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products were no lOHQEr
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ries:etfal.;;Wiﬁﬁﬁﬁéwal‘bf Approval of 28

Food and‘Dr@g-A&miﬁiStratian;gHﬁ$; 

Drug Admlnlstratlon (FDA) is witﬁdiawing
‘Thé‘holders of thei
he. agency in wrltlng that the drug
marketed and requested that the approval

w1thdrawn
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FOR FURTHER INFORMATION

Olivia A. Pritzlaf
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£,

»Centervfor»DrugﬁEValuatxon and Research (HFD- 7},

Food and Drug'Admiantratlon,

'SSOO‘Fishers Lane; 

» Rdckville,‘MDf 20857, o

301-594-2041.

SUPPLEMENTARY INFORMATION':

The holders of the appllcatlcns

listed in the table,in'ﬁhxs document have 1nformed FDA that thesge

drug’products are‘nd lohger marketed and have requested that FDA

withdraw approval of the appllcat10n°7

The,appllcants have also,

Nwl ~/




iy

by their request, waived their oppdrtunityjforka hearing.

Applicatidn | k 'f uDIﬁg Applicant
‘No-. - . : :

Lilly Research
,Q}ﬁ‘boratories,
a;jfLilly'COrporate
 Center,
 Indianapolis, IN
46285, |

NDA 4-038  Diéthyl$tL1bestrol (DES)
Injecﬁlon.fi ;

| NDA 4-039 | pEs Tablets}f;f"}ff”;m'MA_DoL

|NDA 4-040 | DES Suppcclﬁgﬁy@)? el

| vpa 4_’_0‘41. - ‘DES Tablgts. - B | : }, Do

f»Br~sth Myers Squlbb Co.
: 0. Box 4000,
Princeton, NJ 08543-
4000. |

NDA 4-056  |Stilbetin Tablets
' : ;(Diethylstllbestrol
Tablets USP) '

NDA 6-327 | ISuprél XIstiotérendl'ki%, /flkSynthelabo, Inc.,
Hydrochloride) = | Park Ave.,
InhalatlonZSolution,* | New York, NY 10016~

B : S e 1389 : ,

NDA.7-371 [ Mecostrin Injection = | Brlstol—Myers Squ1bb Co.
’ (Dimethyl Tubocurarine L
Chlorzde),Qf”lg'“ '

NDA 8-392 ‘Nydrazldg(lsonlaZLd USP) »bo.’b
Tablets, Syrup, : »‘ '
Capsulqs

| NDA 9“052‘ ‘ RezipaS'Kﬁmlnosalléylic;}f;béif.
' __ | . Acid Resin Powder). H

NDA 9-273 ~Rauwolfiagsprpent1na, 50- | Impax Laboratories, Inc.,
milligram (mg) and 100- | 30831 Huntwood Ave.,

mg Tablets, 35~mg ' g ward, CA 94544,

Capsule. = . s L

NDA 9-627  7Reserpiné£ C;1wmg,:0.25}1‘fnag ? 3  s
mg, 0.5-mg, and l-mg i
Tablets. =




Application

No.

Drug

‘fprpiicant

{NDA 10-010 -

Stllphcstrol

(DlEthylStlleSt“Ol

Diphosphate) Injectlonﬁ5/

~and Tablets.

rer Corp. , :

400 Morgan Lane, ;
West Haven CT 06516”
4175 ~

NDA 10-347

 Delalﬁtinﬁ

(Hydroxyprogesterone
: caproaté
. USP) .

Injection |

;stplfMyérs'SquibbJCo.

NDA 11-359

Ora- testryIWK”

(Fluoxymestercne
Tablets use) .

Do.

| NDA 11-5425

Cardloquln (Qulnldlne

POlygalacturonate) 275~k

T mg Tablets

"Purdue Frederlck Co

10 OEConnectlcut Ave
eralk CT 06850~

NDA 11-745

Konakion?(Phthﬁédicné¥;(7

Injection.

"'utley, NJ 07110

»Oiklngsland St.

NDA 12-248

Plegmne (Phendlmetra21ne‘ﬂ“”

Tartate) Tablets

~‘Laboratorles,
P.O. Box 8299,

Phlladelphla, PA

19101~ 8299 o

NDA 12-339

Bronkometér (Isoetharlne ,

Mesylate Inhalation
“Aerosol) and: Bronkosol
“(Isoethaane :
'Hydrochlozlde
Inhalation
Solution).

fiSanofl Synthelabo, Inc.

|NDa 16-911

Delalutlnﬁ

(Hydroxyprogesterone

Caproate Injection
USP) . L

61¥MyerS“Squibb Co.

NDA 17-424

SSeptlsol Foam  o

(Hexachl@raphene)

FTSteriS'Cdtp P

P.O.  Box 147
8t Louls, MO 63166~
8147 P ;




No.

Appiication“

 ;Dgug 

Applicant

NDA 18-672

~N1tro IV 5 mg/m117111ters;,

{mL) In;ectlon -and -

Nitronal Injection. oo k
: DR e '~ug D~25551 Hohenlockstedt¢

;‘pohl Boskamp GmbH &
i{=€o '
Kleler Strasse 11,

ermany .

NDA 18-762 |Brethaire

(Terbutallne
Sulfane) Inhalatlon

Aerosol.

:f?N0vartls Pharmaceutlcals

Corp ,
‘59 Route 10, _
East Hanover, NJ
07936 LOSO L

NDA 19-069

k_MyCeléki{Clotrlmazole)

Vaginal Tablets.

ﬁfrBayer Corp

|Npa 19-082

Dalgan (beZOClne%  u
InjeCtion;;S;“lo;
15 mg/mL.; - :

'1az¢ng¢a-np, Ry
NS’CheSterbrook‘Blvd
PA 19087~ 5677

NDA 19-174

Trandate HPT
Hydrochlorxde/ S :

‘ HydrOChlorothlaZLde>
Tablets. = .

(Labetalol

Inc.

laxa Wellcome

NDA 19-287  31zAc,xDiaée§amT~

- Injectable
 Emulsion). -

 :Pharmac1a & Upjohn

7000 Portage Ra.
: Kalamazoo MI 49001~f
| oiss.

NDA 20-559

| Tritec (Ranitidine

Bismuth

Citrate) Tablets.

NDA 21-048

17B-Estradiol Transdermal ||

System.

‘thﬁscn~ ‘
maceutical Research

;u1792_“Route 202 South,

'Box 300,
= NJ 08869 0602

Therefore,

and Cosmetic Act

(22 .50l

under"seétlon BOS(e) of the Federal Food Drug,

355(9)} and under authorlty delegated




to the Dlrector, Center for Drug Evaluatl n'and Research (21 CFR

5. 82)-, approval ofathe appllcatlons llste

documenit,‘ and all amendments and s&pp;ﬁ,;

w»i‘{thdr’a'w‘n, effectlve September_ ‘30 2000

Dated: _ ,13%)4&

ﬁeptember 5;'4000

Janet Woodcock
.QDirector, .

"-eﬁ:ts thereto,

”/u S 2(./67(7 

Center for Drug. Evaluatzon and Research;7?<{7 i

n the 'table in-this

is herehv



