




by their_ request, waived their oppo=un~ty for a hearing, 

ANPlica-_ion D .rug 
~ - 
i~ppli cant 

No . 

NDA 4-038 Diethylstiibescroll (DFS) L .-Lily Research 
. Injection, Laboratories, 

Lilly C'orporate 
Center, 
Indianapolis, IN 
46285 . 

NDA 4-039 .DES Tablets, Do, 

NI7A 4-040 DES Suppository, ~.'~. os 
NDA 4-0~11 DES Tab~.e~s . ~ 

NDA 4-0!a6 Stilbe+~in 'i`ab? ets bY-istol-T~~yers Squibb Co . , 
(Dieethy~.ytil'r~estrol ~ P .C7 . Box 4000, 
Tablets [JSx'} . ' Pr4=etonr NJ 08543- 

4 0 V0 . 

NDA 5-3~:7 isuprel ( zscprotex enoi ' Sar~.ofi-S~ri~th2labo, Inc . r [ 
Hydrochloride) ~ 90 Park Ave ., 
Inhalation Solution . New York, NY 1G016- 

? 
iVDA ,7-371 ~lecostrin Injection Br ~stO]j_-Mye r s Squibb Co . 

(Dimethyl iu~.~acurarine 
Chloride) . 

NDA 5-39? ZVydrazid (Isoniazid USP) Do . 
Tablets, Syrup, 
Capsules . 

[ NDA 9-05<: Rezipas (Aminosalicylic Do . 
Ac id Resin Powder) . 

N'DA 9-273 Rauwolfi~ uerperati~~, 5~_ lmpa~,. Laboratories, Inc ., 
milligram (mg) a,_ ~d1 00- 3C83~.Hun twoo~ . Ave ., 
m~r'I`a Tablets, ,i5-m~ H~t vw ard,C A 94544~ 
C~ . psu le . 

ND A9-627 Reserp ia ~ ~e,~J .1-mg, 0 .25-- ! TJo., 
mg, 0 .5-mtqf and 1-mg 
Table ~~ 

s 

s . 



^ 

APP i .i c a zi on 
- iicart ( ~To . 

NDA 1C--U10 Stilphos .'ioi Bayer Corp . 
(Die~hyls4~Ibesrrol P~~~lrgan Lane Diphosphate) Injectior: 

, 
'6'est Haven, CT U6516-- &1"1 Ci `Z' u-`' S? leu s 

NDA 1G-.34'7 Del.alutin 
( H dr 

Fristc~l-B~:yers S~aibb Co, y a ~ ~eror e 
Capzaate injection 
USPI . 

_--- NDA 1-1-359 Ora-testryl ~~, . 
( r l~~oxyniesteror;e 
Tablets usp) . 

NDA 11-642 r1ardiaquzn (Quini.dlne pl~~rdue ~ _-edericx Co Polygalacturonate) ~"75 
., 

- 7.~0 CozYr~ecticut A~Te Tablets . . , 
NoYwaI.k : CT 06P_50_ 
359)0~ 

NDA 11--?45 Konakion ('Phytoriadione) Haffmarl-i,a poche Iric Injection . 
, . , 

~ ;340 Kzngsland St ., 
Nu tle_v, T3j 07110 . 

NDA 12-248 Plegine ( Phenr_iimetrazine Wyeth Ayerst Taytate) Tablets . , ~,a.bora-_ories, 
Bo.K 82g :3, 

Philade .l.pnza, PA 
19101-8299 . 

NDA 12-3 :39 Bronkameter (Tsoetharirie ,cay-,_ofi--Syrit :nelabo z~e NIesylate Irsha S ation 
, . 

Aerosol) arid Bronkasol 
(Tsoetharzne 
Hydrochloride 
Inhalation 
Solution), 

NDA 1.6-911 Delalutin ~ 
( ~iydrox~-progesterane 

Br_i8tal--My~rs Squibb Ca . 

Caproate Injection 
usP) . 

NDA 17-42« Septisol Foam Steryw Corp . 
(Hexachlorophene) . 

, 
P .O . Box 147, 
St . Louis, MO 631.66-- ',' . 01 4: 



� 

~~plica`ion Drug ~ Applicant No . 

NDA 18-672 iVicro ?V 5 mu/mil-_z1= te_rs G . Pc~~4i---os :~ar~lp G.mbF~ & 
~ 
, tmL7 Injection and Co ., 

Ni~rcnal Inlectian . ~;le~~r S~rasse 11, 
~-%5551 Hoh-enlcckstPa:t, 
Germany . 

N'DA 18-!&2 Brethaire (Terhutali.-.e 1 Ncavartis Pharmaceuticals 
Sulfate) Inhalation Corp ., 
Aerosol . 59 Route- 1-12, 

East Hanover, NJ 
07936-1~0)80 . 

NDA 19-069 Mycelex (C1otrima.zole) i Bayer Corp . 
Vaginal Tablets . ' 

NDA 39-082 Dalgan (Dezoc4 ne) Astr.a7erleca LP 
injection, 5, 10 ; and 

, 
725 Chesterbrook Blvid 15 TngimL . . , 
Wayne, PA 1Q087-5577, 

. NDA 19-i .74 Trandate HCT (LabetaloZ lGl~-x.Q Wellcome, Inc Hydrochloride/ ., 
P .O, Box ±3398, 

Hydrochlorothiayide) Research Tr.-angle Park Tablets . 
, 

NC 27709 . 
NDA 19-287 I?IZAC (Di c2repan's PhaL'~~Ci. ~ ~ u Upjohn Inject-able , 

~ '700C Portage Rd . Emulsion) . , 
~ Kalamazoo, MI 43G01- 

C199 . 
NI?A 20-5_`>9 Trztec (Ftanitidine C71axc Weilcome Inc Bismuth 

, . 

Citrate) Tablets . 
NDA 21--OQ8 17R-Estradial Transde:cmai R . G~~I Johnson 

_ _ 

System . ~ Prcarrnace,stica)_ Research 
lnUt ;.tate . 
920 Route 202- South, 
.O . BO, 300, 

Ra ritan, NJ 08869-0602 . 

Therefore, under section, 505(e) of the F"eral Food, Drug, 

and Cosmetic Act (22 U .S .C . 355(e)) and under authority delegated 




