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1-International organization for Standardization

2-International Electro technical Commission

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

5-Codex Alimentarius Commission



3 yluiliw! (y i (S8 () grmmnnS’
«‘509.0.: C’Lb‘}” - JL’.é)*é L;"R ‘SLQ . ,.,lS »

Saslei b /g oo
o Sy pale olKils

o S5 pole A

olelbyST LT ol 3T Gslul o8,

T PR IR O ISRV O B LN

o olKsls

\))L.\JL».M:‘ 0o S/ s 2’5}-’

d)‘wt.w‘ oK 2%

s

INELSRWPITS &

:)-.'t'fé
iz o Sley Sl

(Ll By, o 5 ) telias!
Cdlpl gl ]

(42355 o il 398)

aolo 0ol
(é“’)-‘ 6‘45)? ‘5\}_';5.;)

Do (5 >

(é“’)-‘ 6‘45)? ‘5\}_';5.;)

)J"l)'s ‘ﬂ?‘j)
(Sl i (51,55°9)

e o Sloy Sl
(é“’)-’ 6“’5)7 L;\).';5.3,)

o2 sloy Sl
(2355 psle il 358)

S o3l gerlae
(S 15 (51,259)

) o7

(oo riled 359)



TS A E B CO B B PO

s s oISl

55 ool 3T il Ctlags 55

il gles 5 sl 45

FLE R e
(8 ng,l pmilad 398)

oz ;9 Js
(4")'7"’ 6‘“-”‘ 6‘)350)

@9-}. 65—’>Mo.(b

(sl cblage il 359

(ad&ipgle uilacd)



—

L 0o > < Y 6 -6

VO

Gl yudo Sow p4 8

Oleie

oyl o lastinl Lo loslo b oles]

3lasbinl 905 By geanaS
35 dialy g Bun )

ol ezl

A 0,90 2

b sl Sy

019.0

b b))

Sl

L > < Y & - —t

S5l yg y

—_
-

(Gdius
03l Jawgs oabas,e Sledbl )
aolulS ((Sledbl) @l gy



by (8 SloigmneS 0 o] pmgiohn &5 (oogee Slalill — Jld it (i la il laite!
Tope S e Slbinl (Lo deS Mol sty 9 do Sl 50 g 0dd a5 Ad
Slyye g omiled 2ol gl ¥ ol G iy olitwl 4 Sl el 43,3 18 Cugal 9,90 AY/VY/Y
Sy ga yiita ol e oIl lyie 4 ATV ol rpegs g sl 3 il Lo el

Wloaz 5 pole (mlio i) 0 Sz 5 o slocdyin § Yo b Sialon g oan Lai> ol
Ol JooSS g ol (sl o5 eoleiin o g 0B wales Al waad peil Wlge yo Olnl e slas it
(rlple (285 ey 15 axgi 390 bgrye (B (greneS )0 Sl waad ple el wilf Las il
0,5 oaliid Lo (glas Jastinl L5 waazs 5T 5o lpen b

fol ) s s a3 S 15 ool 590 8 lalinl ol dgs g1y a5 35l 5 e

ISO 14630: 2012, Non-active surgical implants — General requirements
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1-Non-active surgical implants

el oy oolizusl "l il PMasl o sl pl e aslsl 0 " Jlad i > sla il Ol sl a4 @IS Al ) g 1T el slate 4
2-Performance

3-Restorative

4- Transedodontic

5- Transradicular

6-Viable
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2-12 Data elements and interchange formats — Information interchange — Representation
of dates and times
2-13 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process
2-14  Sterilization of health care products — Ethylene oxide — Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices
2-15 Sterilization of health care products — Radiation — Part 1. Requirements for
development, validation and routine control of a sterilization process for medical devices
2-16  Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose
2-17  Aseptic processing of health care products — Part 1: General requirements
2-18  Sterilization of health care products — Moist heat — Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical devices
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1-Coating
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1-Implantable state

2-Leakage

3-Unintended

4-Magnetic Resonance
5-Magnetic Resonance Imaging
6-Faraday shielded

7-Time varying
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1-Functional
2-Design attributes
3-Biocompatibility
4-Properties

5- Endurance
6-Ageing
7-Characteristics
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1-Degradation
2-Leachables
3-Prions
4-Interactions
5-Interconnections
6-Tolerances
7-Interfaces
8-Fixation
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1-Particulate contamination
2-Handling

3-Exposure

4-Treatment
5-Pharmaceutical
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1-Pre-clinical evaluation
2-Surveillance
3-Bench-testing
4-In-vitro
5-Instrumentation
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1-Cadaveric evaluation
2-Clinical Investigation Plan
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