
- - - _ . __

v. O O.

Fisher m;2.?i;.m.
6 scientific " - * ' " ' ' "

o ,; , s.2 ,-.

June 4, 1986

U.S. NUCLEAR REGU$ATORY COMMISSION
Region I
631 Park Avenue
King of Prussia, PA 19406

RE: AMENDMENT TO LICENSE 437-11287-04

Dear Sir

This request is submitted in support of amending the
above license in the following sections:

A. Sections 6, 7. and 8:

To include " Thyroid Stimulating Hormone (TSH)
Sucrosep' diagnostic kit manufactured by
Boots-Celltech. Each kit contains less than 10
microcuries of /2f* Iodine. Fisher Scientific doesnot intend to further process these kits and will
merely distribute to the end-user. We would like
to stock a maximum of 300 kits, each containing
less than 10 microcuries of /2 ' Iodine, or a total6

of 3 0 millicuries for the license. Enclosedf
;herewith is a copy of Boots-Celltech 510 (K)
!

notification to the F.D.A. which outlines detallaof the kit including labeling. Also enclosed is aproduct information booklet from Boots-Celltech.
B. Section 9:

In addition to distribution to holders of aspecific license, we would like to include
distribution to persons authorized under 10 CFR
Part 31.11 (general licnese) for both Gen Probe and ,

Boots-Celltech in-vitro diagnostic kits.

C. To replace the names W. Collins, R. Stanley and M.
Sesterhenn with the title " Radiation Protection
Officer". The Radiation Protection Officer will be
a responsible individual employed by Fisher
Scientific Company at the specific Branch location.
This individual will receive training in radiation
safety in accordance with the program developed by
Teledyne Isotopes. A copy of the training outlineis enclosed.
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All other items of the license are to be the same.

Enclosed herewith is a check for $60.00 to cover thecost of this amendment.

Should you have any questions, please call me at
(412)562-2689.

Sincerely,

f -

ROBERT J. KING
Quality Assura e Manager

RJK/jmd,

1

Enclosure .

cca J. Daniels
R. Forte
M. Horvath /
J. Pulford - '
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