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

August 3, 1987

U.S. Nuclear Regulatory Commission

Region 1

Nuclear Materials Safety Section B

Division of Radiation Saf‘ety and Safeguards
631 Park Avenue

King of Prussia, Pa. 19406

Re: Approval No. 29—15360—2%2&i

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 EVR. 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)
~ to cover the ammendment fee. Should there be any questions
o’ regarding this request, please contact me at (201) 757-0500.

Sincerely yours,

MEDI-PHYSICS, INC.

y : J
Garyl(Z a

Radia¥idn Protection Officer .
South Plainfield Facility
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MEDI-PHYSICS INC RICHMOND. CALIF
SUBSIDIARY OF HOFFMANN-LA ROCHE INC

August 24, 1987

Ms. Doris Foster

Log

Remitter
U.S. Nuclear Regulatory Commission Check N b M 0'74 |
Region 1 Asacttit x'343)o ) %
Nuclear Materials Safety Section B Feo
Division of Radiation Safety and Safeguards TV
631 Park Avenue
King of Prussia, PA 19496

Re: Approval No. 29-15360-63%8=

In accordance with the letter dated 8/3/87, the additional %tt g
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.

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.

|

|

\

|
1. This product is manufactured by E.R. Squibb, Inc. of

labelling for this proiuct, all 2ffective July 17, 1987.

If there «re any additional guestions, please do not hesitate
to contact me at (201) 757-0500.

Thank you,

4. Please see attachment for copies of the F.D.A. approved |
INC.

HEZ PHYSICS,

bp
#87-040
Attachments
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@ a subsidiary of Hoffmann-La Roche Inc Medi-Physics. Ing

140 East Ridgewood Avenue
PO Box 289
Paramus, New Jersey 076530289

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.
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 wiil
revise with our next printing the appropriate 10 CFR Part 35.200
reference. 1°is change will obviousiy be made no later than March
31, 1989.

Thank you for your assistance in this matter.
Sincerely,

MEDI-PHYSICS, INC.

:é;z4
hn Kerins

Director
Quality Assurance and
Regulatory Affairs
JK: kd

Enclosures *
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUULIC HEALTH SERVICE

rooD AND DRUG ADMINISTIIATION
MOCKVILLE, MAYLAND 20082

0CT 2 0 1976

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

georges Road
New Brunswick, New Jersey 08902

Gentlemen:

peference is made to your new drug application dated September 9, 1975,
submitted pursuent 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 recommended in the submitted labeling.
Accordingly, the application is approved.

The enclosures summarize the conditions relating to the approval of this
application.

Please cubmit one market package ¢ the drug when available.
Sincerely yours,
I H Fe
Marion J. Finkel, M,D,
Associate Director
for New Drug Evaluation
Bureau of Drugs

Enclosures




BETWEEN: C. James Holloway, Chief
License Fee Management Branch
Office of Resource Management

John E. Glenn, Chief

A30-/602F

Nuclear Materials Safety & Safeguards Section B S e

Division of Radiation Safety and Safeguards
/ey |

LICENSE FEE TRANSMITTAL
A. REGION
1. APPLICATION ATTACHED

Applicant/Licensee: /)('C/(( ///L/ﬁc/ ) L" v{

Application Dated: éE;AEQJ//J/<5' ,é; ﬂ& g, :

Control No.:

=
License No.: 97 - IS5 }2*(” o (%‘

Check No.:

2. FEE ATTACHED Q‘Z s Aol b
Amount : -~ y&”ﬁszi ~— = . ‘gL[
: / L Lo © Lot 2:;?ﬁ

3.  COMMENTS /
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B. LICENSE FEE MANAGEMENT BRANCH

/
1. Fee Category aqd Amount:

2. Correct Fee Paﬁd. Apnlication may be processed for:

J

|

'Eb*'ﬁf

( CA o4 /cf 1
|

z vl f‘ ‘
516;e§ ’:;;Z
Date ‘g// \
/,'

3D V"S‘I'JuJ

Amendment i ~\\\J

Renewal g

License

REGION 1 FORM 213
(MARCH 1987)
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TECHNETIUM Tc 99

$VRO )

MP' diagnostic/sterile/pyrogen-free
PYROPHOSPHATEKIT

Kit for the Preparation of

Technetium Tc 99m Pyrophosphate

CONTENTS OF KIT -
CAUTION Federal (USA) law prohibits 10 STERILE REACTION VIALS P
dispensing without prescriptior Eacr 100 Vil DrOVIOES B STerie NONPYTogenic
' 1260 PO 1aining 40 mg sodium pyrophosphale
Contains no preservative r t ¢ \I(ih{*'.?‘llhv:‘;,; anet 0.8 mg ‘otsl
Sloe et 2°—-8°C mas 0us fluonoe. DM sdjusted with sodiurr
hytiroxide of hydrochione acid pror 10 yophilizator
Procedures tor reconstitution of MP 10 PRESSURE SENSITIVE LABELS
Pyrophosphate Kit — See inser! 1o final preparation of Technetium Tc B9m Pyrophosphate
e 1 PACKAGE INSERT
Dosage See inser! Manulactureo by SQuibb Diagnostics
Now Brunswios NJ 3 1o
For intravenous use
3 f :
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MPI PYROPHOSPHATE KIT
Kit for the Preparation of
Technetium Tc 99m Pyrophosphate
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MP1 PYROPHOSPHATE KIT
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SHIELD LABEL 41-4801

PACKAGE INSERT 43-4801
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MP1 PYROPHOSPHATE KIT

KIT BOX

29-/5360-05me

“OFFICIAL RECORD Copy”

/ OF/ 30

Mg



Note To: License Fee Management Section, ADM
From: Region X
Subject: VOIDED APPLICATION

Control Number / 0 77»24

applicant ek, -//{?;,-4 EAYS

Date Voided 5/ /2 /7

Reason for Yoid:

Ttancferved o CA) /O5/20

ﬂ/cw’/;w A le /'.r.ruu/ 27-/$ 340 ~0 ¥ A

Attachment:
Official Record Copy
of Voided Action
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