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1- WHO: World Health Organization.

2- UPS: Uninterrupted Power Supply.

3- ISO: International Organization For Standardization.

4- HVAC: Heating, Ventilation and air conditioning.

5- P&O: Prosthetist and orthotist

6- ISPO: International Society for Prosthetics and Orthotics
7- EU-MDD: European medical devices directive

8- FDA: U.S Food and Drug Administration

Orthosis, orthotic device or product: (g9dl
Externally applied device used to modify the Bl il glly AuSed) sl Jpaas! Gl iy Sl
structural and functional characteristics of the e L alle A |
neuromuscular and skeletal systems e AR s
Orthotics: pllaall qusds ele
Science and art of treating people by the use of st By alasialy peliad Bl ole
orthoses.
Ao lal) Gal L) ailian Jdi 5 (s il i) cldal 1Y)
A8 jall o lia g daas 551013 5eaY

EDREX:GL.CALI/CIP.001 s
212026201/ )sy) o3,



Ll clasall o Qhaiill 435S pal) 5 1aY) - dadasall clawsal) gand) 5 4 38 ) 5y
ailad) o (sl dalal) 3 1ay) — adlaall aid) jit daladl 3 1Y)

Orthotist:

A person who has completed an approved
course of education and training and is
authorized by an appropriate national authority

:'3_4.4.935.53.” EWS'|L3M
Al Jd (o 4 zyumng Gy Lewlys Jaglly jazsll (asedd)

to design, measure and fit orthoses. Ledslao
Walking Aids for example: walking stick,
crutches, walker, and wheelchair, etc. 4zl ol L

Prosthesis, prosthetic device or product:
Externally applied device used to replace
wholly or partly an absent or deficient limb
segment.

: £l Ll of Fliall Ll
Loz o1 LS

Prosthetics:
Science and art of treating people by the use of
prostheses.

e liyall bl el
(Flnall 8Ll alusral bl Dle e Jggel olall

Prosthetist Person:

Person who has completed an approved course
of education and training and is authorized by
an appropriate national authority to design,
measure and fit prostheses.

A ligall ALY § jaiaiie
Aalall Jd (o 4 zyumng Gty Liwlys Jaslly jazsll (asedd)
e liyall BLLY1 oS5 elidy muasat Laisll 2kl

Prosthetist and orthotist (P&O):

Person who has completed an approved course of
education and training and is authorized by an
appropriate national authority to design, measure and
fit prostheses and orthoses.

a5l 32¥ 1y Hucliall 1LY jamite

Al L3 oo 4 7 umng Gy lalys Jaglly ansell assl)
532¥ls Lueliall BLLYI uSy59 (ulidy muasat! Luazsll dubyll
Aasgatll

‘custom-made device’:

as any device that: — is specifically made in
accordance with a written prescription of any
person authorized by national law by virtue of
that person's professional qualifications; which
gives — specific design characteristics provided

el v gl 3Ll
cezrgas Jagll paisll 3ol (e e Slisolsay dosesad @iy Sl
Jany Il fpasadl U Aol Sl corpes glosdl Oilall
oasddl el Adosun coni Landyl ok Badzme pusal paibas
Glalasly digyls 2udtl Lrms cnae pange plasiad (aimsay

under that person's responsibility; and — is Ays,all
intended for the sole use of a particular patient
exclusively to meet their individual conditions
and needs.
D gyl gibas

LBy 2e Jolass ¥y aS =l Sluelusg

daelgdly t_ga,"z?." EL:,A.A

Ao lal) Gl ylaY) aibias Jdi 5 (i 5l 4l clda) 1Y)
A8 jall o lia g daas 551013 5eaY
EDREX:GL.CALI/CIP.001 551

212026201/ )sy) o3,



Llual) cluwsal) o (il 435S jall 310y - ddaual) il sal) gaudl 3l 4538 all 3_12Y)
ailaal) o (hdill dalad) 3 1aY) — adlaall gasd) jit dalad) 3 _)2Y)

oo pany piay ((Flall L chial ol iy psite @I ailall
Lasaziy panpe S Lapas 38,ad) coluclusy 2uegadll 3323
SoCKet. (e jas b dualadl o 152Y1 aivats

Category I:

Full professional prosthetist/orthotist.
Category I1:

orthopedic or Prosthetist technologist.

Asliyazsy ISPO Blab cadiathl @

Ailtyaxsy ISPO Ulah cadiatll @

Category I11: Bench worker, needed to support
Category | and Il personnel but are not
considered as service providers.

Asliyazsy ISPO Blak cadiathl o

EU-MDD- Annex V11" Loss¥ bl cilojliad) ogitat lady -

a) Class | -Is (sterile) —Im (measurable), | (Non-sterile)
b) Class Il a
c) Classllb
d) Class Il

FDA 2 ,a1 slgall ol sl augd lagy -
a) Class |
b) Class Il
c) Class Il
S adall losliadl ogilat lady Caipns @I A o) clie Luny Apengatl] 521y e liall (LY ayiims, Lals cullal sl o.da
FDA sec 890.3025: Class 11 si(class | (non sterile, non measurable

Y Aoslslly premll 81509 Lun B piliall e Aoladl bl LY G
Akl of Hletiud] 2 (Arelivall Al A1a) Lozl Sledl o Ll (ags [ills ladlsll e Shol> piall 05 o ()
(w9l 3L A5 lLazs ¥l
(@) sllasl e 2L861) 2l Bylaml Sl oo Aol Sladlsll (e Jguamedl uiy (Y
A uols Alitie iy s hs pasll 0sSe ol (7
el gl Axaly 2a8d 092y (8

a e Lall Gyl ailae Qi 5 s il 4l cillal j5Y)
A8 jall o lia g daas 551013 5eaY

EDREX:GL.CALI/CIP.001 5,51

212026201/ )sy) o3,



Ll clasall o Qhaiill 435S pal) 5 1aY) - dadasall clawsal) gand) 5 4 38 ) 5y
ailad) o (sl dalal) 3 1ay) — adlaall aid) jit daladl 3 1Y)

oYl e caiadl 2l d i ad) madly auall Ayl o g Las¥l Jay YT (o

oLl oy il 231801 allolns ¥l 3Lty o Ll IS (e oitnng el el ol B9l (o) Sstun (s § crall Ayl 055 o1 (1
0585 W1 s JIso¥l pan 9 e 2islill Homn 0555 Y 5o Aualin Aol e by 3Sd Joe 213 § Loy piall Jsls
NECINAPEICOU-A JENPRES [ JEII LN OPL rONTIPTINENE EWSELI (P PP O FEN A NES |

Jatad 6T el e W9 2 yuall e gl Aa ) Aeaal) Apawniel Slogay lasllas Zpe lall sladll dls oy alall adsll oS0l (Y
Zgially Aumgall sl Ll e STl ety (S0 pivmal) Akl Aglall ez 1y cosllal) yailly calls s i 235l e

(Lo 5lslall) primall ALy SIN 8,510l Junge (JENETALON) LyS Wsa 3529 dindy (A

oz @1 wlshasdl of wldeat (Uninterrupted Power Supply (UPS) iy sls sl pile sl 3529 sy (3
Aol Yl Ly Ll pllais! pue

U5 ) aa ) Sl 0251 Jasoss 80 s9g Jiady (V-

onbelad) st Alie cils Lkl 085 T (V)

P9 Haslgag puazms of ) elgae LLaill poi s Belasy solme T nallol Lol euias ¥
aeld sl el | ey sLAIL 3 calelally ols bl Al :Jg¥) sexll -
coligslly 7 L) e ae e LU ezl -
Slaalle oY eI jell -

a e Lall Gyl ailae Qi 5 s il 4l cillal j5Y)
A8 jall o lia g daas 551013 5eaY

EDREX:GL.CALI/CIP.001 5,51

212026201/ )sy) o3,



Ll clasall o Qhaiill 435S pal) 5 1aY) - dadasall clawsal) gand) 5 4 38 ) 5y
ailad) o (sl dalal) 3 1ay) — adlaall aid) jit daladl 3 1Y)

¥l piliasy ol cilbo ¥ (|

e Linall Y1 ilomn il g s Al i) Yl
A4S jal) il e 5y i) 5 562 Y

EDREX:GL.CALI/CIP.001 551

212026201/ )sy) o3,



Llual) cluwsal) o (il 435S jall 310y - ddaual) il sal) gaudl 3l 4538 all 3_12Y)
ailaal) o (hdill dalad) 3 1aY) — adlaall gasd) jit dalad) 3 _)2Y)

Jo¥lygll ®
Bladll (9 cndoladl ol 8L doladl ool Ll ()

Falladl Zaolsll 3] Led ol ot @lp Aot Slosliad) ailian (e 2aall cullo LAY uds ¢ Lol o2y
“ISO 13485/2016 Medical devices — Quality management systems — Requirements for
regulatory purposes “

6.2 Human resources: . & 5355 Jleel by palall Osalssll S of cms -
Personnel performing work affecting product o il ool ide €] il 5
quality shall be competent on the basis of (et 0o Beslill el el LS gl B3

appropriate education, training, skills and ~Slads Shleag ey
experience. (£99 514 3z Aulae 3aisr SLadll e g -
The organization shall document t_hg process(es) o copllall oyl b5 (il
for establishing competence, providing needed ol
training, and ensuring awareness of personnel. il SLATLI e s -
The organization shall: 52 das gl caailall (ralogall 2l o laSTl s @
a) Determine the necessary competence for il Bagx &
gﬁ;si(i)tr;/nel performing work affecting product oA paionad gy clslyl 3L o npusll dgs @
. - . Lele Lolaxl of 231
b) Provide training or take other actions to Lede bolasll staad
achieve or maintain the necessary competence. Basdll ole2¥l adlad oas ©
c) Evaluate the effectiveness of the actions 12,8y Leda ail 2aal (35S Ladsge oof oo uSTII @
taken. B39l Blial Budons 3 Aealual

d) Ensure that its personnel are aware of the

) . coyidly eudadll e dulio cMluy LolazsNl @
relevance and importance of their activities and PAT e O L e

how they contribute to the achievement of the Al wlpadly ol
quality objectives. bbbl ae 2dlaall oo 3ol Aumeie cunlils Albgxle
e) Maintain appropriate records of education, A oyl b5 a5l Jaald 2Ll

training, skills and experience (see 4.2.5).
NOTE The methodology used to check
effectiveness is proportionate to the risk
associated with the work for which the training or
other action is being provided.
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World Health Organization. (2005). Guidelines for training personnel in developing countries for
prosthetics and orthotics services. World Health Organization:

The prosthetics/orthotics professionals are
usually part of a multi-disciplinary
rehabilitation team. To ensure prosthetics
and orthotics service users get a quality
service, ISPO has taken several important
steps to facilitate and enhance the
education of all health care disciplines
involved with prosthetics and orthotics
throughout the world. The Society has
detailed appropriate education and training
programs for the full professional
prosthetist/orthotist  (Category 1),
orthopedic_or_Prosthetist technologist
(Category _11) or__bench worker
(Category 11I). The philosophy and
curricula are widely accepted by most of
the international governmental and
nongovernmental agencies in the field of
rehabilitation and prosthetics/orthotics
services. Category | and Il personnel are
responsible for direct service. Category Il
technicians/bench workers are also needed
to support Category | and Il personnel but
are not considered as service providers.
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1- WHO standards for prosthetics & orthotics (partl standards)

2- The European Union Medical Device Regulation — MDR

3- WHO (Guidelines for training personnel in developing countries for prosthetics and
orthotics services World Health Organization 2005)

4- 1SO 13485:2016 Medical device - Quality Management System

5- 1SO 14644:2015 Cleanrooms and associated controlled environments
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11-1SO 14971:2019 Application of risk management to medical devices
12- MDD:93/42/EEC
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