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V. Notice of Opportunity fora Hearing

The Director of CDER (the Director) |
has evaluated the information dlscussed
above and, on the grounds stated,is
proposing to refuseto approve:ANDA .
40-115 and ANDA 40-154,

Therefore, notice is given to Dutamed :

and Barr and'to all other interested
persons that under section 505
GOBYOGI), GH3)E), and (G)(3)(J) of the
act and § 314,127 (a)(3)ii), (a)(6), and ;
(a)(12), the Director proposes to refuse
to approve ANDA 40—-115 and ANDA '
40-154.

Inaccordance with section ;
505(])(4)(0) of the act and §314.200(a), :

“Conjugared Estrogens Monograph,” p. 629

~ahearing, as speclﬁed in§314: ZOO(c)

‘justify a hearing, other comments,: and: .

: contamed in'§314.200 and in 21 CI‘R

p-m.; Monday through Fnday

the apphcan ts are; hcreby given noucc of
an opportunity fora hearing to show

“that approval.of ANDA 40-115 and
~ ANDA 40-154 should not be refused.

plicant who decides to seek a

“hearing shall file: (1) On'or before
‘September 8,1997: a written notice of
: appearanw and request for hearing, and

(2) on or hefore Oetober 6, 1997 the
data, information, and-an alyses're}igﬁ'd‘

“on to demonstrate that there isa -

genuine issue of material fact to justify -

Any other mterested person-may also
submit comments’ on this notice: The ™

a hearing, information and analyses fo.
agrantordenial.ofa hearmg arg’

part 12..
The failure of the applicant 1o ﬁk a

“timely written notice of appearance and -
‘request for a heanng, as required by

§314, 200, constitutes-an election by that

‘persob not'to-use the opportunity for a
‘hearing oncermng the proposed action,
“‘and a.waiver ofany contentions
;couccmmg thedegal status of the

referenced drug produets,

A request for a hearing may not rest
upon mere’ allegations or denials, but
must present specxﬁc facts showmg that.

“thereisa genume and substantial issue.

of fact that requires a hearing, If it
conclusively appears from the face of
the data, information, and factual

required formator with-the required
analyses, the Commissioner of Food and
Drugs will'enter summary Judgmun

- dgainst the person who reguésts-the
~hearing,.making findings and

conclusions, and denying a hearing.

- All subm:sswns pursuant to this

t pportu nity for.a hearing are
in‘four copies. Except fordata

. and information prohibited from pubhc
“disclosurc under 21 U.S.C, 331() or 18
“U.8.C. 1905, the submissions may be
seen in the Dockets Management. Branch

(addtess above)between 9 am. and 4
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Thxs notice is- xssued under the
Federal Faod; Drug, and Cosmetic Act
(section 505) and under authority
delegated to the Diréctor of the Center
for Drug Evaluation and Research (21

CFR'5.82):

Dated: July 29, 1997,
Murey M. Lumpkin,
Director, Cénter r for Drug Evaluation and

“Research.

TFR Doc: 97-20792 Filed 8-6-97; 8:45 am]

-~ BILLING CODE 4180-01-P

.'71',BEPARTMENT OF HEALTH AND

“procedures and requlremems governing’
“this‘notice of opportunity for a hearing, -
“anotice 6tappearance and: fequestfor -

HUMAN SERVICES

;qud; and Drug Administration
~ [Docket No. 97N-0326]

‘Sterling Drug; Inc., et-al.; Withdrawal of
“Approval o128 New Brug Applications,
‘9 Abbreviated Antibiotic Applications,
-and 46 Abbreviated New Drug

Appllcatlons

AGENCY: I*’ood and Dmg Admimstrauon.
HHS:

ACTION Notice.

SUMMARY The Food and Drug

: Admmlstratmn (FDAYis withdrawing
approval 0f28 new drugapplications

(NDA’s); ¢ abbreviated antibiotic

~applications (AADA’s), and 46
abbreviated new drug applications
" {ANDAs). The holders of the

i ,“apphcauom notified the:agency in
“analyses in the request for'a hearin that _,);_:Vwrxtmg that the drug products were no
'thergxs no genumqe and subszantxalgzssue, longer marketed and requested that the
- offact that precludes’the refusal 1o
~“.approve the application, or when'a.

“request'for & hearing is not'made in the

appraval of the applications'be

*withdrawn.

‘SFFECTWE DATE: Sepxember 8, 1997,
‘FOH FUHTHER tNFOHMATION CONTACT:
‘Olivia A, Vieira, Center for Drug

" ‘Evalvation-and Research (HFD-7), Food

and:Drug Administration, 5600 Fishers
Lang, Rockville, MD 20857, 301594~
2041.

SUPPLEMENTARY INFORMATION: The

holdérs of the applications listed in the

table in this docu menthave in fotmed

“FDA thatthese drug products are no.

langer marketed and have requested that
FDA withdraw approval of the
apphcdtxons The applicants have also,

by theirrequest, waived their
“.--opportunity for a hearing.

Appiication No.

Applicant

_ Drug o
NDA 8-801 - Neacurtasal : k Stsmng Drug, Inc., 90 Park Ave New York, NY 10016.
NDA 8-472 Cyclaine  Merck & Co, fnc(, PO Box 4, BLA~20 West Point, PA
. : . S19486
NDA 8-656 Hydrocortone Acetate Topical Ointment 1 0o

HeinOnline -- 62 Fed. Reg.
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Applicaticn No. ) . Drug : Applicant
NDA 8-241 Serfia Tablets P Waesterfield Pharma, 3941 Brmher(on Rd., Cmcmnmi OH
45209.
‘NDA 8-272 Evraserp Tablets - . 1-Evron Indust.; 7475 North Rogers Ave:, Chtcago. iL. 60826,
NDA 8-443 Rauwolfia Serpentina Tablets: : : Direct Laborsﬁones 377 Genesse St.; Buffalo NY 14204, .
NDA 8459 | Hexamethonium 'Chioride Tablels ; : Global Pharms, 3725 Casior Ave., Phnladalphla, PA 19124,
NDA g-509 Sustac (Nitroglycerin) Extehdedmlease Tabie15 2.6 milli- Key Pharms, 9&9 Third Ave New York, NY 10022-4731.
grams (mgyand 6.5 mg :
NDA g-720 F!aserpme Tablets S.F: Durst & Ca Inc 1683 thchesmr Fld Philadelphia,
. PA 19020
. NDA 9-765 Reserpine Tablets -
) ' ‘phia, PA 19123
NDA 9-812. Reserpine-Tablets Boyle. & Co:, 6330 Cha)et Dr Los Ange!es CA 90022,
NDA 9-926 Rauserpin Tablets - Ferndale Laboratori s, Ine., 780° Wes’r Elg}'n Mlie Rd.; Fem-
da!a' 8229
NDA-10-260 Ecolid-Chloride
NDA 10408 _Ekans Tablets 100 mg ; .
NDA 10-E76 Perivas Tablets Grant Chaen K:Bl Ca tnc 924 Rogars Ave., Brooklyn, NY
11226.
NDA 10-581. Hyserpin. Tablets Phys Products, 50. Washmglon 3¢, Norwalk CT'06856.
NDA 10-632-. Serpena Tablets 0.25 mg (Heserpme) Haag, inc.. .
NDA 10-751 Reserpine Tablets {-Horton & Convewa Laboratories; Inc., 2200 South Figueroa
- St., Los Angales; CA 80007,
NDA 10-883 Serpanray Injaction : Panray, P.O. Box 150, Englewood, NJ 07631
NDA 12-128 Fovane {benzthiazide) Tablats L Pfizer, 235 East 42d St., New York, NY 10017-5755.
“ NDA 12~285 Syntoqnon (oxytocm nasa! : solution) Nasal Spray Novartis Phannaceuhcal Corp 59-Rte. 10 East Hanover, NJ
] ©07936-1080,
NDA 12-811 Metopirone (rnetyrapone usm Tablets (aniy tht:se pomons of. | Novartis Pharms
NDA that deal‘with: Tabl
NDA 12-985 Duphas(on (Dydrogasteron ablets, 5 10 and; 20 mg Solvay Pharmaceutxcals 801 Sawyer Rd., Manetta, GA
= -3008,
NDA 13412 CUEMID Merck & Co dne,
NDA 13-538 Decaderm : .
“NDA 17-926 Regular Insulin’ (insulin m;emron USP (Pork)) 'Nova Nardisk. Pharmaceutm;als. ine.; Sune 200, 100:Overlook
. ; Gemar, Prmoeton NJ 08540—7810
NDA 17-829 NPH Insulin (|sophane msu&m suspenslon, usp (Bee 1) +1:Do.
NDA 17-988 - Lente Insulin (insulin'zing’ suspansion, USP (Besf)) - Do. o
AADA 60-633 Tatmcydma Syrup, 125 mg/5 milhhlars (mL) ” ,Alpharma, LLS Pharmacsutncals Div., Sune 3500 3383
s : Cassell Dr,, Baltimore, MD 21224,
AADA 80-730 | Neomycin and Polymyxin B SUIfates and Hydrocomsone Otrc Siens Labora(ones ine., 620 Norih ' 51st Ave., Phoenix, AZ
K Solutiony, USP ; .
AADA 81-450 - |-Oxacillin Sodium: Capsules USP Apnthacou, ne., Ps O Box 4500, Princeton, NJ 08543-4500.
AADA 62-300 | Telracycline Hydrochlonda Capsulas USP 250 4ng and:500 dol ‘Inc., Rockaway 80 Coip. Center; 100:Enter:
mg “pri ., 280 Rockaway, NJ 07886,
AADA 62-521 Neomycin and Polymyxin B Sultates and Hyrocortlsone Ctic' - |- Bteris: woratoﬂss !nc &
Suspension, USP :
AADA 62-625 Ampmnﬂm Trihydrate Non- Stenle Bulk ot :SmlthKime ?escham Pharmaoeuhcals 1250 South
: Call ‘Rd.
~AADA 62-724 Cefadyl {Sterile Cephapmn Sodlum USF’), ADD-Vantage vxai.. Apoth con 'nc
AADA 62-973 | Cephalexin Capsules USP, 250 mg s Do
“AADA 62-874 " | 'Cephalexin Capsiles USP, 500 .mg Do,
ANDA 70-042 Metronidazole. Injection USP, 5 mg/mL » {Stens uabora!onas Ing.
ANDA 70-452 Methyldopa Tablets, USP, 50@ mg o Purepac Pharmaceutical Co:, 200 Elmora Avs Ehzabe’rh NJ
' 07207, .
ANDA 70-749 Methyldopa Tablets,: USP 125 mg Do
ANDA 70-750 | Methyldopa Tablets,” USP Q' Da.
ANDA 70-912 - | Diazepam injection' USP, 5 mg/r ’ Steris Laboratories, ine.
ANDA 71-122. | Ibuprofen Tablets, USP, (200 mg. orange): Purepac Pharmaceutical-Co.
ANDA 71-455 | Pseudoephadrine. Hydrachioride and Ch!urphemramma Male-'; | KV Pharmaceutical Go., 2503 South Hanley Rd St. Louis,
) ate Extended-Relaase Capsules, 120 mg/12 mg MO63144-2555. "
ANDA 71-656 . Metaprotarenol Sulfate. Symp USP 1o mgls mb) . ;Mom: Gn:ve ‘Pharmaceuticals; Inc., 6451 West Main St.,
: : 180053,
ANDA 71-664- lbuprofen Tablets, USP, (2@0 mg, whrte) Purapac Pharmaceut!cal Cov
ANDA 71-984: | Ibuprofen Tablets, USF, 800 mg " Do.
ANDA‘ 72-758 | Triprolidine and Pseudoaphadrma Hydrochiondes Extendad- KV Pharrmeeuhca% Ca
Relsase Caplets, 5 mg/120 mg
ANDA 80~325 | Prednisolone Tablets; 5 'mg: Purepac Pharmacaut;ca! Co.
ANDA 80-753 | Reserpine Tablets USP, 0.} mg and 025 1
ANDA 83~013- | Cyanocobalamin In]ectlon USP, 100 micrograms. (ug)ImL Siens Laboratorses, Inc
ANDA 83-064. " | Cyanacabalamin Injection USP, 1,000 ug/mL Do,
ANDA 83-120 | Gyanocobalamin Injection USP 100 ug/mi and 1,000 ug/mi | Do,
ANDA 83--532 - | Promethazine Hydrochforidé Injection USK, 50 mg/mb Do.
i HeinOnline - 82 Fed. Rey. 42576 (1997)
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Axotal-Tablets (Butalbliai and Asplnn Tablsls USP) 50 mg/

Application No. . Drug Applicant
ANDA 83-533 Dlphenhydramme Hydrochloride fnjem USP, 10 mg/mL Do.
ANDA 83-534 *. - | Thiamine ‘Hydrochloride. lrgechon US 0 mg/mL. and. 200 De.
“mg/mb ; i :
ANDA 83-535 - | Procaine Hydrochloride Injeman USP 1% and 2% Do.:
'ANDA 83-595 | Testostersne Propionate. Imsctlan USP, 100 ma/mi. ‘Do.
ANDA 83-627 . | Lidocaine:Hydrochloride Injection USP; 1% and 2% : Do,
ANDA 83-854- | Sterile Prednisolorie Acetate Suspension USP, 25 mg/ml 1 Do.
ANDA 83-667. | -Testosterone- Enamhate lmaﬂoon Usk, 100 mg/mL andi200- | Do.
) mg/mL .
ANDA 83~759 | Sterile Hydrocortisons Aoeiate Stenle Suspensmn usp, 25 1 Do.
. : mg/ml. and 50 -mg/mL. A

ANDA 83-760 - | Pyridoxine Hydrachloride Injection USP; 100 mg/mL Do.
ANDA 84-355" | Dexamethasone Sadmm Phosphaie lmacuon USP, 4 mg/mL "~ | De:

{base) -
ANDA 84-401-- | Teslosterone Cypicnate Injecuon UsP 100 mg/mL and 200 | Do, - .

mg/mL , L
ANDA 84~740 - | Phendimeirazine Tartrata Tablets 35 mg: (Gray) Inwood Labomtones inc, 909 I'hxrd Ave., New York, NY
10022—4731 :
ANDA 84-741 Phendlmetrazme Tartrate Tabiets 35 mg (Yellow) 4 Dol ;
ANDA:-84-742 - | Phendimetrazine Tartrate Tab!ats 38.mg (Pink). Do. = s
ANDA 84743 | Phendimetrazine Tanrate Tab!ets 35:may(Graen) - Do. . .
- /ANDA 85-374 | Sterile’ Mefhylpredmsalons Acmate Steﬁie Suspensmn usk; o1 Stans Laboramﬂes Inc
SUOr 40 mg/mb

ANDA .85-463 . | Lidocaine Hydrachioride - and Epmephnne }njectnon use 1% ; Do.

0,01 mg/ml i
ANDA 85-528 . | Hydroxocabalamin Injectic USP, 1 QGG Hg/m - De.
ANDA 85-529 | 'Sterile Triameinalone Diacetate 8usp¢ $ion USP 40 mglmL Do.
ANDA 85-781 " | Sterile Prednisolone Acetate $uspanslr>n USP, 50 mg/mL Do.
ANDA 86052 | Hydrocortisone Acetate Cra: ;1% : .Purepac Pharmaceutical Co.

~ANDA 86507 .| Sterile Methylprsdmsolone oetata Sus;:enston USP, 80 mg/ - Stens Laboraiones, inc:

ml ! ‘ i
ANDA 87182 - Triameinolone Acstonide Lotion USP; 1% . : Alpharma us. Pharmaceuucals Div.
ANDA 87214 - | Phendimetrazing (Extsnded«mlaase Capsuies 105 mg) D:M. Graham Laboratonas In¢., 58 Pearl St; P.O. Box P;
i g . 1 “Hobart, NY- 13788,
ANDA 87--248 . | Sterile Methylpredmsolone Acetato Suspensten USP, 20 mg/ : »Stans Labnratones lnc

I 1 :

ANDA 87--598 - { Nandrolone. Decanoma ln)ochon USP 50 mg/mL Do. ik
ANDA 87599 | Nandrolone Decanoate Injection USP, 100 mg/mb
ANDA 88062 - | Hyrex-105 (Phendmsirazum Tartraie Emended releass Cap+ ,D M Graham Laboratones tnc

sules; 105'mg)-
ANDA 88--305 Savage Labora’lorles, 60 Bayhs Rd., Melville; NY 11747,

_Therefore, under section 505(e) of thé
Federal Food; Drug, and Cosmetic Act 1/

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

(21 U.8.C.:355(e)) and-under authority.

delegated to the Director, Center for ;
Drug Evaluation and Research (21 CFR'/
5.82), approval of the applications listed
in'thetable in this document, and all
amendments and supplements thereto.

is hereby withdrawn, effective’ ;
September 8,1997,

Dated: July 17, 1997.
Janet Woodcock;
Director, Center for Dm 8 Evaluation and

Research.

{FR Doc. 97‘20871 Filed 8-6-97; 845 am]
BILLING CODE 4160-01-F

ﬁHealth Resources and Services
Admlmstralmn

‘Agency. lniormat}on Collectuon

Review ‘Oommeht Request

¥

Sl Perwdwally, the Health Resources
and Services Administration: (HRSA)
publishes abstracts of information:
i collection requests under review by the. ©
Office of Management and Bu: dget, in-
comphance with the Paperwork "
‘Reduction Act of 1995 (44 U S.C.
Chapter35). To request a copy of the,
clearanice requests submitted to OMB for:
review, gall the HRSA Reports - SR
Clearance Office on (301)-443-1129.
: The fol}ow ingrequesthasbeen - =
“submitted o the Office ofManagemcm %
< and Budget forreview underthe
Paperwmk Reduétion Act of 1995

L (xramee Repmting ‘Requlrements for the
‘Rural Health Network Grant Program-—
Ncw———

The Rurdl Health Network Grant
Program is.authorized by Section 330A
of the Public Health Service Act as
amended by the Health Centers
Consolidation Act of 1996 (Public Law
104--229). The purpose of the program is
to-assistin.the. devclopment of vertically
mtegrated networks of health care.,

‘providers in rural communities.
‘Grantees will be warking to change the
- delivery system in their service areas

and will be'using the federal funds to

. jdevelop network capabilities.

Grantees'will be asked to submit a

‘baseline report and semiannual tracking

eports which provide information on

“progress towards. goals and objectives:of
~thenetwork, progress toward

developing the governanece and

“organizationalarrangements for the
- “network, specific network activities,

~ HeinOnline - 62 Fed. Reg. 42577 (1997)



