DEPARTILIZHNT CF
EDUCATICON, AND
Food and Crug Sdminis
[DESI 710; Dsczet Mo, FDC-5-350;
ND.i +-039, etc.]
CERTAIN ESTRCGENS FGR CORAL USE

Notice of Viithdrawal of Agprovzl of New
Drug Applications

A notice was published in the FeperAL
Recister of September 26, 1973 (23 FR
26825) extending ic the firms named ne-
low and any interesied person an oppor-
tunity for hearinT on the preoroszl of the
Commissioner of Fead ana Brugs to issue
an order under secticn 505{e) cf the
Federal Focd. Drug, and Cosaietic Act to
withdraw apzroval of periinent parts of
the listed new drug applications. The
basis of the rroposed action was that the
drugs in the descrited strengths are not
shonw to te safe for use for their lakealed
indications.

NDA's 4-029 and 4-041: Those parts

" the NDA's providing for Diethyistil-

strol Tablets and En:eals conraining

, mg. dietiivistilbestreoi; Eli Lilly and
Co., Post Office Box 613, Indianapolis,
IV 45206.

NDA 6-603: These parts of the NDA
previding for a tablet contnining 23 mg.
diethylstilbestroi; Rexail Drug Company.
3901 North Xingszhighway, St. Louis, MO
63115,

NDA 4-056: Thwse parts of the NDA
rroviding for tanlets containing 25 and
100 mg. diethylsiilbestrol; E. R. Squibb
and Sons, Lawrenceville-Princeton Road,
Post Office Box 4000, Princetcn, N.J.
08540.

‘All identical, related, or similar prod-
ucts, not the subject of an approved new
drug application, are covered by the new

Ation
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69
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drug aprlicationis! reviewed ard are
stbject to this notice (21 CFR 310.6) . Any
person whe wizhies ro determine whether
2 specific product is covered vy, this no-
tice should write 10 the Food and Drug
Adminiziraticn:, Eureau of Drugs, CHice
of- Camplianee (EKFD-300). 3800 Fishers
Lone, Rociviile, Liarviand 20652,

Neither the hiclders of the applications
nor any otiler verscn iiled o written ap-
pearance of eiectivin within the 20 days
provided by said noticzs. The fzilure to
file sucii an appearance constitutes alec-

poedsle]

selves of an ¢eproriunicy for hearing,

The Director of the 3Surcau oi Drugs.
pursuasnt to previzions orf ithe Tederal
Focd, Drug, ang C cT ‘sec. 3903,
52 Stat. 1033, as amz U.8.C. 355,
and under the aur gatad o him
(21 CFR 2.121) finds that on the basis of
new information efore nim with respect
to the drugs, svaluated tcgether with the
evidence available to him ac the time of
approval of tha apriicaticns, the drug
products are not szown 0 2e gase for use
under the conditicns of use prescribed,
recommendcd, or suggesied in their la-
beling.

Therefore, pursuant to the foregoing
finding, approval of thicse parts of NDA's
4-039, +-041, 4-0385, ard 6§-5Y3 previding
for the products describad above, and all
amendments and susplements applving
thereto, is withdrawn effective on Febru-
ary 18, 1975.

Shipment in interstate commercg of
the above-listed drug products or of any
fdentical, related, or similar preduct, not
the subject of an aprroved new drug ap-
plication, will then te unlawful.

Dated: September 16, 1974,

J. Ricqasp CROUT,
Director, Burzcu of Drugs.
[PR Do0c.75-3200 FTled 2——75:8:45 am]
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In z zotice (DIIIT40) publizined it 2
FrpERAL R=ToisTza of MNovembher 10, il
(36 TR ZI ), the Conmunizzioncr of -
' Foods and Is announced

-

sions pursu to evaiuaticn
received Ir the INadonal endemy of
Sciences-X na Researc:  Camneill
Druz EZcocr S:udy Gronn erning

certain eraliy

of diethylszilte
age forin 1 ml

dadel m
mg.

of dis

LS .regarded as either
“for accidents of pragnancey).
in excess of the amounts reco:
appropricie for
in thelabelirzrarigned
thus

" the NDA's
trol Tabists
3 nig. dieihris:
Pe3t Oiice Eox 618, Ingi
46206, ;
NDA 6-603: Tucse parts of the NDaA
providing for a tabdlet containing 25 mg.
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(address given abovey during
business hours, Monday thr-ust
oo p:ti:::r:iﬂcc This notice is issued purs
o) visions of the Federal Food,
Cosmietic Act (sec. 505, 52 Siat. 1
as amended; 21 US.C. 235 aund
Administrative Procedure act /& UE
334), and under authority delegonied
the Commissioner (21 CrR 2..20).
Dated Septemer 12, 1973.
. A, M. SCHITIOT,
Cominissioner of Fcod and Drucs.
{FR Doc.73-20443 Filed 9-21-T3:31 40 Wiy

vgl: Dexall Drug Comnany,

wingsnizh™ay, =5, Louis, H10

R s titH

4-236: Those

100 mg. dietn
and Sons, Lav
Post Oitce 2ox
08349.

aceidentis ol
ued ihis product
the NWDA w&s Wil
1972 (27 TR II5L},
applicant had :2

under section 3055y of the Act (21
US.C.333(j)» and ¢ 129.13 or § 130.23°¢! pexran
and (f) of the new drug regy
crFn 120.13 and 120.237. In vic
this preducs is included in
only for the pure of infor:
ested parscns of fie conclusi
in the Drug EZLcacy Situdy
it.

- Thercfore. noticc is given to the held-

appiicauicnts: Al 4

of purtin
Ifznc

fra e

FToT Yo
R heeleign

agial
to any ctier interssig i .
Commissioner propdses i
under sestion 382 oi the Fedaral
Drug, and Ccat s Act 21 US.
(e)) wi sroval of per
parts of w drag &l
tionnis) an Aments and
ments ther
that the drug ]
for use under e SOV s of use vre-
scribed. reccmmends i, or suggested in  regques s
the lnbeiing. clusion that no 2
All identical, imilar prod- i % Srechd
ucts. not the subj sroved usw we.ap
drug apsiicatis ] e 2y the ngw il en
drug appiicationts’ reviewed, See 21 CZ 2 ag
130.40 (37 F.R. 23183, October 21, 1872y, -
Any mazuincturer or Gist i suct _upen the request of the new drug A ( E
an identical. related. or si -_- anpli is) or any other int { ser- ) a1
is an interesied person who may i reé- son, 1 hearing is susiifc > o L
sponse to this notice submit data and be ned, a nearing &
_information. request that the new drug named. and he snall issue.
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application(s) not pe withdrawn. re- wacricabie aiter Cclober 2
quest a hearing., and porticipate as 2 tennotice of the time andr
; il comn

party in any hearing, Any

o

praducts coversd oy the o drug arsii-

=
write to the Foed and Drug Adpinisira-  caconisy will se affor
tion. Bureau of Drugs. ©ice of Comrli-  to appear ag the e
ance (ED-300. 3620 Fishers Tane, Rock-  senp evidence, ¢
ville, Maryiand 20882,

In accordance with the srovisions of
section 505 of the act (21 U.s.C. I8
and the regulaticns promuleated there=
under (21 CF2 Part 1200, 9 B}
sioner heredy cives the 2Pt licangrs) and metn
any other interesied pe 1 oproriu-  dnds
nity for a hearuiy 10 54 apLrova
of the new drug 2ppt
~0t be withdrawi

On or befors October 25. 1 73, theap- Reaauesis
plicantis) and aay oifgr tions nel o
son is required to file with the freurimng  se=n an the O

o]
[ 1
O
]




