Cglé

{Docket No. FDC-D-450; NDA Nos. 16-048,
16-763]
ELl LlL_LY AND CO.. {Docket No. FDC-D—i61; NDA No. 14—413}
‘C-Quens Tablets and Estalor-21 Tab- " “UPJOHN CO
lets; Notice of Withdrawal of Ap- ' ’
proval of New-Drug Applications
£y Lty and Co., Indianapolis, Ind.

Provest Tablets; Notice of Withdrawal
of Approval of New-Drug Application

46206, holder of the following new-drug - The Upiohn Co., 7171 Portage Road
applications for products not being mar- Kalamazoo, Mich. 49001, holder of new-
keted, has waived opportunily {or hear- drug application No. 14—412 for Provest
Ing and agreed to the withdrawal of ap- Tablets containing 10 mg. medroxy-
proval of the new-drug applications. progesterone acetate and 0.05 mg. ethinyl

1. NDA No. 16-048 for C-Quens Tab- estradlol, has discontinued marketing of
lets which provide a dosage regimen the product, ‘waiving opportunily for’

- copsisting of two different tablets, one hearing, and agreed to withdrawal of
containing 80 mcg. mestranol per tabiet approval of the new-drug application )
and the other containing 80 mcg. mes- The Commissioner of Food and Dru' g
tranot in combinetion with 2 mg. chlor- pursuant to provisions of the Fedefai
madinone acetate. The applicant discon-
tinued the marketing of this product.

2. NDA No. 16-753 for Estalor-21 Tab- Food. Drug, and Cosmetic Act (sec. 508
lets which provide s dosage resimen (e), 52 Stat, 1053, as amended; 21 US.C.
consisting of two different \abiets, one 355(e)) and under authority deiegated
containing 100 mcs. mestranel in one %o him (21 CFR 2.120), finds that studies.
{anlet and the other containing 100 mes. in dogs have shown an tncreaced inci-
mestranol in combination with 1.5 ma. dence of mammalry tumers resulting
rnlmmadinone acetate. The applicant from the medroxyprogesterone acetate
has never marketed this preduct. component; ihat while s D 1nZS

The Commissioner of Food and Druss, were hob directly appiicable otz human
pursuant to provisiens of the Yederal and therc was no evidence of increase
Food, Drug, and Cosmetic Act (sec. 505 in the frequency of mammary tumors in
(&), 52 Stat. 1053 as amended: 21 U.S.C. women using the drug, the findings ralsed
355(e)) and under authority delegated g safety guestion and The UpjohR Ca.
%o him (21 CFR 2.120) finds that studies discontinued the manufacture of the
in dogs have shown an {ncreased inci- drug in Qctober 1970.
dence of mammary twnors resuiling from Therefore, pursuant to the forego-
the chlormeadinone ucetate component; inig fnding, approval of new-drug ap-
that while these findings were not di- plication No. 14-412, including il

amendments and supplements thereto, is
pereby withdrawn effective on the date

" rectly applicable to the hwnan and there " . -

was no evidence of increase in \he fre- %)pubuca.hon of this docwment (3-16-
gquency of mammary tumors in wemen ¢
using the drug, the findings raised a Dated: March 8, 1992.
safety question and Elt Lilly and Co., dis- R. E. DUGGAN
continued the manufacture of the drug * . Acting Associate Cammfssiofwr
{n Qctober 1970. : for Compliance.

Therefore, pursuant to the foregoing
findings, approval of the above new-drug
applications, and all amendmenis and
supplements thiorglo, is withdrawn ef-
fective on lhe date oi publication of this
docwmnent (3-16-12).

Dated: March 8, 1972,

R.E.DUscAN,
Acting Associatc Com nissicier
for Compliance.

[FR Doc.72-3955 Filed 4-15-73:8:52 am}

{FR Doc.72- 3436 Filed 3-15-72;8:52 am]
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