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510(k) Summary of Safety and Effectiveness
for the TMD TM O.5m1 Safety Syringe

(FAtS Series O.5ml1FA58 Series U-tOO Insulin IFA78 Series Tuberculin)

(per 2tCFR8O7.92)

1. SPONSOR

Taiject Medical Device Co., Ltd.
IF, No. 22, KeDung 3 rd Road,

Science-Based Industrial Park

Chu Nan, MiaoLi,
Taiwan 350
Republic of China

Tel: 886 37 585599

Fax: 886 37 585589

Contact person: Mr. David Huang
Date Prepared: September 3rd, 2004

2. DEVICE NAME

Proprietary Name: TMD TM 0O5ml Safety Syringe (FAlS Series 0.5ml/FA58

Series U-lOG0 Insulin / FA78 Series Tuberculin)

Common/Usual Name: Safety Syringe

Classification Name: Piston syringe (FMIF)
Anti-Stick Syringe (MEG)

3. Predicate Device (Legally Marketed Device):

Legally Marketed Device:

FAllI Series lml/FA51 Series U-lO0 Insulin/FA71 Series Tuberculin) with 510K

number K03 1062 and

FA12 Series 3 ml/FA13 Series 5 ml with 510K number K022278

4. DEVICE DESCRIPTION

The TMD TN{ O.5ml Safety Syringe (FA18 Series O.5mI/FA58 Series U-100 Insulin/

FA7S Series Tuberculin) is a single use, sterile, disposable syringes that is designed

to reduce the risk of sharps injuries. The insulin syringe has scale lines in insulin
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units. The Tuberculin syringe has scale lines of Tuberculin.

5. INTENDED USE

--- The TMDTM 05ml Safety Syringe (FA18 Series 0.5ml) is intended for injection
of fluids into the body after the aspiration of fluid.

--- The TMD TM 05ml Insulin Safety Syringe (FA58 Series U-100 Insulin) is
intended for use for subcutaneous injection of Insulin.

--- The TMDTm 05ml Tuberculin Safety Syringe (FA78 Series Tuberculin) is
intended intra-dermal of Tuberculin.

All the three syringes above incorporate a safety feature that is designed to aid the
reduction of needle stick injuries and the potential of syringe reuse.

6. TECHNOLOGICAL CHARACTERISTICS

The technological characteristics are the same as the legally market device, FA1 I
Series 1 ml/FA51 Series U- 100 Insulin/FA71 Series Tuberculin) with 510K number
K031062 and FAI2 Series 3 ml/FA13 Series 5 ml with 510K number K022278

7. PERFORMANCE DATA

Performance data has been generated in compliance with the design control
requirement and appropriate standards, The result demonstrated equivalent to the
predicate devices.

8. COMPARISON INFORMATION

Comparison of the TMD TM 0.Sml Safety Syringe (FA18 Series 0.5ml/FA58 Series U-100
Insulin / FA78 Series Tuberculin) with Legally Marketed Device TMDTM Safety Syringe

(FAL2 Series 3ml/FA13 Series 5ml)

Submission Device Legally Market Device
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TMDTM 0.5m1 Safety TMDTM Safety Syringe

Syringe (FA18 Series (FAI I Series lml/FA5I Series
0. 5m1/FA58 Series U- 100 U insulin/FA71 Series

Insulin / FA78 Series Tuberculin)
Tuberculin)

As a single use, hypodermic As a single use, hypodermic

ndton Use syringe. Safety feature syringe. Safety feature
for Use

protects after administration. protects after administration.

Volume (ml) 0.5ml iml

Needles 25-3lGarge 25-3lGarge

Gauge 5/8" or Shorter 5/8" or Shorter

Needle
Conneedlen Fixed needle Fixed needle

Connection

Safety Active safety feature, Active safety feature, manually

Features manually activated by users activated by users

Syringe Plunger, Antistick with fixed Plunger, Antistick with

Type needles hypodermic needles

Piston-Butyl Rubber Piston-Butyl Rubber
Barrel, plunger, Needle Barrel, plunger, Needle holder

Material holder - Polypropylene - Polypropylene
Lubricant

Lubricant

Parts- Clear Parts- Clear

Printing-Black Printing-Black

Color Orange - Insulin Orange - Insulin

Gray - Tuberculin Gray - Tuberculin
Transparent - Safety syringe Transparent - Safety syringe

In summary, TMD TM 0.5ml Safety Syringe (FA18 Series 0.5m/FA58 Series U-100
Insulin / FA78 Series Tuberculin) is a smaller version of the legally marketed TMDIM
Safety Syringe (FAI I Series Iml/FA51 Series U-100 Insulin/FA71 Series Tuberclin)
and FA12 Series 3 ml/FA13 Series 5 ml with 510K number K022278.
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Indications for Use

510(k) Number (if known): K042426

Device Name:TMD TM 0.5ml Safety Syringe (FA58 Series U-1 00
Insulin)

Indications For Use:

--- The TMDT M 0.5ml Insulin Safety Syringe (FA58 Series U-100 Insulin) is

intended for use for subcutaneous injection of Insulin.

This syringe above incorporates a safety.feature that is designed to aid

the reduction of needle stick injuries and the potential of syringe reuse.

Prescription Use AND/OR Over-The-Counter Use X
(Part 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)

(Division Sign-Off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number, II-6q'- otVYPage i of ii
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Indications for Use

510(k) Number (if known): K042426

Device Name: TMD TM 0.5ml Safety Syringe (FA18 Series 0.5ml/
FA78 Series Tuberculin)

Indications For Use:

--- The TMD TM 0.5ml Safety Syringe (FA18 Series 0.5ml) is intended for
injection of fluids into the body after the aspiration of fluid.

-- = The TMD TM 0.5ml Tuberculin Safety Syringe (FA78 Series Tuberculin)
is intended intra-dermal of Tuberculin.

All these two syringes above incorporate a safety feature that is designed

to aid the reduction of needle stick injuries and the potential of syringe
reuse.

Prescription Use X AND/OR Over-The-Counter Use
(Part 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)

(Division Sign-Oft)
Division of AneSthesiolOgy, Genera Hospitl Page ii of ii
Infection Control, Dental Devices
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