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United States Nuclear Regulatory Commission ", -

Region I 'c?/ )

k sY jNuclear Materials Cafety Section E
Division of Radiation Safety & Safeguards 4g0 !

9 )631 Park Avenue /p 7p
King of Prussia, Pennsylvania 19406 ^

Gentlemen:

REFERENCE: Licensc No. 37-16 707-02G j

Docket No. 030-12125 i

?ICW MicromedicESystems R Inc;, is submitting the proposed changes
to the labeling of tracers included in our in vitro diagnostic kits. .

|

The label will no longer be a printed product-specific label. I

The " generic" label has been developed, with the pertinent information
for each product being computer printed. The information printed will
be the same as those submitted on our license renewal dated September
15, 1986.

I have provided the generic tracer label and examples of two i

tracers computer printed .for Digoxin and TSH.

If you have any questions, please contact me at (215)443-3012. I;

Sincerely, /

LULUL.' - hAGUbI y

Deborah L. Lindenuth !
Manager, Regulatory Affairs
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SAMPLE TRACER LABELS
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KN MGOMCDK SYST(MS Fos m veo di nomhc uw Sue at 4*C

M WH9 TAM. Fw 19044 See pack.ge osest fur thorkes

D0440-R5
****'"#

DIGDXIN "'~ '
125-I TR/CER :&

Cartairs 25eL ci tuf f er with
lateled Digmin ad '.!". Nah h,,

,,

LOT 17XX EXP X L( X X X X ' """
KN MOON:DKO*"4M5 For in v"'O d'mnosnc use ewe af 4.L.

HoHSHAM Fw 19044 Sr guickge $5ert tv direcipii

TSH DO940-R3 m m <me
125-I TRACER we,~

07:tains !K M labeled kk
rabt t snti TSH and 0.1! haN3 g1

LOT XXXX EXP XXXX'.,XX ;gr
KN MINDK W,rtaA5 Ex m witit) diaunosec vw 'gare at PC.

6 HOHSHAM, F% 19044 See packagg |gtgett (g (jugghjng
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