MAY {1 1562

Branch, NiSS

SUBJECT: FEE CATEGORY FOR DISTRIBUTION APPROVALS

In the proposed fee schedule transmitted by
memorandunm to Daniel Donoghue, no fee category was
of medical approvals (MA's), copy attached. Currently,

for these approvals.

medical approvals, and renewals and amendments thereto.
response to this request by c.o.b., Wednesday, May 12, 1932.

We appreciate your assistance in this matter,
O-iz'=al Siraed by”
Sim, O, Eilier

8302180341 8301
PDR FOIA i1 William 0. Killer, Chief

Office of Administration

Enclosure:
Copy of medical approval for

3M Company

DISTRIBUTION:
License Fee File ’/

CJHolloway, LFIMB
ASCabell, LFMB b
GJackson, LFMB ‘\\\\\\\\‘\ ‘ ‘/4/
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AFMORANDUM FOR: Bernard Singer, Chief, Material Certification and Procedures
FROM: Wiiliam 0. Miller, Chief, License Fee Management branch, ADH
R. E. Cunningham's lMarch 26, 1982

established for the review
fees are not assessed

ould your office please provide us with the staff-hour requirements for new
Since the proposed

fee schedule is due to the Comnission shortly, ve vould appreciate your

KNOWL
£882-607 POR License Fee Minagement Branch

oaom Jvemams - | L T ............
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'lhe naagent ht(s) hsted mlw. are appn:ved fc;rdlstrzbut_lm by Minn.sota M.uung

,and ;hr\ufacturmg Capan . to person.. 11censed pursuant tn Sect_lon 3s. 14 and

Section 35.100, Group 1L, of 1o CFR 35, or under eqm.va.lent hcen_,es ol pgreenant
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States. : § e da r ratace 2k ‘ ’

it Trade Newe Radiophanmaceutical Prepared Fram Kit

A. 34 Instant Microspheres ' .~ A. Technetium 99m labeled albunin
(NA 17-832/5-001) - microspheres N

The reagent kit(s) listed above shall be manufactured, packaged, labeled, and
distributed in accordance with statements, representations, and procedures

ccntained in epplication dated August 1, 1980'and letter dated August 31, 1©8l.

Any provosed changes in packaglng, s‘hleld.u-g labe.b.ng or the package 1nsert o

shall bz subnitted to the U. S. N\Jclear Regulatory ccxmus_,lon for rev1ew. '__ F AL

The lMinnesota Mining and banur.actur:.ng Ccrpany is authorlzeq to dlstrlbute the

reasent kit(s) listed in Item 1 above fron the Twin City Aouy Ammmitions Plant,

Puilding 590, "zw Brighton, lMinnesota.

The Minnesota Mining and rmufact\mlr)g Campany shall rotify the U. S. Nuclcsar

Regulatory Cumission within thirty (30) days of the tenmination of a ”\otlce of

Claimed Investigational Excrpf_lon for a New Drug” (IND) or the \nt}drual of a :
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Shis agproval shall expire on Scpl

siber 30, 1286. .

}FOR THE U. S. NUCLEAR REGULATORY COrMISSION
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Matérial Licensing Branch L Apa

: Division of Fuel Cycle and Material Safety |




