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Pr odueit: : Si.clear_iﬁgégg//dfkh color coded stripe (Modification)
Trade name: Degania 1cone Silclear Tubing

Commam mamee: Sil! icone Tubing

Produet c«ods: FPK (51 O (k ) product code of K943932 )
Device Class: 1~

Classiifficatilon Pane 1 : Ceneral & Plastic Surg
Establishment registration number: 8030107

S1LOC(K)Y SUMMARY

This summary of 310K safety and effectiveness information is being
submtted in |ace »rdance W th the requirenments of SMDA 19%0 and 21
CFR 807: 92.

DEVICE DESCRIF'ION AND USE:

The Degania Si1 icone Silclear Tubing with color coded stripes is

a transparent| il cone tubing Wth radiopaqueor regular colored
stripes extruded inside the tubing wall.

1e col or coded “ibing can be used in avariety of situations
.n the laborawfry or hospital where coding is desirable.

MANUFACTURI NG |

The Degania Sillic »ne Color Coded Tubing is manufactured according
to Goad Manufageturing Practices and tested according to Standard
Qperating Prociedures in an Environnmentally Controlled Area. The
manuf acturing pro:.esses are approxinmately the same for both the
regul ar and thg cclor coded tubing.

BIOCOMPATABILITY:

The Degania Sili:one Tubing (510(k) number K 943992) has been
eval uated accopdirg to the U S FDA TRI PARTI TE GU DANCE and ISC
10993-1 in April/May 1995. The test selection was based on tissue
contact for up| to 30 days. The full laboratory report is held by
Degania Silicone I1.t4.

The colors are | Ms :terbatch Silicone Pastes that are being used in
other products tha® have been tested to USP Cass VI. The Barium
Sul fate has been wused in other products that have been tested to
USP Class VI andTripartite (up to 30 day tissue contact).
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