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MEDI. PHYSICS. INC. RICHMOND. CALIF
SUBSIDIARY OF HOFFMANN.LA ROCHE INC

|

..

August 3, 1987

U.S. Nuclear Regulatory Commission '

Region I
Nuclear Materials Safety Section B
Division of Radiation Safety and Safeguards
631 Park Avenue
King ofLPrussia, Pa. 19406

Re: Approval No. 29-15360- g
Medi-Physics, Inc. would like to amend our Reagent Kit Dist-
ribution Approval No 29-15360- to add the reagent kit MPI -

Pyrophosphate manufactured by Squibb, Inc. under license. .

number 29-15360-01, and used for the preparation of Tc99m
Pyrophosphate injection.

Enclosed is a check for two hundred and thirty dollars ($230)
g to cover the ammendment fee. Should there be any questions
v regarding this request, please contact me at (201) 757-0500.

Sincerely yours,

MEDI-PilYSICS, INC.
.

CU O,

Gary Z~ a-
Radia-i n Protection Officer
South Plainfield Facility
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MEDI-PHYSICS. INC . RICHMOND CAUF
SUBSIDIARY OF HOFFMANN-LA ROCHE INC

August 24, 1987 g
1.cg _ _ _ _ __ _ M[ L7--- ---

Ms. Doris Foster Re m!tter__ . ----

Ameunt MO_ _M
- -- r

U.S. Nuclear Regulatory Commission Check Na
43 A ARegion I

Nuclear Materials Safety Section B Fee Cater , JB . . - L T //-
Division of Radiation Safety and Safeguards Type of ;u YA4 /1-----

C [' 8-[-69
631 Park Avenue Data chu''

'

/
King of Prussia, PA 19496 Dato cm - - - - - -- , - - - -

Dyi __')d- r----Re: Approval No. 29-15360-83Ma:- p
In accordance with the letter dated 8/3/87, the additional -

'

information is submitted in application for amendment of
Approval No. 29-15360-03MD to distribute reagent kit MPI
Pyrophosphate for use in the preparation of Tc99 Pyro-
phosphate injection.

1. This product is manufactured by E.R. Squibb, Inc. of
New Brunswick, New Jersey.

2. The NDA number for this product is 17-680.

3. This product is manufactured, labelled and packaged in
accordance with the Federal Food and Drug Act, and is
redistributed by MPI with no changes in these criteria.

4. Please see attachment for copies of the F.D.A. approved
labelling for this product, all effective July 17, 1987.

If there tire any' additional questions, please do not hesitate
to contact me at (201) 757-0500.

Thank you,
,

ME -PHYSICS, INC.

O \.).-

hla|. Gar
F_ Associate R.S.O

South Plainfield Facilityy
bp e- t
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a subsidiary Of Hoffmann-La Roche Inc. ~Med:-Physics, Inc.
140 East Ridgewood Avenue -
P0 Box 289
Paramus.NewJersey 076530289 q

ouect oia 201-599-8926

November 16,.1987
RA-K-3410

Mr. Jack Davis
U.S. Nuclear Regulatory Commission
Region I
Nuclear Material Safety Section
Division of Radiation Safety '

631 Park Avenue
King of Prussia,| Pennsylvania 19406

Dear Mr. Davis: Re: Control No. 107724

On behalf of Medi-Physics, Inc., 900 Durham Avenue, South Plainfie'
New Jersey, the following additional .information is presented 1.i
support of an amendment to our Medical Application (MA) license.

This amendment provides for the addition of "MPI Pyrophosphate Kit"
to our license. This kit is manufactured by Squibb Diagnostics for
Medi-Physics, Inc. under NDA 17-680. A copy of the NDA approval
letter from the FDA to Squibb is attached.

In regard to your comment on the reference to the proper CFR part
for licensure by the U.S. Nuclear Regulatory Commission, MPI will
revise with our next printing the appropriate 10 CFR Part 35.200
reference.. TMs change will obviously be made no later than March
31, 1989.

Thank you for your assistance in this matter.

Sincerely,

MEDI.-PHYSICS, INC.

i

#hn Ke ns
Director
Quality Assurance and

i Regulatory Affairs
JK:kd
Enclosures

"0FFICiAL REC 0iiD COPY" 19 Nov 1987
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: DEPARTMENT OF HEALTH. EDUCATION AND WELFARE.

PUDt.tc HCAt.TH SERVICC*'
., , , .
''' ** TOOD AND DRUG ADMINISTitATION...

ftOCMVfLLE. M AatvLAND 2005-

*

E. R. Squibb & Sons, Inc.
Attention: Norman W. Lavy, M.D."

Georges Road
New Brunswick, New Jersey 08902

Gentlemen:

Reference is made to your new drug application _ dated September 9, 1975,
submitted pursuant to section 505(b) of the Federal Food, Drug, and Cosmetic
Act for the preparation Phosphotec'(Technetium Tc 99m Pyrophosphate-Tin
Complex Kit).

We also acknowledge receipt of your. additional communication dated August 27,
1976, providing Final Printed Labeling.

'

. The application was filed on August 30, 1976.

We have completed the review of this application and have concluded that the
drug is safe and effective for use as recomended in the submitted labeling. ,

Accordingly, the application is approved. *

The enclosures summarize the conditions relating to the approval ' f thiso

application.-

Please subnit one market package of the drug when available.
,

!Sincerely yours,
.

j'1 h ?.

|

I tiarion J. Finkel, M. .

Associate Director
|- for New Drug Evaluation
i Bureau of Drugs

Enclosures
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BETWEEN: 'C'. James Holloway, Chief
License Fee Management' Branch

' Office'of Resource Management- - g,
John E.'Glenn,. Chief

_ . #7'd YNuclear Materials Safety & Safeguards Section B
' Division of Radiation Safety and Safeguards //<f[

LICENSE FEE TRANSMITTAL-

'A. REGION
..

1. APPLICATION ATTACHED Lf , - ,. ,

' Applicant / Licensee: '( " , & c - /b

Application Dated: - 8[!M k
Control'No.: -

'

_

License No.: ,d7- /[ d- g

2. FEE ATTACHED g g.: g
7

Amount: 2 . - _., M(

Check No.: - b kh
3. COMMENTS - .s

, -az -aud} &&w w .
-

gg> cs n m +S; h YQXy| Q|,|f }\'
9,t,.

B. LICENSE FEE MANAGEMENT BRANCH

1. Fee Category a d Amount: 2O /10

-2. Correct Fee Pa d. Application may be processed for:

Amendment N
URenewal

License

Signed r.m.b 6 b tu

' /9,|9 5 09.iDate

'

~ REGION I FORM 213
'(MARCH 1987)

L _ _ _ _ _
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Note To: License Fee' Management' Section, ADM -

From: . Region f
Subject: VOIDED APPLICATION

!8772Control Number

Applicant ////dj -fbyfft,g [g
'

Date Voided 97 /2_ /7 ,

Reason for Void:

Wh"d C/1/ /(bf/2 0
A'cw ' NM /v d e ?.r.c d M - 5 3 & o o y m 4

..

,

'7/(jfin
Sigsth Dhte'

Attachment:
Official Record Copy .

of Voided Action
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