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Medical electrical equipment -
4V e jall-dulall L0L st 3542y | Part 2-49: Particular requirements
ol g Alalls i TC 62 | trwlud elolly dadlutl Lolatt catiitt | for the basic safety and essential SFDA'MD/_IEC 12
S 5t 5 2 . : 80601-2-49:2020
s gl 3asais gk A81,e 534aY | performance of multifunction
patient monitors
Molecular in vitro diagnostic
— AL 3 Jujall cendaall seadll | examinations — Specifications SFDA.MD/ISO
ol g Aalalls A3 TC 212 Aol Guull paadll ol 2l sulas | fOr pre examination processes . 13
s . o i : 20166-1:2020
1l et g ol sii 2sastt | for formalin fixed and paraffin-
embedded (FFPE) tissue
Molecular in vitro diagnostic
— A § il el paadtl | examinations — Specifications
. . .. Aauwdl Guall paadll ailsl 5l Hulas | fOr pre examination processes SFDA.MD/ISO
Huolse Bty s TC212 — bl jlall et 5 plls st st | for formalin fixed and paraffin- 20166-2:2020 | 4
Jszxtt ghgsul Y o520 | embedded (FFPE) tissue —
part 2: isolated protein
Molecular in vitro diagnostic
— A il adaall gaadll | examinations -- Specifications
. - .. Ll Guatl gaadll alel ol yulas | fOr pre-examination processes SFDA.MD/ISO
Huelse Bollly TC 212 — ol Bl 5 ol s s | for formalin-fixed and paraffin- 20166-3:2020 L2
$ismAl el paaatt ettt 5200 | embedded (FFPE) tissue --
Part 3: Isolated DNA
= ALY gl skl Molecular in vitro diagnostic
) ) N o u-m" J;"h alyal pulne examlnatlons. -- $pecnf|catlons SFDA.MD/ISO
FENI Al S TC 212 st gl ) all— Soal for pre-examination processes 20184:2020 16
s B st for frozen tissue -- Part 1: :
> | Isolated RNA
A eyl e Al il Molecular in vitro diagnostic
) - N T ﬁ'halﬁ‘ﬁ!ﬁm exammanons_ - _Specnflcatlons SFDAMD/ISO
diol g Tllatly A TC 212 T Y for pre-examination processes 20184-2:2020 17
ST ; for frozen tissue -- Part 2: ’
Isolated proteins.
Medical laboratories -- Requirements
. . .. 98 g pea clullia — dutall ol att | for collection, transport, receipt, SFDA.MD/ISO/TS
et Wik TC 212 sl ga gutastl 3 35t | and handling of 20658:2020 | 1O
samples
MOLECULAR IN VITRO DIAG-
NOSTIC EXAMINATIONS --
— AR 3 sl andaill yaadt | SPECIFICATIONS FOR PRE- SFDA.MD/ISO
EEWPH At A TC 212 | - guysll sl pand Js L olel ol jute | EXAMINATION PROCESSES 20186-1 2020 19
Jaratl giemsll esg i)V e | FOR VENOUS WHOLE '
BLOOD -- PART 1: ISOLATED
CELLULAR RNA
MOLECULAR IN VITRO DIAG-
AR el sk il aadl NOSTIC EXAMINATIONS --
A SPECIFICATIONS FOR PRE-
thanlge mime s TCorp | SwelesisLatlalate oy NATION PROCESSES | OF DAMDASO 1,

) 5550500 (59530 pAantl ) 53l
Jdayt!

FOR VENOUS WHOLE
BLOOD -- PART 1: ISOLATED
GENOMIC DNA

20186-2:2020
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pr oy || daa t - BTED (IO S0 &
/M”' (’Q’M/‘MM) 3";:; A 01 A0 B gl ol A ¥ 2301 A g8 el Al gl @l A
o G s TC21p | CSkTmRAREE POFIanet?Jfer?;Zrt:ta: tflcr;rgJ (Eeg)itc Qnd SFDAMDASO
5 flatly s sotiay q quatity 22870:2020
competence
e e e s Laboratory medicine --
ol ge Al TC 212 :"l"w ‘wf uf"‘m ‘5’“‘ = Requirements for reference SFDA'MD/ISO 22
Dz b ulslll § o aladiuls 3 lat! . 15195:2020
measurement laboratories
" . . ol laayl s 4 el — as,aitl el 1 Wheelchairs - Part 9: Climatic SFDA.MD/ISO
o S TC173 il sl s sl sal | tests for electric wheelchairs 7176-9:2020 =
Wheelchairs — Part 21:
LIy Reement g esmatods ko onso
. sww s TC173 | 9 SR 08 iromag . 7176-21:2020 | 24
5 eiall alad ,ull g 45,2300 ol S| compatibility of electrically
al,lall gal gy sl gsib dlelall | powered wheelchairs and
scooters, and battery chargers
Tips for assistive products for
suslull cilamatl )odl, /el i(eblys | walking — Requirements and
Luolse N TC 173 — sy gbyabiel - qat e | test methods — Part 2: Durability SFDAMD/ISO 25
. e iy ; 24415-1:2020
ol jlsall sl )t Jeai 343 :Y 5500 | OF tips for crutches
Sl Slait o1 (St xzﬁ(ig a_ssl';;";ﬁ products for - sFpaMDIISO
s Welegs TC73 :;%z:;&uﬁ‘:f:j test methods — Part 2: Durability 24415-2:2020 | 26
T #7220 ot tips for crutches
Byl 3 el ESU st sy | TECNICEI @IS for persons with SFDA.MD/ISO
aln)ys wuwas TC 173 s == disability — Environmental 16201:2020 | 27
s gall Bladl Lihaalf aSaill Zalid) I
control systems for daily living
— Jsill pes Lolnl ussY! | Urine collection bags — Part 2:
gialos Y A TC 173 JLSAYI 3,k laitl Y 52 | Requirements and test meth- SIDEUIDHIET) 28
- 8669-2:2020
ods
" - . w58 3 Leadull LYl — oLw¥ b | Dentistry -- Wires for use in SFDA.MD/ISO
els Rl TC 100 sty | orthodontics 15841:2020 | 20
L . g Dentistry -- Metallic materials for
sl ge Bl A TC 106 @h"f“{' L“”f*tdly.l ”Lw.yl ub fixed and removable restorations SFDA'MD/ISO 30
S b g Al dviall Sl gasll . 22674:2020
and appliances
. . .. § sluall oL — glwdl b | Dentistry -- Artificial teeth for SFDA.MD/ISO
et e TC 108 Ll sl g2l | dental prostheses 22112:2020 81
X - .. =) esall - dallabds — glwd) ok | Dentistry -- Extraction forceps -- | SFDA.MD/ISO
Heslse ity s TC 106 Ll stwst) | Part 1: General requirements 9173-1:2020 | o2
. Dentistry -- Evaluation of
Luolge Gwlbas | TC 106 (gt Ssl ol B ompatibility of medical SFDA‘MD/ IS0 | 55
OLw¥! b § dsudiuull dutall 3 5¢a0U . . . 7405:2020
devices used in dentistry
L , e Dentistry -- Polymer-based
sl gs Ayl A5 TC 106 A luting materials containing AR 34

By als s e g giad

adhesive components

16506: 2020
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Part 7: Connectors for
intravascular infusion

18250-7:2020

4l ga kel daa Y] . —— SR ICCTCRTINGE e .
P (i 31 el A pal| 4l Aol o | eul A0 julody ¥ ) AR Aaia! ot aul aaalgll @d) A
gl il 3L = Gl e Dentistry -- Mar?ual toothbrushes SFDA.MD/ISO
Lol go Ayl S TC 106 e ] N e General requirements and test 20126:2020 35
s ? ' methods :
- ... . | Non-active surgical implants --
Lol go Jpasilly s TC 150 . Wﬁf”ﬂ M"‘ ’fy‘ Mammary implants -- Particular SFDA'MD/ISO 36
Lol ol jidl —— de g, 51 gaill 35l . 14607:2020
requirements
S S Implants for surgery -- Determi-
o ot s TC 150 ":udl:,a':u u}“_ul’.;"’ ) ::Am nation of impact resistance of SFDA.MD/ISO -
> PR S J‘;“fj“ ;m ceramic femoral heads for hip 11491:2020
T joint prostheses
Junds J —— Ll ja e 9,500 330290 Implants for surgery -- Wear of
ddiol g Alalls S TC 150 Bobe 1Y el — Jsi s et 3330 | total hip-joint prostheses -- Part ?EZD:\ZI\Q%/(I)SZS 38
w2 Methods of measurement ’
Assessment of the safety of
. . o abliat! (il p eaill LS s | Magnetic resonance imaging SFDA.MD/ISO/TS
e Beths I TCI50 | ey 2l 33a¥1 a0 | for patients with an active im- 109742020 | 29
plantable medical device
Active implantable medical devices
—— dlagall de g3 duall 3362¥1 | -- Electromagnetic
oY g8 5398 —— uablize g g<il 33153 | compatibility -- EMC test
ddol g Alalls S TC 150 olaliit cuablida g 4sif 331530 L33l | protocols for implantable cardiac 8'1:51/:;\/' Eollzsoo 40
Sl glia i et jey wlill sl s | pacemakers, implantable ’
ol &5 354219 | cardioverter defibrillators and
cardiac resynchronization devices
Implants for surgery — Partial
. _ | and total hip joint prostheses —
3l gk mbalo2 &5, 55623 part 4: Determination of SFDA.MDY
Lol 5o Wlatly TC 150 18 e jal) —— I T 5l s gaslh : . ISO 7206- 41
- S T e7 e 7 endurance properties and 4:2010+A1:2020
Slgtalisblly deall pibad w3 | o rformance of stemmed femo- | :
dasadl) aasl
B ral components
o _ o | Medical devices -- Connectors
BRIl 1 ir delivery systems
Gl e it a0 SOOI VOIl GEIVETY SY SFDA.MD/ISO
FENIW Ayl S TC 210 LEYF g dalel w‘ A ozl for healthcare applications -- 18250-1:2020 42
SRR ’ mw Part 1: General requirements ’
and common test methods
] 5 em g — s 3y | Medical devices -- Connectors
s antess | TC 210 = "’A‘ mjl MJ::J‘ for reservoir delivery systems SFDAMD/SO | .
> SR B T for healthcare applications -- 18250-3:2020
L gt aRal SlEaadad oY e jall . .
Part 3: Enteral applications
Medical devices -- Connectors
aal gl 33 ode g — &ukll 334231 | for reservoir delivery systems
Lol ge Aillatlls s TC 210 —— daaall dle it Jus it | for healthcare applications -- SIS 44
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Medical devices -- Connectors
Al ol 33 et —— Lulall 334281 | fOr reservoir delivery systems
X < .. — Ll el ol ot for healthcare applications -- SFDA.MD/ISO
ot so Bistegs I TC210 | sy at it gsias A sat | Part 8: Citrate-based 18250-8:2020 = *°
paull Juad sl | @nticoagulant solution for
apheresis applications
s MedonSores © el | seon oy
ol ge Wb as TC 210 | jseys) syl b /dusall &l gal 9 _ ISO/TS 19218- | 46
N . events — Part 1: Event-type ) )
FCRINTPIN 1:2011+A1:2020
codes
A et g Medical devices -- Hierarchical
P Py, S TC 210 “"A,“’;I u_;”/, B |.::::.u coding structure for adverse SFDA.MD/ISO/TS 47
> PR N _, | events - Part 2: Evaluation 19218-2:2020
paett codes
PR ] Small-bore connectors for
et St s TC 210 \;,mf ? u..l,n i liquids and gases in healthcare | SFDA.MD/ISO 48
> RS T N ~ * | applications -- Part 1: General 80369-1:2020
Lalad) Slaltaitf: X
) requirements
e ) P ] Anaesthetic and respiratory SFDA.MD/ISO
Haolge mwugs  TC121 | T o wf: . | equipment -- Passive 20789:2020 | 49
humidifiers
Y I —— Anaesthetic and respiratory SFDA.MD/ISO
e amw i TC121 = P¥T 5 equipment - Nebulizing 27427:2020 | 50
0 systems and components
Medical electrical equipment
el — dulall 2L esh 336aY1 | -- Part 2-79: Particular
sha¥ly :M Lal—xltufm :JVGT—Y requiremer?ts for Ibasic safety SIS
sl ge FERTRTIEY TC121 el e F el . - 80601-2-79:2020 = 51
Obiaall il aes 33428 (bl | and essential performance of
sl jealb daas | ventilatory support equipment
for ventilatory impairment
o T Medical suction equipment SFDA.MD/ISO
oY1 e jadl — Lulall badinll 3 3l .
FEN Tallatls A5 TC121 T -- Part 1: Electrically powered 10079-1:2020 | 52
LA st i) o‘,gei . .
suction equipment
s do¥ eyl — il 33l
.:J’y' "A_" ,&""u‘ hﬁd‘ ’P Changes to requirements for SFDA'M_D/ISO
i . . s 1) Jaand AL <!l il 3 jeal i 10079-1:2015/
Hslge Al A TC121 N e | operating at extremes of tem- . 53
R REN| R EERVERTE -4 QLIRS Amd 1:2020
_ | perature
sgadll
Medical electrical equipment —
syl —— Ll LiL wstl 3362y | Part 2-55: Particul
s1a¥1y fmu uwttﬁxl f—v re?qruire?r?ent: fcl)(;ut:er basic SIFEAIHEE
sl ge FERTRTIEY TC121 S . ) 80601-2-55:2020 | 54
Sl A e 5328 30 puwtudt | safety and essential
~au | performance of respiratory
gas monitors
§ desiiwll it 332l alasiye | Breathing system filters for SFDA.MD/ISO
Aol g Al A TC121 | aslans il :¥ e jall — guiiilly paaul | @naesthetic and respiratory use | 23328-2:2020 @ 55

Tiall

-- Part 2: Non-filtration aspects
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Berfigo Bsllatly s TC121 el a5l maas st | Anaesthetic reservoir bags S';g'gzwgggo 56
ey g e e Anaesthetic and respiratory SFDA.MD/ISO
Lol gs Tllatly A TC121 et o j equipment -- Oropharyngeal 5364:2020 57
PN airways
<. . .. | Transportable liquid oxygen
— F, .. S “
ol g Ayl TC121 gl S m:’i: systems for medical use -- ng;;y EéIZSOO 58
; Particular requirements ’
Sterilization of health care
—— Laall dle )l alais adas | products -- General requirements
. . o il ol 9o paSladd Lalatl staiit) | for characterization of a sterilizing | SFDA.MD/ISO
et v | TC198 411 dumdall il sy | agent and the development, valida- | 14937:2020 | >0
duhall 332 sdaslansg i | tion and routine control of a steril-
ization process for medical devices
v .. | Sterilization of health care
ol g Ayl S TC198 u”::w |mfzﬂ;‘?:;j products -- Biological and chemical Sf;’;gﬂ EéIZSOO 60
T SR indicators -- Test equipment ’
Sterilization of health care
—gladyi-daall dile i clatie adias | products — Radiation — Part 1: SFDA.MD/ISO
i et TC198 Oe Faallg slasyl alilisia:) £ 52— | Requirements for development, 11137'_1 2006/ | 61
> Tul pallas dalaal dpalsie Y1 81,k 5 dall | validation and routine control of AMD 1_'2020
V Jasas —auhall 3362¥1 | @ sterilization process for medical ’
devices — Amendment1
Sterilization of health care
a1l dte o asind products — Radiation — Part 1:
A‘j‘ ] Ml ;mln ey :':: Requirements for development, | SFDA.MD/ISO
ol go Aty S TC198 s ":” . _‘:_M m@yﬂm@ validation and routine control of | 11137-1:2006/ | 62
e "\ pasauy | @ Steriization process for medical | AMD 2:2020
D devices — Amendment 2:
Revision to 4.3.4 and 11.2
Sterilization of health-care
products — Ethylene oxide —
swwst —disall e I claie aidas | Requirements for the develop- SFDA.MD/ISO
iy . TC198 &m.a.!l‘)a@m‘jah\:ﬂ -—piy! | ment, vahdatlon_ gnd_ routine 11135:2014/AMD | 63
T 55ea¥1 adas dulaal alieYI 481,815 | control of a sterilization process 1:2020
Vi —aunall | for medical devices — Amend- ’
ment 1: Revision of Annex E,
Single batch release
TP T el | Biological evaluation of medical
P wy s TC 194 IR ’l‘:;“ e devices — Part 2: Animal ﬁf)ggé“_’g?z’(;gg 64
OFEEE welfare requirements '
Biological evaluation of medical
Ve adl— 354 S
ol g Aty s TC 194 i hu“&”;mif:;ﬂ devices — Part 7: Ethylene oxide S;EBQSN;Dz/(EOO 65
et et sterilization residuals '
Biological evaluation of medical
14 e jall— duall 33650 s gl sl | devices — Part 9: Framework
Aol ga Aallalls A3 TC 194 aga g dullaial sue puliig waa el | for identification and Si'(:)gg;ng/(;goo 66
s slsys | quantification of potential ’
degradation products
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iy (i) a1sl) | gaal A yal | AL Aasa gt el 4 jults¥ | AAUL daca | gt auf daal gl od) a
Biological evaluation of
. . . VY e 5all- dulall 336230 g el ansit | medical devices — Part 12: SFDA.MD ISO
Huolse Bl 3 TC 194 Ll algtlg cluall alse) | Sample preparation and 10993-12:2020 67
reference materials
Biological evaluation of medical
Y e jadl— 3345 a1 i - . ifi i
. ) N “\V' ‘,.aﬂ Luhn 4 ‘“53:\;." ?mm devices ”ParF 13: Identlflcatlpn SFDA.MD/ ISO
sl ge dllatls A TC 194 | 332 oedtaiti ols b sy waas | and quantification of degradation . 68
s . ) 10993-13:2020
ol yaslgall e dxiuatl dutall | products from polymeric medical
devices
e Biological evaluation of medical
- mte s | TC194 | ottt 2t sat ™", devices — Part 16: Toxicokinetic =SFDAMD/ISO | o
> R PRSI study design for degradation 10993-16:2020
oL gall g Jlaill ALLEY
) ) products and leachables
AV ool i 334030 gl Biological evaluation of
o ateis | TC 194 |  awahssie il ‘i;“” . medical devices — Part 17: SFDAMDISO |
> e ' PEET ST = Establishment of allowable 10993-17:2020
olgdl |
) limits for leachable substances
e e Biological evaluation of medical SFDA.MD/ ISO
Lol ge Lllatly A TC 194 TUTTTET e 'm“ devices — Part 18: Chemical ; 71
ol gall Alassil Gaus il . . 10993-18:2020
characterization of materials
= Ophthalmic optics -- Contact
oIS R lenses and contact lens care
Aol go Aylalls i TC 172 “’&L‘f*&; -jee a"w|,°%3“’ products -- Determination of SIFRLE LIS 72
Sluwaslls dlial) Sladit L6 il LaL) . - 11981:2020
N " physical compatibility of contact
AW Siluwaad) as A8 i
lens care products with contact lenses
Ophthalmic optics -- Contact
. ) . s}eﬂ“&e?ui' u'-wml - ol ol Iense_s_ -- Eart 1: Vocabulary, SFDA.MD ISO
EERT Al TC 172 cluegy s alatbuati: V| classification system and . 73
I < asin . . 18369-1:2020
il &Sllall pailads At | recommendations for labelling
specifications
" . " - doM alweall - nall sbiyas | Ophthalmic optics -- Contact SFDA.MD ISO
e ietl g TC172 wrsenll ogldill s Yejall | lenses -- Part 2: Tolerances 18369-2:2020 e
e . Ophthalmic optics -- Contact
o Gt TC 172 — ULM:;I ”:‘:hj: lenses -- Part 3: Measurement S;I;Igégl\/clsDéolgg) 75
SEISETT methods '
O P Ophthalmic optics -- Contact
i B e T e ;‘: lenses -- Part 4: . SFDA.MD/1SO |
o T T | Physicochemical properties of 18369-4:2020
Ao Ciluwaadl of gb .
contact lens materials
a3 Slsall ——spall S Ophthalmic optics -- Contact
ot S s TC 172 O U__;_" ._.: lenses and contact lens care SFDA.MD/ ISO 77
> PR o ) o j _,’ products -- Determination of 11986:2020
Q3dladl ol gh! ol g .
preservative uptake and release
o Personal protective equipment
. . o S LA 3 b — duad il Llaadl 334a SFDA.MD/ ISO
ol ge Tllatly A5 TC 172 T - Test methods for sunglasses 12311:2020 78

and related eyewear
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P (i / alae1) el Ayl | A3l Ao gt au! A0 julods ¥ ) AR Aaia! ot aul Al gl @) A
Lwadill ol U841 — 4 gll g nall les | Eye and face protection -- Sun-
Huslse Wb s TC 172 ol ) s5al - dulitl alasly | glasses and related eyewear - 8123D1A2'\12(I)2(()) 79
alall pladiwst ansaitt | Part 1: Sunglasses for general use ’
Non-invasive sphygmomanom-
. . .. Y ejadi-dua Al aull adus (S 3421 | eters -- Part 1: Requirements SFDA.MD/ISO
el e TC 62D il il olubdll ol sl 3k obtis | and test methods for non-auto- 81060-1:2020 2L
mated measurement type
Medical electrical equipment
s " . DAY e jali-dulll L6b 4l 3342y | PART 2-19 : Particular Require- | SFDA.MD/IEC
el W TOB2D | ¢ it aetin ety | ment for the Safety of BABY  60601-2-19:2020 O
INCUBATORS
Medical electrical equipment
.. | - Part 2-20: Particular require-
. " " Y0¥ e Sadi-duball LAL 4sIl 8 5423 ) SFDA.MD/IEC
Lol ga Aillatls A TC 62D A1) Sl oo ettt sy | MENtS _for the basic safety_ and 60601-2-20:2020 82
) : essential performance of infant
transport incubators
oLl ] st ol et Guidelines for the development SFDAMD/IEC/TR
Aol ge Aty s TC 62D . ) N and use of medical electrical ] 83
FETIP ONTE SPOT] . . . 61258:2020
equipment educational materials
Medical electrical equipment
V=Y e sali-dulall &L sl 32 ¥1 | - Part 2-37: Particular require-
P ATl TC 62D ¥ ela¥1 g datball Loladl ltitl | ments for the basic safety and SFDA.MD/IEC 84
> e pmh il 4 yall 3 sl st 3323 | essential performance of ultra- | 60601-2-37:2020
4si,t1s | sonic medical diagnostic and
monitoring equipment
sl jLaayl — Letualt 31 LY | Prosthetics -- Structural testing
Aol go Aalalls A TC 168 | sttt — il & att uelualt 1630 | Of lower-limb prostheses -- s1F(|)3322/| I2:)(;I2800 85
LY g5k | Requirements and test methods ’
el pugki 5l isall ) Prosthetics and orthotics --
F Jpasills 1o TC 168 | aa ‘;‘ uil 'f:.’ Do Categorization and description SFDA.MD/ISO 86
” e SRR e ”“ N of external orthoses and 13404:2020
ilissay .
orthotic components
B e Prosthetics and orthotics -- Clas-
. Sl s TC 168 _e MT:NTPL';M = | sification and description of pros- SFDA.MD/ISO 87
> e el TSR S22 | thetic components - Part 1: Clas- | 13405-1:2020
s=lhuall Gl ol oo duvad ¢ ) ¢ 5l o . .
- - sification of prosthetic components
il g 33 el 181 Prosthetics and orthotics --
) o el ol e iy CIaSS|f|c.at|on and description of SFDA.MD/ISO
Lol ga Jeasilly s TC 168 ] ALl o] 55 o g Y 5 prosthetic components -- Part 13405-2:2020 88
« 2 @' 2: Description of lower limb ‘
- prosthetic components
ol g g a1 31 Prosthetics and orthotics --
B - N  getuall gl e g3 s Classmc'atlon and description of SFDA.MD/ISO
Aol ge At A3 TC 168 L SR prosthetic components -- Part 13405-3:2020 89
& A Description of upper limb ’
@slall .
prosthetic components
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Jel sl wauas — dusliuall GBI Y1 | Prosthetics -- Quantification of
ol ge Jaasdlly S TC 168 | suilh claa ggpudll Jals 336a¥ &80 | physical parameters of ankle SFDA'MD,/ISO J 90
) . . TS 16955:2020
Lctuall | foot devices and foot units
— pliaall g8 3 36a s Lueluall S1 631 | Prosthetics and orthotics -- Soft
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