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DATE PREPARED: March 10, 2006
TRADE NAME: SafeTip Safety Syringe
COMMON NAME: Safety Syringe
REGULATION: Piston Syringe: 21 CFR 880.5860: Class 11

General Hospital Product code: MEG and FMI
SUBSTANTIALLY EQUIVALENT TO:
The Devon Medical Supplies SafeTip Syringe is substantialfy equivalent to the Medisys
Tech. CoverTip Safety Syringe for technological features, the Becton Dickinson Integra
Syringe in performance and the Devon Standard Syringe for materials.

DESCRIPTION of the DEVICE:
The SafeTip Safety Syringe is a piston syringe that features a passive sharp safety feature
which covers thie needle after injection. The syringe automatically deploys a plastic cover
(sheath) over the needle as the injection is completed and prior to the needle's removal
from the tissue. The sheath protrudes beyond the end of the needle, shielding the user and
patient from the sharp needle after removal.

INDICATIONS FOR USE:
The SafeTip Syringe is indicated for use in the administration of an intramuscular (IM)
injection. The SafeTip Safety Syringe aids in the prevention of accidental needle sticks
by passively and automatically deploying a sheath that covers the sharp needle upon
completion of the injection

SUMMARY of TESTING:
The Devon SafeTip Safety Syringe has been shown to meet internationally recognized
standards for syringe performance and labeling characteristics. Simulated clinical use
testing has demonstrated the performance of the SafeTip syringe and reliability of the
safety feature ill accordance with the FDA Guidance: Medical Devices with Sharps
Injuri Prevention Features: August 9, 2005.
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