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1-Design and development
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1-Process approach
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1-Occupational Health and Safety Management



Olpis gnes sl OlelPl - CudaS Cypss sl elwaw - Sib)y Jalwg

315 Al § dsa )

obls 1-)

K S UKo et (53550 43 Mfwja.uw bl Ao s llilew) !
U syls by Slods 5 Kby foluy owol 43 255 Uy Sl o L0 Olojlu
ssb v L sy (Kdgy felas S phe 4 Ly e Sl g 5k gladin] S
P a:Jj/:,,v Al g

Sl i (0 Ly o S (Gl <S50 o Ao I Ul] ) o) Sda
Sl Pzt 43 . sl Kby Jolog odisS sl glo Olojlo CodS Cy pute
S ol gl = Ol s Il Sl (F 5 45,5 s Sipp folas sl |y opps
S llitza) 6Kl . Sl 03,8 G [y A Colia ), e lal ] L
oo ¢ il S l] ol b GL s (T CodS Cy e lb phn 5 o lgilojLa
(slo s ST Ko el azidls [y Voot o) — Ol 5 Jlilew] b Sl sles) Auf s
oot gl = Oyl 5 ) liloa] ol I 4dS b JolS GLait 55 lgilo jluw ) CodeS g ko

s p-)

A3 s Ky folas oS sl slgilojlar sy p0 g3 2y Iile] ol Dol 4 dS
pls 3005 Dol 5T b Collas p 37 58,5

Wday [y wsSg (b sl 2l S 055 bl ol Gl e Sl ] 4zl
s 1 35050 Gl 93,5 eliti] 4y sl O I Ol oot pazy 1V L
Aol 45 LS a2 R Sl Ay o S e ] 38 a0 llnes] S g ke

1-Exclusion
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1-If appropriate
2-Where appropriate
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1-Supply chain
2-Customer
3-Organization
4 -Supplier
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1-Active implantable medical device
2-Medical intervention

3-Active medical device

4-Advisory notice

5-Identity
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1-Epithelial surface
2-Labelling
3-Wrappers
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1-Instrument
2-Apparatus

3- Implement

4- Machine
5-Appliance

6 — Implant

7- In vitro reagent

8- Calibrator
9-Support of anatomy
10- Control of conception
11- Pharmacological
12- Immunological
13- Metabolic
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1- Outsource
2- Product realization
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ISO 9001 :2000 , Quality management systems-Requirements

ISO 10012,Measurement management systems-Requirements for
measurement processes and measuring equipment

ISO 11134:1994 , Sterilization of health care products-Requirements for
validation and routine control —Industrial moist heat sterilization

ISO 11135:1994 Medical devices-Validation and routine control of
ethylene oxide sterilization (Corrigendum 1 published 1994)

ISO 11137:1995, Sterilization of health care products-Requirements for
validation and routine control - Radiation sterilization (Corrigendum 1
published 1995 ; Amendment 1 published 2001)

ISO 13641:2002,Elimination or reduction of risk of infection related to
in vitro diagnostic medical devices

ISO 13683:1997 , Sterilization of health care products - Requirements for
validation and routine control of moist heat sterilization in health care
facilities

ISO 14155-1:2003,Clinical investigation of medical devices for human
subjects —Part 1:General requirements

ISO 14155-2:2003,Clinical investigation of medical devices for human
subjects — Part 2: Clinical investigation plans

ISO 14160:1998,Sterilization of medical devices — Validation and routine
control of sterilization of single-use medical devices incorporating
materials of animal origin by liquid chemical sterilants

ISO 14937:2000,Sterilization of health care products — General
requirements for characterization of a sterilizing agent and the
development, validation and routine control of a sterilizing agent

ISO/TR 14969:-', Medical devices-Quality management systems —
Guidance on the application of ISO 13485:2003

1-To be published

14



13-1SO 14971:2000,Medical devices-Application of risk management to
medical devices

14-1SO 19011:2002,Guidelines for quality and/or environmental management
systems auditing

15- Global Harmonization Task Force (GHTF)-Study Group 1(SG1),
Document No.N029R 11,dated 2 Feb.,2002
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