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V. Notice of Opportunity for a Ilcaring 
The C7irector of CDER (the Director) 

has evaluated the information discussed 
above and, on the grounds stated, is 
proposing to refuse to approve ANDA 
40-115 Prtd ANDA 40-154 . 
Therefore, notice is given to Duramed 

and l3arr and to all other interested 
persons :hat under section 505 

`(J)(3)(C)(;i), tj)(3)(F), and (j)(3)(7) of the 
act and ~ 314.127 (a)(3)(ii), (a)(6), and 

` (a)(12), ric Director proposes to refuse 
to approve ANDA 40-115 and ANDA 
40-154 . 

' In'accordunee with scction 
505())(4);C) of the act and §314.200(a), 
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nts are hereby given no:ice of This no :acc ;s issucd under the the applic 
an opporrcnity for a hearing to ;ho;~, 
that ul>proval of ANDA 40-1 t5 and 
ANDA =10-154 should not be refused . 

An applicant who decides to seek u 
hcarinZ, shall fil(! : N ) On or before. 
Septetnbor 8, 1997 : a written noticc of 
s~ppearance and request for hea~ing, and 
(2) nn or before October 6, 1997, the 
data, inf.~rmaticn, and analy :es reliecs 
on to dc r onsrrate that there is a 
genuine ssueofmaterialfact to,ju .°.tify 
a heartni, as specified in j 314 .2-700,'c)~ 
Any other interested person may also 
subrnit comments on this notice . The 
procedures and requirement= go verni ;5g 
this notice of opportunity for a it cazing, 
a notice of appearance and request f111 - 
a heartt.g, information and analyses to 
juatify a hearing, otIler comments, and 
a grantor denial ofa hearing arc 
contained in § 314.200 and in 21 C1~R 
part 12~ 
The failure of the applicun~ U-, fild a 

timely written nodce of appeareance and 
request for a hearing, as required by 
§ 3,14 .200, consiitutes an clecticn bv that 
person not to use the opportvuity fnr a 
hearing UC.ncernin~ttheproposed action . 
and a vvuiver ofany contentions 
concerning the legal statua ol'thc 
referenced drug, products . 
A recluc:st for a hearing may nol rest 

upon Inerc allegations or denials, but 
must present specific fact:, showinyt that 
there is a genuine and substantial issue 
of ¬act thct requires a hearing . It:' 
concltt . :vely appears from the face of 
tire data, inforr4ahon, and factual 
analyses in the request for ,t l:earinl_; th 
there is no genuinr and substantial 

of fact th~t precludes the refusal to 
approve the application, or when a 
request for a hcaring is not made in tLu 
required format or with Of--, required 
analy ;rs, ihe Commissioner ofPood and 
Drugs will enter sumrnary judgment 
against the person who requests thr~ 
hearing, inalking findings and 
conclun:nns, and denying a 

All submissions purstiarit to ill*,, 
notice of opportunity for a hearing are 
to be filed in four copies . Except for d-r.ta 
and iutorrnation prohibited from pubiic 
disclosurc under 21 LLS.C . 331it) or is 
U .S .C . 1905, the subtrnissions may he 
seen in tbu Dockets Manugentcnt Mauch 
(address rbove) between 9 a .m . and d 
p.m ., Monday through Friday . 

HeinOrfine -- 62 Fed . Reg . 42575 (79 :37) 

lied ::ral F,,od, Drug, and Cosmetic Act 
(section 505) and unclor authority 
delegated to the Director of the Center 
for llrug I ~eluatiort and Research (21 ' 
C7=R 582) . 

Dated :,iu :v 2?, 1997 . 
Mnatav !9. 1. .tsnaiAir :, 
titrrctor. Crrtterfa,-Drug Evafua7ion .an?lrz 

- s aa rci7 
[I R F),,,( . S i 20 ;'92 Filed 8--6-9? ; 8:45, am] 
BiLLtNO CO0r 416,7--O1-P 

DEPARTMENT OF HEALTH AND 
HUMAN SERV1CES 

Sterling Drug, Inc., el al . ; Withdrawal of 
Approval o9 28 New Drug Applications, 
9 Abbreviated Antibiotic Applications, 
and 46 Abbreviated New Drug 
Applications 

AGENCY : Fcmd and Drug Administration, 
HldS . 
ACTION : Nolicc. . -

SUMMARY :'-, -he Food and Drug 

app;oval of 28 now drug applications 
(NDA's), ~ abbreviated antibiotic 
applic : tions (AADA's), and 46 
anbrcv .atc:i now drug applications 
(A1+7DA's) . 1'he holders ofthe 
tpplicatio ~s ri-)i'ficcl the agency in 
"vriiing that the dru,11 products wera no 
longcr ma.k-tt :d and requesicd that th9, 
upp-roval of thc" applications be 
withdravvrt . 

EFFECTIVE DATE : Se,ptember 3, 1997, 

FOR FURTKER INFORMATION CONTACT : 
Olivia .'1_ Center for Drug, 
Evalua :iot : and Research (H1=17-7), Food 
and Ding Administration, 5600 Fishers 
l .ane, 12ccr_vill .: . N1D 20857, 301--594-
204f 

SUPPLEMENTARY INFORMATION : lhe 
holders of tt:e applicalions listed in the' 
tabie in this document have informed 
1~DA that th ; ;sc drug products are no 
1nnE;er nt,t'kvfed and have requested that 
hDt`, wtthuraav approval of the 
applicatiot-~s . Tl:o applicants have also, 
by tacir ru lucst, waived their 
opportuni .y for a heari 

Applicant 

Sterling Drug, Inc., 90 Park Ave", New York, NY 10016 . ' 
~ Merck g, Co,, Ira., F' .O . Box 4, f3tA-20, West Point, PA - 

19486 . 
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(Nitroglycerin) Extended-release T ablets, 2 .6 m:lli-
s (mg) and 6 .5 mg 
e Tablets 

Drug 

Notices 

=.pplicant 

I W~~sterfield Pharma, 3941 Brotherton Rd, Cincinnati, OH 
1 45209 . 

? Evron Indust � 7475 North 1?ogers Ave ., Chicago, iL 60826 . 
i Direct Laboratories, 37,"' Ge:iess>e St ., Buffalo, NY 14204 . 

f Global Pharms, 3725 Castor Ave ., Philadelphia, PA 19124 . 

! I-hursday, August 7, 199 

Evraserp Tablets 
Rauwolfia Serpentina Tablets 
Hexamethonium Chloride Tablets 

NDA 9-812 

NDA 9-765 

NDA 9--272 
NDA 9-da3 
<NQA 9-459 
NDA 9-5SI9 

NDA' 9-7iS0 

NDA 9-2xt1 

Application No. 

NDA 9-926 

' NDA 10-260 
NDA 10--408 
NDA 10-576 

NDA 10-J581 
NDA 10-632 
NDA 10-}51 

NDA 13-412 
NDA 13-638 ' 
NDA 17-826 

AADA 60=730 

AADA 61-450 
AAqA 62-300 

AADA 62-521 

AAt?A 62-625 

AADA 62-724 
AADA 62-973 
AADA 62-974 
ANDA 70-042 

; ANDA 70-452 

ANDA 71-656 

ANDA 70-749 
ANDA 70-750 
ANDA 70-912 
ANDA 71-122 
ANDA 71-455 

ANDA 71-664 
ANDA 71-964 
ANDA 72-758 

ANDA 80-325 
ANDA 80-753 
ANDA 83-013 
ANDA 83-064 
ANDA BS-120 
AN DA 83-532 

Reserpine Tablets 
Rauserpin Tablets 

Ecolid Chloride 
Ekans Tablets 100 m 
Parivas Tablets 

Hyserpin Tablets 
Serpena Tablets 0 .25 mg (Reserpine) 
Reserpine Tablets 

Serpanray Injeciion 
Fovane (benzthiazide) Tablets 
Syntocinon (oxytocin nasal so!uiian) Nasal Spray 

Metopirone (metyrapone USP) Tablefs (only those portions of 
NDA that deal with Tablet :) 

Duphaston (Dydrogesterone) Tablets, 5, 10, -and 20 mg 

CUEMID 
Oecaderm 
Regular Insulin (insulin injection- USP {Pork)) 

NPH Insulin (isophane insulin suspension, USP (Beef)) 
Lento (nsulin (insulin zinc suapension, USP (Beef)) 
Tetracycline Syrup, 125 mgl5 milliliters (ml.) 

Neomycin and Polymyxirr B Sulfates and Hydrocortisone Otic 
Solution, USP 

, Oxacillin Sodium Capsules, USP 
I Tetracycline Hydrochloride Capsules USi', 250 rng and 500 

mg 
I Neomycin and Polymyxin B Sulfates and Hyrocortisone Otic 

Suspension, LISP 
1 Ampicilfin Tr ;hydrate Non-Sterile Bulk 

Cefadyl (Sterile Cephapirin Sodium, U :;P), ADD-Vantage vials 
Cephalexin Capsules USP, 250 mg 
Cephafexin Capsules LISP, 500 mg 
Metronidazole Injection LISP, 5 mg/mL 
Methyldopa Tablets, LISP, 5DO mg 

Methyldcpa Tablets, LISP . 1.25 mg 
Methyldopa Tablets, IJSP, 250 mg 
Diazepam Injection USP, 5 mg!mL 
Ibuprofen Tablets, USP, (200 mg, orange) 
Pseudoephedrine Hydrochloride and Chforpheniramine Male-
ate Extended-Release Cc;psules, 120 rny'12 mg 

Metaproterenol Sulfate Syrup USP, (10 mg/5 ml-) 

~ Ibuprofen Tablets, LISP, (200 :-rtg, white) 
f Ibuprofen Tablets, LISP, 800 mg 
I! Triprolidine and Pseudoephedrine Hydrochlorides Extended-

Release Caplets, 5 mg/120 mg 
~ Prednisolone Tablets, 5 mg 
j Reserpine Tablets USP, 0 .1 mg and 0.25 mg 
I Cyanocobalamin Injection USP, 100 micrograms (pg)ImL 
C Cyanocobalamin Injection USP, 1,000 ItgimL 
I Cyanocobalamin Injection LISP, 100 fig/ML and 9,000 uglmL 
Promethazine Hydrochloride Injection USF', 50 mg!mL 

Key Pharns, 9CK~ Third Ava., New York, NY 10022-4731 . 

I " . F . Durst 3 Go ., Inc ., Rd ., 1683 Winchester Philadelphia, 
PA 19020 . 

! Hance Brothers & While Co ., 121h & Hamilton Sts ., Pttiladef-
phia, PA 19123. 

Bcyle 1f Co ., 6330 Cha!et Dr ., Los Angeles, CA 90022 . 
Femdale Laboratories, Inc ., 730 West Eight Mile Rd ., Fern- 
dale . PI~! 48220 . 

Nevariis PharTs, 556 F~orris Ave ., Summit, NJ 07901 
I Haag, Inc, 5 South 15tY~ St ., Richmond, VA 23219_ 
~ Grant Che+nir.al Co ., Inc ., 924 Rogers Ave ., Brooklyn, NY 

91226. 
Phys Producis, 50 6'trashingion St ., Norwalk, CT 06856 . 

~ Haag, Inc, 
1 Herior & Converse Laboratorees, Inc ., 2200 South Figuer4a 

St., Los Angeles, CA 90007 . 
Panray, P.O . Box 150, Engievood, NJ 07631 . 
?fi%er, 235 Easi 42d St ., New York, NY 10017-5755 . 

i Novartis Pharmaceutical Corp,, 59 Rte . 10, East Hanaver, NJ 
079,36-1080 . 

I Novart<s Pharms 

I So .vay Pharmaceuticals, 901 Sawyer Rd .- Marietta, GA 
30062 . 

Merck & Co., 
Do . 
Novo Nordisk Phttrrnaceutical-1-, Inc ., Sure ̂ <00, 100 Overt 
Cantor, Princeton, NJ 08540-7810 

Do, 
Do, 
Alpharma, U .S . Pharmaceuticals Div , Suite 3500, 3333 

Cassell Or, Baltimore, MID ?1224 . 
Steris Laboratories, Inc ., 620 North 51st Ave ., Phoenix, 
05043-4705 . 

I Apothecor,, Inc, P .O Box 4500, Princeton, NJ 08543-4500. 
~ Warner Chiicott, Inc , Rack ~vtay 80 Corp . Center, 100 Enter- 

priso Dr , Suite 280, Rock away, NJ 07866 . 
; Steris l .aburatories, Inc . 

i SmithKline Beecham Pharmaceuticals, 1250 South 
Collegeville Rd ., P.O . So- E089, Collegeville, PA 19426- 

I 09a9_ 
; Apotheam, Inc . 
; Do . 
~ Do . 
Steris Laborator 
Purepac Pharmaceutical Co , 200 Elmora Ave ;, Elizabeth, NJ 
07207 . 

Do . 
Do . 
Steris Lati-ora?ories, Inc . 
?urepac Pharmaceutical Co 
KV Pharmaceutical Co., 2503 South Haniey Rd ., St : Louis, 
MO 63144--2555 . 

Morton Grove Pharmacoutical .^>, Inc ., 6451 West Main St ., 
Morton ,".,rcve, (L 60053 . 

1 Purepu . Phar'maceutical Ca . 
j Do . 
~ KV Ph .armacoutical Co . 

purepac Pharmaceuuca! Ca 
I Do 
~ Sterir: Labcuatories, Inc . 
i Do 
~ Do 
I tln 

HeinGnlune -- 62 Fed . Reg- 42576 (1997 ; 
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ANDA 83-533 Diphenhydramine Hydrochloride Injection USP, i0 mg/mL 
ANDA 83-534 Thiamine Hydrochloride Injection USP, 100 mg~rnL and 200 

mg/rrrL 
ANDA 83-535 Procaine Hydrachloricle Injection USP, 1% and 2% 
ANDA 83-595 Testostorone Propionate Injection USP, 100 rrog/mL 
ANDA 83-627 Lidocaine Hydrochloride Injection USP, 1 % and 2 % 
ANDA 83-654 Sterile Prednisolone Acetate Suspension USP, 25 mglrnL 
`ANDA' 83-G67 Testosterone Enanthate Injection USP, 100 mg,'mL and 200 

mg/mL 
ANDA 83-759 1 Sterile Hydrocortisone Acetate Sterile So ., pension USP, 25 

mglmL and 50 mg/mL 
ANDA 83-760 I Pyridoxine Hydrochloride Injection USP, 100 mg/mL 
ANDA 84-355 Dexarnethasone Sodium Phosphato Injection USP, 4 mg/mL 

(base) 
ANDA'84-401 I Testosterone Cypionate Injeclion UCP, 100 rrtg/tnL and 200 

mg/mL 
ANDA 84-740 I Phendimetrazine Tartrate Tablets, 35 rrkg (Gray) 

ANDA 84-741 I Phendimetrazine Tartrate Tablets, 35 mg {Yello;v) 
ANDA 84-742 I Phendimetrazine Tartrate Tablets, 35 mg (Pink) 
ANDA 84-743 Phendimetrazine Tartrate Tablets, 35 ntg (Green) 
ANDA 85-374 ~ Sterile Methylprednisclone Acetate Sterile Suspension USP, 

40 mg/mL 
ANDA 85-463 I Lidocaine Hydrochloride and Epinephrine Injection USP 1%, 

! 0 .01 mg,rmL 
ANDA 85-328 ~ Hydroxocobalamin Injection USP, 1,000 pgrmL 
ANDA 85~-528 Sterile Triamcinolone Diacetate Suspension USP, 40 mg!mL 
ANDA 85-781 Slerile Prednisolone Acetate Suspension USP, 50 mg/mL 
ANDA8E-052 Hydrocortisone Acetate Cream, 1°0 
ANDA 86-b07 Sterile Moth y1prednisolono Acetate Suspension LISP, 8 

mL 
ANDA'87-192 Triamcinolone Acetonide Lotion USP, 1% 
ANDA 87"-214 Phendimetrazine (Extended-release Capsules, 105 mg) 

ANDA 87" -248 ~ Sterile Methylprednisolorie Acetate Suspension USP, 20 mg,, 
mL 

ANDA 87--598 Nandroione Decanoate Injection USF, 50 mg/mL 
ANDA 87--599 Nandrolone Decanoate Injection USP, 100 mg/mL 
AND) 88--062 Hyrex-105 (Phendimetrazine Tarirate Exiended-release Cap- 

sules, 105 mg) 
ANDA 88-305 Axotal Tablets (Butalbital and Aspirin Tablats USP) 50 

650 mg 

Therefore, under section 505(c) of the 
Federal Food, Drug, and Cosmetic Act 
(21 U .S .C, 355(e)) and under authority 
delegated to the Director, Center for 
17rugEvaluation and Research (21 CPR 
5:82), approval of the applications listed 
in the table in this document, and all 
amendments and supplements thereto, 
is hereby withdrawn, efPective 
September 8, 1997 . 
Dated : Jerly 17, 1997 . 

Janet Woodcock, 
Director, Z.'enrerfnrDrug Evaluation and 
Rese.arr$. 

[FR .Doc . 97-20871 Filed 8-6-97 ; 8 :45 arm] 
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DEPARTP.,IENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Agency information Collection 
Activities : Submission for OMB 
Review ; Comment Request 

Periodically, the. Health Resources 
and Services Administration !1-1RS<~) 
publishes abstracts of information 
collection requests under reviee by the 
Office of i4anagament and Budget, in 
compliance with the Paperwork 
Reduction Act of 1995 (44 L .S .C . 
Chapter 3y) . To rcasest a cops of the 
clearance rcquests subrnitted to 0 :1hEt for 
review, cad the HRSA Repnrt~ 
Clearance Office an (301j-443-1 129 . 
The following request has been 

submitted to the Office of Managernont 
and F3udget for review Loder the 
Paperwork Reduction Act of 1995 : 

Inwaod Laboratorl 
10022-4731 . 

Do . 
Do . 
Do . 
Steris taboratori 

~ Do . 
i Do . 
~ Purepac Pharmaceutical Co . 
I Steris Laboratories, ;r,c . 

I Alpharma, U ,S . Pharmacect 
I D. M- Graharn Laboratories, I 
! HotSart, NY 13788. 

; Steris Laboratories, Inc . 

I D . M . i,raharn L 

HeinOnline -- 62 Fed . Reg . 42577 (19971) 

Inc ., 309 I hird Ave ., New York, NY 

Inc 

Savage I-aboraiories, 60 Baylis Rd ., Melviils, NY 11747 . 

Grantee Re1purting Requirements for the 
dtur>xl Ileaith FJelworh Craw l'rogratgl- 
New- . . . . 

The k2urrji Health Nciwork Grant 
1 rol;rau, is authorized by Section 3 ir?A - 
of the Public ;;ealth service Act as 

nded l,y the Health Centers 
~)Lidaiion :1ci of 1996 (Public L,a`v 

104- .229). ';'he purpose of the program is 
to a~sist ;n the development of vertically 
integrated nct,.vo;lks of health care 
providers in rural cotnrnunitiec_ . 
Graotaes tti Ill he working to change the 
dciivcr i, iystcrn in their service areas 

1 and will be using the federal funds to 
develop neiis-ork capahilities . 

Grantees will be ask-d to submit a 
basciino _r ;,ort and semiannual tracking 
reports which r>rovide information cn 
proerass iosvards goals and objectives o 
the netwur ;, p:-ogress toward 
dcvc.opin; the govern ;,nce and 

ization al arrangements ;or the 
M ork, specific network activities, 


