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Intended Use
Limb Holders are used for fastening the patient’s hands and feet having a surgery or confined to bed 
who might hurt himself or environment unconsciously. Limb Holders are sterile disposable devices 
with single use.
Indications
Limb Holders are used for fastening the patient’s hands and feet where lying, to prevent a possible 
damage may be caused by patient unconsciously.
Quality and Legistion
- CE marked according to 93/42/EEC Medical Device Directive and classified as Class I sterile 
medical device.
- Manufactured under EN ISO 13485:2012 Quality Management System Standard.
- Notifed Body: UDEM Ltd. AŞ. (2292)
- EC Certification No: M.2016.106.7000
Biocompability
- Biological evaluation of Limb Holders done according to ISO 10993-1.
- The products do not incorporate a substance of a human blood derivative, animal orginated 
tissues,phthalates, medicinal product, latex, radioactive materials and electromagnetic waves.
Sterilization
- Limb Holders are sterilized with Ethylene oxide. Validated for ISO 11135 standard.
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