INSO

20755
1st.Edition

2016

O
ol 2! (oMl (5 39402

Islamic Republic of Iran
ol ploylasbin! Jo oylojlu

Iranian National Standardization Organization

‘SLQGJ.L&U oS ‘5|)g odlaw! S g0 )|}.3|
‘SJS C:Lo‘}"
Instrumentation for use in association

with non-active surgical implants —
General requirements

ICS: 11.040.40; 11.040.99

ol o 8 lusti!
Yovob

Jol ol

Ya¥


http://www.iso.org/iso/home/store/catalogue_ics/catalogue_ics_browse.htm?ICS1=11&ICS2=040&ICS3=40&
http://www.iso.org/iso/home/store/catalogue_ics/catalogue_ics_browse.htm?ICS1=11&ICS2=040&ICS3=99&

loas ol &

oyl 8yl o oylojl b oo luiT
Wyl sage as 1y 1l
a4 ARNIZAR C)H LS)“)‘ ‘-;ILC 6‘)9_...: 4_......1.‘> w99 9 ol.?u.a 9 .A..aS.a 9o A U‘)"‘ ‘5..:....0 uLD..JL?u 9 O)LAJL..MJ‘ A g0 ‘BL»
ol ool I ol g A IVIVE 500 Yo FIVOAYA o lels asl b g oss ol o laslinl Lo flesle
(oole Sluwho 5 35T oLk colo lojlu (lulis )5 51 S e 28 sboygmmneS [0 alizes slaojex o o lailinl (pgas
5 Gxsd sody bl b azgi by o pllas L plfen 2855 5 05 o plowil Lo s 5 olST (golatdl 5 gugs ¢ cdghy
3l 5 B aS olo (B S G,ae o Sads ol (aii g 3> lole dlhais o SlalST S Lin 5l aS col (5l
WS 55 basleing 5 boylas C8b 0 51 G 9 99800 Jloyl bgaye (33 SlagygraneS licel 5 aiisd g2lpe 4 (2195l sl 2
Dgdise yiiie g oy ol (Gaw)) o ol lsie 4y cogal ©ys0 50 5 )b atd, ol L ke
oS )0 QIS 0 Angd 0dd el Lailes Cole ) b 5 Mo 68 5 wiedddle slalosle g Dluiwge a5 slas lasbiw! g ion
S (o @lodjlliwl i 5 ny n0gdoe piiie g Sl Glpl (e 3)luiliul Blgie 4 vgal Dyge )0 g (o) g ik S
e olojlw 4 bgy e o laslin] o &aS 10 9 1905 O 8l ol ! (o o lasbil o oads aliys slae (wlwl paS Wgd o
J.....‘L) OJ‘L""“’) WBA) Le sMch J.h.iuu Q‘J‘J‘ J)LX:L.MJ‘
P Y(IEC) L C PR V| i TON | e OM“(ISO) o laslisl dladl o losls Lol slacl 51 ol nls lastewl Lo olojle
cdles 1525 SY(CAC) LIié wSoS s’ dal, L3 olsie a4y 5 ol (OIML) Sl ol ol Aol oloslos
)l GeaS els slagassls Bl b asg s ol e slas bl faas j0 08 s
90 § S0 e el lasjlabinl 5 Gl (sare 5 (B (ole slocd iy
g ool Laas () FaiSE a5l colax gl 88 [0 0ol puien slee Sule, b ailes o ol o lasbiul e e sl
‘_ng.b)‘AjLL.u‘ )l 6"”’ 6‘)—?‘ ‘60Ld2§‘ 9 Gb.mm) Sl 9 ;‘:Yyam ;Ma.S )‘ uL»...o.b‘ J9.»a.‘> “(SPFE 9 6‘3)5 u’“’"‘
QLA}[_») Sl ‘_g)L,.?| ‘é)L.\SL'J_M.»‘ GILC ‘5‘)5_;5 [y vt L ‘b_'{b)‘j lﬁ)@‘ L /3 )5...5 J:’>lo ‘5.\.J9.’ ;’A@M 6‘)—.’ ‘) C)‘)’l‘ dL"
AS)Lt-'." ‘) u] Gedz 0 g u_‘i‘)éLa syl o)‘.\.SL’;..,J‘ 6‘)—?‘ ‘)9.;25 ;‘:Yyam ‘_g‘)g Glj—o)‘w.’ <5L‘.°)‘).l’. Lo )514'.;.4 a ‘”‘5"6"
s 9al 0 ygliive i) 4o Jlad Slwie g Laylejle leas 5l oS eolitwl 4 yowid liuedsl gl uioren ules
(mls) Gl S 35150 5 polSitales] o apmmaons o ppde 5SS S it (St (8155 j990 5 (Sieae oyl
) olp! ceds ol el balgs ulul o |y Slacwhe 5 balesle 453 cpl lpl o lastin! Je ylojle o romiw Jolug
oRwd g, S oo oyl oyl o Shas g lacl lagy] 4 codlo W dolalsS oY byl i 5ol &g j0 g WS 0
b L& )| gl (60,5 Sliass aloxil 5 Ll )§ l3ls (Le s o by ((Zmiwly) gl S oSG Modliys
ool Glosle el by S0 5l ! e slas laslesl

1- International Organization for Standardization

2-International Electrotechnical Commission

3-International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4-Contact point

5-Codex Alimentarius Commission
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1-Resupplied
2-Refurbishment
3-Power-driven systems
4-Trans Endodontic
5-Trans Radicular
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1-Cannulae
2-Chisels
3-Dirill bits
4-Gouges
5-Broaches
6-Curette
7-Sawblades
8-Burrs
9-Reamers
10-Trepans
11-Saw guides
12-Aiming devices
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1-Punch
2-Extractors
3-Introducer
4-Impactors
5-Pullers

6-Drive connections
7-Retractors
8-Location guides
9-Spreaders
10-Sizers
11-Location pins
12-Restrictors
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3-Ultem
4-Polyaryletherketone
5-Canvesit
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[2] ISO 7000-DB:2012, Graphical symbols for use on equipment — Registered symbols
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[7] 1SO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process
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[10] ISO 10993-13, Biological evaluation of medical devices — Part 13: Identification and
quantification of degradation products from polymeric medical devices of degradation products
from polymeric medical devices
[11] 1SO 10993-14, Biological evaluation of medical devices — Part 14: Identification and
quantification of degradation products from ceramics
[12] 1SO 10993-15, Biological evaluation of medical devices — Part 15: Identification and
quantification of degradation products from metals and alloys
[13] ISO 10993-18, Biological evaluation of medical devices — Part 18: Chemical
characterization of materials
[14] ISO,TS 10993-19, Biological evaluation of medical devices — Part 19: Physico-chemical,
morphological and topographical characterization of materials
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[16] ISO 11138-2, Sterilization of health care products — Biological indicators — Part 2:
Biological indicators for ethylene oxide sterilization processes
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[18] ISO 11140-1, Sterilization of health care products — Chemical indicators — Part 1: General
requirements
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[23] ISO 11737-2, Sterilization of medical devices — Microbiological methods — Part 2: Tests
of sterility performed in the definition, validation and maintenance of a sterilization process
[24] ISO 13408-1, Aseptic processing of health care products — Part 1: General requirements
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[30] ISO 15883-1, Washer-disinfectors — Part 1: General requirements, terms and definitions
and tests
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[37] IEC 60068-2-47: Environmental testing — Part 2-47: Test — Mounting of specimens for
vibration, impact and similar dynamic tests
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[49] EN 2100; Aerospace series — Aluminium alloy AL-P2014A-T4511 — Extruded bars and
sections a or D < or =200 mm
[50] EN 2127, Aerospace series — Aluminium alloy AL-P7075-T73511 — Extruded bars and
sections a or D < or = 100 mm
[51] EN 2128, Aerospace series — Aluminium alloy AL-P7075-T7351 — Drawn bars
6mm<or=aorD<or=75mm
[52] EN 2318, Aerospace series — Aluminium alloy AL-P2024-T3511 — Extruded bars and
sections 1,2 mm <or=aor D <or =150 mm
[53] EN 2326, Aerospace series — Aluminium alloy AL-P6082-T6 — Extruded bars and
sections a or D < or =200 mm

[54] EN 2384, Aerospace series — Aluminium alloy AL-P2014A-T6511 — Extruded bars and
sections a or D < or = 150 mm



