DEPARTMENT OF HEALTH AND HUMAN SERVI CES

Food and Drug Admi nistration

[ Docket No. 2003N-0335]

Eli Lilly and Co. et al.; Wthdrawal of Approval of 80 New
Drug Applications and 75 Abbrevi ated New Drug Applications
AGENCY: Food and Drug Adm ni stration, HHS.

ACTI ON:  Noti ce.

SUMMARY: The Food and Drug Adm nistration (FDA) is

wi t hdrawi ng approval of 80 new drug applications (NDAs) and 75
abbrevi ated new drug applications (ANDAs). The hol ders of the
applications notified the agency in witing that the drug
products were no | onger marketed and requested that the
approval of the applications be w thdrawn.

EFFECTI VE DATE: [lnsert date 30 days after date of

publication in the FEDERAL REG STER. ]

FOR FURTHER | NFORMATI ON CONTACT:
Fl orine P. Purdie,
Center for Drug Evaluation and Research (HFD- 7),
Food and Drug Admi nistration,
5600 Fi shers Lane,
Rockville, NMD 20857,
301-594-2041.
SUPPLEMENTARY | NFORMATI ON:  The hol ders of the applications

listed in the table in this document have i nfornmed FDA that
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t hese drug products are no | onger marketed and have requested
t hat FDA wi t hdraw approval of the applications. The
appl i cants have al so, by their requests, waived their

opportunity for a hearing.

Applicatio Drug Appl i cant
n No.

NDA 0-159 Sul fapyridine Tablets. |Eli Lilly and Co., Lilly
Cor porate Center
I ndi anapolis, IN

46285.
NDA 0-734 Hi st am ne Phosphate Do.
I nj ection.
NDA 5-970 Sot radecol (sodium Wet h Phar maceuti cal s,
tetradecyl sulfate) P. O. Box 8299,
I njection. Phi | adel phi a, PA
19101- 8299.

NDA 7-898 Benem d (probenecid) Merck & Co., Inc.

Tabl et s. Sunneyt own Pi ke, P.O
Box 4, BLA-20, West
Poi nt, PA 19486.

NDA 8- 048 Xyl ocai ne (lidocai ne) AstraZeneca

O nt nment. Phar maceuticals LP
1800 Concord Pike,
P. O. Box 8355,

W | m ngton, DE 19803-

8355.
NDA 8-228 Hydr ocort one Merck & Co., Inc.
(hydrocortisone
acetate) Acetate
I nj ectabl e
Suspensi on.
NDA 8- 565 Thi osul fil Wet h Phar maceuti cal s.

(sul famet hi zol e)
Tabl et s and




Applicatio Dr ug Appl i cant
n No.
Suspensi on.
NDA 9-489 Pat hi | on Lederl e Laboratories,
(tridehixethyl) P. O. Box 8299,
Tabl et s. Phi | adel phia, PA
19101- 8299.
NDA 10-210 | Metym d Ophthal m c Schering Corp., 2000
(predni sol one Gal loping H Il Rd.,
acetate and Keni worth, NJ 07033.
sul facet am de
sodi um .
NDA 10-220 | Hypaque-M 75% and 90% | Amersham Heal th, 101
Hypague Conpound Car negi e Center,
(diatrizoate Princeton, NJ 08540-
megl um ne and 6231.
di atri zoate sodium
I nj ection.
NDA 10- 348 | Spari ne (promazi ne Wet h Pharmaceuti cal s.
hydrochl ori de (HCl))
Tabl et s.
NDA 10-496 | Xyl ocai ne- MPF 5% AstraZeneca
Solution Wth Phar maceuti cal s LP.
G ucose 7.5%
(Ii docai ne HCl and
dextrose).
NDA 10-562 | Hydeltra-T.B. A Merck & Co., Inc.
(predni sol one
tebutate).
NDA 10- 753 | Estradurin Wet h Phar maceuti cal s.
(pol yestradi ol
phosphat e)
I nj ection.
NDA 10-942 | Sparine (pronazine Do.
HCl ) Syrup and
Concentrate.
NDA 11-338 | Fl uot hane I nhal ati on Do.




Applicatio Dr ug Appl i cant
n No.
(hal ot hane USP) .
NDA 11-418 | Di netane Ten Do.
I nj ectabl e
(bronpheni ram ne
mal eat e) .
NDA 11-673 | Tepanil 3M Phar maceuticals, 3M
(di et hyl propi on HC1) Center, Bldg. 270-3A-
Tabl et s. 01, St. Paul, M
55144-1000.
NDA 11-958 | Hydropres (reserpine Merck & Co., Inc.
and
hydr ochl or ot hi azi de)
NDA 12- 383 | Col Benem d (probenecid | Do.
and col chi ci ne)
Tabl et s.
NDA 12-418 | Aki neton (bi periden Abbott Laboratories, 200
| actate) Injection. Abbott Park Rd.,
Abbott Park, IL 60064-
6157.
NDA 12-489 | Exna (benzthi azi de) Wet h Phar maceuti cal s.
Tabl et s.
NDA 12-731 | Decaspray Merck & Co., Inc.
(dexanet hasone)
Topi cal Aerosol.
NDA 12-882 |Isordil Tenbids Wet h Phar maceuti cal s.
(i sosorbi de
dinitrate)
Control | ed- Rel ease
Tabl ets and
Capsul es.
NDA 12-947 | Artane Lederl e Laboratories.

(trihexypheni dyl
HCl ) Sust ai ned-
Rel ease Capsul es.




Applicatio Dr ug Appl i cant
n No.
NDA 13-264 | Hydronpbx Wet h Pharnaceuti cal s.
(qui net hazone)
Tabl et s.
NDA 13-334 | Decadron Wth Merck & Co., Inc.
Xyl ocai ne | njection
(dexanmet hasone
sodi um phosphat e and
| i docai ne HCl).
NDA 13-378 | Dynel or Eli Lilly and Co.
(acet ohexam de)
Tabl et s.
NDA 13-731 | Bil opaque (tyropanoate | Amer sham Heal t h.
sodi um Capsul es.
NDA 14-763 | Citanest Pl ain AstraZeneca
(pril ocaine HCl) and Phar maceuticals LP.
Ci tanest Forte
(prilocaine HCl and
epi nephri ne)
I nj ection.
NDA 15-052 | Atabrine (quinacrine Abbott Laboratori es.
HCl ) Injection.
NDA 15-921 | Hal dol (hal operi dol) Ort ho- McNei |
Tabl et s. Phar maceutical, I|nc.,
c/ o Johnson & Johnson
Phar maceuti cal
Research &
Devel opnent, L.L.C.,
1125 Trenton-
Har bourton Rd.,
Titusville, NJ 08560-
0200.
NDA 15-922 | Hal dol (hal operi dol Do.
| actate) Oral
Concentrate.
NDA 16-192 | Sorbitrate (isosorbide | AstraZeneca

dinitrate) Oral 5

Phar maceuticals LP




Applicatio Dr ug Appl i cant
n No.
mlligram (ng) and
10 ng Tabl et s.

NDA 16- 675 | Decadron LA Merck & Co., Inc.
(dexanet hasone
acetate) Sterile
Suspensi on.

NDA 16-776 | Sorbitrate (isosorbide | AstraZeneca
dinitrate) Chewabl e Phar maceuti cal s LP.
Tabl et s.

NDA 17-048 | Peptavl on Wet h Pharmaceuti cal s.

(pentagastrin) for
Subcut aneous
I njection.

NDA 17-406 | Di copac Kit. Amer sham Heal t h.

NDA 17-503 | Conbi pres (cl onidine Boehri nger | ngel hei m
HCl and Phar maceuticals, Inc.,
chl ort hal i done) 900 Ri dgebury Rd.,
Tabl et s. P. O. Box 368,

Ri dgefield, CT 06877-
0368.

NDA 17-638 | Thypi none (protirelin) | Abbott Laboratories.
I njection.

NDA 17-653 | Technetium Tc-99m Amer sham Heal t h.
HEDSPA Mul ti dose
Kit.

NDA 17-691 | Di prosone Schering Corp
(bet anmet hasone
di pr opi onat e)

O ntnent, 0.05%

NDA 17-751 |Duranest (etidocaine AstraZeneca
HCl ) Injection. Phar maceuticals LP

NDA 17-775 | Technetium Tc-99m HSA | Medi - Physics, Inc.,
Kit. d.b.a., Nyconed

Amer sham | magi ng, 101

Car negi e Center,




Applicatio Dr ug Appl i cant
n No.
Princeton, NJ 08540-
6231.
NDA 17-784 | Technetium Tc-99m TSC | Amer sham Heal t h.
Kit.
NDA 17-980 | Mazanor (mazi ndol) Wet h Phar maceuti cal s.
Tabl et s.
NDA 17-982 | Am paque (netrizam de) | Amersham Heal t h.
I nj ection.
NDA 17-992 | Crescornon Genentech, Inc., 1 DNA
(somat ropin, Way, MS#48, South San
pituitary). Franci sco, CA 94080-
4990.
NDA 18-021 | Asendin (anmpxapine) 25 [Weth Pharnmaceuti cal s.
mg, 50 ng, 100 ng,
and 150 ng Tabl et s.
NDA 18- 153 | Becl ovent d axoSm t hKl i ne, Five
(becl onet hasone Moore Dr., Research
di propi onat e) Triangl e Park, NC
I nhal ati on Aerosol. 27709.
NDA 18-280 | Yutopar (ritodrine Sol vay Pharmaceuti cal s,
HCl ) Tabl ets and Inc., 901 Sawyer Rd.,
I njection. Marietta, GA 30062.
NDA 18-290 | Secretin-Ferring Ferring Pharmaceutical s,
Powder for Inc., 120 White Pl ains
I nj ection. Rd., Suite 400,
Tarrytown, NY 10591.
NDA 18-381 |Regular Purified Pork Novo Nor di sk
I nsulin. Phar maceutical s, Inc.,
100 Col | ege Rd. West,
Princeton, NJ 08540.
NDA 18-383 |Lente Purified Pork Do.

I nsulin Zinc
Supensi on.




Applicatio Dr ug Appl i cant
n No.
NDA 18-450 |Nitropress (sodium Abbott Laboratories.
ni troprussi de)
I njection.
NDA 18-623 | NPH Purified Pork Novo Nor di sk
| sophane Insulin Phar maceuticals, Inc.
Suspensi on.
NDA 19-112 |Ventolin (al buterol G axoSm t hKl i ne.
sul fate) Tabl ets.
NDA 19-269 |[Ventolin (al buterol Do.
sul fate) Inhalation
Sol ution, 0.5%
NDA 19- 280 | Cykl okapron Phar maci a & Upj ohn Co.,
(tranexam c aci d) 7000 Portage Rd.,
Tabl et s. Kal amazoo, M  49001-
0199.
NDA 19-489 |[Ventolin (al buterol d axoSm t hKl i ne.
sul f ate) Rotacaps
I nhal ati on Powder.
NDA 19-536 |Inderal (propranol ol Wet h Phar maceuti cal s.
HCl ) Oral
Suspensi on.
NDA 19-773 |Ventolin (al buterol d axoSmi t hKl i ne.
sul fate) Nebul es
I nhal ati on Sol uti on,
0. 083%
NDA 19-836 |Supprelin (histrelin Shire Pharmaceuti cal
acetate) Injection. Devel opnment, Inc.,
1801 Research Bl vd.
Suite 600, Rockville,
MD 20850.
NDA 20- 063 | Technetium Tc-99m Red Cadema Corp., c/o Number

Bl ood Cell Kit.

One Corporation, 50
Washi ngton St.,
Norwal k, CT 06854.




Applicatio

n No.

Drug

Appl i cant

NDA

20-924

Cernevit-12
Mul tivitam ns.

Baxt er Heal t hcare Corp.,
Route 120 and W/ son
Rd., RLT-10, Round
Lake, IL 60073-0490.

NDA

21-384

Dur anest (etidocai ne
HCl and epi nephri ne
bitartrate)

I nj ection.

Dent sply Pharmaceuti cal
3427 Concord Rd.,
York, PA 17402.

NDA

50-202

Chl oronmycetin
Hydr ocorti sone
Opht hal m ¢
(chl oranpheni col
hydrocorti sone
acetate for
opht hal m ¢
suspensi on USP).

and

Par kdal e Pharnaceuti cal s,
Inc., 501 Fifth St.,
Bristol, TN 37620.

NDA

50- 251

Aur eonycin
(chlortetracycline
HCl ) Capsul es.

Wet h Pharmaceuti cal s.

NDA

50- 257

Decl onmycin
(denecl ocycl i ne HCl)
Syrup Drops.

NDA

50-263

Achronycin V
(tetracycline HCl)
Suspensi on and
Dr ops.

NDA

50- 264

Achr onycin
(tetracycline HCl).

NDA

50- 315

M noci n (m nocycline
HCl ) Capsul es.

NDA

50-451

M noci n (m nocycline
HCl ) Tabl et s.
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Applicatio Dr ug Appl i cant
n No.

NDA 50-483 | Nebcin (tobranycin Eli Lilly and Co.
sul fate) Sensitivity
Di sk.

NDA 50-484 | Cer ubi di ne Wet h Phar maceuti cal s.
(daunor ubi cin HCl)
I nj ection.

NDA 50-493 | Topicycline Shire Pharmaceuti ca
(tetracycline HCl) Devel opnment, Inc.
Sol ut i on.

NDA 50-508 | Cycl apen-W Wet h Pharmaceuti cal s.
(cyclacillin) Oral
Suspensi on.

NDA 50-509 | Cycl apen-W Do.
(cyclacillin)
Tabl et s.

NDA 50-544 | Netronycin (netilmcin |Schering Corp.
sul fate) Injection.

NDA 50- 633 | Cef pi ram de Sodi um Wet h Pharmaceuti cal s.
I njection.

ANDA 60- Pen-Vee K for Oral Do.

007 Solution (penicillin
V potassiumfor ora
solution), 125 ny
(base)/5 mlliliters
(nmL) and 250 ng
(base)/5 nmL.

ANDA 60- Garanycin (gentam cin Schering Corp

462 sul fate) Cream

0.1%
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Applicatio Dr ug Appl i cant
n No.
ANDA 61- Ni | stat (nystatin Lederl e Laboratori es.
151 tabl ets USP) Oral
Tabl ets, 500, 000
units.
ANDA 61- Ni | stat (nystatin) Do.
325 Vagi nal Tabl ets,
100, 000 wunits.
ANDA 61- Ni | stat (nystatin) Do.
444 O ntnent, 100, 000
units/gram (g).
ANDA 61- Ni | stat (nystatin) Do.
445 Cream 100, 000/ g.
ANDA 61- Robi myci n A. H Robins Co., P.O Box
633 (erythronycin) 8299, Phil adel phia, PA
Robi t abs, 250 ng. 19101- 8299.
ANDA 61- Robitet (tetracycline |Weth Pharmaceuticals.
734 HCl capsul es USP)
Robi caps, 250 ng and
500 ng.
ANDA 62- Wnmox (anoxicillin) Do.
120 Capsul es, 250 ng and
500 ng.
ANDA 62- Ot obiotic (polynyxin B |Schering Corp
302 sul fate and
hydr ocorti sone otic
sol ution USP)
Sterile Oic
Sol uti on.
ANDA 62- Precef (ceforanide) Apot hecon, c/o Bristol-
579 for Injection. Myers Squi bb Co., P.O
Box 4500, Princeton,
NJ 08543-4500.
ANDA 62- Cephal exi n Capsul es TEVA Phar maceuti cal USA,
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Applicatio Dr ug Appl i cant
n No.
821 USP, 250 ng. 1090 Horsham Rd., P.O
Box 1090, North Wal es,
PA 19454,
ANDA 62- Cephal exi n Capsul es TEVA Phar maceuti cal USA.
823 USP, 500 ng.
ANDA 62- Ampicillin for Apot hecon
860 I nj ection.
ANDA 62- Cephal exin for Oral TEVA Phar maceuti cal USA.
867 Suspensi on USP, 250
ng/ 5miL.
ANDA 62- Cephal exin for Oral Do.
873 Suspensi on USP, 125
ng/ 5miL.
ANDA 62- Cef adyl (cephapirin) Apot hecon
961 for Injection.
ANDA 63- Tobranycin Sul fate AstraZeneca LP
120 I njection USP, 2 mL
vial, 40 ng/ m_.
ANDA 63- Tobranycin Sul fate Do.
122 I njection USP, 40
ng/ L.
ANDA 64- Trimox (anmoxicillin Apot hecon
131 tabl ets USP),
Tabl ets, 125 ng and
250 ng.
ANDA 70- Propranol ol HC ESI Lederle, c/o Lederle
128 Tabl ets USP, 80 ng. Laboratories, 401
North M ddl etown Rd.,
Pear|l River, NY
10965- 1299,
ANDA 70- Hal operi dol Oral Al pharma, U.S.
318 Sol ution USP Phar maceuti cal s

(Concentrate), 2

Di vi sion, 200 El nora
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Applicatio Dr ug Appl i cant
n No.
nmg/ mL. Ave., Elizabeth, NJ
07207.
ANDA 70- Propranol ol HC Pur epac Pharmaceuti ca
757 Tabl ets USP, 80 ng. Co., 200 El nora Ave.
Eli zabeth, NJ 07207.
ANDA 70- Pr opr anol ol HCl Do.
814 Tabl ets USP, 10 ng.
ANDA 70- Pr opr anol ol HC Do.
815 Tabl ets USP, 20 ny.
ANDA 70- Propranol ol HC Do.
816 Tabl ets USP, 40 ng.
ANDA 70- Propr anol ol HCI Do.
817 Tabl ets USP, 60 ng.
ANDA 71- Pr opr anol ol HC ESI Lederle.
495 Tabl ets USP, 60 ng.
ANDA 71- Propranol ol HC Do.
496 Tabl ets USP, 90 ng.
ANDA 71- Doxepi n HCl Capsul es Do.
673 USP, 50 ng.
ANDA 71- Doxepi n HCl Capsul es Do.
674 USP, 75 ng.
ANDA 71- Doxepi n HCl Capsul es Do.
675 USP, 100 ng.
ANDA 71- Doxepi n HCl Capsul es Do.
676 USP, 150 ng.
ANDA 71- Doxepi n HCl Capsul es Do.
685 USP, 10 ng.
ANDA 71- Doxepin HCl Capsul es Do.
686 USP, 25 nm.
ANDA 72- Fentanyl Citrate and AstraZeneca LP
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Applicatio Dr ug Appl i cant
n No.
026 Dr operi dol
I nj ection.
ANDA 72- Foam con (alum na and Novartis Consuner Health,
687 magnesi um Inc., 200 Kinmball Dr.,
trisilicate tablets Par si ppany, NJ 07054-
USP), 80 mg and 20 0622.
ny.
ANDA 73- Loper am de HCl Roxane Laboratoires,
080 Capsul es USP, 2nm. Inc., P.O Box 16532,
Col unbis, OH 43216.
ANDA 73- Questran Bristol - Mers Squi bb Co.
403 (chol estyrani ne)
Tabl ets, 800 ng and
1, 000 ng.
ANDA 73- Desoxi met asone Altana, Inc., 60 Baylis
440 O ntnent USP, 0.25% Rd., Melville, NY
11747.
ANDA 73- Thi ot hi xene HCI Roxane Laboratories, Inc.
494 I nt ensol Oral
Sol ution
(Concentrate), 5
mg/ mL.
ANDA 74- Pi r oxi cam Capsul es SCS Phar maceuti cal s, Box
036 USP, 10 ng and 20 5110, Chicago, IL
ny. 60680- 9889.
ANDA 74- | opam dol Injection Faul di ng Pharmaceuti cal s,
734 USP, 61% and 76% Mack-Cali Centre 11,
650 From Rd., Paranus,
NJ 07652.
ANDA 75- Bronocri pti ne Mesylate | Lek, Pharmaceutical and
100 Capsul es USP, 5 ng. Chem cal Co. d.d., c/o

Lek Services, Inc.,
115 North Third St.,
Suite 301, WI m ngton,
NC 28401.
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Applicatio Dr ug Appl i cant
n No.
ANDA 75- Labet al ol HCl Tabl ets Apot hecon
223 USP, 100 mg, 200 ny,
and 300 ny.
ANDA 80- Sul f adi azi ne Tabl ets | mpax Laboratories, Inc.,
081 USP, 500 nyg. 30831 Hunt wood Ave.,
Hayward, CA 94544,
ANDA 80- Test ost erone Eli Lilly and Co.
254 Propi onate I njection
USP, 50 ng/ L.
ANDA 80- Folic Acid Tablets | mpax Laboratories, Inc.
686 USP, 1 ny.
ANDA 80- Hydr ocorti sone Tabl ets | Do.
781 USP, 20 ng.
ANDA 80- Tri pel ennam ne HCl Do.
785 Tabl ets USP, 50 ng.
ANDA 80- Betalin-S (thian ne Eli Lilly and Co.
853 HCl i njection USP),
100 ny/ nL.
ANDA 83- Estratab Tabl ets Sol vay Pharmaceuti cal s,
209 (esterified I nc.
estrogens tablets
USP) 0.625 nmg.
ANDA 83- Estrogeni c Subst ance Wet h Phar nmaceuti cal s.
488 (sterile estrone
suspensi on USP) for
I njection.
ANDA 83- Hydr ochl or ot hi azi de | mpax Laboratories, Inc.
607 Tabl et s USP
ANDA 83- Probeneci d and Do.
720 Col chicine Tablets
USP, 500 nmg/ 0.5 nyg.
ANDA 83- Fur aci n Shire Pharmaceuti ca
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Applicatio Dr ug Appl i cant
n No.
789 (nitrofurazone) Devel opnment, Inc.
Topi cal Cream
ANDA 83- Trichl or met hi azi de | mpax Laboratories, Inc.
967 Tabl ets USP, 4 ny.
ANDA 84- Hydr ochl or ot hi azi de
029 Tabl ets USP, 25 ny.
ANDA 84- Phenaphen Wth Codeine | A H Robins Co.
444 (acet am nophen and
codei ne phosphate
capsul es USP), No. 2
Capsul es, 325 nyg/ 15
ny.
ANDA 84- Propant hel i ne Brom de | mpax Laboratories, Inc.
541 Tabl ets USP, 15 ng.
ANDA 85- Tyl enol Wth Codeine Ort ho- McNei |
057 (acet am nophen and Phar maceuticals, Inc.
codei ne phosphate c/ o Johnson & Johnson
oral sol ution USP) Phar maceuti ca
Elixir, 120 ng/ 12 Resear ch and
ng. Devel opnment, L.L.C.,
920 Route 202 Sout h,
P. 0. Box 300, Raritan,
NJ 08869-0602.
ANDA 85- Phenaphen- 650 Wth A. H. Robbi ns Co.
856 Codei ne
(acet am nophen and
codei ne phosphate
t abl et s USP)
Tabl ets, 650 ng/ 30
ny.
ANDA 86- Sorbitrate (isosorbide |AstraZeneca
405 dinitrate tablets Phar maceutical s LP
USP), 20 nmg.
ANDA 86- Seconal (secobarbital Eli Lilly and Co.
530 sodi um
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Applicatio Dr ug Appl i cant
n No.
Suppositories.
ANDA 86- Acet am nophen and Pur pac Phar maceutical Co.
683 Codei ne Phosphate
Tabl ets USP, 300
ng/ 60 nyg.
ANDA 86- Estratab Tabl ets Sol vay Pharmaceuti cal s.
715 (esterified
estrogens tablets
USP), 0.3 nyg.
ANDA 87- Fl uonid (fluocinol one Al | ergan, 2525 Dupont
158 acetoni de) Sol ution, Dr., P.O Box 19534,
0.01% Irvine, GA 92623-
9534.
ANDA 87- At r opi ne and Dener ol Abbott Laboratories.
847 (atropi ne sulfate
and neperi di ne HCl)
I njection, 0.4 nmg/ 75
nmg/ mL.
ANDA 87- At ropi ne and Dener ol Do.
848 (atropine sulfate
and nmeperidi ne HCl)
I njection, 0.4
ng/ 100 ng/ L.
ANDA 87- At ropi ne and Dener ol Do.
853 (atropi ne sulfate
and meperidi ne HCl)
I njection, 0.4 ng/50
mg/ mL.
ANDA 87- Triple Sul fa Vagi nal Al phar ma.
864 Cream

(sul fat hi azol e,
sul f acet am de,
suf abenzam de) .

and
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Applicatio Dr ug Appl i cant
n No.
ANDA 88- Sorbitrate (isosorbide [AstraZeneca
125 dinitrate tablets Phar maceuticals, LP
USP), 40 ng.
ANDA 88- Br omanyl Al phar ma.
343 (br onmodi phenhydr am n

e HCI and codei ne
phosphat e) Cough
Syrup, 12.5 ng/5 nL
and 10 ng/5 nL).

ANDA 89- Chl or propam de Tablets |Lederl e Laboratories.
561 USP, 100 nyg.

ANDA 89- Chl or propam de Tabl ets | Do.

562 USP, 250 ng.

Therefore, under section 505(e) of the Federal Food,
Drug, and Cosnetic Act (21 U.S.C. 355(e)) and under authority
del egated to the Director, Center for Drug Eval uation and
Research (21 CFR 5.82), approval of the applications listed in

the table in this
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docunent, and all anmendnments and supplenments thereto, is

hereby wi thdrawn, effective [insert date 30 days after date of

publication in the FEDERAL REG STER].

Dated: July 18, 2003.

Janet Woodcock,
Director,

Center for Drug Eva uation and Research.

[ FR Doc. 03-7???? Filed ?7?-7?-03; 8:45 am

Bl LLI NG CODE 4160-01-S
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