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(1) Submitter Information

Name: Medicel AG

Address: Luchten 1262
Woithalden CH 9427
Switzerland

Telephone Number: 41-71-727-1057
Fax: 41-71-727-1055

Contact Person: Dr. George Myers (Official Correspondent)
Medsys Inc.
377 Rt. 17 S
Hasbrouck Heights, NJ 07604
201-727-1703

Date Prepared: March 6, 2007

(2) Name of Device:
Trade Name: IOL Injector Set
Common Name: Intraocular lens guide.
Classification Name: Folders and injectors, intraocular lens (1OL) (MSS,
886.4300)

(3) Equivalent legally-marketed devices:

K040837, Multiject injector, Medicel AG

(4) Description

The Medicel IOL Injector Set for intraocular lenses is intended to insert
foldable intraocular whose labeling specifies this injector. The injector is available as
reusable or single-use. The cartridge is single-use and is provided sterile..

(5) Intended Use
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The Medicel IOL Injector Set for intraocular lenses is intended to insert foldable
intraocular lenses for lenses specifying this injector set in their labeling.

(6) Technological characteristics

The device has two basic components: an injector (available either reusable or single use)
and a disposable cartridge, sold sterile. The single-use injector is made of plastic and is
sold sterile. The re-usable injector is made of titanium and can be autoclaved. The
cartridge is made of lubricated polypropylene.

(b) Performance data

(1) Non-clinical tests

All contact materials have been tested for biocompatibility. The device was tested
with each of the recommended intraocular lenses.

(2) Clinical tests

Not required

(3) Conclusions

The IOL Injector Set is equivalent in safety and efficacy to the legally marketed
predicate devices.










