for haemodialysis and related therapies
2-63 1SO 11737 (all parts), Sterilization of medical devices — Microbiological methods

2-64 1SO/TS 13004, Sterilization of health care products — Radiation — Substantiation of
selected sterilization dose: Method VDmaxSD

2-65 1SO 13402, Surgical and dental hand instruments — Determination of resistance against
autoclaving, corrosion and thermal exposure
S35 (s ISPl lie 10 Canglin i = >y g S0 (giws 5l FOYY 5l ol pl (Lo o lasliwl - 55910k
el 00 3995 SO 13402: 19950 Justiw! 51 ol b eryge3] Loy = 55 L3 &)l oo ,me 48 g
2-66 1SO 13408 (all parts), Aseptic processing of health care products
2-67 1SO 13485, Medical devices — Quality management systems — Requirements for
regulatory purposes
ot sl Ll caS o pace slapiaw Sy Jilog AYAD JLo VYEAD g3l-olnl o laibinl - g ygTob,
el 0 2905 SO 13485: 20035 lustew! 5l ealizwl b el jie
2-68 1SO 13779 (all parts), Implants for surgery — Hydroxyapatite
2-69 1SO 13782, Implants for surgery — Metallic materials — Unalloyed tantalum for
surgical implant applications
S 5T e pollilio(s 33 slgom >y sla iils YA JLo ATAY 1ol 6, ol p!l (o o laibiwl - 5910
ol oad (g5 SO 13782: 1996 sl 31 ooliusl b i3] (sl s, 5 b g >y sla iils slas )8
2-70 1SO 13958, Concentrates for haemodialysis and related therapies
2-71 1SO 13959, Water for haemodialysis and related therapies

2-72 1SO 14155, Clinical investigation of medical devices for human subjects — Good
clinical practice

Can 5= Sl sl 059 (sl (Sii hlog (b owyp YA JLo VEYEY 5 Leds o))l Lo o lasbewl - 55510
sl 00 905 SO 141551 2011 usliw! 5l eolisusl b o b g5

2-73 I1SO 14160, Sterilization of health care products — Liquid chemical sterilizing agents
for single-use medical devices utilizing animal tissues and their derivatives —

Requirements for characterization, development, validation and routine control of a
sterilization process for medical devices

- Sl b cudl e 4 b e DY gamme (5l gy ATV Jlo AFFAY 015 ks ol cde o lasbiwl - g 59Tk,
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2-74 1SO 14161, Sterilization of health care products — Biological indicators — Guidance
for the selection, use and interpretation of results
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2-75 1S0 14242 (all parts), Implants for surgery — Wear of total hip-joint prostheses

2-76 1SO 14243 (all parts), Implants for surgery — Wear of total knee-joint prostheses

2-77 1S0 14408, Tracheal tubes designed for laser surgery — Requirements for marking and
accompanying information

5 & IS alis 4 bgy e Slel3ll 5 >l (6l oais b asly laalgd V- FFY 5 las ol Lo o lailinl - g y9T0b
el 0 3905 SO 14408: 20050 sl ) solizl b ol yor leds|
2-78 1SO 14457, Dentistry — Handpieces and motors
2-79 1SO 14602, Non-active surgical implants — Implants for osteosynthesis — Particular
requirements

= Slgmeal mee i 6l b nals — Jld i e sla mals VYA Lo AFAF 5,Les ol e s lustiul - g9T0k
ol 005 3505 SO 14602: 2010 lustis! 51 oobicsl b woyg Lol 3l

2-80 ISO 14607, Non-active surgical implants — Mammary implants — Particular
requirements
2-81 1SO 14630, Non-active surgical implants — General requirements
51 oolaiwl Ly sogoe Slalylb Jlad e > sla ils A YFAY Jlo NAVAA 6,Leis o))l Lo o laslil - g 910k
el 0as o905 SO 14630: 20125 st
2-82 ISO 14644, Cleanrooms and associated controlled environments

2-83 ISO 14698, Cleanrooms and associated controlled environments — Biocontamination
control

2-84 1SO 14708 (all parts), Implants for surgery — Active implantable medical devices
2-85 1SO 14879, Implants for surgery — Total knee-joint prostheses

2-86 1SO 14937, Sterilization of health care products — General requirements for
characterization of a sterilizing agent and the development, validation and routine
control of a sterilization process for medical devices

Jsle Sns sl IS Slalll = Sy c¥gmme gy OTAY Jlo VAT« 5l ol Lo o llinsl — 55Tk
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2-87 ISO/TR 14969, Medical devices — Quality management systems — Guidance on the
application of ISO 13485: 2003
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2-88 1SO 14971, Medical devices — Application of risk management to medical devices

LS Jilws 5o Sy Cupde 0,5 - Sop blog AYAA JLo AVIYE 5 Ls ol e o jlaste] —‘5)5709'
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2-89 1SO 15001, Anaesthetic and respiratory equipment — Compatibility with oxygen

3leslaiwl L ¢y 5umnST L (6 )85l = st g (g Oligas AYAL JLo IVIYE 6Ll ol Lo o lasbisl ~&9lol
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2-90 1SO 15002, Flow-metering devices for connection to terminal units of medical gas
pipeline systems

Sl 4Ll ooty a Jlasl glp miwnb,m blog AYAY Jlo NIVYE 5 Les ol Lo o lasbewl - 5910
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2-91 1SO 15223-1, Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied — Part 1: General requirements

blag o iFailas jo soliiul 8 90 sloslei~ SKip Jblog AVAF Jlo APYA-Y 8L ol Lo o lasbiwl — 5910k
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2-92 1SO 15882, Sterilization of health care products — Chemical indicators — Guidance for
selection, use and interpretation of results

2-93 SO 15883 (all parts), Washer-disinfectors

2-94 1SO 15985, Plastics — Determination of the ultimate anaerobic biodegradation under
high-solids anaerobicdigestion conditions — Method by analysis of released biogas

2-95 ISO 16061, Instrumentation for use in association with non-active surgical implants —
General requirements
-l e ol sla als cuils gl soliial 80 IRl AFAE JLo Y- VAY 8, ol e o laslis] - g 59T0b,
sl oo o905 SO 16061: 2015 o sl 31 oolictl b ¢ S Lal 3l
2-96 1SO 17510, Medical devices — Sleep apnoea breathing therapy — Masks and
application accessories
2-97 1SO 17664, Sterilization of medical devices — Information to be provided by the
manufacturer for the processing of resterilizable medical devices
- JLs e ol sla mals cusls ol soliial 390 5l AYAS Jlo V- OYA 8, ol e o laslisl - g y9T0b,
sl oo o905 SO 176641 2004 o sl 51 oolitl b ¢ S Ll 3l
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2-98 ISO 17665-1, Sterilization of health care products — Moist heat — Part 1:
Requirements for the development, validation and routine control of a sterilization
process for medical devices

2-99 1SO 18472, Sterilization of health care products — Biological and chemical indicators
— Test equipment

5 00 sl FLliim o tlagy Coidlye SV game 5ihoys i O YAS Jlu A8OF 5 los ol Lo s bl - g 5910k
e 00 3305 SO 18472: 2006 o fuitiosl 51 oslizasl b «ys05] Slpaerie asloanss

2-100 1ISO 18777, Transportable liquid oxygen systems for medical use — Particular
requirements

- Sy dylas 6l mle ST Jom BB slapiaaw AYAY Jlo NV TF 6 )las ol Lo o laibiwl - 5590k
el 00 3905 SO 187772 2005 s lastiw! 51 ooliiw! b g bol 3l
2-101 1SO 18778, Respiratory equipment — Infant monitors — Particular requirements
ooliinl b oy lal b g3 i olo Kitolm  owdis Sliwgas AYAY Jlo VAV 55l o)) Lo o lailinl - 55910k,
el 0 po0s SO 18778: 2005 s Justiul 5
2-102 1SO 19054, Rail systems for supporting medical equipment

2-103 1SO 20857, Sterilization of health care products — Dry heat — Requirements for the
development, validation and routine control of a sterilization process for medical
devices

- S Ol blage Eedle SYgame (sile e YA Lo IVIFY 5l ol e o lailinl -5 ysTok
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2-104 1SO 21534, Non-active surgical implants — Joint replacement implants — Particular
requirements

- deaie 535l lanali Jlbne ol sl mals AFAY Jlo AAVAD 8)Led ol Lo o lailiul -5 9T0L
ol 008 g5 1SO 21534 2007 s Juiliwl 51 osliial b g el

2-105 1SO 21535, Non-active surgical implants — Joint replacement implants — Specific
requirements for hipjoint replacement implants

- i 3Sle sla als— Jlb i (o> sl (slS ATAY Jlo NAVAF 85l ol o o ksl -5 y3Tob
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2-106 1SO 21536, Non-active surgical implants — Joint replacement implants — Specific
requirements for kneejoint replacement implants

- deaie 535l o nali Jlbne ol sl als AFAY Jlo AAVAY 5 les ol Lo o lailiul - 5970k
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2-107 1SO 21649, Needle-free injectors for medical use — Requirements and test methods
2-108 1SO 21969, High-pressure flexible connections for use with medical gas systems
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2-109 1SO 22442 (all parts), Medical devices utilizing animal tissues and their derivatives

2-110 ISO 22523, External limb prostheses and external orthoses — Requirements and test
methods

2-111 1SO 22610, Surgical drapes, gowns and clean air suits, used as medical devices, for
patients, clinical staff and equipment — Test method to determine the resistance to wet
bacterial penetration

2-112 I1ISO 22612, Clothing for protection against infectious agents — Test method for
resistance to dry microbial penetration

2-113 ISO 22675, Prosthetics — Testing of ankle-foot devices and foot units —
Requirements and test methods

2-114 1SO 23328 (all parts), Breathing system filters for anaesthetic and respiratory use

2-115 1ISO 23500, Guidance for the preparation and quality management of fluids for
haemodialysis and related therapies

2-116 1SO 23747, Anaesthetic and respiratory equipment — Peak expiratory flow meters for
the assessment of pulmonary function in spontaneously breathing humans

2-117 1SO 23907, Sharps injury protection — Requirements and test methods — Sharps
containers

5 olalh 5 plas] 5l il Samscaw] plp o cbli> AFAY Jlo 1982 6,led o)l Lo o laibinl - 5910k,

sl ooy o905 SO 23907: 2012 o sl 31 ooliinl b e plal (g5 Bg b yg05] slasds,

2-118 ISO 23908, Sharps injury protection — Requirements and test methods — Sharps

protection features for single-use hypodermic needles, introducers for catheters and
needles used for blood sampling

ooliiwl 0 )50 ()35 Sy jam g S (galz ) B ras JLSs Glayiem sl 5 plea! sBli> b S5 (9o
ol 00 pgad 3ubls g0 4 ISO 23908: 2011 o lastew 5l esliiul b ety95 5l s S diges sl

2-119 ISO/TR 24971, Medical devices — Guidance on the application of ISO 14971

o lecs o)l ol o 8 lasbil 0,8 slaal - (Sip blog AYAY Jlo 1AFA8 5 Lo o)l Lo o lasbewl - 55100
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2-120 1ISO 25424, Sterilization of medical devices — Low temperature steam and

formaldehyde — Requirements for development, validation and routine control of a
sterilization process for medical devices

—asalle B g oS sles b jlsu (S Jalog (s5boge s AFAY JLo VEYEY 8, ol e o laslis] - g 59Tob,
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2-121 1SO 25539 (all parts), Cardiovascular implants — Endovascular devices

2-122 I1SO 26722, Water treatment equipment for haemodialysis applications and related
therapies

2-123 1SO 27186, Active implantable medical devices — Four-pole connector system for
implantable cardiac rhythm management devices - Dimensional and test requirements

kb gz iSOl s - Jlad coslS BB Sigy Blos OYAR Jlo VTYYY 5Les ol Lo s laibiul - g ygTal
IS0 27186 12010 s skl 51 oslizul Ly eyg03T 5 oolasl Slelill —easls Ll 5 a2y ) s0isS oulass Jiloss (sl

! 00 L).:SJ.J

2-124 1SO 80369 (all parts), Small-bore connectors for liquids and gases in healthcare
applications

2-125 1SO 81060 (all parts), Non-invasive sphygmomanometers

2-126 ISO/IEC 15026 (all parts), Systems and software engineering — Systems and software
assurance

2-127 IEC/ISO 80601-2, Medical electrical equipment

2-128 IEC 60118-15, Electroacoustics — Hearing aids — Part 15: Methods for characterizing
single processing in hearing aids with a speech-like signal

2-129 IEC 60336, Medical electrical equipment — X-ray tube assemblies for medical
diagnosis - Characteristics of focal spots

Sl Sl dnil Gy degame = (S (oS Sl AYAA Jlo s Y8 cuslsTolnl o laibenl - yaTol
ol 00 (g 3t &y g0 40 JEC 60336: 2005 o lasbiw! 5l sslitw b ¢ SgilS alaii Slasuie — (S (anseds
2-130 IEC 60417, Graphical symbols for use on equipment
2-131 IEC 60522, Determination of the permanent filtration of X-ray tube assemblies
555 Wgo g sld dcgazme (((oodld) (S18 Cyguml yihid Crs AYAY JLo A YEYE 5 L ol o o sl - 55910k
el 00 05 JEC 60522: 1999 s jlasbiw! 5l ooliiwl b ¢ryge3l 39, - X
2-132 IEC 60580, Medical electrical equipment — Dose area product meters
ol g Solosl Ay~ (Seih oS Sligas OYAA Lo £ 0A  —wslsTol sl o laibiwl - g y9Tols
ol 00 3905 35 &9 4 JEC 60580: 2000 s lastiw! 5l oslatasl b ¢ (Gao &) oy28,5 1,3 5 x0,0

2-133 IEC 60601-1, Medical electrical equipment — Part 1: General requirements for basic
safety and essential performance

Sl sos—s SlLalPh) Caond- Sop (S SISl MY JL XYPASY 6Ll ol o o laslisl ~&s910b
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2-134 IEC 60601-1-2, Medical electrical equipment — Part 1-2: General requirements for
basic safety and essential performance — Collateral standard: Electromagnetic
compatibility — Requirements and tests
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2-135 IEC 60601-1-3, Medical electrical equipment — Part 1-3: General requirements for
basic safety and essential performance — Collateral Standard: Radiation protection in
diagnostic X-ray equipment
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2-136 IEC 60601-1-6, Medical electrical equipment — Part 1-6: General requirements for
basic safety and essential performance — Collateral standard: Usability

Sl oy Sl -V Cond - Sigy (oS Slgas YA Jlo YYEAN-F 5 L ol (o o sl - 55910k,
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2-137 IEC 60601-1-8, Medical electrical equipment — Part 1-8: General requirements for

basic safety and essential performance — Collateral standard: General requirements,

tests and guidance for alarm systems in medical electrical equipment and medical
electrical systems

oogos SLalIFA-Y Coad Siip S0 Sl Ol AFAY Jlo FFPAN-A 5 L ol o o sl - g y9T0b
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2-138 IEC 60601-1-9, Medical electrical equipment — Part 1-9: General requirements for

basic safety and essential performance — Collateral Standard: Requirements for
environmentally conscious design
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2-139 IEC 60601-1-11, Medical electrical equipment — Part 1-11: General requirements for
basic safety and essential performance — Collateral standard: Requirements for medical
electrical equipment and medical electrical systems used in the home healthcare
environment

Sl VNN e Sy ST Blgas ATAE s FYFANNY byl ol e o il - g p9Toly
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2-140 IEC 60601-1-12, Medical electrical equipment — Part 1-12: General requirements for
basic safety and essential performance — Collateral Standard: Requirements for
medical electrical equipment and medical electrical systems used in the emergency
medical services environment
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2-141 IEC 60601-2 (all parts), Medical electrical equipment

2-142 IEC 60627, Diagnostic X-ray imaging equipment — Characteristics of general purpose
and mammaographic anti-scatter grids

2-143 IEC 60731, Medical electrical equipment — Dosimeters with ionization chambers as
used in radiotherapy

Oyl gy SBBT glls slo miwyo- Sy (oSl Sl YA Jlo £ VYY) cwislsh olnl o laikil —‘_g)ﬂél.l
U P RWIRNPR VIR WS RUIPV Y JEC 60731: 2011 S laibiwl 5leolaiwl b« Sloyogs o eolaiul o,g0

2-144 IEC 60812, Analysis techniques for system reliability — Procedure for failure mode
and effects analysis (FMEA)
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2-145 IEC 60825, Safety of laser products — Part 1: Equipment classification and
requirements

Lyl 5 ganaids - Coomd (5,5 SYgame o] ATAY Lo X)) 5les ol e s lusbinl - 5590k
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2-146 IEC 60878, Graphical symbols for electrical equipment in medical practice
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2-147 IEC 60976, Medical electrical equipment — Medical electron accelerators —
Functional performance characteristics

2-148 IEC 61168, Radiotherapy simulators — Functional performance characteristics

2-149 IEC 61217, Radiotherapy equipment — Coordinates, movements and scales

Lo wlis g oS > wlaiie gl ygome Sloyogip Sl ATAY JLo VPAPY 5L ol pl (o o lasliul -5 9T0b,
el 00 905 JEC 61217: 2011 & lasbiw ) soliiwl b

2-150 IEC 61223-2-6, Evaluation and routine testing in medical imaging departments — Part
2-6: Consistency tests imaging performance of computed tomography X-ray equipment

2-151 IEC 61223-3, Evaluation and routine testing in medical imaging departments — Part 3-
4: Acceptance tests — Imaging performance of dental X-ray equipment

2-152 IEC 61303, Medical electrical equipment — Radionuclide calibrators — Particular
methods for describing performance

2-153 IEC 61391 (all parts), Ultrasonics — Pulse-echo scanners
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2-154 IEC 61674, Medical electrical equipment — Dosimeters with ionization chambers
and/or semiconductor detectors as used in X-ray diagnostic imaging

2-155 IEC 61676, Medical electrical equipment — Dosimetric instruments used for non-
invasive measurement of X-ray tube voltage in diagnostic radiology

2-156 IEC 61689, Ultrasonics — Physiotherapy systems — Field specifications and methods
of measurement in the frequency range 0,5 MHz to 5 MHz

2-157 IEC 61846, Ultrasonics — Pressure pulse lithotripters — Characteristics of fields

2-158 IEC 61847, Ultrasonics — Surgical systems — Measurement and declaration on the
basic output characteristics
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2-159 IEC 61910-1, Medical electrical equipment — Radiation dose documentation — Part 1:
Radiation dose structured reports for radiography and radioscopy

2-160 IEC 62083, Medical electrical equipment — Requirements for the safety of
radiotherapy treatment planning systems

2-161 IEC 62220 (all parts), Medical electrical equipment — Characteristics of digital X-ray
imaging devices

2-162 IEC 62266, Medical electrical equipment — Guidelines for implementation of DICOM
in radiotherapy

2-163 IEC 62304, Medical device software — Software life cycle processes

L lyble s ae 4z o sloany i = (S5 Al J3la s OYAA JLo AYVIYA 8L o)l Lo 5 lasbenl - g 9T0k
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2-164 IEC 62359, Ultrasonics — Field characterization — Test methods for the determination
of thermal and mechanical indices related to medical diagnostic ultrasonic fields

2-165 IEC 62366-1, Medical devices — Part 1: Application of usability engineering to
medical devices

2-166 IEC 62471, Photobiological safety of lamps and lamp systems

2-167 IEC 62494-1, Medical electrical equipment — Exposure index of digital X-ray imaging
systems — Part 1: Definitions and requirements for general radiography

2-168 IEC 62563-1, Medical electrical equipment — Medical image display systems — Part
1: Evaluation methods

2-169 IEC 80000 (all parts), Quantities and units

2-170 IEC 80001-1, Application of risk management for IT-networks incorporating medical
devices — Part 1: Roles, responsibilities and activities
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2-171 IEC/TR 80001-2-1, Application of risk management for IT-networks incorporating
medical devices —Part 2-1: Step by Step Risk Management of Medical IT-Networks;
Practical Applications and Examples

2-172 IEC/TR 80002-1, Medical device software — Part 1. Guidance on the application of
ISO 14971 to medical device software

2-173 1IEC 80003 (all parts), Physiological quantities and their units
2-174 IEC/ISO 80601-2 (all parts), Medical electrical equipment

2-175 AAMI TIR49, Design of training and instructional materials for medical devices used
in non-clinical environments

2-176 AAMI HE75, Human factors engineering — Design of medical devices
2-177 EN 1041, Information supplied by the manufacturer of medical devices

2-178 ASTM F2027, Standard Guide for Characterization and Testing of Raw or Starting
Biomaterials for Tissue-Engineered Medical Products

2-179 ASTM F2212, Standard Guide for Characterization of Type | Collagen as Starting
Material for Surgical Implants and Substrates for Tissue Engineered Medical Products
(TEMPs)

2-180 ASTM F2761, Medical Devices and Medical Systems — Essential safety requirements
for equipment comprising the patient-centric integrated clinical environment (ICE) —
Part 1: General requirements and conceptual model
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— I1SO 1135 (all parts);
— 1S0O 3107,
— ISO 3826 (all parts);
— 1SO 5360;
— 1SO 5361;
— IS0 5362;
— 1SO 5364;
— ISO 5366 (all parts);
— 1SO 5367;
— I1SO 5838 (all parts);
— 1S0 5840 (all parts);
— ISO 5841 (all parts);
— IS0 7197,
— IS0 7198;
— IS0 7199;
— I1SO 7206 (all parts);
— 1SO 7207 (all parts);
— IS0 7376;
— 1SO 7396 (all parts);
— ISO 7494 (all parts);
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— 1SO 7864;

— ISO 7886 (all parts);
— IS0 8185;

— ISO 8536 (all parts);
— IS0 8537;

— IS0 8637;

— IS0 8638;

— IS0 8827,

— IS0 8835-7;

— IS0 9168;

— 1SO 9170 (all parts);

— 1SO 9360 (all parts);
— 1SO 9626;

— 1SO 9713;

— 1SO 10079 (all parts);
— I1SO 10524 (all parts);
— ISO 10555 (all parts);
— I1SO 10651 (all parts);
— 1SO 11040 (all parts);
— 1SO 11197;

— IS0 11318;

— 1SO 11608 (all parts);
— 1SO 11663;

— 1SO 13958;

— 1SO 13959;

— I1SO 14242 (all parts);
— I1SO 14243 (all parts);
— 1SO 14408;

— IS0 14457,

— 1SO 14602;

— 1SO 14607;

— I1SO 14708 (all parts);
— IS0 14879;

— 1SO 15001;

— 1SO 15002;

— 1SO 17510;

— IS0 18777,

— 1SO 18778;

— 1SO 19054;

— 1SO 21534;

— 1SO 21535;

— 1SO 21536;

— IS0 21649;

— 1SO 22523;

— IS0 22610;
— IS0 22612;
— IS0 22675;
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— 1SO 23500;

— ISO 25539 (all parts);
— 1SO 23747,

— IS0 23907;

— 1SO 23908;

— IS0 26722;

— 1SO 27186;

— IEC 60118-15;

— IEC 60731;

— IEC 60976;

— IEC 61168;

— IEC 61223-2-6;

— |IEC 61223-3;

— IEC 61303;

— IEC 61391 (all parts);
— IEC 61674,

— IEC 61676;

— IEC 61689;

— IEC 61846;

— |IEC 61847,

— IEC 62083;

— |IEC 62266;

— IEC 62359;

— |IEC 62563-1;

— I1SO 81060 (all parts).
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— http://ec.europa.eu/growth/sectors/medical-devices/index_en.htm

— http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
— http://www.tga.gov.au/standards-orders-and-medical-devices

— http://www.hc-sc.gc.ca/dhp-mps/md-im/index-eng.php

— http://www.jisc.go.jp/eng/index.html
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1- 1SO Online Browsing Platform
2- Available at: https://www.iso.org/obp/ui/#home
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