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In our meeting om: June 1l1.wedagreed: thats L world comduct
Section 121.2555 specificaticrr rests om sintered TFF: made £rom: high
solids dispersion and on fimished FEP: made- with C—fczt=spersing agent.

We have completed thes=' tests--as. well-.as =li: otlegrtests
specified in 121.2555 and find that both the TPE =and .the FEP .are well
within the limits specified. .. I kmoow of mmitertpirslsareason why

finished products made from these resins wawld norts con faro: with
121.2555.,

The level of extractables amr sintersd P2 mader from: high
solids TD~37X was as follows:

(1) rota1f?) ' - —.:m::zag"tea(” .
Solvent Extractables, .wg/in? s Eloride,. .mg/in?
Heptane .. D072 == X
Bthyl Acetate ... po.105 —— — a
.502 Ethanol ) ..0.039 .S DEDOOIS g
Water 0,12 I.<. ILDo012 %

L
{2)

All solvents were distilled.

corrected for solvent blank. FDA maxinmum addowahle éxr_z:aatables
is 0.2.

(3 FDA maximum allowable fluoride is 0.03.
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) The thermal Iinstability index for TD-37X high solids sintered
product as determined by ASTM D1457-56T was 20.4, well below the maxi-
mum specified value of 50. )

Phe FEP cubes produced from the added C-8 recipe had the
following level of extractables (duplicate determinations) :

(2)

(1) Total Extracted(3)
Solvent Extractables, mg/in? Fluoride, mg/in2
Heptane 0.054/0.031 -
Ethyl Acetate 0.018/0.026 - -
50% Ethanol 0.059/0.11 0.00055/0.001
Water 0,064/0.059 0.00062/0.00064
(1 A1l solvents were distilled.
(22 Corrzcted for solvent blank. FDA maximum allowable extractables
is v0.2.
(3)

FDA maximum allowable fluoride is 0.03.

rhe melt viscosity of the FEP changed from 8.77 after five
minutes holdup to 7.77 after 30 minutes holdup at 372°C
12% change. The FDA maximum allowable change is 50%.
index requirement is also satisfied.

. This is a
Phe infrared

Phese data confirm that the minor changes being made in
our processes have no effect upon the ability of these products to be

converted into finished. products which meet all the reguirements of
FDA regulation 121.2555.
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