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Hippocratech b.v.


JewelEyeTM
Cosmetic Extraocular Implant

Instructions for use

DESCRIPTION: JewelEyeTM is a sterile, nonpyrogenic, platinum cosmetic extraocular implant designed for implantation inside the interpalpebral conjunctiva of the human eye. JewelEyeTM is supplied in a sterile pouch. All the primary packaging materials in contact with JewelEyeTM comply with the requirements of the Eur. Ph. 2nd ed. regarding the primary packaging materials for human implants.

CHARACTERISTICS: JewelEyeTM is made from 99.98% medical grade platinum. The implant is 3.5 mm in (maximum) diameter and curved with a 11 mm radius. JewelEyeTM is finished by hand. 

INTENDED USE: For extraocular use only. JewelEyeTM is designed to obtain a cosmetic effect on the outer part of the eye, in particular the interpalpebral conjunctiva. JewelEyeTM does not provide any diagnostic or therapeutic effect. 

JewelEyeTM can be obtained in any desired shape, such as in the shape of a heart, star, dollarsign, eurosign, etc.

CONTRAINDICATIONS: At present there are no known contraindications to the use of JewelEyeTM when used as recommended.

Do not use in patients with a history of ocular disease or -disorder, or in patients with concurrent, active ocular disease or -disorder. Do not use in patients with a pterygium or ocular surface disease.

PRECAUTIONS: Those normally associated with the implantation of a ophthalmic surgical device being performed. 
Open JewelEyeTM only under sterile conditions. Do not use the implant if JewelEyeTM is damaged, or if the pouch is wet or damaged.

ADVERSE REACTIONS: JewelEyeTM has been well tolerated after implantation within the conjunctiva of a human eye. 

HOW SUPPLIED: JewelEyeTM is supplied as a sterile cosmetic extraocular implant a disposable sterile pouch. Each pouch contains a single implant that is ready for use. 

INSTRUCTIONS FOR USE: Before the implantation, mark the cornea at the level at which the implant should be positioned. JewelEyeTM implantation may be performed under topical anesthesia. 
After periocular decontamination, drape the eye designated for JewelEyeTM implantation with a sterile drape. With a 27G needle attached to syringe with saline, slowly inject 0.1-0.3 ml of saline just underneath the very superficial conjunctiva. Open the (temporal) conjunctiva approximately one third down from the upper limbus, using conjunctival scissors. Create an intraconjunctival tunnel to approximately two thirds down from the upper limbus. Insert a 3-4 mm plastic glide into the conjuctival tunnel and insert JewelEyeTM over the glide into the conjunctiva until the desired position is reached, ie. at the level of the corneal mark. 

Note: Do not release JewelEyeTM before the desired position is reached. Repositioning of the implant may be difficult due to the stickiness of the intraconjunctival layers. If the desired position is not reached, remove the implant from the tunnel and carefully repeat the implantation process. 
Postoperative medication should include an wide spectrum antibiotic. It is recommended not to use antibiotic ointment or steroids.

Please note: This product is for single use only. If used for repeated implantations, sterility can not be guaranteed. Do not use if the packaging material is damaged. 

STORAGE: Store at room temperature. Protect from moisture, freezing and light, to avoid damage to the sterile pouch.

SHELF LIFE: One year.

MANUFACTURED AND DISTRIBUTED BY: 

Hippocratech b.v.
H.A. Maaskantstraat 31

3071 MJ Rotterdam

The Netherlands

tel. 
+31 10 485 4882

fax. 
+31 10 485 2419

e-mail. 
info@hippocratech.com
website. 
www.hippocratech.com
Patents “Cosmetic eye implant“ pending.

JewelEye is a registered trade mark.
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