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CHEMIST REVIEW CF WDA L7-(24

Division of Oncolugy sud Radiopharaeceuvtical Druyg Products

I. NDA: 17-02¢% gﬁie 30, Lu7l
NON-PROTRIETARY HAME: : Jg%PONSOR: E. R, Squibb & Sons, Iuc

Strontiuva Nitrate {(Sre35) New Brunswick, HNew Jerse.

PROPRIETARY NAME: Strotope™

DOSAGE _PORM: Pwrenteral (1.V.)
Rx

11, ACTIVE INGREDIENT: Radiosetive Stroubiua 353

CHEMICAL NAME: Strontiua Nitrate

L

111. Su 3 D : Dated April 2, 1%71 to provide for use

of Strotope in detection of localized
skeletal lesions.

IV. &) REMARKS: Information is needed for (1) raw material obtained
from General Electric, (2) meaning of "prime container
label®” and (3) meaning of “assay™ on label,

b) CONCLUSIONS: Request applicant tu provide adequate iamediste
container labels and answers tu deficiencies noted asbuve.

cce Benjamin Kagan, Chemist
Uris

Trip. (NYK-DO)

STy
BD gan:6/30/71

R/D Endorsed by CFBruening:6/30/71
Final typed by slt:7/1/71
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Divisfun of Uncology and Radiopharmaceutical Orug Products
Chemist's Reviaw #2 ‘
October 30, 1372
A. 1. HDA 17-024
APPLICANT: E. R. Squibb & 3ons, Inc.
ADDRESS:  Mew Brunswick, New Jersey

AF # 9-56]
2. PRODUCT SAME: Proprietary: Strotope

3. DOSAGE FORM: Rx, Parenteral
B. 2. AMEHOMENTS: &/4, 9715/72.

C. REHARKS: Previcus chemist's review (3. Kagan, 2/23/72), MDA not
approvaile.

An amendment dated 6/6/72, applicant states that Taboratory
personnel consider radiocchemical purity test to be un-
necessary. Howaver, the 9/15 amendment provides just such
a tast.

Hewark District advised ussJ dated 2/1/72 that there s
no objection to approval, based on establishment inspection,
even though there was a problem concerning quarantine €or,
sterility testing. A re-inspection was requested by our -

dated 7/7/72.

A monograph for Strontium Nitrate Sr 35 has been praposad for
fnclusfon in the U.S.P. When this monograph is published,
our method validation procedure will he unnecessary.

D. CONCLUSIONS: HNDA is essentfally approvable, but will require acceptabls
inspection report and either USP “onograph or methods
validation report to complete the file for approval.

cc: NDA 17-024 Orig. Dup., Trip.(NYK-DO) BenJamin Kagan, Chemist

BO-100¢BU-1503 BD-54 [A_an

30-150,Bkagan; 10f 30772 2%
R/D Endorsed by CFBruening:10/30/72

Final typed deg:1/16/73
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DORDP (BD~150) June 28, 1973
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CHEMIST'S REVIEW #5

A.l. ¥DA 17-024
Applicast: ®. R. Squibdb & Sons, Inc.
Addreas: New Brunswick, N. J.

2. Product Nawme:

Proprietary Name: Strotope
3. Dosage Form and Route of Administration: Rx, Pareateral

B.2. Amendments: June 22, 1973

C. Remarks: Previcus chemist's review (B. Ragan, 4/4/73); NDA
approvable, request final printed labeling.

Amendment dated 6/22/73 provides FPL as requested.

b. Conclusions: Finsl printed labseling is identical to approved draft
labeling.

NDA should be approved.

Benjanin Kagan, Chemist

cc:

A 17'0_,2&1)1:1,&., Pup., Trip.(NYK-DO)

BD-100, .BD~150, BD-54

BD~150/EXagan:6~28~73

2/D endorsed by CFBruening:6-28-73; @HChacalos:6-29-73
Pinal tvped 7-3-73:3id

APPEARS THIS WAY ON ORIGINAL
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Jivision of Oncology and Radiopharmaceutical Drug Products a
Chemists Review § 4
April 4, 1973
A. 1. NDA: 17-024
Applicant: E. R, Squibb & Sens, Inc.
Address: New Brunswick, New Jersey
AF  9-561
2. Product Name:

Proprietary Hame: Strotope.
3. Dosage Form: Rx, Parenteral
B. 2. Amendments: 11/15/72, 12/19/72, 1/26/73, 3/23/73.

€. REMARKS: Previous chemist's review (B.Kagan, 10/30/72); NDA
will be approvable after wethods are validated and receipt of
acceptable FIR.

Amendment dated 11/15/provides additional information for assay
procedures as requestad by our laboratories. Informatfon sent
to laboratories on 1/16/73. Major portion of methods had been
sent on 11/24/72.

J:mendmnts dated 12/13/72 and 3/23/73 provide revised package
nserts.

Amendment dated 1/26/73 notes that samples for metheds validation
are being forwarded as requested.

dated 9/27/72, Newark DO informs us that recent El shows
Squibd to be In compliance with provisions of MDA and GMP.

D. Conclusions: All manufacturing and controls requirements have been
satis?iad. NDA is approvable.

ghmona-mg.smm,nm Q%Mgg 4‘%}9 3 BenJamin Kagan, Chemist

R/D Endorsed by CFBruening: |
i
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