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Submitter Date Prepared
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287 East Sixth Street
St. Paul, Minnesota
Contact Person: Thomas E. Erickson
Telephone: (651) 291-7909
Fax: (651) 291-7074

Name of Device
Common Name: Disposable syringes and needles, insulin syringes
Proprietary Name: UltiCare'TM Disposable Syringes and Needles and Insulin Syringes

(numerous sizes and combinations varying between the smallest 0.3cc
x 31IG x 5/16" and the largest 3.0cc x 22G x 1.5')

Classification Name: Piston Syringe, Hypodermic single lumen needles
Regulation: 880.5860, 880.5570
Class: Class II
Product Code: EMF/FML

Predicate Devices
The UltiCare Disposable Syringes and Needles are substantially equivalent in intended use,
function and basic composition to the currently marketed UltiCare Low Dead Space
Disposable Syringe (1 mI/cc x 22 G x 1.5"), K994230, and to the UltiCare Disposable
Syringe (3 ml/cc, 22 G x 1.5"), K033794.

The Insulin Syringes are substantially equivalent in intended use, function and basic
composition to the currently marketed Becton Dickinson BD Insulin Syringes - Ultra-FineTM
and Ultra-FineTNM II, K0241 12.

Device Description
The UltiCarc Disposable Syringes and Needles and Insulin Syringes are standard piston type
syringcs xvith permanently attached (unibody) needles. They are sterile, single-usc,
disposable piston syringes consisting of a syringe barrel, a plunger rod, and a hypodermic
single lumen needle. The UltiCare Disposable Syringes and Insulin Syringes are non-toxic
and non-pyrogenic, and are available in a variety of combinations of syringe sizes (0.3 to 3.0
cc (ml)), needle sizes (31 to 22 gauge), and needle lengths (5/16" to 1.5').

Intended Use
The UltiCare disposable syringes and needles are used to draw a quantity of pharmaceutical
from its container and allow administration of the pharmaceutical directly to the patient. As
an alternative use the product will allow administration of the pharmaceutical to the patient
via an intravenous port, heparin lock, or saline lock.

The Insulin Syringes are intended for subcutaneous injection of U-1 00 insulin.
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Indications for Use

510(k) Number: K062702

Device Name: Insulin Syringes

Indications For Use:

The Insulin Syringes (0.3 to 1.0 cc) are intended for subcutaneous injection of U-100 insulin.

Prescription Use AND/OR Over-The-Counter Use X
(21 CFR 801.Subpart D) (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
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Indications for Use

510(k) Number: K062702

TM.Device Name: UltiCare Disposable Syriwges and Needles

Indications For Use:

The UltiCare disposable syringes and needles (0.3 to 3.0 cc) are used to draw a quantity of
pharmaceutical from its container and allow administration of the pharmaceutical directly to
the patient. As an alternative use the product will allow administration of the pharmaceutical
to the patient via an intravenous port, heparin lock, or saline lock.

Prescription Use X AND/OR Over-The-Counter Use
(21 CFR 801.Subpart D) (21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
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