ol Al Jeal Ggladll Galaa J gl (i) Add

GCC STANDARDIZATION ORGANIZATION (GSO)

(e 1E 9 e

GSOG6/FDS/1SO 11135-1:2014
1ISO 11135-1:2007

cAgalil) cilathaia 1 ¢ e CuldY) asi- daual) Ale ) cilaiie agies
Aabal) 3 5gadll aiatt) dbaad 43055 5 1) 48) sal) g ABaliaall g
Sterilization of health care products -- Ethylene oxide -- Part 1:

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

Aas )
doudall cila Sliacal g 5 3gaY) Cilial gal dsanlil) 4,581 Adall)

Lkl it gl clliadlall g (sl #1aY g S8 oS Ll Aol Adic) gal £ g pdia 485511 028

ol (e Laalalio ) oy YY) Al Al dda) gaS Lgall £ g2 Jeam Vg dpaill g il Ada o
Al Al 5



e

ry.f.d.r

gida g1 5 3¢ Y1 g pume 8 el pesll] Aish g sall il S5l ¢ glal) udia 5ol (a2
Fondal) Tl clical sal) dac) Ragll alen ey oyl ldl) Jsd b Cunliall s Cliaal sall

11 8 Al Ladll Jae mals o (panm A all gl Jgal (o slatl) (gl Jgal Gl s 8 N
oY) A sall Al ddal gall iy "Agadall e jlisall 5 5 jea ) ciliial sl dpanlall dal) Ll v
cilallia o] e all AV sl Laall e ) Cilatiie aiad " SO 11135-1:2007 )
dabiiddl " gyl lly — "dpdall 3 el il dalead Ayl A yall g dBaladll s (Al

Adial gall 028 § 5 e dlaely oy oSI AL 50 Caald g Alial) Lgialy ella g 1 apdill ) al)

lele A Ot A0 Jia) 90 la) Leialy Al 3l dial o€ dical gall 038 Chaaie] S8 g
Glsadl ca /[ Ah die Gl ( ) oAb &gl 5l Galaa plaial & ella
/]

Foreword

Standardization Organization for GCC (GSO) is a regional Organization which
consists of the National Standards Bodies of GCC member States. One of GSO
main functions is to issue Gulf Standards /Technical regulation through
specialized technical committees (TCs).

GSO through the technical program of committee TC No 11 "Gulf Technical
Committee for Medical Devices and Supplies' " has adopted the International
Standard No. : ISO 11135-1:2007" Sterilization of health care products --
Ethylene oxide -- Part 1: Requirements for development, validation and routine
control of a sterilization process for medical devices" issued by (Interactional
Organization for Standardization.) in its original language. The Draft Standard
has been prepared by State of Kuwait

This standard has been approved as Gulf Standard without any technical
modifications by GSO Board of Directors in its meeting No..../.... .......held on
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