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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
5th Edition (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list." The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.
The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumulative supplements include the changes made
since August l, l984. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.
Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)
Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of
the ingredient(s).
Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol >Ð00> to the left of the line on which new
information exists. The Ã¤Â¿QQ.>symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol >DLT > (DELETE) to the left of the
line containing the overstruck print. The Ã¤Â¿ul_> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (n) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUN: DESI Pending List
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the Drug Product List.
Products Federal Register Reference
dicyclomine hydrochloride JUN 22, l984 (49 FR 25681)
isosorbide dinitrate AUG 3, T984 (49 FR 31151)
nandrolone decanoate JUL l5, l983 (48 FR 32395)
(continued)
ii



ÐÐ•Ð—ÐÐ•Ð•ÐÐ• Federal Register Reference
(continued)
neomycin sulfate with either: NAR 26, 1984 (49 FR ll888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic use]
neomycin sulfate, polymyxin Ð’ sulfate, MAY 4, l984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule;controlled release;oral) SEP 7, T984 (49 FR 35428)
nitroglycerin (tablet; controlled relasegoral) SEP 7, l984 (49 FR 35428)
parenteral multivitamin products SEP l7, 1984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole 
sulfanilamide and aminacrine AUG 22, 1983 (48 Fn 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR l0708)
C. APPLICANT (NAME) CHANGES
Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. Nhere only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES
Former Applicant (Name) New Applicant (Name) (ÐµÐ¼ Abbreviated Name
OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST
D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."



DESCRIPTION OF REPORT
The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.
Ð¸Ð·Ð² Ð¾Ð³ REPORT
From the data presented under Section B., users should be able to observe such things as (l) newly approved, i
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.
Drug Product Definition
For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as Ð° combination
product, provided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular generic or trade name.
New Molecular Entity
The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.
Drug Product Count
This report provides counts in several categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods.
iv
III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
cATEooRlEs coUNTEo JULY â€˜84 (BASELINE)
DRUG PRODUCTS LISTEo 7415
SlNGLE soURcE 2oo5 (27.0%)
MULTIsoURCE<I> 54Io (72.9%)
THERAPEUTICALLY EQUIVALENT 4393 (59.2%)
Ð¼Ð¾Ñ‚ THERAPEUTICALLY EQUlVALENT 999 (13.4%)
ExcEPTloN5<2> I8 ( 0.3%)
wEW MOLECULAR ENTITIEs APPRovEo 7
NUMBER oF APPLICANTS 295
Ð’. ACTIVITY FOR SUPPLEMENT NUMBER 2
AUG â€˜84 SEPT' 84 0Ð¡Ð¢ â€˜84 CUMULATIVE
DRUG PRODUCTS ADDED: 54 66 72 192
NEWLY APPROVED 54 66 68 I88
DESI EFFECTIVE Ðž 0 4 4
REMARKETED Ðž 0 0 0
DRUG PRODUCTS REMOVED: 0 I2 8 20
WITHDRAWN APPROVAL Ðž 0 0 0
RX TO OTC SWITCH 0 0 0 0
DISCONTINUED MARKETING O I2 8 20
NET GAIN IN DRUG PRODUCTS 54 54 64 I72
SINGLE SOURCE PRODUCTS APPROVED I7 I6 28 6I
MULTISOURCE DRUG PRODUCTS APPROVED 37 50 44 ISI
NEW MOLECULAR ENTITIES APPROVED: 3 O I 4
AS THE ENTITY I 0 0 I
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 0 I 3
(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (1.Ðµ-â€š AVAILABLE
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITIOÐœ (SEE PAGE IÂ5 OF THE LIST)
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APPROVE D PRE SCRIPT ION DRUG PRODUCT S 1
> ADD > ACE T AMINOPHE N; BUT AL BIT AL (PAGE 3-1)
> ADD > T ABL E T; ORAL
> ADD > BUT AL BIT AL AND ACE T ANINOPHE N
> ADD > DANBURY PHARMACAL 325MGÂ§50MGH
ACE T AHINOPHE N; OXYCODONE HYDROCHL ORIDE (PAGE 3Â2)
T ABL E T; ORAL
/Ã³Ã³Å„ AÃ³Ã‰ Å•/
OXYCE T
A5 HAL SE Y DRUG 525MB; Gl
` ACE T IC ACID! GL ACIAL (PAGE 3-3)
soL UT IoN/oRoPs;  oT Ic
AoE T Ic  Acro
9I T HAnEs PHARMAc AL Â¿gÐ¿
AL LoPURINoL (PAGE 3-5)
T ABL E T; oRAL
AL LoPuRINoL
Ag CHE L SE A L ABORAT ORIE S loonsn
A@  Ð·Ð¾ Ð¾ Ð½ Ð²Ð¸
Ag DANBURY PHARwAc AL 1oonsn
9g Ð·Ð¾ Ð¾ Ð¼ Ð·Ð¿
AMIKACIN SUL FAT E (PAGE 3Â6)
INJE CT ABL E; INJE CT ION
AHIKIN
BRIST OL L ABS/B-H E Q SOMG BASE/ML K
E Q 250MG BASE/ML B
ANINO ACIDS (PAGE 3-6)
INJE CT ABL E Ã®  INJE CT ION
BRANCHAHIN 4Z
T RAVE NOL L ABS Ð°Ñ… Ð¸
BRANCHAMIN 42 IN PL AST IC CONT AINE R
T RAVE NOL L ABS QZ B
T RAVASOL 10X N/O E L E CT ROL YT E S IN PL AST IC CONT AINE R
T RAVE NOL L ABS 1Ð¾ Ñ… Ð¿
T RAVASOL 5.52 N/O E L E CT ROL YT E S IN PL AST IC CONT AINE R
T RAVE NOL L ABS 5.52l
T RAVASOL 8.52 N/O E L E CT ROL YT E S IN PL AST IC CONT AINE R
T RAVE NOL L ABS 8.5Kl
2 2 2 2
87550
87465
88658
18785
18785
18852
18877
62562
62562
18678
18684
18931
18931
18931
DRUG PRODUCT L IST
CUNUL AT IVE SUPPL E ME NT NUMBE R 2 /  AUGUST
â€˜84 Â OCT OBE R â€˜84
> ADD > AMINO ACIDS; DE XT ROSE (PAGE 3-7)
> ADD > INJE CT ABL E; INJE CT ION
> ADD > AMINOSYN 3.52 N/ DE XT ROSE 52 IN PL AST IC CONT AINE R
> ADD > ABBOT T L ABORAT ORIE S 3.5Z Ã® SGM/100ML
> ADD > AMINOSYN 3.52 Ð˜/  DE XT ROSE 25X IN PL AST IC CONT AINE R
> ADD > ABBOT T L ABORAT ORIE S 3.5Z Ã® 25GH/100ML
> ADD > AMINOSYN 4.25K Ð˜/  DE XT ROSE 252 IN PL AST IC CONT AINE R
> ADD > ABBOT T L ABORAT ORIE S 4.252Ã¬256M/100NL
AMIT RIPT YL INE HYDROCHL ORIDE (PAGE 3-10)
T ABL E T; ORAL
Ð¨
BP PAR PHARMACE UT ICAL 10M6H
BP 25ÐœÐµÐ¿
BP SOMGH
BP 75M63
BP IOOMGH
BP 150MGH
BP SIDMAK L ABORAT ORIE S 10H6!
BP 25M6l
BP SOMG!
BP 75H6H
BP IOOMGH
BP lSOMGK
AMOXICIL L IN; POT ASSIUM CL AVUL ANAT E (PAGE 3-13)
POW DE R FOR RE CONST IT UT ION;
AUGME NT IN '125'
BE E CHAM L ABS/BE E CHAH 125MG/5ML;
ORAL
E Q 31.25MG ACID/5ML!
AUGME NT IN '250'
BE E CHAM L ABS/BE E CHAM 250MG/5ML3E Q 62.5MG ACID/5ML H
T ABL E T; ORAL
AUGME NT IN '250'
BE E CHAM L ABS/BE E CHAM 250MGÂ§E Q 125NG ACIDI
AUGME NT IN '500'
BE E CHAM L ABS/BE E CHAM 500MGÂ§E Q 125MG ACIDH
ANPHE T AMINE SUL FAT E (PAGE 3-13)
T ABL E T; ORAL
AMPHE T AHINE SUL FAT E
L ANNE T T Ð·Ð¼ ÐµÐ¸
lonen
2 Z  2 2 2 2 2 2 2 2 2 2
N
19120
19118
19119
88697
88698
88699
88700
88701
88702
88883
88884
88885
88886
88887
88888
50575
50575
50564
50564
83901
83901



ASPIRINÃ¬ BUTALBITALÃ¬ CAFFEINE (PAGE 3-16)
TABLET; ORAL
> ADD > BUTALBITAL COMPOUND
> A00 > 99 zENITN LABORATORIES szswsssouszconpu N 05001
ASPIRIN; CAPFEINE; PROPOxYPNENE NYOROCNLORIOE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE HCL Hl ASPIRIN AND OAFFEINE
99 CHELSEA LABORATORIES 509NGzsz.aNG:ssNGn N 05752
> AOO > BENzoYL PEROXIDE; ERYTNRONYCIN (PAGE 3-21)
> Aon > GEL; TOPICAL
> A00 > BENzANYCIN
> AOO > OERNIK/RORER-ANCNEN 52s3zl N 50557
> OLT > /BÃ¡Å„ifÅ„iÃ¡ÃÅ•Å„Ã©Ã'RÃ©StÅ„PINÃ©/(PAGE 3-21)
>> "IIa-RR(
> DLT > ,- I I â€™
> DLT > /ÃH.RÃ³BÃ¯NS/ /ÑÐ¿Ð½$;Ð´â€ž12$Ð¿Ð²/ /N.iÃ¡Ã³Ã³Ã¯/
BETANETHASONE OIPROPIONATE (PAGE 3-22)
OINTMENT; TOPICAL
ALPNATREx
99 SAVAGE LABS/BTK-GLDN 59 0.052 BAsEu N 19105
BETAHETHASONE DIPROPIOHATE
99 E FOUGERA/BTK-GLON 59 0.052 Basen N 19101
Ag PNARNAOERN/BYK-GLON 59 0.052 BAsEÐ¿ N 19100
OIPROLENE
Bx SCNERING EO 0.052 N 10741
OIEEQEOBE
99 SCNERING 59 0.052 N 11691
BETANETNASONE vALERATE (PAGE 3-22)
CREAM: TOPICAL
> AOO > vALNAc
> AOD > 99 NMC LABORATORIES 59 0.12 BAsEu N 70050
OINTNENT; TOPICAL
> Ð´Ð¾Ð¿ > vALNAc
> AOB > 99 NNC LABORATORIES 59 0.12 BASE: N 70051
BROHODIPHENHYDRAHINE HYDROCHLORIDEQ CODEINE PHOSPHATE
(PAGE 3-24)
SYRUP; ORAL
ÐÐÐÐ?
BAY LABORATORIES
AHBENYL
MARION LABORATORIES 12.5MGÃSHL310MGÃ5HL
BROHANYL
NATL PHARM MFG/BARRE 12.5HG/5MLS10MG/5MLI
'
>>
CJ
CJ
'
Ib
P
12.5HG/5HL910HG/5HLI N 88626
I?
Ð 09519
IÃ¢
N 88545
BROMPHENIRAHINE HALEATEÃ® PHENYLPROPANOLAMINE MALEATE (PAGE 3-25)
ELIXIR; ORAL
BIPHETAP
lBAY LABORATORIES 4MG/5ML;25MG/5MLN N 00607
MORIR. ÑˆÐ¸Ñ‚ . â€š . .
/ÃH.RÂ¢P1NS/ /Å„Å„ÃŸÅ•SHIÃŸÃ©SÅ„P/SNI/ /N.13Â¢Â¢7/
/IAPLÃ‰TJÃÂ¢Â¢NIRÃ“iÃŸÅ•Å„/RÃ‰LÃ‰Ã„SÃ‰j/ORÃ„L/
/PÃ¯HEÃ¯APP . â€š
/ÃH.RÃ“ Ã‰INS/ /Ã¯Å•Ã±Ã©ÃŸÅ•SNS/ /Ã‘.iÂ¿43Ã³/
> OLT > /BÃºÅ•RENdRPNINÃ‰'Å„fOROÃ³NEÃ³RIOg/(PAGE 3-20)
>_OII_> /INJÂ£Â¢IAPLÂ¢Â§fÃ¯NJÅ•Â¢ÃÃ¯Â¢N/
>_QII_> /PÃšPRENEX/. . .
> OLT > /NÃ“ RNICH.Ã‰AÃÃ“ N/PiÃ©/ /ÃˆÅ„.Å„â€žiÅ„Â¢fÃ©ÃŸÃ©Å•Å•Å„if/ /Å„fÃ¯Ã³Å•ÃŸÃ¯/
CALCIUM GLUCEPTATE (PAGE 3-30)
INJECTABLE; INJECTION
cALcIuN GLUGEPTATE
>_OLI_>/Ã©Ã©/ 7ÃÃ‘ÃLÃHEBÃ®ÃŸÃ¬Ã®Ã¯BÃ‘ÃSIS/lgÃ¡lÃ¡Ã¡dÃ©iÃ©Ã©iÃ©iÃºÅ„2Ã¢di/ /NfÃŸÅ•Ã¡Ã¤Ã¡/
> AOO > cAPTOPRIL; HYOROCNLOROTNIAZIOE (PAGE 3-31)
> AOD > TABLET; ORAL
> Ao0 > CAPOzIOE 25/15
â€º ADD > ER SQUIBB ANO SONS 25nG;15NGu N 10709
> Ao0 > CAPOzIOE 25/25
> A0n > ER SQUIBB ANO SONS 25N6;25NGn N 10709
> Ao0 > CAPozIOE 50/15
> AOO > ER SQUIBB ANO SONS 50MG;15NGn N 10709
> AOB > CAPOZIOE 50/25
> AOO > ER SQUIBB ANO SONS sOMG;25NGn N 10709
CARBACHOL (PAGE 3-31)
/SdiÃºÃ¯iÃ“ N/PRPPSÃƒIPPHÃHÃLHIÂ¢/
INJECTABLE; INJECTION
DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '84 Â OCTOBER â€˜84 2



CEFOXITIN SODIUMS DEXTROSE INJECTABLE; INJECTION DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT (PAGE 3-33) MEFOXIN IN DEXTROSE SZ IN PLASTIC CONTAINER MS&D/MERCK CEFOXITIN SODIUM; INJECTABLE; INJECTION MEFOXIN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER MS&D/MERCK EQ 20MG BASE/MLÃ¬SOMG/MLH EQ 40MB BASE/MLÃ¬SOMG/MLH SODIUM CHLORIDE (PAGE 3-33) EQ 20MG BASE/MLÃ®9MG/MLH EQ 40M6 BASE/MLÃ®9MG/MLH IN PLASTIC CONTAINER EQ 20MG BASE/ML;50MG/MLI > ADO > CEFTIZOXIME SODIUMÃÃDEXTROSE (PAGE 3-33) > ADD > INJECTABLE; INJECTION > ADD > CEFIZOX IN DEXTROSE 5X > ADD > SK&F LABORATORIES >Ð0> V V p C V Ð C V V V V V C J C V V V Ðª C > C7 V V > > V D V CELLULOSE SODIUM PHOSPHATE PONDER; ORAL

CALCIBIND MISSION PHARMACAL CHLORPROPAMIDE (PAGE 3-42) TABLET; ORAL ONLORPROPANIOE 99 BARR LABORATORIES 99 99 CHELSEA LABORATORIES 99 COLNEO LABORATORIES 99 99 CORO LABORATORIES 99 AQ DAHUURY PHARNACAL Ð 99 OURAÐEO PHARMS 99 99 LEwnoN 99 99 SUPERPNARM Ð² 99 zENITN LABORATORIES CHYMOPAPAIN (PAGE 3-43) INJECTABLE; INJECTION CHYMODIACTIN SMITH LABORATORIES EQ QOMG BASE/MLÃ¬EOMG/MLH (PAGE 3Â34) Ð—ÐžÐžÐ‘Ð/Ð’ÐžÐ¢n 100MGH ZSOMGH IOOHGH ZSOMGB 100MBH ZSOMGH IDOMGR 250MGH IOOMGN ZSOMGE 100MGH 4,000 UNITS/VIALE N N N 2 2 2 2 2 2 2 VIZ 2 2 2 2 212 2 50581 50581 50581 50581 50589 50589 18757 88812 88815 86865 88708 88709 88725 88726 88852 88826 88918 88919 88768 88641 88694 88695 88840 18663 V V

ÑŒ U C V CJ> Ð¡ CJ V > C Ð¡ V ÑŒ CJ C V CJÂ» CJ CJ V V V V V V V V CJ CJ CJ V b C3 CJ V V CJ> Ð—> CJ CJ C3 C3 V V V V > CJ CJ V CJ CJ CJ V b CJ CJ v Ñ€ CJ V V CJ C3 CJ NUMBER 2 / AUGUST A DD ) V V V V CI 'Ba Â OCTOBER '00 3 SPLATIN (PAGE 3-44) INJECTABLE; INJECTION /PLÃÃINÃ“AÃâ€ž . . . /BRÃ¯SÃÃ“Lâ€šLÃÃ‰S/BrÅ„/ /IÃ“NG/HL/. /SRNS/VÃÃ„L/ PLATINOL-AQ BRISTOL LABs/B-M 0.5MG/ML CLONIDINE (PAGE 3-45) FILMÂ» CONTROLLED RELEASE; PERCUTANEOUS CATAPRES-TTS-l BOEHRINGER INGELHEIM 2.5MGI CATAPRES-TTS-2 BOEHRINGER INGELHEIM SMGH CATAPRES-TTS-3 BOEHRINGER INGELHEIM 7.5MGl CODEINE PHOSPHATE; PHENYLEPHRINE HYDROCHLORIDEi PROMETHAZINE HYDROCHLORIDE (PAGE 3Â46) Ð—Ð£ÐŸÐ¦Ð ; ORAL FPENEPGAH VC Ð /̃ CODEIHE ÐµÐ  ́NYETH

LABS/AMHO IONGÃSMLSSMG/SHLZG.ZSMGÃSML PRPMETH VC Nl CCDEINE Q_ NATL PHARM MFG/BARRE IOMGÃSMLISMGÃSMLSG.ZSMGÃSMLX Ð CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3Â46) SYRUP; ORAL PHENERGAN N/ CODEINE A_A ÑˆÐ¸Ð½ LABS/*Arno @swzm/_5111 Q_ NATL PHARM MFG/BARRE 10MG/5MLÂ§6.25HG/5HLu CROMOLYN SODIUM (PAGE 3-48) SOLUTION/DROPS; OPHTHALMIC OPTICROM FISONS 42H DE BP BP BP BP SERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52) TABLET; ORAL ENDURONYL ABB0TT LABORATORIES 0.25MG;5MG EHDURONYL FORTE ABBOTT LABORATORIES 0.5MGSSMG METHYCLOTHIAZIDE AND DESERPIDINE BOLAR PHARMACEUTICAL 0.25MGI5MG! 0.5MGÃ¬5MGl Z 2 2 2 18891 18891 18891 08506 88764 08506 88765 18155 12775 12775 88486

88452 



Ob5QI
Â£0989
21990
50529
00529
00529
69929
69029
95929
N
lHNI/SNÂ§2â€™0 XÃ¤1NAS/SQV1 X31NAS
3OITVNOHB
NOIIV1VHNI s1OSOHBV
(Z9-5 39Vd) BDI1OSINÃ‘TJ
OE/B'I Iz NIuISaoi
/PÃ/Ã¤.' I', NIRISHPZÃ/
Iz-1vdo s1aiav1
(eL-E asvd) Ñ‘191ÑÑÑƒ'Ð·NÐ·Ð½Ð½1Ð½1ÑÐ°Ð¾Ð½ ITOIOvuIsa TANINIB
92-05/I.NIinNaO
Ð¼Ð°Ð³Ð½Ð¸Ñ‚Ð°Ð¼
QZÂ'IVCIO SLEI1BVJ.
Iz-Os/I NIinwao
/NÃšIÃIIHP/
Iz-ivao sIaTevI
(e1-E Bova) BIVIBOVIO IOIOONANIB fiOIOvaIsa 1ANINIB
Ð¿Ð°Ð½Ð´Ð° s0IwavNd wnINvnO -Ã®
aIvNIOOnS BNIRVTAXOO
Ã¤Å¯Ã¤Ã® Ð¸Ð·Ð½Ñ MOO/Nou 11ÑÐ²Ð°Ð·Ð¸ 69
NAudvaao
ivao :IaievI
(OL-E Bova) aIvNIOOns BNIÐ˜V1AXOO
nasva ONOOI Ð‘Ð· salaolvaoevi HIINaz Ñ‘?
aIvTOAN BNITOAOAXOO
ivuo s1319v1
nasve SNOOI 53 Ð±?
nasvu Ð²Ñ‹Ð¿; 63 SaIaoIvaOGvi NIINaz Ñ‘?
nssva SNOOI Ð±Ð· IW
nasva'SRos'Ã¶a uavndwadns ÐÐ
nasva BROS Ð±; iv0IInaOvNBvNd dvd Bv
EIVTOAH BNITOAOAXOG
1VHD SB1nSdVO
(04-2 39Vd) HIV1OAH BNI1DAOAXOO
^^^
DDD
<<<
VVV
<
V
110
Â£6199
26499
20988
60Ð¬40
19640
04290
60940
Â£2691
29488
59211
09529
Ð¿ÐÐ˜ÐžÐžÐ‘ XO
ISNOSZ 1VOIInBOVNHVHd 81d XO
HVHIÃ¡1nSIO
1VHO IIBTOVI
(99-i asva) Ã¼Ã¯Ã¤Ã®Ã®Ã¯Ã±Ã®Ã®Ã¼
Nowuai Ð±?
10H NOIdOddTAHlBIO
1VHD SI3TQVI
ROHSZ
(59-5 39Vd) BOIHOTHDOHOAH NOIdOddTAHlBIO
HOMO? Ð˜ÐÐÐ MOO/M00 11BHHBN < 00V <
1AINBO < 00V <
1VHD s131OV1 < 00V <
I1NS/SNOI ÐÐ—ÐÐ MOO/M00 11BHHBH < 00V <
TA1N39 < 00V <
1VHO SdOHAS < 00V <
I1N/SH01 Ð˜Ð—ÐÐ MOO/MOO 11QHUBN < 00V <
1AlNBB < ÐžÐ¡Ð£ â€¹
ÐœÐž11ÐÐ—Ð“Ðœ1 5319Ð£133Ð“Ðœ1 â€¹ 00V <
Ñ†ÐµÐ½Ð¸Ñ‚ ÐÐ—ÐÐ MOG/MOO 1TBHHBN < 00V <
1AINBQ < 00V <
1VHD SS1OSdVD < ÐžÐ¡Ð£ <
(b9-5 BSVd) BOIHO1HOOHOAH QNIHO1DADIO < 00V <
ITHOOI/NSS'QE S3IHOIVHOOV1 LLOBQV
HBNIVLNOD OILSV1d NI ZS'9E BSOHLXBO
NOIlOBFNI SBTOVIOBFNI
(LS-5 39Vd) BSOHLXBO
nÃ¯Ã±Â§7Â§Ã¼szÂ°921nsfsusf aveva/SIN Ð½Ð°Ñ‡Ð½Ð¸ 1IvN v < Ouv <
NvNaaoNIaRoaIxaO /m NIIRONG < Ð¾ÑÑƒ <
TNS/0N52'921R5/0R51 OHNv/Sevi NIaAN i? < ÑÐ¾Ñ‡ <
NvNaaONIaRoaIxan /N NvOaaNaNa < oov <
1vuo :anuAS
(Ls-E Ð·Ð°Ñ‡Ð°Ð»  IOIEOTRSOEOTR
BNIZTNIBNONO IBOINOOBOBOAN NvNaNONIaROuIxaO
nÃ®Ã¼Ã®Ã« Ã®Ã®iÃ±Â00010Ã® I? < Ð°ÑÑƒ â€¹
21R/:svn Ð²Ð¸Ð·â€˜: 63:21â€˜0 Ð·Ð½Ð°Ñ‚Ð½Ñ‹ NOISIANaaOOO â€˜Ð§ â€¹ Ouv <
Ã‘Ã®Ã¬Ã®Ã¶Ã®Ã®Ã®Ã¬ < 00V <
OIHTVHIHdO ISdOHO/NOISNBdSnS
(SS-5 BOVd) HIVd1OS O NIXIHA1Od I31V31OS NIOAHOBN IBNOSVHIBHVXBO
b 99.
83801O0 Â 99. ISnOnV / 2 ÐÐÐ•Ð˜ÐŸÐœ 1N3N31ddnS 3AIIV1OHÃœO / iSIT IOnOOHd SOHO



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '84 - OCTOBER '84 5
FLUOCINOLONE ACETONIDE (PAGE 3Â82)
CREAM; TOPICAL
FLUOCIHOLONE ACETONIDE
el PHARMAFAIR 0.012!
9I 0.0252Ð¿
FLUONID
â€š8 â€žÑ‡Ð¹Ð·Ð³Ð·ÑˆÐ·Ð·Ð·ÑÑÐ²Ð³Ñ‘Ñ‘Ð·7â€šÑŠ 83?â€˜
/_/ ' ' /â€¹ ÐÑ Ã«Ã‰-/Ã®/
OINTMENT; TOPICAL
FLUONID
HERBERT LABS/ALLERGN 0.0251!
/Ãˆ mmm'rmÃŸffÃŸfÃŸnxfs//mÃ«Ã«/
SOLUTION; TOPICAL
FLuoNr0
/Ã©i/ ÃHÃƒRÃÃ–NÃLÃ„BÃ“ RÃ„ÃÃ“ RIES//Ã³5612/
N 88099
N 88506
Ð 87156
/NjÃŸÅ„Ã¤iÃ¡/
/N.BÂ¢434/
87157
N
/N/Â¿Å„Ã¡ÃŸi/
/NfÃ³Å„Ã¡ÃŸÃ¡/
/Å•diÃ±idÃ±Ã©'Ã¤Å•iÅ„ÃºÃ¼Ã¡Å•iÅ„d'Å„Ã³Å„Å„Ã³Å„Ã©Ã'LÃºÅ•Ã©Å•Å„iiÅ•Å„Ã©'HdÅ„Å„Ã³Ã‘Ã‰/(PAGE 3-85)
ÐÐ•ÐÐžÐ¢Ð ÐžÐ 1ÐÐ—; LUTEINIZING HORMONE (PAGE 3-122)
FUROSEMIDE (PAGE 3-86)
TABLET; ORAL
FUROSEHIDE
QQ CORD LABORATORIES SDHGB
LASIX
Ã¨@ HOECHST-ROUSSEL 80MG
GENTAMICIN SULFATE (PAGE 3-86)
OINTMENT; TOPICAL
GEHTAMICIH SULFATE
> Ano > Ã¨; Ð• FouGERA/BYK-GLDN Eg 188 BASE/sun
> An0 > ÐÐ¢ Ñ€Ð½Ð´Ð¿Ð¼Ð´Ð¿Ð²Ñ€Ð¼/Ð²ÑƒÐº-ÐµLÐ²Ð¼ :g 1Ð½Ð² BASE/@Mn
soLuTIoN/0nops; oPHTHALMIC
> ADD > Ð²Ð³Ð½Ð¾Ñ€Ñ‚Ñ…Ñ
> ADD > ÐÐ¢ ALLERGAN Ð Ð½ÐÐ¿Ð¼Ð· Eg Ð·Ð¼Ð· eAsE/MLn
HALCINONIDE (PAGE 3-90)
CREAM; TOPICAL
> 0LT > /HÃLÃ³tÅ„Ã‰Å„Å„/
> Aon > HALoÂ§:Â§
N 18569
N 16275
Ð 62555
Ð 62554
Ð 62052
HEPARIN SODIUM (PAGE 3-91)
INJECTABLE; INJECTABLE
â€º ADD > HEP-FLUSH 10
> A00 > gg LYPHOMED 10 UNITS/ML: Ð  ̧17651
HEPARIN Lock FLUSH
> ADD > gg soLoPAK LABORATORIES 10 uNITs/MLn N 88057
> ADD > 9g 1o UHITs/MLn Ð  ̧88580
> A00 > Â¿g 100 UHITs/MLn Ð  ̧88581
Ð¸ÐµÑ€Ð°Ñ€Ñ…Ð  ̧Ð²ÑÑ‡ÑˆÑƒÑ†
> DLT >/AÅ„ ELKINs-SINN/AHROBINS/Ã©Ã³Â§Ã³Ã³d'ÃºÅ„ifs/Å„Ã±/ /NfijÅ„jj/
> DLT >/__/ /dÃ³QQÅ„c'ÃºrÅ•fsÃ¬Å„Ã/ /Ã‘fÃ¯jÃŸjj/
> DLT > /Ã«Ã¤ÃŸ HNI? /Ã‘L/ /N'Ã¯Å•Å„ÃŸÅ•/
HYDRALAZINE HYDROCHLORIDE (PAGE 3-95)
TABLET; ORAL
HYDRALAZINE HCL
> ADD > ÐµÐµ AMIDE PHARMACEUTICAL ZSMGB Ðœ 88560
> ADD > gg 56H6H Ðœ 88669
Â¿A SUPERPHARH 1Ð¾Ð½ÐµÐ¿ Ð  ̧88787
9A Ð³Ð·Ð½Ð²Ð  ̧Ð  ̧88788
9Ã¨ senÐ²n N 88789
HYDROCHLOROTHIAZIDE; TRIAMTERENE (PAGE 3-98)
> ADD > TABLET; ORAL
> ADD > MAXZIDE
> ADD > MYLAN PHARMS 50MGÂ§75MGI N 19129
HYDROCORTISONE (PAGE 3-100)
POWDER; FOR RX COHPOUNDING
H-CORT 'l
>-DLt_>/Ã©Ã©/ Ã®Ã¬XRÃƒHÃ‰X.LÃÃ‰Ã“ PÃÃ¯ÃºÅ•IÅ•S/iÃ³Ã³Ã¤/ /N.ÃŸ7Â¿34/
> ADD > Â£5 TORCH LABORATORIES 1002 N 87854
HYDROCORTISONE ACETATE (PAGE 3-102)
> DLT > /ÃÅ•RÃ“ Ã¡Ã“ L'Ã¤fÃÃ“ Å•Ã¯Ã¤ÃL/
> DLT > IFD Ð . .
> DLT > /RÂ£EÅ„Ã¡Â¢Ã„RNRÃ¯Â¢K.PHÃRHS/iÅ„/ /N.Â¢6457/
HYDROCORTISONE ÐÐ¡Ð•Ð¢ÐÐ¢Ð•; PRAMOXINE HYDROCHLORIDE (PAGE 3-103)
> ADO > AEROSOL; TOPICAL
> ADD > EPIFOAM
> ADD > REED&CARNRICK PHARMS 12312 N 86457
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55988
00988
25598
25088
16188
06188
91481
91481
91481
98981
98981
98981
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317Ð˜7808830
1780 3131871
(521-5 397d) 31707808d3"
as 0308d30 a
NIV1d L SBHOOHVOS
5008d Ð¸81Ð½ d 18151 i?
991191111
s31911O3Ð³NÑ…
829
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(521-5 33Vd) 301801ÐÐÐž8Ðž ÐÐ BNIVDVAIdBN
531801180911 8819 11
10H 3810183839
1780 s131911
nÃ¤Ã¬Ã® Ã® Ã®

1H/SH01 SAS Ð01170103Ð˜ 11Ðœ1
l1H/SHO1 531801780871 110887

10H 3Ð1018383Ð˜

Ðœ011D3Ð“ Ðœ1 s3187103Ð“ Ð1
Ã¢VV

(221-5 BSVd) 301801Ð3080ÐÐ 3Ð1018383Ð¿

831801780871 A78 Ã?
E NV 0R11
1VO1d01 sOOdNVHS
lÃ® Ã®

ÑÐ¹â€”
E NV (12411
1701d01 sNOI1O1

(9II-i  301d) ÑÐ½ 10Ð¼ 11
0008830 E?
1 L SBNOGNVOS
NOI1OBFNI s318V1O3VNI
n2Ã® 21H/snso'o

(911Â5 397d) 301801ÐD08Ðž ÐÐ 3Ðœ17Ð7Ð1d3Ð˜ 5Ðœ183308000Ð31
Ð¿ Ñ‘Ð¸Ð¾ Ð¾ ÑŒ 91

Ð¿ Ñ‘Ð¿ Ð¿ Ð¾ Ñ 91

nÃ nbÃ²z  0Ñ…11Ñ 91
3110Ð½ 181

ÐŸÐÐ000 91
859111 91
ÐºÐ°Ð½ Ð²Ð°: SNIHBHOS 91
991919899
1780 s131871

(511*5 39Vd) 301801Ð308Ðž ÐÐ 101713871
531801180911 Ava  11
ÃŸ/ / '_/
:www 111281381 /%%/
VV
D
<
V
VA
D
D
<
D
4
V
D
D
4
V
V
49981 N

99529 Ð

09529 Ð
09529 Ðœ
85848 N
65521

/Ð²ÑÑÐ³Ð³Ñ… Ñ‹/
01941
62881
62881
22188
12188
02188
82588
N

l1H2/35V9 0Ð005 03

I1N/SNS 9Ðœ183Ð08
BNÃ€OONBON
NOIIOBFNI $3187103Ð“ Ðœ1

(511-5 397d) 301801ÐO08Ðž ÐÐ 101713871

21Ð5/3578 N91 53
2| â€˜Ã V Ã V

l1H2/35VB SNE L 53 Ð-8/8871 1018188

Ð¥381ÐÐ§Ð¥
NOIIOSFNI $3187103Ð“ Ðœ1
(211-5 397d) 3173108 Ðœ1ÐAÐ˜7Ðœ7Ð¯

Ð¿ Ð½ Ð¼ Ñ…/ÑÐ¸ÑŒÑ'Ð¾  sauva /eau Ð¸81Ð½ d 1118 Na
3111A830 38181Ð½ 13081

Ð½ Ð¼ Ñ…/ÑÐ¸ÑŒÑâ€˜Ð¾  90118318/8871 80389 Na

/ZrÅ•Ã¯Ã//SNIÃ¯Ã¤Ã¤iS/SHYÃINÂ¢#dÃ¤/
aa1auoxnoua
N011v1vHNI :1osoaav

(011-5 397d) 3171A53" 3Ðœ187Ð130$1
RSNOS Â»083u/sav1 538 assu
NIaooNI
111D38 sA801150dd05
Ð¿ Ñ‘Ð½ Ð¾ Ð· @ i

neus:  11Ð·Ñ…1Ð¿ Ð·Ñ1Ð¸81Ð½ Ð° ava  91
Ð½ Ñ… Ð°1Ð½ 1Ð·Ð¸Ð¾ Ð°Ð½ :
1180 s3108d79
(Ð²Ð¾ Ñ‚-2 301d) 91O191999991
59999 91
Ñ†ÐµÐ½ Ð°: gg
nennt vuuvHdI1vx/Ovdaund 91
10H BNIZ AXOBUAH
1780 s131871

(501-5 397d) 301801ÐD08Ðž AÐ BNIZ AXOHOÃ€H
Ñ‰

ISH05 831801780871 73$13Ð0 Ã¤?

301271Ð13Ð013080ÐÐ
1780 s131871

(901-5 39Vd) 301271Ð13Ð˜015080AÐ
9 09.  8380100 Â 08.

180907 /  2 838Ð˜0Ðœ 1Ðœ3Ð˜31dd08 3Ð11710Ð09 /  1811 100008d 9080



DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 2 /  AUGUST â€˜84 Â OCT OBE R '84 7
UE T HYCL OT HIAZ IDÂ§ (PAGE 3-129)
â€˜ T ABL E T; ORAL
HE T HYCL OT HIAZ IUE
CHE L SE A L ABORAT ORIE S 2.5MGH
Ð© "
VÃ¤ IÃ¢
ME T HOT RE XAT E SODIUM (PAGE 3-128)
INJE CT ABL E; INJE CT ION
HE XAT E
> ADD > BRIST OL L ABS/B-M E Q 250MG BASE/VIAL H
MICONAZ OL E NIT RAT E (PAGE 3Â134)
SUPPOSIT ORY; VAGINAL
MONIST AT 3
ORT HO PHARMACE UT ICAL 2OOMGH
MORPHINE SUL FAT E (PAGE 3-135)
INJE CT ABL E; INJE CT ION
DURAMORPH PF
E L KINS-SINN/AHRDBINS 0 .  5MG/ML!!
IMG/ML!
NAFCIL L IN SOOIUM (PAGE 3-135)
INJE CT ABL E; INJE CT ION
NAFCIL
A! BRIST OL L ABS/B-M E Q 106H BASE/VIAL!
NAL L PE N
A2 BE E CHAM L ABS/BE E CHAM E Q lOGM BASE/VIAL
NYST AT IN (PAGE 3-141)
SUSPE NSION; ORAL
NYST AT IN
> ADD > AA BAY L ABORAT ORIE S 1002000 UNIT S/ML H
T ABL E T; ORAL
NYST AT IN
> ADD > QA QUANT UM PHARMICS 5002000 UNIT SH
OXYPHE NBUT AZ ONE (PAGE 3-143)
T ABL E T; ORAL
OXYPHE HBUT AZ ONE
AQ BUL AR PHARMACE UT ICAL 100MB!
T AHDE ARIL
GE IGY/CIBA-GE IGY
VÃ¢
100MB
88750
88726
86358
18888
18565
18565
62527
61999
62512
62525
88599
12562
V
V
V
V
>
V
V
ADD > PE NT AMIOINE ISE T HIONAT E (PAGE 3Â148)

Ð00 > INJE CT ABL E; INJE CT ION
ADD > PE NT AM 300
ADD > L YPHOME D 300MG/VIAL I N
PE NT OXIFYL L INE (PAGE 3-149)
T ABL E T,  CONT ROL L E D RE L E ASE; ORAL
T RE NT AL
HOE CHST-ROUSSE L QOOMGI N
ADD > PIL OCARPINE HYDROCHL ORIDE (PAGE 3-154)
V
V
V
V
V
V
V
V
V
V
V
xÂ»
V
V
3Ã³OGM/PACKE T54.47GM/PACKE T;
10.0BGM/PACKE T ÃˆB.7Ã³GM/PACKE T;
34.066M/PACKE T I N
CJ
CJ
CJ

Ð00 â€º GE L; OPHT HAL MIC
AOD > PIL OPINE HS

ADD > ÐÐšÐ¡Ðž Ð L ABORAT ORIE S QZ N
POL YE T HYL E NE GL YCOL 3350Ã¬Å•POT ASSIUM CHL ORIDE; SODIUM
BICARBONAT E E SODIUM CHL ORIDE Ã¬ SODIUM SUL FAT E (PAGE 3Â155)
PONDE R FOR RE CONST IT UT ION; ORAL
ADD > COL YT E
ADD > E DL AN PRE PARAT IONS 120GM/PACKE T;1.49GM/PACKE T;
ADD > 3.3Ã´GM/PACKE T;2.926M/PACKE T;
ADD > 11.36GM/PACKE T I N
ADD > 227. lGM/PACKE T32. BZ GM/PACKE T S
ADD > 6.3Ã³GM/PACKE T35.536M/PACKE Ti

ADD ) 21. Ð‘Ð‘Ð/Ð ÐÐ¡ÐšÐ•Ð¢;Ð¦ N
>
>
)
>
CJ
CJ

PRE DNISOL ONE ÐÐ¡Ð•Ð¢ÐÐ¢Ð•; SUL FACE T AMIDE SODIUM (PAGE 3-160)

01ÐœÐ¢ÐÐ•ÐœÐ¢; OPHT HAL MIC
PRE DSUL FAIR
> Ann > Â¿r PHARMAFAIR ÐµÐ»ÐºÐ°Ð¼  N

> Ð00 > vAsoc IuIN

> Ð00 > Â¿ I ÑÑÐ¾ Ñ€Ð°Ð¼ /151011 PHARMS o.5/ . : -_9;/ . n N
PRE DNISONE (PAGE 3-161)
T ABL E T; ORAL
PRE DNISONE

> Ð00 > Bx SUPE RPHARM 5MG!! N
> A00 > Ð²Ñ… ÑŽ Ð½ ÐµÑ† N
> ADD > Ð²Ñ… Ð³Ð¾ Ð½ ÐµÑ† N
19264
18631
18796
18983
18983
18983
88052
88791
88865
88866
88867



01691 N Ñ: z saÃ¯aolvuoav1 Ilosav EF
Ð½Ð¾Ð³ :I: NAsaJIT __
69691 N Ð¿Ð¸Ð¾Ñ‚ saruolvaoav1 IloQQv dv
zo: 111 NAscaI1
NoIIQarNI :sTQvIaarNI
(091-5 39Vd) 110 NVBQAOS
LIL88 Ð l1R09/RSSI SBIHO1VHOQV1 AVG Ð§?
aIvNodTns anaaAIsA1od RnÃ¯ucs
1vlaaa â€˜1vao SNoIsNadSns
99L99 N Ð¿1Ð¾Ð°/Ð½Ð°9'Ñ5ÑŒ saÃ¯aolvuoav1 Ava "Ã®
31vnoa1ns 3N38A15A108 Nnzaus __
Laztt N 108/R59'ssb eNÃ¯Tuais/SQvT Ð½Ð¾Ð²Ð°Ñ vv
aIvTvxaAvx
1v1oaa â€˜1ÑƒÐ½Ðµ Ð³Ð°Ð·Ð¾Ð½Ð¾Ð²
(6L1-5 Bava) alvNoaTns aNaaAlsATod unÑ…Ðžos
Â¿9691 N n1u/oaus saÑ…uo1vaoQv1 IIOQQV
aaNlvlNoa O11sv1d NI 31v13v1 unÃ¯uos
NOILOBFNI tÃ¬Ã®QVLDdVNI
(Ð²Ð°Ð³-Ñ asvd) Ã¤lvlavT unÃ¯oos
Â»1QLT N 9Ð¸5Â°Ñ‚ A9139-VQIO/VQI0 < ouv <
.. . . . doos-uuausNvuI < ouv <
/VASAI N/ /5w5:1/ .. /Ð£Ð³1Ð£/. â€¹ 110 â€¹
ÑˆÑ‚Ð°Ð¼Ð¼Ñ‹ â€¹ ÐŸÐ¾ â€¹
snoaNvInaaad sasva1aa oaTToalNoa â€˜N111
(Ð´Ð°Ñ‚-5 asvd) aNINvTodoos
16691 N n201s201 SBIHOIVHOQV1 11099V
Ð¸Ð¾Ð³ II NAsodI1
Â¿6691 N nxsszs saÑ…uo1vuoQv1 I1oaav
zot II NAsodIT
NoIIoarNI :QTavloarNI
(bLT-i Bava) 110 NvaaAos .110 aanoTJavs
55591 N ÑÐ¸Ð¾Ñ‚ slanuoad Ð½Ð°Ñ‡Ð½Ð  ̧VdlSV /ÑÑƒ/â€¹'11Ð¾ â€¹
. . . avdolnA
/mffm/ Ñ‚Ð¸Ñ€Ñƒ /5Ð¨..Ð¨Ð¨ /ÑÑƒ/â€¹ Ð¿Ð¾ â€¹
Ð—Ð Ð.#Ð$#99%$#/ < 110 <
1VHO s1319V1
(511-5 Ð·ÐµÑ‚Ð°) 301801H0080AH BNIHOO1IH
09591 N u1u/9R51
09591 N 1u/suot suoud Ð½Ð°Ñ‡Ð½Ð  ̧vulsv /Â¢y/< 110â€˜<
. HVdOIDA
/Ð¿ÑÐ³ÑÐ³.Ñ‹/ /7Ð½Ð³Ð°Ð½Ñ€Ð³/ / /Ã¬Ã®/< 11Â° <
nau.avrvnp+rÃ¤/ < 110 <
NOIIDBFNI s318Ð£1ÐÐÐ“ Ðœ1
(211-5 39Vd) 301801Ð3080AÐ 3NIHOO1IB
06061 N Ð°Ñ‚Ð¼/3515 SNS? 03 OXV19 < 00V <
OVINVZ < 00V <
NOIIO3FNI s319V1O3FN1 < GOV <
(Ñ‚Ð°Ñ‚-Ñ BSVd) ÑOÑ…Ð¸Ð¾Ñ‡Ð½ÑÐ¾Ð°Ð°Ð¶Ð½ 3NIUIlINVd
/ÃSZÃÅ•fN/ /RHPPT/ SHIHO1vHOQv1 11SMOH /Ã¬Ã®/
RIOS-NIO
1VHO s1319V1
(OLI-5 BSVd) BlvdÃ®nS BNIOINIDE
19588 N l1HS/SNSZ'151NS/SkÃ»Ã® HIVdVHHVHd 97
1Ð¾Ð½ Ð·Ð½Ñ…Ð°Ð°Ð·Ð½Ð°Ð·Ð¾Ð°Ð¿Ð·Ð·Ð° nNv 1ÑÐ½ 3NIUI10Ã¤dIÃ¤l
1V80 SdndAS
(691-5 BSVd)
BOIHOÃ®HOOdOAH 3N10110dd181 iÑOIdOÃ®HDOdOAH ÑNÑ…Ð°OÐ·Ð½Ð°Ð·Ð¾OÐ¿Ð·Ð·Ð°
Â£19L0 N I1VIA/SNOSZ NHOFdn
31Ð£31ÐŸ$ BNIÐ˜VIOdd
NOIIOBFNI s319V1O3FNI
(991-5 39Vd) Ð·Ñ‰ÑƒÐ°Ñ‡Ð¿Ñ 3NINV1Odd
51999 Ð½ nÃ¤Ã¼Ã¤Ã® Nouua1 i? <'Ã¼hÃ¯â€œ<
10H BNBMdAXOAOÃ¤d
1V80 S310SdVD
(L91-5 BSVd) BOIHOÃ®HDOdOAH ÑNBHdAXOdOHd
Â£6598 N l1RS/35V9 SRS 53 631801V809V1 AVB Ð±? â€¹ GOV <
31V1ASIOB Ð·Ð½12Ñ‡Ð°Ð·Ð°Ð°Ð¾Ñ‚Ð½Ð°Ð¾Ð°Ð°
1v80 SdndAS
96598 N l1H/ESV9 ÐµÐ½Ð¾Ñ‚ 53 SBIHOIVHOGV1 AVG _V < 00V <
31V1ASIO! 3NIZV83d801HOOdd < 00? â€¹
1VHO s31V81N30N0O
(991-5 BSVd) 31V1ASIOÂ§ ENIZVHBdBO1HDOHd
8 99.
83901D0 Â 99. 1SOSnV / 2 HBQNON 1N3N31ddnS 3^11V1OHOD / 1SI1 lOnOOHd 90H0



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '84 Â OCTOBER '84
VVV
>
Ð¡
V
CJ
C
V
>
'
CJV
DO
VERAPAMIL HYDROCHLORIO; (PAGE 3-202)
SULEAMETHOXAZOLEÃ® TRIMETHOPRIM (PAGE 3-183)
TABLET; ORAL
SULFAMETHOXAZOLE 8 TRIMETHDPRIM
HEATHER DRUG QOUNGÂ§80HGH
800MGÂ§160MGN
VÃ¤Vb
SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)
INJECTABLE; INJECTION
succINYLcHoLINE cHLoRInL
/Ã©Ã¤/ ÃÃRÃƒÃŸEÃ‘ÃŸLfLÃƒÃ‰Ã«? ÃsdÃ³Å„Ã©lviÃ¡Å„/
C
/Ðµ_/ /..Ð¦!ÐÐÐ•Ð/
TERBUTALINE SULFATE (PAGE 3-187)
AEROSOL; INHALATION
BRETHAIRE
GEIGY/CIBA-GEIGY 0.2MG/INHH
THIORIDAZINE HYDROCHLORIDE (PAGE 3-192)
TABLET; ORAL
THIORIDAZINE HOL
AQ BARR LABORATORIES lSUHGn
> AQ ZOOMGn
TRIAMCINOLONE ACETONIDE (PAGE 3-195)
CREAM; TOPICAL
ARISTOCORT A
> 9I LEDERLE LABS/AM CYAN 0.0252!
> AI 0.12n
> el 0.52Ñ†
OINTMENT; TOPICAL
ARISTOCORT A
> AI LEDERLE LABS/AM CYAN 0.12â€œ
> AI 0.52n
TRIAMCINOLONE ACETONIUE
9I pHARnAnERM/BYK-GLDN 0.0252Ð¿
9I 0.12n
TRYMEx
9I SAVAGE LABS/BYK-GLDN 0.02528
9I o.1zn
TRISULFAPYRIMIDINES (PAGE 3-200)
SUSPENSION; ORAL
Ð½ÑˆÐ¸Ñ‘ â€˜ÑˆÐ¸Ñˆ: .
Ð©Ð—/ ÐŸÐ®Ð•ÐÐ•ÐŸÐ•ÐÐÐ•Ð¥Ð¦
/Ã‰Ã³Ã³Å„Ã©lÃ¡Å„Ã±/
N 18966
N 18946
N 18762
N 88757
N 88758
88818
88819
88820
zzz
88180
88781
88692
88690
zz
88695
88691
2V
ÐœÐ˜Ð”Ð˜Ð˜
â€˜DID 'DID
Ð¨ Ð¨ B7 Ð¨
TABLETP ORAL
GALAN
SEARLE/SEARLE PHARMS 80MB!
120MB!
ISOPTIN
KNOLL PHARMACEUTICAL 80H8
120MB
Ð 18817
M 18817
N 18595
N 18595
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/1Ð /̧5Ð¸Ð¸ÑƒÐ³Ñ‚Ð½Ð³ÑÐ¸Ð¸Ð³Ð³Ñ‚Ð½Ð¸Ð°Ð¸Ð¸Ð³Ð³Ñ‚Ð½Ð¸ÑÐ½ÑÐ³Ð³/ /Ð—ÐÐ™Ðž#Ð”{15ÐœÐ¥Ð J
/99$.Â¢.YÃ¤Â¢
"00.
11:12.
Ñ‘Ð°/
WÃN/ /Ã®ÃH/SNSÃ‰'Ã‰I'H/SNSÃ‰Ã‰I'H/SN '1â€˜/
â€š1â€˜?/Ð1Ð/$ÐÐÐÐ1Ð/5Ð61$1Ð/5Ð15#Ð1ÐÐ£$Ð%$/ /Ã„HÃ±PÃ¤ÃYÃjgXsÃ¤Ã¤gÃ¤Ã¡g/
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(20v asvd)Â¿Â§gÂ£Â§gTEggÂ§gAE Ã®ggÃ«yÃ¬ÃŸÃ¨ Ã‰NEQZTÃ‰EÃˆÃ‰Ã‰ Ã‰Ã‰QEÃ‰QTEQEÃˆQAE(
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10N 1V133dS 338)
(20V 39Vd)
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
On September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of l984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available a list of approved drug
products containing the following information:
l) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;
2) the application number and approval date for each drug product
approved after l981; and
(A)
whether in.vitro and/or in vivo bioequivalence studies are required
for ANDA approval.
The Approved Prescription Drug Products with Therapeutic Equivalence
Evaluations, 5th Edition, (APDP) and its monthly supplements will be used to
satisfy this new requirement.
In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing and approval of a second NDA. Future supplements to the
APDP will contain the information on patent status and exclusivity.
Applications qualifying for periods of exclusivity are:
(l) A new drug application approved between January l, l982,
and September 24, 1984, for a drug product involving an
active ingredient (including any ester or salt of the
active ingredient) which had never been approved in any
other application. Approval of an ANDA or paper NDA for
the same drug may not be made effective for a period of ten
years from the date of the approval of the original '___
application.



(2)
(3)
(4)
(5)
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(including any ester or salt of the active ingredient)
which has never been approved in any other new drug
application. Generally, no subsequent ANDA or paper NDA
for the same drug may be submitted for a period of five
years from the date of approval of the original
application, except that such an application may be
submitted after four years if it contains a certification
that a patent claiming the drug is invalid or will not be
infringed by the product for which approval is sought.
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been sponsored by the applicant and must have been
essential to approval of the application. If these
requirements are met, the approval of a subsequent ANDA or
NDA may not be made effective for the same drug before the
expiration of three years from the date of approval of the
original application.
A supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the firm submitting the supplement. The
approval of a subsequent application for a change approved
in the supplement may not be made effective for three years
from the date of approval of the original supplement.
A new drug application (or supplement to a new drug
application) approved during the period from
January l, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or the change made in a supplement may not be made
effective for twg years from September 24, 1984.



The Act requires approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on an approved NDA will be published in the APDP. Patent information
on unapproved applications or on patents beyond the scope of the Act will not
be published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologicals
Title I of the Act has been interpreted by the Agency not to include
antibiotic and insulin products. Because of this, (l) antibiotic and insulin
products are not considered eligible for exclusivity protection, (2) holders
of approved applications for insulin and antibiotic products need not submit
the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.
However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.
Bioavailability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in Appendix D of the APDP will
enable firms to determine whether in vitro and/or in vivo
bioavailability/bioequivalence study data must be included with their ANDA
submissions.
Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (l) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) those-which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated (the list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated-Tn dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.



Before the passage of the Drug Price Competition and Patent Term Restoration
Act, the Agency approved various drugs with bioavailability/bioequivalence
problems and deferred the in vivo testing requirement for a number of
reasons. The new law requTFes information to show that the proposed ANDA drug
product is bioequivalent to the listed drug. Therefore, new applications for
drugs such as amitriptyline hydrochloride which formerly may have been
approved without an in vivo study now require an in vivo study as a condition
for approval under the new Act.
Topicals
In the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of pre-1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products
initially approved after 1962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be evaluated as therapeutically equivalent.
The new Act requires applicants to demonstrate the bioequivalence of their
topical drug product to the listed drug as one of the requirements for ANDA
approval. This is the same policy that is presently being used in the
"paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-1962 topical
products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT topical products unless a waiver or in vitro alternatives can
be justified by the applicant.
ÐžÐ¢Ð¡ Drug Products Eligible for Abbreviated New Drug Applications
Previous editions of the APDP excluded ÐžÐ¢Ð¡ drug products because the main
purpose of that publication was to provide information to states regarding
FDAs recommendation as to which generic prescription drug products were
acceptable candidates for drug product selection. with the passage of the
Drug Price Competition and Patent Term Restoration Act of 1984, the Agency now
has the responsibility to publish an up-to-date list of all marketed drug
products, ÐžÐ¢Ð¡ Ð°Ð· well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some
drugs for which there are both approved and unapproved OTC drug products in
the market place. This situation occurs as a result of the Agency's current
OTC compliance policy which allows the marketing of various unapproved ÐžÐ¢Ð¡
drug products pending the effective date of the applicable final ÐžÐ¢Ð¡
monograph. The OTC products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing.



NDA's Approved by the Office of Biological Research and Review Not Previously
Published in the APDP
All products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder must submit relevant patent and
exclusivity information as for other NDA drug products. These products will
be listed drugs and ANDA applications may be submitted for marketing of drugs
from this group.
Patent and Exclusivity Information
It was originally planned that Table IV of this supplement to the APDP would
contain patent and exclusivity information. However, many firms
inappropriately submitted to the Agency manufacturing method patent data along
with their product and use patent information. Because the statute does not
require the publication of the manufacturing method patents the Agency is
checking all of the submitted patent data to eliminate the manufacturing
method patents before publishing the patent information. Table IV does
contain the date of approval and application number as required by the Act for
drug product approval.
Firms submitting ANDAs after September 24, 1984, will be permitted to certify
that no patent information has been filed until such time as the Agency
publishes the patent information. Upon the publication of the patent
information the applicant will be required to amend its application with the
appropriate patent certification statement.
FDA plans to publish the submitted product and use patent data in the
November 1984 supplement to the 5th Edition of the APDP.
The exclusivity information is planned for publication in the
December 1984 Supplement.



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine. 



TABLE I.
IN VI VO
LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE
BIOAVAILABILITY ONLY IF PRODUCT FAILS Ð¢Ðž ACHIEVE ADEOUATE DISSOLUTION
ÑŠ.â€˜
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;
CAPSULE OR TABLET; ORAL
I60ÂI65MG; I60ÂI65MG; 5OMG
ACETAMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325M6; 325MG; 5OMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
I60ÂI65MG; I60-I65MG; 5ÐžMG; 4OMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 325MG; 5OMG; 4OMG
ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325; 5OMG
650; 5OMG
ACETAMINOPHEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; Ð‘ÐžÐœÐ¡; 4ÐžÐœÐ¡
650M6; 50MG; 4OMG
AMINOPHYLLINE
TABLET; ORAL
IOOMG
2OOMG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 5OMG
650; 50MG
ASPIRIN; BUTALBITAL, CAFEEINE
CAPSULE OR TABLET; ORAL
325M6; 5OMG; 40MG;
650MG; 5OMG; 4OMG;
ASPIRIN; CAEFEINE; CARISOPRODOL
TABLET; ORAL
I6OMG; 32MG; 200ÐœG
ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE
TABLET; ORAL
I6OMG; 32Ðœ6; 2OOMG; I6MG
ASPIRIN; CARISOPRODOL
TABLET; ORAL
325MG; 2OOMG
ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE
325MG; 2OOMG; IOMG
ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 2OOMG
ASP IR IN; METHOCARBAMOL
TABLET; ORAL
325MG; 2OOMG
CHLOROTHIAZIDE
TABLET; ORAL
250MB
ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL
0.4MG; QOOMG
0.4MG; 400M6
HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL
IOMG
25MG
5ÐžMG
IOOMG



ACTIVE IÐœGREDIEÐœTS(S)
STRENGTH(S)
ACETAMIÐœOPHEÐœ
I20MG
ACETAMIÐœOPHEÐœ
650MG
ACETAMINOPHEÐœ
IZOMG
ACETAMIÐœOPHEÐœ
IZOMG
ACETAMIÐœOPHEN
650MG
ACETAMIÐœOPHEÐœ
650MG
ACETAMIÐœOPHEÐœ
IZOMG
ALUMIÐœUM HYDROXIDE; MAGÐœESIUM
TRISILICATE
SOMG; 20MG
ALUMIÐœUM HYDROXIDE; MAGÐœESIUM
TRISILICATE
IÃ–OMG; 4OMG
BROMPHEÐœIRAMIÐœE MALEATE
BMG
TRADE NAME
(DOSAGE FORM;
ROUTE)
ÐœEOPAP
(SUPPOSITORY;
TYLEÐœOL
(SUPPOSITORY;
TYLEÐœOL
(SUPPOSITORY;
ACEPHEÐœ
(SUPPOSITORY;
ACEPHEÐœ
(SUPPOSITORY;
ACETAMIÐœOPHEN
(SUPPOSITORY;
ACETAMINOPHEN
(SUPPOSITORY;
GAVISCOÐœ
RECTAL)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
(TABLET, CHEWABLE; ORAL)
GAVISCOÐœÂ2
(TABLET, CHEWABLE; ORAL)
DIMETAÐœE
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICAÐœT ÐœAME
WEBCOÐœ PHARMS/ALCON
MCNEIL LABORATORIES
MCÐœEIL LABORATORIES
G AÐœD W LABORATORIES
G AÐœD W LABORATORIES
UPSHER-SMITH LABS
UPSHER-SMITH LABS
MARION LABORATORIES
MARION LABORATORIES
AH ROBIÐœS
ÐœDA f
APPROVAL DATE
I6Â40I
IIÂ07Â68
I7Â756
05-26-76
I7Â756
O5Â26Â76
l8Â060
02-09-78
I8-O6O
02-09-78
18-337
04-22-80
IB-337
09-I2-83
l8Â685
I2Â09Â83
l8Â685
12Â09Â83
I0Â799
06Âl0Â83
I)
TABLE IlÂ» OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED ÐœEW DRUG APPLICATIONS (PAGE



TABLE II. OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED
(PAGE 2)
NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)
STRENGTH(S)
BROMPHENIRAMINE MALEATE
I2MG
CHLORHEXIDINE GLUCONATE
20%
CHLORHEXIDINE GLUCONATE
Oo
CHLORHEXIDINE GLUCONATE
0.5%
CHLORHEXIDINE GLUCONATE
4%
CHLORPHENIRAMINE MALEATE
8MG
CHLORPHENIRAMINE MALEATE
I2MG
CHLORPHENIRAMINE MALEATE
8MG
CHLORPHENIRAMINE MALEATE
I2MG
TRADE NAME
(DOSAGE FORM;
DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)
HIBICLENS ANTIMICROBIAL
SKIN CLEANSER
(SOLUTION; TOPICAL)
HIBITANE
(TINCTURE; TOPICAL)
HIBISTAT
(SOLUTION; TOPICAL)
HIBICLENS
(SPONGE; TOPICAL)
TELDRIN
(CAPSULE, CONTROLLED
RELEASE; ORAL)
TELDRIN
(CAPSULE, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT NAME
AH ROBINS
ICI AMERICAS
ICI AMERICAS
ICI AMERICAS
ICI AMERICAS
MENLEY & JAMES/SKF
MENLEY & JAMES/SKF
SCHERING
SCHERING
NDA Ð–
APPROVAL DATE
IOÂ799
Ðž6-IÐž-83
I7-768
Ðž9-I7-76
I8-Ðž49
I2-I8-78
I8Â3OO
05-23-80
I8-423
08-27-81
17-369
O5ÂIIÂ78
17-369
05-II-78
07-638
!0ÂI8Â78
07-638
10-18-78



28-EI-Ã“ O
287-il
7QÂ7OÂIO
OQO-8l
IQ-IÃ®-EO
1Ã´Ã®-8l
78Â1OÂSO
608Â8I
78Â7IÂSO
9S9Â8I
I8ÂÃ2Â1O
SII-8I
08-70-20
660-8l
31V0 1V^O888V
f V0Ðœ
9ÐœI83Ð0S
Ð˜8VH8 11VMNÐœ38
9NI83Ð0S
SÐ˜8VH8 1V81Ðœ30
9NI83Ð0S
ZO0NVS/S8V1 A3S800
38S/S3Ð˜VÐ“ Y A31Ðœ3Ð˜
3Ð˜VN 1ÐœV0lT88V
(1V8O s3SV3138
0311O81NO0 Â¢.I_318V1)
1V8OXI80
(1V80 s8O8AS)
Ð˜AS8O0
(1V8O s3SV3138
0311O81ÐœO0 â€˜1318V1)
NO13Ð˜I81-8O1H0
(1V80 s3SV3138
0311O81ÐœO0 â€˜Ð·Ñ‡Ð¿Ð·Ð°ÑƒÑâ€º
31V31VÐ˜
3ÐœIwvuIÐœ3H8uoiHo /M
10Ð 3ÐœIÐ˜V10ÐœV80881AÐœ3ÐÐ«
(1V8O s3SV3-I38
0311O81NO0 â€˜1318V1)
NIZVÐ˜30
(1V8O s3SVÃˆI-I38
0311O81NO0 â€˜1318V1)
2Iâ€”0INIÐ˜VI81
(1V8O s3SV3138
0311O8lÐœO0 â€˜ÑÑ‡Ð¿8Ð°Ñ‡Ð¾â€º
0V1ÐœO0
(31OO8 sÐ˜8O3 39VSO0)
3Ð˜VN 30V81
9Ð˜O2I s9H9
3lV310S 3ÐœI803H83O0O3S8
s31V31VÐ  ̃3ÐœIÐ˜V8IÐœ3H8WO88X30
1Ð˜S/10H 9Ð˜Ð'Ð¬Ð¡ 03
s-IMIS/31V31VÐ  ̃9Ð˜? 03
Ð¥38I181108 3ÐœIÐ˜Ð§10ÐœVÑ‘0881AÐœ3Ð8
sX38I1SIÂIO8 3ÐœIÐ˜V8IÐœ3H88O1Ð0
9Ð˜O2I s9H8
31V31DS 3ÐœI803H83O0O3S8
s31V31VÐ  ̃3ÐœIÐ˜V8IN3H88O1Ð0
9Ð˜S1 s9Ð˜8
30I8O1H0O80AH
3NIÐ˜V1ONVHO881AN3H8
s31V31VI/II 3ÐœIÐ˜V8IN3H8801Ð0
9Ð˜S2 s9Ð˜?
3GI801Ð0O80AH
3ÐœIÐ˜V1OÐœV8O881AN3H8
s3lV31VÐ  ̃3ÐœIÐ˜V8IN3H8801H0
9Ð˜S1 s9IAI2I
30I801H0O80AH
3ÐœIÐ˜V1OÐœV8O881AÐœ3H8
s31V31VÐ  ̃3ÐœIÐ˜V8IN3H8801H0
9Ð˜S1 s9Ð˜S
30I8O1Ð0O80AH
3ÐœIÐ˜V1OÐœV8O881AN3H8
s31V31VÐ  ̃3ÐœINV8IÐœ3H8801Ð0
(S)H19Ðœ381S
(8)1Ðœ3I0389NI 3^I10V
(E 39V8) SNO11V0I188V 9080 M3N 03lVÎ 3888V 803 318I9113 S10n0O88 9080 01O 'II 318V1



TABLE 11.
(PAGE 4)
OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXBROMPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
6MG; I2OMG
DEXTROMETHORPHAN RESIN COMPLEX
EO 30M6 HBR/5ML
DIPHENHYDRAMINE HYDROCHLORIDE
I2.5MG/5ML
DOXYLAMINE SUCCINATE
25MG
IBUPROFEN
2OOMG
IBUPROFEN
2OOMG
INSULIN SUSPENSION, ISOPHANE,
BEEF
40 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
BEEF
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
IOO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
DISOPHROL
(TABLET, CONTROLLED
RELEASE; ORAL)
DELSYM
(SUSPENSION, CONTROLLED
RELEASE; ORAL)
BENYLIN
(SYRUP; ORAL)
UNISOM
(TABLET; ORAL)
ADVIL
(TABLET; ORAL)
NUPRIN
(TABLET; ORAL)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN (BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAME
SCHERING
PENNWALT PHARM
PARKE-DAVIS/W-L
PFIZER
WHITEHALL LABS/AMHO
UPJOHN MANUFACTURING
SQUIBB-NOVO
souleeÂwovo
ELI LILLY
LILLY RES LABS DIV
ÐœDA f
APPROVAL DATE
13-483
09-13-82
18-658
10-08-82
06-514
08-07-81
18-066
10-06-78
18-989
05-18-84
I9Â0I2
05-18-84
17-929
02-08-77
17-929
02-08-77
18-781
10-28-82
17-936
02-08-77



11-80-20
226-11
11-80-20
226-11
08-91-10
961-81
18-0Ð¡-10
229-8l
61-90-21
Q7Ã®-SI
08-91-10
#Ã¶l-8I
08Â2IÂ90
617-81
11-80-20
926-11
31V0 1V^0888V
f V0N
A1111 113
A1111 113
8$1080Ðœ
0^ÐžÐœ-881008
A1111 113
881080Ðœ
A1111 113
^I0 88V1 S38 A1111
3Ð˜VÐœ 1ÐœV01188V
(Ðœ01103Ð“ Ðœ1 s3'IBV1031â€˜NI)
(8808-3338)
Ðœ11311 Y 0ÐœIZ â€˜3ÐœIÐ˜V1O88
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ NI)
(8808-3338)
Ðœ11311 Y 0NIZ â€˜3NIÐ˜V1O88
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
(8808)
08V1XIÐ  ̃8$1Ðž80Ðœ Ðœ110SÐœ1
(Ðœ01103Ð“ Ðœ1 sEHBVI03Ð“ ÐœI)
3NVH8V1O88
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ NI)
(8808) 11 Ðœ11311 Ð8Ðœ
(Ðœ01103Ð“ Ðœ1 s3'T8V103Ð“ ÐœI)
8SI080Ðœ
Ð8Ðœ Ðž8V1V108Ðœ1 Ðœ1108Ðœ1
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
II Ðœ11311 Ð8Ðœ
(Ðœ01193Ð“ Ðœ1 s318V103Ð“ ÐœI)
(8808-3338) Ðœ11311 Ð8Ðœ
(31008 sÐ˜80rI 39V800)
3Ð˜VÐœ 30V81
1Ð /̃811Ðœ0 001
8808 0ÐœV 3338 03Ð¥1Ð  ̃â€˜Ðœ1108Ðœ1
s)I8O8 0NV 3338 03Ð¥1Ð  ̃â€˜0NIZ
3Ðœ1Ð˜V1088 â€˜NOISN38SOS Ðœ1108Ðœ1
1Ð /̃811Ðœ0 001
8808 0ÐœV 3338 03Ð¥1Ð  ̃â€˜0NIZ
3ÐœIÐ˜V1O88 â€˜NOISN38SOS Ðœ1108Ðœ1
1Ð /̃811Ðœ0 001
8808 03131808
â€˜Ðœ1108Ðœ1 s>I808 03131808
â€˜3ÐœVÐ8081 â€˜NOISÐœ38SDS Ðœ110SÐœI
1Ð /̃311Ðœ0 001
8808 03131808
'3NVH8OSI â€˜ÐœOISÐœ38S0S Ðœ1108Ðœ1
1Ð /̃811Ðœ0 001
8808 03131808
â€˜3ÐœVÐ8081 â€˜ÐœOISÐœ38SnS Ðœ1108Ðœ1
1Ð /̃811Ðœ0 001
â€š 8808 03131808
â€˜3ÐœVÐ8081 â€˜NOISÐœ38SOS Ðœ1108Ðœ1
1Ð /̃811Ðœ0 001
3338 03131808
â€˜3ÐœVÐ8081 â€˜NOISN38S0S Ðœ110$Ðœ1
1Ð /̃811Ðœ0 001
8808 0NV 3338 03Ð¥1Ð˜
â€˜3ÐœVH8OSI â€˜NOISN38SnS Ðœ1108Ðœ1
(8)Ð19Ðœ3818
(8)1Ðœ310389Ðœ1 3^110V
(S 39V8)
8Ðœ011V01188V 9080 MEN 031V1^3888V 803 31819113 81000088 9080 01O â€˜II 318V1



TABLE 11.
(PAGE 6)
OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)
STRENGTH(S)
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF
40 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF
40 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSION,
BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
100 UNITS/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
PROTAMINE ZINC IÐœSULIÐœ
(INJECTABLE; INJECTIOÐœ)
PROTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)
PROTAMINE ZINC AÐœD
ILETIN II '
(INJECTABLE; INJECTION)
PROTAMINE ZINC AND
ILETIN II(PORK)
(INJECTABLE; INJECTION)
LENTE INSULIN
(INJECTABLE; INJECTIOÐœ)
LENTE INSULIN
(INJECTABLE; INJECTIOÐœ)
MONOTARD HUMAN
(INJECTABLE; INJECTION)
ULTRATARD
(INJECTABLE; INJECTION)
APPLICANT ÐœAME
ER SOUIBB AND SOÐœS
ER SOUIBB AND SONS
ELI LILLY
ELI LILLY
SOUIBB-ÐœOVO
SOUIBB-ÐœOVO
SOUIBB-ÐœOVO
SOUIBB-NOVO
NDA #
APPROVAL DATE
17-928
02-08-77
17-928
02-08-77
18-476
06-12-80
18-346
12-05-79
17-998
02-08-77
17-998
02-08-77
18-777
08-30-83
18-385
03-17-80



â‚¬8ÂOâ‚¬Â80
811-81
08-11-(0
Ð¡ÐÐ¡-81
61-90-21
17S-8I
08-11-Ð¡0
78â‚¬Â8I
08-21-90
Â¿17-81
oe-1llfo
zei-8I
11-80-20
966-11
11-80-20
166-11
31V0 1V^0888V
f V0Ðœ
O^ON-88I0OS
0^0Ðœ-881008
A1111 113
Ðž̂ 0Ðœ-881008
A1111 113
0^0Ðœ-881008
0^0Ðœ-881008
0^0Ðœ-881008
3Ð˜VÐœ 1ÐœV01188V
(Ðœ01103Ð“ Ðœ1 s318V193Ð“ Ðœ1)
NVÐ˜0H 0l8V810V
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
08V1ONOÐ˜
(Ðœ01193Ð“ Ðœ1 s318V103Ð“ ÐœI)
(8808) 11 Ðœ1131I 31Ðœ31
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
Ðž8V1Ðœ31
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
II Ðœ11311 31Ðœ31
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
08V1IÐ˜3S
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ NI)
Ðœ110$Ðœ1 31Ðœ311Ð˜3S
(Ðœ01103Ð“ Ðœ1 s318V103I'ÐœI)
Ðœ110SÐœ1 31Ðœ31V8110
(31008 sÐ˜803 3SVSO0)
3Ð˜VÐœ 30V81
1Ð /̃811Ðœ0 001
ÐœVÐ˜0Ð 0113Ð1ÐœA8018 tNI10SNI
1Ð /̃811Ðœ0 001
8808 03131808
â€˜NOISÐœ38S0S 0NIZ Ðœ110SÐœ1
1Ð /̃811Ðœ0 001
8808 03131808
â€˜NOISÐœ38S0S 0ÐœIZ NI10SNI
1Ð /̃S1IÐœ0 001
8808 0ÐœV 3338 03131808
tNOISÐœEl8S0S 0ÐœIZ ÐœI10SÐœI
1Ð /̃811Ðœ0 001
3338 03131808
'ÐœOISÐœ38S0S 0NIZ Ðœ110$Ðœ1
1Ð /̃811Ðœ0 001
8808 03131808
â€˜18Ð˜088 â€˜NOISN38S0S 0NIZ NI10SNI
1Ð /̃811Ðœ0 001
3338
â€˜18Ð˜088 â€˜ÐœOISN38S0S 0NIZ Ðœ110$Ðœ1
1Ð /̧311Ð¼Ð¿ 00I
3338 oalalan8 â€˜Ð¾ÑÐ¾Ð¼Ñ1Ñ…Ð·
â€˜Nolswaasns 0NIz NlinsNl
(S)Ð19Ðœ381S
(8)1Ðœ310389Ðœ1 31110V
(1 39V8) SÐœ0I1V01188V 9080 M3N 031V1^3888V 803 31819113 81000088 9080 010 â€˜Il 318V1



TABLE II.
(PAGE 8)
OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)
STRENGTH(S)
INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN, PORK
40 UNITS/ML
INSULIN, PORK
100 UNITS/ML
INSULIN, PURIFIED BEEF
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
NONOXYNOLÂ9
IGM
POTASSIUM IODIDE
130M6
POTASSIUM IODIDE
IGM/ML
POTASSIUM IODIDE
IBOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
HUMULIN R
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTIOÐœ)
INSULIN
(INJECTABLE; INJECTION)
REGULAR ILETIN II
(INJECTABLE; INJECTION)
INSULIN NORDISK QUICK
(PORK)
(INJECTABLE;INJECTION)
REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)
ACTRAPID
(INJECTABLE; INJECTION)
TODAY
(SPONGE; VAGINAL)
THYRO-BLOCK
(TABLET; ORAL)
POTASSIUM IODIDE
(SOLUTION; ORAL)
IOSAT
(TABLET; ORAL)
APPLICAÐœT NAME
ELI LILLY
SOUIBB-ÐœOVO
S0UIBB-ÐœOVO
ELI LILLY
NORDISK IÐœSULIN LABS
ELI LILLY
SOUIBB-ÐœOVO
VLI CORPORATIOÐœ
WALLACE LABS/C-W
ROXAÐœE LABORATORIES
ANBEX
NDA f
APPROVAL DATE
18-780
10Â28-82
17-926
02-08-77
17-926
02-08-77
18-478
06-12-80
18-193
01-16-80
18-344
12-05-79
18-381
03-17-80
18-683
04-01-83
18-307
11-09-79
18-551
02-19-82
18-664
10-14-82



â‚¬8Â8IÂ2O
289-81
08-02-01
161-81
58-70-80
GII-88
Ã8ÂO2ÂIO
211-88
78-01-10
#2O-99
Ã®8Â7OÂÃ®O
911-88
28-92-11
9Ð¡6-11
28-92-11
926-11
61-51-10
176-11
31V0 1V^O888V
# V0N
82138/838 Ðœ30 832138
9Ðœ183Ð08
388V8/93Ð  ̃Ð˜8VH8 11VÐœ
1V0VÐ˜8VH8 A808ÐœV0
1V011030VÐ˜8VÐ8 GÐ˜
831801V808V1 AV8
3Ð˜00113Ðœ
3Ð˜00113Ðœ
3Ð˜00113Ðœ
3Ð˜VÐœ
8Ð9008808
8Ð9008808
8Ð9008808
1ÐœV01188V
(1VO1801 sÐ˜V380)
0A8081
(1V80 sasvaiau
daiiou1woo â€˜1aievlI
iowluav
(1V8O s808A8)
0330181
(1V8O s1318V1)
3Ðœ18008181
(1V8O s1318V1)
0008-181
(1V8O s808AS)
S018 ÐœV88311V
(1V8O s1318VJJ
033110V
(1V8O s808AS)
033110V
(1V80 s3SVÃˆI138
0311081Ðœ00 â€˜31088V0)
'V'S 033V008
(31008 sInI80j 39V800)
3Ð˜VÐœ 30V81
il
3102VÐœ00011
9Ð˜021
31V3108 3Ðœ1803Ð83000388
1Ð˜9/9Ð˜52'1 s1Ð˜Q/9Ð˜OE
301801Ð0080AÐ 3Ðœ1011088181
s30I801I-I0O80AH 3Ðœ1803Ð83000388
9Ð˜5'2 s9Ð˜OQ
30180180080AÐ 3Ðœ1011088181
s30I801H0O80AH 3Ðœ1803Ð83000388
9Ð˜9'2 s9Ð˜O9
301801Ð0080AÐ 3Ðœ1011088181
s30I801Ð0O80AH 3Ðœ1803Ð83000388
1Ð˜9/9Ð˜52'1 s1Ð˜S/9HOE
301801Ð0080AÐ 3Ðœ1011088181
s30I801Ð0O80AH 3Ðœ1803Ð83000388
9Ð˜Ð‘'2 s99409
301801Ð0080AÐ 3Ðœ1011088181
s30I8O1Ð0O80AH 3Ðœ1803Ð83000388
189/9Ð˜92'1 s1719/97102
301801Ð0080AÐ 3Ðœ1011088181
230I801Ð0O80AH 3Ðœ1803Ð83000388
9Ð˜021
301801Ð0080AÐ 3Ðœ1803Ð83000388
(8)Ð19Ðœ3818
(8)1Ðœ310389Ðœ1 3^110V
(6 39V8)
9080 M3Ðœ 031V1^3888V 803 31819113 81900088 9080 010 â€˜II 318V1
8Ðœ011V01188V



TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE I)
ACTIVE INGREDIENT(S)
STREÐœGTH(S)
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-I
SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION
ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP
ANT IÅ“AGULANT CI TRATE
PHOSPHATE DEXTROSE SOLUTION
USP
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP
nTRADENAME
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
(DOSAGE FORM; ROUTE)
IÐœJECTIOÐœ)
IÐœJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTIOÐœ)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTIOÐœ)
APPLICAÐœT NAME
CUTTER BIOL/MILES
DELMED
TRAVENOL LABS
TRAVENOL LABS
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
TRAVENOL LABS
CUTTER BIOL/MILES
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
ÐœDA f
APPROVAL DATE
I0ÂI02
12-14-61
11-912
9-2-59
10-855
06-11-59
16-918
3-17-78
80-77
11-6-80
78-519
4-23-80
82-528
11-3-82
77-420
5-12-78
16-527
6-22-70
80-222
8-23-82
16-907
5-15-73
78-1211
6-10-81



81Â1IÂ9
228-11
78-61-01
516-28
28-22-6
916-28
28-91-9
7011-18
28-82-9
2101-18
11-9-21
107-11
31V0 1V^0888V
f V0N
03Ð˜130
8311Ð /̃1018 831100
8311Ð /̃1018 831100
88V1 10Ðœ3^V81
88V1 10Ðœ3^V81
88Ð£1 10Ðœ3^V81
3Ð˜VÐœ 1ÐœV01188V
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
3Ðœ0Ðœ
Ñ‚Ð¾Ñ†ÑÐ·Ð³Ñˆ Ð´Ð°Ñ‡Ð°Ñ…/ÑˆÐ°Ð³Ð ļ)
71318A8
3^I1100Ð£ 130181ÐŸÐœ Ã-SV
(Ðœ01103Ð“ Ðœ1 s318VI03Ð“ NI)
Ð˜31818
3^1110V 1301810Ðœ 2-8V
ÑˆÐ¾Ñ†ÑÑÐ³Ñˆ saim/103ml)
Nol1nios Ðœouv/massed
1130 0321 Ð°Ñ‡Ð¾Ð·Ð°Ñƒ
(Ðœ01103Ð“ Ðœ1 s31BV103Ð“ ÐœI)
3Ðœ0Ðœ
(Ðœ01103Ð“ Ðœ1 s31BV103Ð“ NI)
3Ðœ0Ðœ
(31008 sI/I8O3 39V800)
3Ð˜VÐœ 3Ð¡1Ð£81
880
Ðœ0110108 Ðœ18V83Ð 1NV109V0011ÐœV
1WOOI/WOB8S'O
880 31V8110 Ð˜01008 â€˜1I'IIOOI/IAB
0I'I 8S0 38081Ð¥30 '1Ð˜OOI/MB
OE'O 3Ðœ1Ðœ30V â€˜1Ð˜001/Ð˜Ð
017'0 880 301801Ð0 Ð˜01008
â€˜1Ð˜001/Ð˜9912'0 880 31VÐ880Ð8
Ð˜01008 018V80Ðœ0Ð  ̃â€˜1Ð˜OOI/Ð˜O
270'0 880 010V 018110 :Ã-SV
:H1IM Ðœ0110108 38081Ð¥30 318000
31VÐ880Ð8 31V8110 1ÐœV109V0011ÐœV
1WOOI/MBO8S'O 8Sn 3IV8110 Ð˜ÐŸ1008
â€˜"lwool/wÅ“ Ã¶Ã '̄o asn Ð·Ð·Ð¾ÑˆÑ…ÑÐ¾
â€˜"INOOl/MBLIO'O Ð·ÑˆÐ¼Ð·Ñˆ â€˜wool/m
erro 8sn aqlaoiwo wmoos
â€ ĩwooI/vegez'o asn aIvHasoH8
wnloos olsveld 'iwool/vezv'o
asn ÑˆÐ¾Ñƒ :mulo :z-sv
=Ð½Ñ‹Ð¼ Ð¼Ð¾ÑˆÐ¿Ð¾Ð· ÑÐ·Ð¾ÑˆÑ…ÑÐ¾ aienod
a1vw8sow8 Ð·ÑˆÑ‹ÑŽ Iwvinevool INV
1Ð˜OOI/HD12'O 3Ðœ1Ðœ30V
â€˜1Ð˜OOI/Ð˜9S1'O 8S0 1O1IÐœÐœVÐ˜
â€˜1Ð˜OOI/Ð˜9Ã–'O 8S0 301801Ð0 Ð˜01008
â€˜1Ð˜001/Ð˜92'2 880 38081Ð¥30 31-8V
=Ð11Ðœ 880 Ðœ0110108 38081Ð¥30
31VÐ880Ð8 31V8110 1ÐœV109V0011ÐœV
880 Ðœ0110108 38081Ð¥30
31VÐ880Ð8 31V8110 1ÐœV109V0011ÐœV
880 Ðœ0110108 38081Ð¥30
31VÐ880Ð8 31V8110 1ÐœV109V0011ÐœV
(81Ð19Ðœ3818
(8)1Ðœ3103Ð®Ðœ1 3^110V
(2 39V8) 03Ð811808 A18001^388 10Ðœ Ðœ31^38 0ÐœV Ð08V3838 1V01901018 30 301330
BH1 A8 03^0888V 81V0Ðœ â€˜111 318V1



TABLE 111. NDA'S APPROVED BY THE
OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 3)
ACTIVE INGREDIENT(S)
STRENGTH(S)
ANTICOAGULANT HEPARIN SOLUTION
USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANT I Å“AGULANT SOD IUM C I TRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
DEXTRAN 40, IG%
IOGM/IOOML
DEXTRAN 75, 6%
6GM/IOOML
DEXTRAN 75, 6%
6GM/IOOML
DEXTRAN 4o, los
ÑˆÐµÐ¸/1 ooML
DEXTRAN 70, 6%
6GM/IOOML
DEXTRAN 40, 10%
IOGM/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTIOÐœ)
INJECTION)
INJECTION)
IÐœJECTION)
INJECTION)
INJECTION)
APPLICANT NAME
TRAVENOL LABS
ALPHA THERAPEUTIC
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AMERICAN MCGAW
AMERICAN MCGAW
CUTTER BIOL/MILES
NDA #
APPROVAL DATE
81-1217
5-16-83
81-416
10-12-83
76-305
6-30-78
16-702
12-28-70
78-1214
2-8-80
77-923
1-20-78
16-375
7-25-67
8-819
3-31-53
18-253
2-4-83
I6Â767
4-6-70
9-024
8-18-69
16-653
9-23-69



ACTIVE INGREDIEÐœTS)
STREÐœGTH(S)
DEXTRAÐœ 70,
6GM/IOOML
DEXTRAN 40,
IOGM/IOOML
DEXTRAÐœ 75,
6evI/I ooMI.
DEXTRAÐœ 75,
Ã–GM/IOOML
DEXTRAÐœ I
I5OMG/ML
DEXTRAÐœ 40,
IOGM/IOOML
DEXTRAN 70,
GGM/IOOML
DEXTRAÐœ 40,
IOGM/IOOML
DEXTRAÐœ 75,
Ã´GM/IOOML
DEXTRAÐœ 75.
6%
101
6%
6%
I05(
6%
10%
6%
6%
IÐœVERTED SUGAR 105
6GM/IOOML;IOGM/IOOML
HETASTARCH,
Ã“GM/IOOML
6%
TRADE NAME
(DOSAGE FORM; ROUTE)
NONE
(INJECTABLE;
NOÐœE
(INJECTABLE;
ÐœOÐœE
(IÐœJECTABLE;
NOÐœE
(IÐœJECTABLE;
PROMIT
INJECTION)
INJECTIOÐœ)
INJECTIOÐœ)
IÐœJECTIOÐœ)
(IÐœJECTABLE;INJECTION)
RHEoMAÅ“oof-:XR
(INJECTABLE;
Ð¼ÐÑÐºÐ¾Ð¾Ð•Ñ…Ð²
(INJECTABLE;
ÑÐ²Ð¸Ñ‚Ð°/(Ð¼Ð° 40
â€¹ ÑˆÐµÑÑ‚/(Ð²Ñ‹; ;
@EÐœTR/IÐœR 75
â€¹ I ÑˆÐµÑÑ‚Ð²Ð¸Ðµ;
INJECTIOÐœ)
INJECTION)
IÐœJECTIOÐœ)
INJECTIOÐœ)
6% Ñ‹Ð³Ð¼Ñ‚Ð³Ð¼ÑˆÐº 75 AND
Ð¿Ð¾; TRAVERTR
(IÐœJECTABLE;
HESPAÐœR
â€¹ 1 ÐœJECTABLE;
IÐœJECTIOÐœ)
IÐœJECTIOÐœ)
APPLICAÐœT NAME
CUTTER BIOL/MILES
PHARMACHEM
PHARMACHEM
PHARMACHEM
PHARMAC I A LABS
PHARMACIA LABS
PHARMAC I A LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM CRITICAL CARE
ÐœDA #
APPROVAL DATE
8-716
8-11-69
16-836
11-14-70
8-564
9-19-52
16-759
8-19Â70
83-715
10-30-84
14-716
1-18-67
6-826
6-8-54
16-628
11-4-68
16-607
1-26-70
8-788
2-9-53
16-889
7-17-72
ÐœDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 4)
TABLE 111.



TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 5)
ACTIVE INGREDIENT(S)
STRENGTH(S)
PROPIOLACTONE 99%
99GM/IOOML
UROKINASE
5000 IU/VIAL
UROKIÐœASE
250,000 IU/VIAL
UROKINASE
250,000 IU/VIAL
WMENME
(DOSAGE FORM; ROUTE)
BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)
ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)
ABBOKINASE
(INJECTABLE; INJECTION)
BREOKINASE
(INJECTABLE; INJECTION)
APPL 1 Ð¡ÐÐœÐ¢ NAME
ONEAL JONESÃ¢FELDMAN
ABBOTT LABORATORIES
ABBOTT LABORATORIES
STERLING DRUG
NDA A
APPROVAL DATE
11-657
9-11-59
76-1021
12-15-83
76-1Ðž21
7-31-78
17-873
8-28-79



78-82-60
981-81
78-82-60
981-81
28-71-21
101-81
28-71-21
201-8I
28-10-90
29S-1I
28-10-90
2Q8-1 I
28-22-01
E09-8I
28Â62ÂÃ0
709-81
98-19-â€˜0
671-81
28-61-20
22S-8I
28-E2-Ã“ O
897-81
31V0 1V^0888V
# V0N
831801V808V1 V3813Ð0
831801V808V1 V3813Ð0
9Ðœ183Ð08
9Ðœ183Ð08
9Ðœ183808
9Ðœ183Ð08
3Ð˜00113Ðœ 8Ð9008808
3Ð˜00113Ðœ 8Ð9008808
Ð08V3838-080
88Ð£1 1ÐžÐœ3^V81
9080 9Ðœ118318
3Ð˜VÐœ 1ÐœV0I188V
(1V80 slaiev1)
iowlunaoiiv
(1V80 s1318V1)
1ONI808O11V
(1V01801 sÐ˜V380)
Ð˜830V^
(1V01801 s1Ðœ3Ð˜1Ðœ10)
Ð˜830V^
(1V8Ðž sIB1EIV1)
111Ðœ3^088
(1V8Ðž s131BV1)
111N3^088
(N01103Ð“ Ðœ1 sNOII03Ð“ NI)
XV8I1OZ
(1V01801 sI_N3I'ILLNIO)
XV8IÐOZ
(1V8O s1EJ1EIV1)
1V180Ð111
(1V8Ð1380 sÐœO1101OS)
83Ðœ1V1Ðœ00 0118V18 Ðœ1
192'0 010V 01130V
(1V80 s1318V1)
Ðœ30V1V1
(31008 sI/II8O3 39V800)
Ð—Ð˜VÐœ 30V81
9Ð˜OOÃ
1ONI808O11V
9Ð˜OOI
1ONI808O11V
ZQO'O
31VN01808810 3N08V13Ð˜Ðž101V
%90Â°0
31VÐœ01808810 3Ðœ08V13Ð˜0101V
35V8 9Ð˜7 03
31V3105 10831081V
38V8 9Ð˜2 03
31V3108 1Ðž831081V
1V1Ð/38V8 9Ð˜009 03
Ð˜01008 81101010V
19
81101010V
9Ð˜092
010V 01Ð˜VÐ¥0801Ð0130Ð£
1Ð˜001/9Ð˜092
1V10V19 â€˜010V 01130V
38V8 9Ð˜G2 03 s9Ð˜O9Q
301801Ð00801Ð
3NI002V1N38 sN3HCIONIÐ˜VI30V
(5)Ð19N3818
(5)1N310389N1 31110V
(1 39V8) 78-19-01
â€˜ÐI 318V1
O1 28-1-1 Ð˜083 03^0888V SIV0N



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 2)
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME ÐœDA f
STRENGTH(S) - (DOSAGE NAME; ROUTE) APPROVAL DATE
ALLOPURINOL ALLOPURINOL DANBURY PHARMACAL 18-832
IOOMG (TABLET; ORAL) 09-28-84
ALLOPURINOL ALLOPURINOL DANBURY PHARMACAL 18-877
3OOMG (TABLET; ORAL) 09-28-84
AMINO ACIDS HEPATAMINE 8% AM MCGAW/AM HOSP I8Â676
8% (INJECTABLE; INJECTION) 08-03-82
AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957
8.5% (INJECTABLE; INJECTION) 08-09-82
AMINO ACIDS NOVAMINE I1.4% CUTTER LABS/MILES I7Â957
II.4% (INJECTABLE; INJECTION) 08-09-82
AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493
6.5% (INJECTABLE; INJECTION) 10-15-82
AMINO ACIDS FREAMINE HBC 6.9% AM MCGAW/AM HOSP I6Â822
6.9% (INJECTABLE; INJECTION) 05-17-83
AMINO ACIDS NEOPHAM 6.5% CUTTER-VITRUM I8Â792
6.5% (INJECTABLE; INJECTION) 01-17-84
AMINO ACIDS AMINESS 5.2% ESSENTIAL CUTTER-VITRUM 18-901
5.2% AMINO ACIDS W/ HISTADINE 04-06-84
(INJECTABLE; INJECTION)
AMINO ACIDS AMINOSYN 3.5% IN PLASTIC ABBOTT LABORATORIES 18-804
3.5% CONTAINER 05-15-84
(INJECTABLE; INJECTION)
AMINO ACIDS TROPHAMINE 6% AM MCGAW/AM HOSP 19-018
6% (INJECTABLE; INJECTION) 07-20-84
AMINO ACIDS AMINOSYN 3.5% IN PLASTIC ABBOTT LABORATORIES 18-875
3.51 CONTAINER 08-08-84
(INJECTABLE; INJECTION)



ACTIVE IÐœGREDIEÐœT(S)
STREÐœGTH(S)
AMIÐœO ACIDS
5.55
AMIÐœO ACIDS
8.55
AMIÐœO ACIDS
105
AMIÐœO Aclbs
4%
AMINO ACIDS
4%
AMIÐœO ACIDS; CALCIUM ACETATE;
GLYCERIÐœ; MAGÐœESIUM ACETATE;
PHOSPHORIC ACID;
POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE
35; 26MG/IOOML;
SGM/IOOML; 54MG/IOOML;
4IMG/IO0ML; I49MG/IOOML;
204MG/IOOML; II7MG/IOOML
AMIÐœO ACIDS; DEXTROSE
3.55; 5%
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
TRAVASOL 5.5% W/O
ELECTROLYTES IÐœ PLASTIC
COÐœTAINER
(IÐœJECTABLE; IÐœJECTIOÐœ)
TRAVASOL 8.5% W/O
ELECTROLYTES IN PLASTIC
COÐœTAIÐœER
(IÐœJECTABLE; IÐœJECTION)
TRAVASOL 105 W/O
ELECTROLYTES IN PLASTIC
COÐœTAIÐœER
(IÐœJECTABLE; IÐœJECTIOÐœ)
BRAÐœCHAMIÐœ 4%
(INJECTABLE; IÐœJECTIOÐœ)
BRAÐœCHAMIÐœ 4% IÐœ PLASTIC
CONTAINER
(IÐœJECTABLE; IÐœJECTIOÐœ)
PERIPHRAMIÐœE
(IÐœJECTABLE; IÐœJECTIOÐœ)
AMINOSYÐœ 3.5% W/
DEXTROSE 5% IÐœ
PLASTIC COÐœTAINER
(IÐœJECTABLE; IÐœJECTIOÐœ)
APPLICAÐœT NAME
TRAVEÐœOL LABS
TRAVEÐœOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ÐœDA f
APPROVAL DATE
18-931
08-23-84
18-931
08-23-84
18Â931
08-23-84
18-678
09-28-84
18-684
09-28-84
18-582
05-08-82
19-120
10-11-84
10-31-84 (PAGE 3)
NDA'S APPROVED FROM IÂIÂ82 TO
TABLE IV.



TABLE IV.
10-31-84 (PAGE 4)
NDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)
AMINO Aclos; oExTRosE
5.5%; 25%
AMINO ACIDS; DEXTROSE
4.25%; 25%
AMINO ACIDS;
MAGNESIUM ACETATE;
PHOSPHORIC ACID;
POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2IMG/IOOML;
4OMG/IOOML; I28MG/IOOML;
234MG/IOOML
AMINO ACIDS;
MAGNESIUM ACETATE;
PHOSPHORIC ACID;
POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2IMG/IOOML; 40MG/IOOML;
I28MG/IOOML; 234MG/IOOML
AMINOACETIC ACID
I.5GM/IOOML
AMINOCAPROIC ACID
25OMG/ML
AMINOPHYLLINE
3OOMG/5ML
AMRINONE LACTATE
EO 5MG BASE/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
AMINOSYN 3.5% W/
DEXTROSE 25% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTIOÐœ)
ANINosYN 4.25% W/
DEXTROSE 25% IÐ¼
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M IÐœ
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOACETIC ACID 1.5% IN
PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
AMINOCAPROIC ACID
(INJECTABLE; INJECTION)
SOMOPHYLLIN
(ENEMA; RECTAL)
INOCOR
(INJECTABLE; IÐœJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
ELKINS-SINN/AHROBIÐœS
FISONS
WINTHROP LABS/STERL
ÐœDA f
APPROVAL DATE
19-118
10-11-84
19-119
10-11-84
18-804
05-15-84
18-875
08-08-84
18-522
02-19-82
18-590
10-29-82
I8Â232
04-02-82
18-700
07-31-84



ACTIVE INGREDIEÐœT(S)
STRENGTH(S)
ASPIRIN; CAFFEIÐœE;
DIHYDROCODEINE BITARTRATE
356.4MG; 30MG; I6MG
ASPIRIÐœ; CAFFEIÐœE;
ORPHEÐœADRIÐœE CITRATE
385MG; 30MG; 25MG
ASPIRIÐœ; CAFFEIÐœE;
ORPHEÐœADRIÐœE CITRATE
770MG; 60MG; 50MG
ASPIRIÐœ; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 32MG
ASPIRIÐœ; CAFFEIÐœE;
PROPOXYPHEÐœE HYDROCHLORIDE
389MG; 32.4MG; 65MG
ASPIRIN; CARISOPRODOL
325MG; 200MG
ASPIRIÐœ; CARISOPRODOL;
CODEIÐœE PHOSPHATE
325MG; 200MG; I6MG
ASPIRIÐœ; MEPROBAMATE
325MG; 200MG
ATEÐœOLOL; CHLORTHALIDONE
IOOMG; 25MG
ATEÐœOLOL; CHLORTHALIDOÐœE
50MG; 25MG
ATRACURIUM BESYLATE
IOMG/ML
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
SYÐœALGOS-DC
(CAPSULE; ORAL)
ÐœORGESIC
(TABLET; ORAL)
NORGESIC FORTE
(TABLET; ORAL)
DARVOÐœ COMPOUÐœD
(CAPSULE; ORAL)
DARVOÐœ COMPOUND-65
(CAPSULE; ORAL)
SOMA COMPOUÐœD
(TABLET; ORAL)
SOMA COMPOUÐœD W/ CODEINE
(TABLET; ORAL)
EOUAGESIC
(TABLET; ORAL)
TENORETIC 100
(TABLET; ORAL)
TEÐœORETIC 50
(TABLET; ORAL)
TRACRIUM
(INJECTABLE; INJECTION)
APPLICANT ÐœAME
IVES LABS/AMHO
RIKER LABS/3M
RIKER LABS/3M
ELI LILLY INDSTRS/PR
ELI LILLY INDSTRS/PR
WALLACE PHARMS/C-W
WALLACE PHARMS/C-W
WYETH LABS/AMHO
STUART PHARMS/ICI AM
STUART PHARMS/ICI AM
BURROUGHS WELLCOME
ÐœDA f
APPROVAL DATE
11-483
09-06-83
13-416
10-27-82
13Â416
10-27-82
10-996
03-08-83
10-996
03-08-83
12-365
07-11-83
12-366
07-11-83
11-702
12-29-83
18-760
06-08-84
18-760
06-08-84
18-831
11-23-83
10-31-84 (PAGE 5)
ÐœDA'S APPROVED FROM 1-1-82 TO
TABLE IV.



TABLE IV.
10-31-84 (PAGE 6)
NDA'S APPROVED FROM IÂIÂ82 Ð¢0
ACTIVE INGREDIENT(S)
STRENGTH(S)
AZATADINE MALEATE;
PSEUDOEPHEDRINE SULFATE
IMG; I20MG
BACLOFEN
20MG
BENDROFLUMETHIAZIDE; NADOLOL
5MG; 40MG
BENDROFLUMETHIAZIDE; NADOLOL
5MG; 8OMG
BENTIROMIDE
500MG/7.5ML
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
Eo 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE
BETAMETHASONE DIPROPIOÐœATE;
CLOTRIMAZOLE
EO 0.05% BASE; I%
TRADE NAME
(DOSAGE FORM; ROUTE)
TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)
LIORESAL DS
(TABLET; ORAL)
CORZIDE
(TABLET; ORAL)
CORZIDE
(TABLET; ORAL)
CHYMEX
(SOLUTION; ORAL)
DIPROLENE
(OINTMEÐœT; TOPICAL)
BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)
BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)
ALPHATREX
(CREAM; TOPICAL)
BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)
BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)
ALPHATREX
(OINTMENT; TOPICAL)
LOTRISONE
(CREAM; TOPICAL)
APPLICAÐœT NAME
SCHERING
GEIGY/CIBA-GEIGY
ER SOUIBB AÐœD SONS
ER SOUIBB AÐœD SONS
ADRIA LABORATORIES
SCHERIÐœG
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDÐœ
SAVAGE LABS/BYK-GLDÐœ
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDÐœ
SCHERIÐœG
ÐœDA Ð–
APPROVAL DATE
I8Â506
03-23-82
17-851
01-20-82
I8Â647
05-25-83
I8Â647
05-25-83
18-366
12-29-83
18-741
07-27-83
19-136
06-26-84
19-137
06-26-84
19-138
06-26-84
19-140
09-04-84
19-141
09-04-84
19-143
09-04-84
18-827
07-10-84



ACTIVE INGREDIENT(S)
STRENGTH(S)
BETAMETHASONE
EO 0.I% BASE
BETAMETHASONE
EO 0.I% BASE
BETAMETHASONE
EO O.I% BASE
BETAMETHASONE
EO 0.I% BASE
BETAMETHASONE
EO 0.I% BASE
BETAMETHASONE
EO O.l% BASE
BETAMETHASONE
EO 0.1% BASE
BETAMETHASONE
Ð•Q O.I% BASE
BETAMETHASONE
EO O.I% BASE
BETAMETHASONE
EQ O.I% BASE
BETAMETHASONE
EO O.I% BASE
BROMOCRIPTINE
Ð•Q 5MG BASE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
VALERATE
MESYLATE
TRADE NAME
(DOSAGE FORM; ROUTE)
BETA-VAL
(CREAM; TOPICAL)
BETADERM
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETATREX
(CREAM; TOPICAL)
BETATREX
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOP ICAL.)
BETAMETHASONE VALERATE
(0INTMENT; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
BETATREX
(LOTION; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
PARLODEL
(CAPSULE; ORAL)
APPLICANT NAME
LEMMON
TJ ROACO
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
SANDOZ PHARMS/SANDOZ
NDA #
APPROVAL DATE
18-642
03-24-83
18-839
06-30-83
18-860
08-31-83
18-861
08-31-83
18-862
08-31-83
18-863
08-31-83
18-864
08-31-83
18-865
08-31-83
18-866
08-31-83
18-867
08-31-83
18-870
08-31-83
17-962
03-01-82
10Â31-84 (PAGE 7)
NDA'S APPROVED FROM 1-1-82 TO



TABLE IV.
10-31-84 (PAGE 8)
NDA'S APPROVED FROM
1-1-82 T0
ACTIVE INGREDIENT(S)
STRENGTH(S)
BROMODIPHENHYDRAMINE
HYDROCHLORIDE;
CODEINE PHOSPHATE
I2.5MG/5ML; l0MG/5ML
BROMPHENIRAMINE MALEATE;
CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
2MG/5ML; I0MG/5ML;
I2.5MG/5ML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; IOMG/5ML; 30MG/5ML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; IOMG/5ML; 30MG/5ML
BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
4MG/5ML; 25MG/5ML
BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
I2MG; 75MG
BUMETANIDE
IMG
BUMETANIDE
O.5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
AMBENYL
(SYRUP; ORAL)
DIMETANE-DC
(SYRUP; ORAL)
DIMETANE-DX
(SYRUP; ORAL)
DIMETANE-DX
(SYRUP; ORAL)
ELIXIR DIMETAPP
(ELIXIR; ORAL)
DIMETAPP
(TABLET, CONTROLLED
RELEASE; ORAL)
BUMEX
(TABLET; ORAL)
BUMEX
(TABLET; ORAL)
APPLICAÐœT NAME
MARION LABORATORIES
AH ROBINS
AH ROBINS
AH ROBINS
AH ROBINS
AH ROBINS
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
ÐœDA f
APPROVAL DATE
09-319
01-10-84
11-694
03-29-84
IIÂ694
03-29-84
19-279
08-24-84
13-087
03-29-84
12-436
04-02-84
18-225
02-28-83
18-225
02-28-83



98-92-80
108-8I
{8-11-10
692-81
28-20Â60
POÃ-BI
Ã8Â20Â60
709-81
78-70-90
269-81
98-82-20
922-81
31V0 1V^0888V
f V0Ðœ
8SOH Ð˜V/ÐœV90Ð  ̃Ð˜V
8SOH Ð˜V/MV90Ð  ̃Ð˜V
80088 Ð˜8VH8 V81SV
80088 Ð˜8VH8 V818V
9Ðœ118318/88V1 Ðœ0388
3Ð008 V1ÂNÐœVÐ˜33OH
3Ð˜VÐœ 1ÐœV01188V
(1V3Ðœ011838V81Ðœ1 sNO1101OS)
83Ðœ1V1Ðœ00 0118V18
. Ðœ1 ÃOE 38081Ð¥30
/Ðœ 31V81Ðœ30Ðœ00 31A1V10
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
83Ðœ1V1Ðœ00 0118V18 Ðœ1
39 3$081Ð¥30 /Ðœ 3 31A1081
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ Ðœ1)
3Ðœ1V0808Ðœ38
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
3Ðœ1V0808Ðœ38
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
1VÐœ188 3Ðœ1V08VÐ˜
(Ðœ01103Ð“ Ðœ1 s318Vl0ÃˆIÐ“ ÐœI)
Ð¥3Ð˜08
(31008 sÐ˜803 39VSO0)
3Ð˜VÐœ 30V81
1Ð˜001/Ð˜99'6
s1Ð˜001/Ð˜92'6 s1Ð˜OOI/9Ð˜OO2
s1IAIOOI/IAI9OS s1Ð˜OOI/9Ð˜OIS
301801Ð0 Ð˜01008
s31V130V Ð˜0I0OS
s30I8O1Ð0 Ð˜0IS3Ðœ9VÐ˜
s3SO8lX30 s30I801H0 Ð˜0I01V0
1Ð˜001/9Ð˜71
s1Ð˜001/9Ð˜009 s1InIOOI/9Ð˜O7Q
s1Ð˜OOI/9IAI71 s1Ð˜OOI/9Ð˜OE
s'llnIOOI/I'I9S s1IAIOOI/9Ð '̃VE
31V8110 Ð˜0I0OS
s3018Ðž1Ð0 Ð˜01008
sELLVI30V Ð˜0I0OS
s30I801Ð0 Ð˜0lSSV1O8
s30I801Ð0 Ð˜0IS3Ðœ9VÐ˜
s3SO8lX30 s30I801H0 Ð˜0I01V0
1Ð /̃9Ð˜IÃ“ OO'O s%91'0
31V818V118 3Ðœ18Ð83Ðœ183
s30I801Ð0O80AH 3Ðœ1V0V^1808
1Ð /̃9Ð˜1600'0 s%9â€˜O
31V818V118 3Ðœ18Ð83Ðœ183
s30I801Ð0O80AH 3Ðœ1V0V^1808
192'8 s191'0
38081Ð¥30
s30I801Ð0O80AH 3Ðœ1V0V^1808
1Ð /̃9Ð˜92'0
301ÐœV13Ð˜08
(8)Ð19Ðœ3818
(8)1Ðœ310389Ðœ1 Ð—^110V
(6 39V8) 78-19-01
'^I 318V1
O1 28-1-1 Ð˜O83 03^O888V SIV0Ðœ



TABLE IV.
10-31-84 (PAGE I0)
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž
ACTIVE INGREDIENT(S)
STRENGTH(S)
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE
5IOMG/IOOML; 50GM/IOOML;
2OOMG/IOOML; 9.2GM/IOOML;
9.6GM/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE
5IOMG/IOOML; BOGM/IOOML;
2OOMG/IOOML; 9.4GM/IOOML;
IIGM/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE
5IOMG/IOOML; 5OGM/IOOML;
2OOMG/IOOML; 9.4GM/IOOML;
IIGM/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/IOOML; I.5GM/IOOML;
5.08MG/IOOML; 538MG/IOOML;
448MG/IOOML
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
DIALYTE CONCENTRATE W/
DEXTROSE 50% IÐœ
PLASTIC CONTAINER
(SOLUTIOÐœ; INTRAPERITONEAL)
DIALYTE CONCENTRATE W/
DEXTROSE 30% IN
PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE CONCENTRATE W/
DEXTROSE 50% IN
PLASTIC CONTAINER
(SOLUTION; INTRAPERITOÐœEAL)
INPERSOL-LM W/ DEXTROSE
I.5% IN PLASTIC coNTAlNER
(SOLUTION; INTRAPERITOÐœEAL)
APPLICANT NAME
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
NDA ÃŸ
APPROVAL DATE
I8Â807
08-26-83
18-807
08-26-83
18-807
08-26-83
18-379
07Â07Â82



78-02-10
968-81
98-10-20
999-81
28-20-11
097-81
28-10-10
619-81
28-10-10
619-81
31V0 1V^O888V
Ã V0N
831801V808V1 11088V
88V1 10Ðœ3^V81
880Ð Ð˜V/MV90Ð  ̃Ð˜V
831801V808V1 11088V
831801V808V1 11088V
3Ð˜VÐœ 1ÐœV01188V
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ Ðœ1)
83Ðœ1V1Ðœ00 0118V18
Ðœ1 831A10810313 Ðœ81
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
83Ðœ1V1Ðœ00 0118V18 Ðœ1
81839Ðœ18 0ÐœV fg 38081Ð¥30
(1V3Ðœ011838V81Ðœ1 sÐœO1101OS)
83Ðœ1V1Ðœ00 0118V18 Ðœ1
39'2 38081Ð¥30 /Ðœ 31A1V10
(1V3Ðœ011838V81Ðœ1 sÐœO1101OS)
83Ðœ1V1Ðœ00 0118V18 Ðœ1 592'7
38081Ð¥30 /Ðœ Ð˜1-108838Ðœ1
(1V3Ðœ011838V81Ðœ1 sÐœOl101OS)
83Ðœ1V1Ðœ00 0118V18 Ðœ1 19'2
38081Ð¥30 /Ðœ Ð˜1-108838Ðœ1
(31008.sÐ˜803 39V800)
3Ð˜VÐœ 30V81
1Ð /̃9Ð˜1'91
s1VI/9IAII2I s1Ð /̃9Ð˜9'71
s1Ð /̃9Ð˜7'92 s1Ð /̃9Ð˜9'91
301801Ð0 Ð˜0I0OS
sÃ‰I1VI308 Ð˜0I0OS
s30I801H0 Ð˜0ISSV1O8
s30I8O1H0 Ð˜0183Ðœ9VÐ˜
sB0I801Ð0 Ð˜0I01V0
1Ð˜001/9Ð˜098 s1Ð001/9Ð˜0E
s1Ð˜OOI/Ð˜9S s1InIOOI/9Ð˜EE
301801Ð0 Ð˜0I0OS
s30I801Ð0 Ð˜0ISSÐ£1O8
s38081Ð¥30 s30I801Ð0 Ð˜0I01V0
1Ð˜OOI/9Ð˜OÃ“ E
s1Ð˜OOI/9Ð˜O9S s1Ð˜OOI/9Ð˜SI
s1Ð˜OOI/Ð˜SQ'2 s1Ð˜OOI/9Ð˜Q2
31V10V1 Ð˜01008
s30I801H0 Ð˜0I0OS
s30I8O1Ð0 Ð˜0183Ðœ9VÐ˜
s3SO81X30 s30I801Ð0 Ð˜0I01V0
1Ð˜001/9Ð˜877
s1Ð001/9Ð˜899 s1Ð˜001/9Ð˜80'9
s1Ð˜OOl/Ð˜9S2'7 s1Ð˜OOI/9Ð˜1'S2
31V1081 Ð˜0100$
s30I8O1H0 Ð˜0I0OS
s30I801Ð0 Ð˜0IS3Ðœ9VÐ˜
s3SO81X30 s30I801H0 Ð˜0I01V0
iwool/owevv
fiwooI/oweÃs siwool/eweo'g
siwooI/wo9'z siwool/ow1'gz
31V10V1 wnloos
saoluoiuo wnloos
saoluoiwo wnlsaNovw
sasou1Ñ…aa fadluoiuo wnloivo
(8)Ð19Ðœ3818
(8)1Ðœ310389Ðœ1 3^110V
(11 39V8) 78-19-01
â€˜ÐI 318V1
01 28-1-1 Ð˜083 03^0888V 81V0Ðœ



TABLE IV.
TO 10-31-84 (PAGE 12)
NDA'S APPROVED FROM 1-1-82
ACTIVE INGREDIENT(S)
STRENGTH(S)
CALCIUM CHLORIDE;
MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE;
SODIUM CITRATE
35MG/IOOML; 3OMG/IOOML;
74MG/IOOML; 640MG/IOOML;
500MG/IO0ML; 74MG/IOOML
CALCIUM CHLORIDE;
MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE
I7.6MG/IOOML; 325.3MG/IOOML;
II9.3MG/IOOML; 643MG/IOOML
CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE
20MG/IOOML; 30MG/IOOML;
38OMG/IOOML; 600MG/IOOML
CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/IOOML; 3OMG/IOOML;
860MG/IOOML
CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/IOOML; 30MG/IOOML;
860MG/IOOML
TRADE NAME
(DOSAGE FORM;
ROUTE)
ISOLYTE E IN
CONTAINER
(INJECTABLE;
PLEGISOL IN P
CONTAINER
PLASTIC
INJECTION)
LASTIC
(SOLUTION; PERFUSION,
CARDIAC)
ACETATED RINGER'S IN
PLASTIC CONTAINER
(INJECTABLE;
INJECTION)
RINGER'S IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
RINGER'S IN PLASTIC
CONTAINER
(INJECTABLE;
INJECTION)
APPLICAÐœT NAME
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
AM MCGAW/AM HOSP
ÐœDA f
APPROVAL DATE
I8Â899
10-31-83
18-608
02-26-82
18-725
11-29-82
18-495
02Â19Â82
18-721
11-09-82



28-82-21
1S1-8I
78-21-01
601-81
78-21-01
601-81
78-21-01
GO1-8I
78-90-70
126-81
28-12-21
189-81
28-61-20
767-81
{8-10-20
879-81
31Ð£0 1V^Ðž888V
f V0N
1V0VÐ˜88H8 NOISSIÐ˜
SÐœOS 0ÐœV 881008 83
SÐœOS 0ÐœV 881008 83
SÐœOS 0ÐœV 881008 83
88V1 10Ðœ3^V81
880Ð Ð˜V/ÐœV90Ð  ̃Ð˜V
88V1 10Ðœ3^V81
88V1 10Ðœ3^V81
3Ð˜VÐœ 1NV01188V
(1V80 s830MO8)
0Ðœ18101V0
(1V80 s1318VJ.)
92/09 301208V0
(1V8O s1318V1)
91/09 301208V0
(1V8O s1318V1)
91/S2 301208V0
(Ðœ011V91881 sÐœ0I.I.O1OS)
83Ðœ1V1Ðœ00 0118V18
Ðœ1 8I839Ðœ18 031V10V1
\
(Ðœol1vsluul Eueainnos)
aaÐœlvlÐœoo olIsvia
Ðœl s.aaoÐœIu oaiviovi
/
.`\\
*_*
(ÐœOI1V9I88I sÐœOI101OS)
83Ðœ1V1Ðœ00 0115V18
Ðœl SI839NI8 031V10V1
(Ðœ01103Ð“ Ðœ1 lS18V103Ð“ ÐœI)
83Ðœ1V1Ðœ00 0118V18
Ðœ1 Ðœ01103Ð“ Ðœ1 8839Ðœ18
(31008 sÐ˜8O3 39VSO0)
3Ð˜VÐœ 30V81
1380V8/Ð99'2
31VÐ8SOÐ8 N0I0OS 380101130
9Ð˜92 s9Ð˜OS
3012V1Ð10801Ð0080AÐ s1I88O18V0
9Ð˜SI s9Ð09
3012V1Ð10801Ð0080AÐ s1I88OI8V0
9Ð˜91 s9Ð˜92
3012V1Ð10801Ð0080AÐ s1I88O18V0
1Ð˜OOI/9Ð˜OIS sTwOOI/9Ð˜OOQ
fiwooI/9wof siwooI/owoz
a1viovi wnloos
s30I8O1Ð0 Ð˜0I0OS
saoluoiwo wnlssv1o8
saaluo-IH0 wnlo'ivo
1Ð˜OOI/9Ð˜OIE s1Ð001/9Ð˜009
s1NOOI/9Ð˜OE s1Ð˜OOI/9IAIOZ
31V10V1 Ð˜0IOOS
s30I801H0 Ð˜0I0OS
s30I801Ð0 H0ISSV1O8
:30I8O1H0 Ð˜0I01VO
1HOOI/SÐ˜OIE z1Ð˜OOI/SHOO9
s1Ð˜001/9Ð˜02 s1Ð˜OOI/9IAIO2
31V10V1 Ð˜0I0OS
s30180180 Ð˜01008
s301801Ð0 Ð˜0ISSV1O8
s30I8O1Ð0 Ð˜0I0180
1WOOI/9HO98
s1Ð˜OOI/9Ð˜OE s1HOOI/9WEE
301801Ð0 H0I0OS
s30I8O1Ð0 Ð˜018SV108
s30I8O1Ð0 Ð˜0IO1VO
(8)Ð19Ðœ3818
(8)1Ðœ310389Ðœ1 3^110V
(El 39V8) 78-19-01
â€˜̂ I 31B81
01 28-1-1
Ð˜O83 03^O888V SIV0Ðœ



TABLE IV.
10-31-84 (PAGE 14)
NDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)
CHENODIOL
250MG
CHLORDIAZEPOXIDE
30MG
CHLORTHALIDONE;
CLONIDINE HYDROCHLORIDE
I5MG; 0.3MG
CHYMOPAPAIN
I0,000 UNITS/VIAL
CHYMOPAPAIN
I2,500 UNITS/VIAL
CHYMOPAPAIN
4,000 UNITS/VIAL
clcLoPlRox oLAMINE
1%
CIMETIDINE
4OOMG
CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/IOOML; 380MG/IOOML;
430MG/IOOML
CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/IOOML; 380MG/IOOML;
430MG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
CHENIX
(TABLET; ORAL)
LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
COMBIPRES
(TABLET; ORAL)
CHYMODIACTIN
(INJECTABLE; INJECTION)
DISCASE
(INJECTABLE; INJECTIOÐœ)
CHYMODIACTIN
(INJECTABLE; INJECTION)
LOPROX
(CREAM; TOPICAL)
TAGAMET
(TABLET; ORAL)
IRRIGATING SOLUTIOÐœ G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
UROLOGIC G IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATIOÐœ)
APPLICAÐœT NAME
ROWELL LABORATORIES
HOFFMAÐœÐœ-LA ROCHE
BOEHRIÐœGER IÐœGELHEIM
SMITH LABORATORIES
TRAVENOL LABS
SMITH LABORATORIES
HOECHST-ROUSSEL
SK&F LAB
TRAVENOL LABS
ABBOTT LABORATORIES
ÐœDA f
APPROVAL DATE
18-513
07-28-83
17-813
09-12-83
17-503
04-10-84
18-66;
11-10-82
18-625
01-18-84
18-663
08-21384
18-748
12-30-82
17-920
12-14-83
18-519
06-22-82
18-904
05-27-83



ACTIVE IÐœGREDIEÐœT(S)
STREÐœGTH(S)
CLEMASTIÐœE FUMARATE;
PHEÐœYLPROPAÐœOLAMIÐœE
HYDROCHLORIDE
EO IMG BASE; 75MG
CLOMIPHEÐœE CITRATE
50MG
CLOÐœIDIÐœE
2.5MG
CLOÐœIDINE
5MG
CLONIDIÐœE
7.5MG
CLOTRIMAZOLE
IOMG
CLOTRIMAZOLE
I%
CODEIÐœE PHOSPHATE;
PHEÐœYLEPHRIÐœE HYDROCHLORIDE;
PROMETHAZIÐœE HYDROCHLORIDE
IOMG/5ML; 5MG/5ML; 6.25MG/5ML
CODEIÐœE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
IOMG/5ML; 6.25MG/5ML
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
TAVIST D
(TABLET, COÐœTROLLED
RELEASE; ORAL)
CLOMIPHEÐœE CITRATE
(TABLET; ORAL)
CATAPRES-TTS-I
(FILM, COÐœTROLLED
RELEASE; PERCUTANEOUS)
CATAPRESÂTTSÂ2
(FILM, COÐœTROLLED
RELEASE; PERCUTAÐœEOUS)
CATAPRES-TTS-3
(FILM, CONTROLLED
RELEASE; PERCUTAÐœEOUS)
MYCELEX
(TROCHE/LOZEÐœGE; ORAL)
LOTRIMIÐœ
(LOTIOÐœ; TOPICAL)
PHENERGAÐœ VC W/ CODEIÐœE
(SYRUP; ORAL)
PHENERGAÐœ W/ CODEIÐœE
(SYRUP; ORAL)
APPLICANT NAME
DORSEY LABS/SANDOZ
PLAÐœTEX/IKAPHARM
BOEHRIÐœGER IÐœGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
MILES PHARMS/MILES
SCHERIÐœG
WYETH LABS/AMHO
WYETH LABS/AMHO
NDA #
APPROVAL DATE
I8Â298
I2ÂI5Â82
18-361
03-22-82
18-891
10-10-84
18-891
10-10-84
18-891
10-10-84
18-713
06-17-83
18-813
02-17-84
08-306
04-02-84
08-306
04-02-84
10-31-84 (PAGE I5)
ÐœDA'S APPROVED FROM 1-1-82 TO
TABLE IV.



TABLE IV.
I0Â3IÂ84 (PAGE I6)
ÐœDA'S APPROVED FROM 1-1-82
TO
ACTIVE INGREDIEÐœT(S)
STRENGTH(S)
CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
IOMG/5ML; 3OMG/5ML; I.25MG/5ML
CROMOLYN SODIUM
IOMG/ML
CROMOLYN sooluM
4%
CROMOLYÐœ sooluM
4%
CYCLOPHOSPHAMIDE
IGM/VIAL
CYCLOPHOSPHAMIDE
ZGM/VIAL
DESIPRAMIÐœE HYDROCHLORIDE
IOMG
DESMOPRESSIÐœ ACETATE
0.004MG/ML
DEsoxlMETAsoNE
0.05%
DESOXIMETASONE
0.25%
DEXAMETHASONE
6MG
DEXTROMETHORPHAÐœ HYDROBROMIDE;
PROMETHAZINE HYDROCHLORIDE
I5MG/5ML; 6.25MG/5ML
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
ACTIFED W/ CODEIÐœE
(SYRUP; ORAL)
IÐœTAL
(SOLUTIOÐœ; INHALATION)
ÐœASALCROM
(SOLUTION; NASAL)
OPTICROM
(SOLUTIOÐœ; OPTHALMIC)
CYTOXAN
(INJECTABLE; INJECTION)
CYTOXAN
(INJECTABLE; INJECTION)
NORPRAMIÐœ
(TABLET; ORAL)
DDAVP
(INJECTABLE; INJECTION)
TOPICORT
(GEL; TOPICAL)
TOPICORT
(OINTMEÐœT; TOPICAL)
DECADRON
(TABLET; ORAL)
PHEÐœERGAÐœ W/
DEXTROMETHORPHAN
(SYRUP; ORAL)
APPLICANT NAME
BURROUGHS WELLCOME
FISONS
FISONS
FISONS
MEAD JOHNSON/B-M
MEAD JOHNSOÐœ/B-M
MERRELL DOW/DOW CHEM
ARMOUR PHARM
HOECHST-ROUSSEL
HOECHST-ROUSSEL
MS&D/MERCK
WYETH LABS/AMHO
ÐœDA #
APPROVAL DATE
12-575
04-04-84
18-596
05-28-82
18-306
03-18-83
18-155
10-03-84
12-142
08-30-82
12-142
08-30-82
14-399
02-11-82
18-938
03-30-84
18-586
03-29-82
18-763
10-03-83
11-664
07-30-82
11-265
04-02-84



ACTIvE INGREDIENT(S) TRADE NAME APPLICAÐœT NAME ÐœDA f .Q//f'
sTRENGTH<S> (DOSAGE FORM; ROUTE) APPROVAL DATE
DExTRosE DExTRosE 70% IÐœ PLASTIC ABBOTT LABORATORIES 18-561
ToGM/IooML CONTAINER 03-23-82
(IÐœJECTABLE; IÐœJECTIOÐœ)
DExTRoSE DExTRosE 4oz IÐœ PLASTIC ABBOTT LABoRAToRlEs 18-562
4ocM/looML COÐœTAIÐœER D 03-23-82
(INJECTABLE; IÐœJECTloÐœ)
DExTRosE DExTRosE 50% IÐœ PLASTIC ABBOTT LABoRAToRlEs 18-563
5oeM/looML CoNTAINER Ð¾3-23-Ð²2
(INJECTABLE; IÐœJECTIOÐœ)
DExTRosE DExTRoSE 20% lÐœ PLAsTlC ABBOTT LABoRAToRlEs 18-564
2OGM/IOOML CONTAINER O3Â23Â82
(INJECTABLE; IÐœJEcTIoÐœ)
DExTRoSE DExTRosE 60% IÐœ PLASTIC TRAVENOL LABS I7Â52I
Ã³OGM/IOOML CONTAINER O3Â26Â82
(INJECTABLE; IÐœJECTIOÐœ)
DExTRosE DExTRosE 70% IÐœ PLASTIC TRAVEÐœOL LABs I7Â52I
ToGM/looML COÐœTAIÐœER 03-26-82
Ð³ (IÐœJECTABLE; INJECTION)
DExTRoSE DExTRosE Ð²Ð¾; . ÐÐœ MCCAw/AM HOSP JT-995
6oGN/looML (IÐœJECTABLE; IÐœJECTION) 09-22Â82
DExTRosE DExTRosE 5; IÐœ PLASTIC ABBOTT LABORATORIES I9Â222
50MB/ML -COÐœTAIÐœER ' Ñ‚ 07-13-84
(INJECTABLE; IÐœJECTlOÐœ)
DExTRosE DExTRosE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-923
58.5GM/IooML COÐœTAIÐœER 09-19-84
(IÐœJECTABLE; INJECTIOÐœ)
DExTRosE; DoPAMIÐœE DoPAMIÐœE NCL ABBOTT LABORATORIES 18-132
HYDROCHLORIDE (INJECTABLE; IÐœJECTIOÐœ) 02-04-82
5GM/IOOML;
BOMG/ I 00ML
TABLE IV. NDA'S APPROVED FROM IÂIÂ82 T0 10-31-84 (PAGE I7) e



TABLE IV.
10-31-84 (PAGE 18)
NDA'S APPROVED FROM 1-1-82 Ð¢0
ACTIVE IÐœGREDIEÐœT(S)
STREÐœGTH(S)
DEXTROSE; DOPAMIÐœE
HYDROCHLORIDE
SGM/IOOML; I6OMG/IOOML
DEXTROSE; DOPAMINE
HYDROCHLORIDE
5GM/IOOML; 8OMG/IOOML
DEXTROSE; DOPAMINE
HYDROCHLORIDE
5GM/IOOML; I6OMG/IOOML
DEXTROSE; DOPAMINE
HYDROCHLORIDE
5GM/IOOML; SZOMG/IOOML
DEXTROSE; HEPARIN SODIUM
5GM/IOOML; 4,000 UNITS/IOOML
DEXTROSE; LIDOCAINE
HYDROCHLORIDE
5GM/IOOML; 8OOMG/IOOML
DEXTROSE; LIDOCAINE
HYDROCHLORIDE
5GM/IOOML; 8OOMG/IOOML
DEXTROSE; LIDOCAIÐœE
HYDROCHLORIDE
SGM/IOOML; 200MG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
DOPAMINE HCL
(INJECTABLE; IÐœJECTIOÐœ)
DOPAMINE HCL IÐœ PLASTIC
CONTAINER
(INJECTABLE; IÐœJECTION)
DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTIOÐœ)
HEPARIN SODIUM 20,000
UNITS AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIOÐœ)
LIDOCAINE HCL 0.81 AÐœD
DEXTROSE 55 1Ðœ PLASTIC
CONTAINER
(INJECTABLE; INJECTIOÐœ)
LIDOCAINE HCL 0.85 1Ðœ
DEXTROSE 5â€  ̃1Ðœ PLASTIC
CONTAIÐœER
(IÐœJECTABLE; IÐœJECTIOÐœ)
LIDOCAIÐœE HCL 0.21 AÐœD
DEXTROSE 5â€  ̃1Ðœ PLASTIC
CONTAIÐœER
(IÐœJECTABLE; IÐœJECTION)
APPLICAÐœT ÐœAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVEÐœOL LABS
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
NDA f
APPROVAL DATE
I8ÂI32
02-04-82
I8Â826
09-30-83
I8Â826
09-30-83
I8Â826
09-30-83
18-814
10-31-83
18-461
02-22-82
18-388
11-05-82
18-967
03-30-84



ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; LIDOCAIÐœE
HYDROCHLORIDE
5GM/IOOML; 400MG/IO0ML
DEXTROSE; LIDOCAINE
HYDROCHLORIDE
5GM/IOOML; 8OOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE
5GM/IOOML; 75MG/IOOML
DEXTROSE; POTASSIUM CHLORIDE
5GM/IOOML; I5OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE
5GM/IOOML; 22OMG/IOOML
TRADE NAME APPLICANT NAME
(DOSAGE FORM; ROUTE)
LIDOCAIÐœE HCL 0.4% AÐœD AM MCGAw/AM HOSP
DEXTROSE 55 IN PLASTIC
COÐœTAIÐœER
(IÐœJECTABLE; INJECTIOÐœ)
LIDOCAIÐœE HCL O.8$ AÐœD AM MCCAw/AM HOSP
DEXTROSE 5% IN PLASTIC
COÐœTAIÐœER
(INJECTABLE; IÐœJECTIOÐœ)
DEXTROSE 5% AÐœD POTASSIUM AM MCCAw/AM HOSP
CHLORIDE 0.0751 IN PLASTIC
CONTAINER
(INJECTABLE; IÐœJECTIOÐœ)
DEXTROSE 51 AÐœD POTASSIUM AM MCGAW/AM HOSP
CHLORIDE o.I5$ IÐœ PLASTIC
CONTAIÐœER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND POTASSIUM AM MCGAw/AM HOSP
CHLORIDE 0.22% IN PLASTIC
COÐœTAIÐœER
(IÐœJECTABLE; IÐœJECTIOÐœ)
DEXTROSE 5x AÐœD POTASSIUM AM MCCAw/AM HOSP
DEXTROSE; POTASSIUM CHLORIDE
5GM/IOOML; BOOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE,
MONOBASIC; SODIUM CHLORIDE;
SODIUM LACTATE
BGM/IOOML; 205MG/IOOML;
IOOMG/IOOML; IZOMG/IOOML;
22OMG/IOOML
CHLORIDE 0Â3$ IÐœ PLASTIC
COÐœTAINER
(IÐœJECTABLE; INJECTIOÐœ)
DEXTROSE 51 AND
ELECTROLYTE N0 75 IN
PLASTIC CONTAIÐœER
(IÐœJECTABLE; IÐœJECTIOÐœ)
TRAVEÐœOL LABS
NDA f
APPROVAL DATE
I8Â967
03-30-84
18-967
03-30-84
18-744
11-09-82
18-744
11-09-82
18-744
11-09-82
18-744
11-09-82
18-840
06-29-83
TABLE Iv. ÐœDA'S APPROVED FROM 1-1-82 Ñ‚Ð¾ 10-31Â84 (PAGE I9)



TABLE IV.
(PAGE 20)
NDA'S APPROVED FROM 1-1-82 TO
10-31-84
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 75MG/IOOML;
B3OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
50M/IOOML; I5OMG/IOOML;
330MG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;
330MG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; I5OMG/IOOML;
330MG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
EGM/IOOML; 75MG/IOOML;
BBOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; BOOMG/IOOML;
330MG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
DEXTROSE 51, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE 5MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIOÐœ)
DEXTROSE 5%, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE IOMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.33% ANO
POTASSIUM CHLORIDE ISMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 51, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE ZOMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE I0MÐ•0
IN PLASTIC CONTAINER
(INJECTABLE; IÐœJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE 2OMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL
TRAVEÐœOL
TRAVEÐœOL
TRAVEÐœOL
TRAVEÐœOL
TRAVENOL
APPLICAÐœT NAME
LABS
LABS
LABS
LABS
LABS
LABS
ÐœDA f
APPROVAL DATE
I8Â629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82



ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;
BBOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; BOOMG/IOOML;
33OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; I5OMG/IOOML;
45OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
50M/IOOML; 224MG/IOOML;
450MG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 3OOMG/IOOML;
45OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; I5OMG/IOOML;
450MG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
DEXTROSE 5%, SODIUM
CHLORIDE 0.33% ANO
POTASSIUM CHLORIDE 3OME0
IN PLASTIC CONTAIÐœER
(INJECTABLE; INJECTIOÐœ)
DEXTROSE 51, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE 4OME0
IN PLASTIC COÐœTAIÐœER
(INJECTABLE; INJECTION)
DEXTROSE 55, SODIUM
CHLORIDE 0.455 AÐœD
POTASSIUM CHLORIDE 10ÐœÐ•0
IN PLASTIC COÐœTAINER
(INJECTABLE; IÐœJECTIOÐœ)
DEXTROSE 55, SODIUM
CHLORIDE 0.455 AÐœD
POTASSIUM CHLORIDE 15ÐœÐ•0
1Ðœ PLASTIC COÐœTAINER
(INJECTABLE; INJECTIOÐœ)
DEXTROSE 55, SODIUM
CHLORIDE 0.455 AND
POTASSIUM CHLORIDE 20ÐœÐ•0
1Ðœ PLASTIC COÐœTAIÐœER
(INJECTABLE; IÐœJECTIOÐœ)
DEXTROSE 55, SODIUM
CHLORIDE 0.455 AÐœD
POTASSIUM CHLORIDE 20ÐœÐ•0
1Ðœ PLASTIC COÐœTAIÐœER
(IÐœJECTABLE; IÐœJECTION)
APPLICANT NAME
TRAVEÐœOL LABS
TRAVENOL LABS
TRAVEÐœOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVEÐœOL LABS
NDA #
APPROVAL DATE
I8Â629
03-23-82
18-629
03-23-82
18-566
02-10-83
18Â566
02-10-83
18-566
02-10-83
18-566
02-10-83
10-31-84 (PAGE 21)
NDA'S APPROVED FROM 1-1-82 Ð¢0
TABLE IV.



TABLE
(PAGE 22)
NDA'S APPROVED FROM IÂIÂ82 TO
10-31-84
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;
450MG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 300MG/IOOML;
45OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
50M/IOOML; I50MG/IOOML;
2OOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;
2OOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
SGM/IOOML; 1 Ð‘ÐžÐœÐ¡/1ÐžÐžÐœ1_:
2OOMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;
2OOMG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
DEXTROSE 5%, SODIUM
CHLORIDE 0.45% AND
POTASSIUM CHLORIDE 30MÐ•Q
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.455 AND
POTASSIUM CHLORIDE 40MÐ•Q
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 10MÐ•Q
1Ðœ PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE I5MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 55, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 20ÐœÐ•0
1Ðœ PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 30MÐ•O
1Ðœ PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
APPLICANT NAME
LABS
LABS
LABS
LABS
LABS
LABS
ÐœDA f
APPROVAL DATE
18-566
02-10-83
18-566
02-10-83
18-567
02-16-83
18-567
02-16-83
18-567
02-16-83
18-567
02-16-83



28-61-70
977-BI
78-91-01
196-10
78-91-01
O1Ã-BO
78-91-01
607-10
78-91-01
CO7-1O
28-92-10
679-81
28-92-10
679-81
28Â92-10
679-81
28-92-10
679-81
28-92-10
679-81
31V0 1V^Ðž888V
# V0N
Ð˜3Ð0
Ð˜3Ð0
Ð˜3Ð0
Ð˜3Ð0
8083Ð˜/0?8Ð˜
MO0/MO0 113883Ð˜
MOO/MOO 113883Ð˜
MOO/MO0 113883Ð˜
MO0/MO0 113883Ð˜
88V1 10Ðœ3^V81
58V1 10N3^V81
88V1 10Ðœ3^V81
88V1 10N3^V81
88V1 10Ðœ3^V81
ÐÐ˜VN 1NV01188V
(1V80 s1318V1)
0180100
(1V80 s8IIÃ¨ IAS)
1A1Ðœ38
(Ðœ01103Ð“Ðœ1 s318V103Ð“ÐœI)
1A1Ðœ38
(1V80 s1318V1)
1A1Ðœ38
(1V80 sEVI0S8V0)
111Ðœ38
(Ðœ01103Ð“Ðœ1 s318V1O3Ð“NI)
83Ðœ1V1Ðœ00 0118V18 N1
19 35081Ð¥30
0ÐœV 3N1111Ð803Ð1
(N01103Ð“NI sEVI8V103Ð“NI)
83Ðœ1V1Ðœ00 0115V18 Ðœ1
19 38081Ð¥30
0ÐœV 3Ðœ1111Ð803Ð1
(Ðœ01103Ð“Ðœ1 s318V103Ð“ÐœI)
83Ðœ1V1Ðœ00 011SV18 Ðœ1
59 38081Ð¥30\
0ÐœV 3Ðœ111AÐ803Ð1
(Ðœ01103Ð“Ðœ1 s318V1O3Ð“NI)
83Ðœ1V1Ðœ00 0115V18 N1
59 35081Ð¥30
0ÐœV 3Ðœ1111Ð803Ð1
(Ðœ01103Ð“Ðœ1 s318Vl03Ð“NI)
83Ðœ1V1Ðœ00 0118Ð£18 NI
59 38081Ð¥30
0ÐœV 3Ðœ1111Ð803Ð1
(31008 sIAI8Od 39V500)
3Ð˜VN 30V81
301801Ð00801Ð
301801Ð00801Ð
301801Ð00801Ð
301801Ð00801Ð
1Ð˜001/9Ð˜007
9Ð˜092
1V51N01310
1Ð˜9/9Ð˜01
3NIÐ˜0101010
1Ð˜/9Ð˜01
3N1Ð˜0101010
9Ð˜02
3N1Ð˜0101010
9Ð˜01
3N1Ð˜0101010
s1I'IOOI/IAI99
SNI11AHCIOSIHJ Ñ‘Ð·Ð·Ð¾Ñ‰Ñ…Ð·Ð¾
1Ð˜001/9Ð˜002
sâ€œMOOI/Ð˜99
3N1111Ð803Ð1 53SOB1XBO
1Ð˜001/9Ð˜091
s1Ð˜001/Ð˜99
3N1111Ð803Ð1 s3SOB1XBO
1Ð˜001/9Ð˜08
s"IÐ˜OOI/IAI99
3N1111Ð803Ð1 s3SOB1X30
1Ð˜001/9Ð˜07
s1IAIOOI/I'II9Q
3NI111Ð803Ð1 s3SOB1X30
(5)Ð19Ðœ3818
(5)1N310389N1 31110V
(E2 39V8) 78-19-01
318V1
01 28-1-1 Ð˜083 03^0888V SIV0N



TABLE IV.
10-31-84 (PAGE 24)
NDA'S APPROVED FROM 1-1-82
T0
ACTIVE IÐœGREDIEÐœT(S)
STREÐœGTH(S)
DIFLUÐœISAL
500MG
DIGOXIÐœ
O.2MG
DIGOXIÐœ
0.05MG
DIGOXIÐœ
O~IMG
DILTIAZEM HYDROCHLORIDE
)OMG
DILTIAZEM HYDROCHLORIDE
60MG
DISOPYRAMIDE PHOSPHATE
EO IOOMG BASE
DISOPYRAMIDE PHOSPHATE
EO I50MG BASE
D I vALPROEx SOD I UM
EO 250MG BASE
DIVALPROEX SODIUM
EO 500MG BASE
DOPAMINE HYDROCHLORIDE
BOMG/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
DOLOBID
(TABLET; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
CARDIZEM
(TABLET; ORAL)
CARDIZEM
(TABLET; ORAL)
NORPACE CR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
NORPACE CR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)
DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)
DOPAMINE
(INJECTABLE; INJECTION)
APPLICANT NAME
MS&D/MERCK
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
MARION LABORATORIES
MARIOÐœ LABORATORIES
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ELKINS-SIÐœN/AHROBINS
ÐœDA #
Ð¨
18-445
04-19-82
18-118
07-26-82
18-118
07-26-82
18-118
07-26-82
18-602
11-05-82
18-602
11-05-82
18-655
07-20-82
18-655
07-20-82
18-723
03-10-83
18-723
03-10-83
18-398
03-22-82



ACTIVE INGREDIENT(S)
STRENGTH(S)
DOPAMINE HYDROCHLORIDE
BOMG/ML
DOPAMINE HYDROCHLORIDE
4OMG/ML
DOPAMINE HYDROCHLORIDE
4OMG/ML
ECONAZOLE NITRATE
I%
ERGOLOID MESYLATES
IMG
ESTROGENS, CONJUGATED
0.9MG
ETHINYL ESTRADIOL;
LEVONORGESTREL
0.03MG; 0.I5MG
ETHINYL ESTRADIOL;
LEVONORGESTREL
0.03MG; 0.I5MG
ETHINYL ESTRADIOL;
NORETHINDRONE
0.035MG; 0.5MG AND IMG
ETHINYL ESTRADIOL;
NORETHINDRONE
0.035Ðœ6; 0.5MG AÐœD IMG
ETHINYL ESTRADIOL;
NORETHINDRONE
0.035MÐµ; O.5MG, O.75MG
AND IMG
TRADE NAME
(DOSAGE FORM; ROUTE)
DOPAMIÐœE HCL
(INJECTABLE; INJECTIOÐœ)
DOPAMIÐœE HCL
(IÐœJECTABLE; IÐœJECTIOÐœ)
DOPAMIÐœE
(INJECTABLE; INJECTIOÐœ)
SPECTAZOLE
(CREAM; TOPICAL)
HYDERGINE LC
(CAPSULE; ORAL)
PREMARIN
(TABLET; ORAL)
NORDETTEÂ2I
(TABLET; ORAL-2I)
NORDETTEÂ28
(TABLET; ORAL-28)
ORTHO-NOvuM IO/II-2I
(TABLET; ORAL-2I)
ORTHO-ÐœOVUM 10/11-28
(TABLET; ORAL-28)
ORTHO-ÐœOVUM 7/7/7-21
(TABLET; ORAL-2I)
APPLICANT NAME
ABBOTT LABORATORIES
BRISTOL LABS/B-M
ASTRA
ORTHO
PHARM PRODS
PHARMACEUTICAL
SANDOZ PHARMS/SANDOZ
AYERST LABS/AMHO
WYETH
WYETH
ORTHO
ORTHO
ORTHO
LABS/AMHO
LABS/AMHO
PHARMACEUTICAL
PHARMACEUTICAL
PHARMACEUTICAL
NDA #
APPROVAL DATE
I8ÂI32
07-09-82
18-549
03-11-83
18-656
06-28-83
18-751
12-23-82
18-706
01-18-83
04-782
01-26-84
18-668
05-10-82
18-782
07-21-82
18-354
01-11-82
18-354
01-11-82
18-985
04-04-84
10-31-84 (PAGE 25)
ÐœDA'S APPROVED FROM IÂIÂ82 TO
TABLE IV.



TABLE IV.
10-31-84 (PAGE 26)
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž
ACTIVE IÐœGREDIENT(S)
STRENGTH(S)
ETHINYL ESTRADIOL;
ÐœORETHINDRONE
0.035MG; O.5MG, 0.75MG
AND IMG
ETHINYL ESTRADIOL;
NORETHINDRONE
0.035MG; O.5MG AND IMG
ETHIÐœYL ESTRADIOL;
ÐœORETHIÐœDROÐœE
0.035MG; 0.5MG AND IMG
ETHINYL ESTRADIOL;
NORETHIÐœDROÐœE
0.035MG; 0.5MG AÐœD IMG
ETHINYL ESTRADIOL;
NORETHIÐœDROÐœE
0.035MG; 0.5MG AND IMG
ETOMIDATE
2MG/ML
ETOMIDATE
2MG/ML
ETOPOSIDE
ZOMG/ML
FENFLURAMINE HYDROCHLORIDE
60MG
FEÐœTANYL CITRATE
E0 0.05MG BASE/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
ORTHO-NOVUM 7/7/7-28
(TABLET; ORAL-28)
ORTHO-NOVUM 7/14-21
(TABLET; ORAL-2I)
ORTHO-NOVUM 7/14-28
(TABLET; ORAL-28)
TRI-NORINYL 2IÂDAY
(TABLET; ORAL-2I)
TRI-NORINYL 28-DAY
(TABLET; ORAL-28)
AMIDATE
(INJECTABLE; IÐœJECTION)
HYPNOMIDATE
(INJECTABLE; INJECTIOÐœ)
VEPESID
(INJECTABLE; INJECTION)
PONDIMIN
(TABLET, CONTROLLED
RELEASE; ORAL)
FENTANYL
(INJECTABLE; IÐœJECTION)
APPLICANT NAME
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
SYÐœTEX (FP)
SYNTEX (FP)
ABBOTT LABORATORIES
JANSSEÐœ PHARMA
BRISTOL LABS/B-M
AH ROBIÐœS
ELKIÐœS-SINN/AHROBINS
NDA f
APPROVAL DATE
18-985
04-04-84
19-004
04-04-84
I9-OO4
04-04-84
18-977
04-13-84
18-977
04-13-84
18-227
09-07-82
18-228
11-23-82
18-768
11-10-83
16-618
07-27-82
19-101
07-11-84



28-IÃ-IO
Ã³l7-QI
Ã8-IÃ-I0
6I7-8l
28-OÃ-1O
1O9-8I
28-12-10
9I7-Ql
28-12-10
GI7-9I
28-02-10
019-81
28-92-50
199-81
28-7I-9O
69Ã-8l
2B-7I-Å O
69Ð•-8I
28-92-20
027-81
Ð£8-92-90
1II-6I
7B-QO-7O
678Â8I
7B-Ä¹I-GO
O7Ã-8I
3iV0 1VÐO888V
# V0N
1ÂM/SI^VGÂ3N8V8
1ÂM/SI^V0Â3X8V8
03Ð˜OH8A1
ÐœVÃ…0 Ð˜V/SSV1 3183031
NV10 Ð˜V/S8V1 3183031
ÐžÐÐ˜V/58V1 Ð13AÐœ
53I801V809V1 i1OEQV
S3I801V808V1 V3513Ð0
83I801V809Ð£1 V3813Ð0
1-Ðœ/Ð—1^V0-3Ð¯ÐVÐ«
swavH8 3ÐœI1-Ð¯
Ð¥31NAÐ—/8881 X31ÐœÃ…S
X3IÐœÃ…S/SQV1 X31ÐœÃ…S
3Ð˜VN iNV0l188V
(1V8O s1318V1)
30IÐ˜3SO8U3
(1V80 s13'I8V1)
30IÐ˜3SO803
(NOIi0EÐ“Ðœl s318V103Ð“ÐœH
30IÐ˜3SO803
(1V80 2.I_378V1)
30IÐ˜3SO803
(1V8O s1318V1)
30IÐ˜3SO8Ã‘3
(ÐœOI103Ð“ÐœI s3188103Ð“NI)
301Ð˜3SO803
(NOILOBPNI fawavioarN:)
301Ð˜3SO803
(1V8O 5131GV1)
30IÐ˜3SO803
(1V8O s1318V1)
30IÐ˜3SO8n3
(ÐœOI103Ð“ÐœI s318VI03|`ÐœI)
30IÐ˜380803
(1V3l801 sÐ˜V3U0)
Ð˜830OSV^
(1V0l8O1 sNOI101OS)
Ð¥3011
(Ðœ011Ð§1VÐÐœ1 s1OSO83V)
3OI1VNO8H
(31008 sÐ˜803 39VSO0)
3Ð˜VN 30V81
9Ð˜O?
30IÐ˜3SO803
9Ð˜O2
3GIÐ˜3SO803
1Ð˜/9Ð˜OI
30IÐ˜3SO803
9Ð˜O7
301Ð˜3SO803
9Ð˜O2
30IÐ˜3SO803
1Ð˜/9Ð˜OI
30IÐ˜3SO803
'IN/SWOI
30IÐ˜3SO803
9Ð˜O7
3GIÐ˜3SO803
9Ð˜O2
30IÐ˜3SO803
1Ð˜/9Ð˜OI
3GIÐ˜3SO8n3
190'0
30IN0NI0Ðž013
Z9O'O
30IÐœ0N10Ðž013
ÐNI/9Ð˜920'0
30110$IÐœ013
(S)H19N38lS
(S)1N3I0389NI 3^I10V
(12 39V8) 78ÂIÃ®Â0I
01 28-I-I Ð˜083 03^O888V SnV0Ðœ



NDA'S APPROVED FROM IÂIÂ82 TO
IOÂ3IÂ84 (PAGE 28)
ACTIVE INGREDIENT(S)
STRENGTH(S)
FUROSEMIDE
4OMG
FUROSEMIDE
2OMG
FUROSEMIDE
4OMG
FUROSEMIDE
2OMG
FUROSEMIDE
40MG
FUROSEMIDE
4OMG
FUROSEMIDE
2OMG
FUROSEMIDE
40MG
FUROSEMIDE
IOMG/ML
FUROSEMIDE
2OMG
FUROSEMIDE
4OMG
FUROSEMIDE
IOMG/ML
FUROSEMIDE
ZOMG
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(TABLET; ORAL)
APPLICAÐœT ÐœAME
SUPERPHARM
KALAPHARM
KALAPHARM
ROXAÐœE LABORATORIES
ROXAÐœE LABORATORIES
BARR LABORATORIES
ZEÐœITH LABORATORIES
ZENITH LABORATORIES
ÐœATCOÐœ
IÐœTL MEDICATIOÐœ SYS
INTL MEDICATION SYS
INVENEX LABS/LIFE
SUPERPHARM
ÐœDA #
APPROVAL DATE
I8Â370
02ÂIOÂ83
I8Â868
06-28-83
I8-868
06-28-83
I8-823
11-I0-83
I8-823
11-I0-83
I8-790
11-29-83
I8Â4I3
IIÂ30Â83
I8Â4I3
IIÂ30Â85
I8Â579
11Â30Â83
I8Â753
02-28-84
I8-753
02-28-84
I8-902
05-22-84
18-370
06-26-84



28-OÃ®-Ã´O
22I-8l
28Â0ÃÂ60
22I-8l
78ÂI0Â9O
2EG-1I
78ÂI0Â90
2SS-1l
78ÂI0Â90
2ES-1I
78ÂI0Â90
867Â1I
78ÂIOÂQO
867Â1I
78-IO-SO
86v-1I
7B-SO-SO
281-1I
78-80-90
2B1-1I
#Q-7I-BO
699Â8I
78-CI-8O
QSO-6I
78Â0Â£Â10
OG1-8I
31VG 1V^OB88V
f V0Ðœ
OHÐ˜V/S8V1 1S83AV
OHHV/S8V1 1S83AV
1388008-18Ð030Ð
1358008-18Ð030Ð
1358008-18Ð030Ð
NHOÐ“80
ÐœHOI 8̀n
ÐœHOÐ“8n
83ZI38/9IB3OU
83ZI38/9IB3O8
S3IUO1V8O8V1 0800
33I1/$8V1 X3Ðœ3^ÐœI
XIÐœ3OH8/B3Ð˜Ð˜080
3NVÐœ IÐœV0IT88V
(ÐœOI103Ð“ÐœI s318Vl03Ð“ÐœI)
13810V3
(NOI103Ð“ÐœI s318V103Ð“ÐœI)
1EU10V3
(1V8O s13Ã¯BV1)
V13SVI0
(1V8O sL318V1)
V13QVI0
(1V8O s131BVI)
V138VI0
(1V80 s1318V1)
3SVÐœOU0IÐ˜
(Ð§Ñ‡Ñ‹Ð¾ 51318Ð£1)
3SVNOB0IÐ˜
(1V8O s1B18V1)
BSVÐœO80IÐ˜
(1V8O s1318V1)
1OH1O0019
(1VUO s1319Ñ‡1>
108100019
(1Ð§Ð0 s.L318VI)
3GIH3SO8nd
(ÐœOl103Ð“ÐœI s3'Ð®V103Ð“Ðœ!)
30IÐ˜3SO8n3
(1V8O s1318VI)
30IÐ˜3SOB0Ã
(31008 zÐ˜805 39VSO0)
3Ð˜VÐœ 30V8L
1VI^/3SV8 9Ð˜Ð'0 03
301801Ð0080AÐ Ðœ113800VÐœÐž9
1VI^/38V8 9Ð˜I'0 03
30I801Ð0080AÐ Ðœ113800VÐœ09
9HS
30I808A19
9Ð˜S'2
3OI808A19
9H92'I
30I80BA19
9HS
3GI808A19
SHSÂ°Z
30IBÃœGA19
9Ð˜92'I
E0IH0SA19
9Ð˜O(
30I2l8119
9Ð˜S
30IZI8I19
9Ð˜O8
30IÐ˜3SO8n3
1H/9Ð˜OI
30IÐ˜3SO8ÃœÃƒ
9Ð˜O?
30IÐ˜Ð—SO8n3
(S)H19N381$
(8)1Ðœ3I0389Ðœl 3^I10V
(G2 39V8) 78ÂIÃÂ0I
'^I 3T8V1
O1 28-I-I
Ð˜0ÐÐ«  Ð¾Ð·^Ð¾Ð½Ð°Ð°Ñ‡ SnV0Ðœ



TABLE IV.
10-31-84 (PAGE 30)
NDA'S APPROVED FROM
I-I-82 Ð¢Ðž
ACTIVE INGREDIENT(S)
STRENGTH(S)
GUANABENZ ACETATE
EQ 4M@ BASE
GUANABENZ ACETATE
EO 8MG BASE
GUANADREL SULFATE
IOMG
GUANADREL SULFATE
25MG
HALOPERIDOL
2OMG
HEPARIN SODIUM
IO UNITS/ML
HEPARIN SODIUM;
SODIUM CHLORIDE
200 UNITS/IOOML;
9OOMG/IOOML
HEPARIN SODIUM;
SODIUM CHLORIDE
200 UNITS/IOOML;
9OOMG/IOOML
HEPARIN SODIUM;
SODIUM CHLORIDE
500 UNITS/IOOML;
900MG/IOOML
HEPARIN SODIUM;
SODIUM CHLORIDE
I,OOO UNITS/IOOML;
9OOMG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
WYTENSIN
(TABLET; ORAL)
WYTENSIN
(TABLET; ORAL)
HYLOREL
(TABLET; ORAL)
HYLOREL
(TABLET; ORAL)
HALDOL
(TABLET; ORAL)
HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)
HEPARIN SODIUM IOOO UNITS
ANO SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
20,000 UNITS AND
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABEE; INJECTION)
APPLICANT NAME
WYETH LABS/AMHO
WYETH LABS/AMHO
UPJOHN
UPJOHN
MCNEIL PHARM
INVENEX LABS/LIFE
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ÐœDA Ð–
APPROVAL DATE
I8Â587
09-07-82
I8-587
09-07-82
I8-I04
I2-29-82
IÐ²-IÐ¾4
I2-29-Ð²2
I5-92I
02-02-82
17-029
05-06-82
I8Â609
04-28-82
I8Â609
04-28-82
Ia-eoÃ¡h
04-28-82
I8-9I6
0I-3I-84



78-IÃ®-IO
916-81
78-IÃ-IO
9I6Â8I
78-IÃ®-IO
916-81
78-IÃ-IO
9I6-9I
78-IÃ-IO
916-81
78-IÐ•-10
916-8I
78-22-OI
62lÂ6I
31V0 1V^O888V
# V0N
S3I801V808V1
$3I801V808V1
SB18O1V8OBV1
83I801V809V1
S3I801V8O8V1
S3I801V8OQV1
11O88V
11O88V
11OESV
11O88V
11O88V
11O88V
SÐ˜8VH8 NV1Ã€Ð˜
BÐ˜VN 1NV0I188V
(ÐœO1103Ð“ÐœI l31BV.I.1)3Ã`NI)
83NIV1Ðœ00 011SV18 Ðœl
297'0 30I801H0 Ð˜0I0OS ÐœI
SIIÐœn 000â€˜92
Ð˜010OS NI8V83H
(ÐœO1103Ð“ÐœI s31BV103Ð“ÐœI)
83ÐœIV1ÐœO0 0I1SV18 NI
SS7'O 30I801H0 Ð˜0I0OS ÐœI
S1IÐœn OOGâ€˜2I
H0I0OS ÐœI8V83H
(ÐœOl103Ð“ÐœI s318V103Ð“ÐœI)
83NIV1ÐœO0 011SV18 ÐœI
SS7'O 30I801H0 Ð˜nl0OS Ðœ1
S1IÐœn 000â€˜01
Ð˜0I0OS NI8V83H
(NollosrNI sa1QvloarNI)
83NIV1NO0 0I1SV18 NI
ZS7'O 3018O1H0 Ð˜OI0OS NI
SilNn 000â€˜9 Ð˜0I0Ðž$ NI8V83H
(NOI10BÐ“NI s318V103Ð“NI)
83NIV1NO0 0l1SV18 NI
$6'0 3OI8O1H0 Ð˜0I0OS NI
S1INO OOQ'2I
Ð˜0I0OS NI8V83H
(ÐœOIl0arÐœI sa1avI0BrNI)
83ÐœIV1ÐœO0 0IISV18 NI
$6'o 30IUO1Ð0 wnloos
ÐœI SIIÐœn 000â€˜0l
wnloos Nlav8aH
(1vao s1318v1)
aolzxvw
(31008 sÐ˜8Od B9VSO0)
3Ð˜VN BGV81
1Ð˜OOI/9wogv
s1wooI/SIINn oooâ€˜Â§
30I8O1H0 Ð˜nIOOs
swnloos NIav8aH
1Ð˜OOI/9Ð˜OQ7
s1NOOI/S1INI'I 000â€˜Â§
30IÐÐžÐ§Ð0 Ð˜0I00$
sI'II0I0OS NI8V83H
1Ð˜OOI/9Ð˜OQ7
51Ð˜OOI/S1IN0 OOO'OI
30I801H0 Ð˜0I0OS
sNFIICIOS N18V83H
1Ð˜/9Ð˜Q'? s"IÐ˜/S1IN0 00I
30I8O1H0 Ð˜0I0OS
sÐ˜0IGOS NI8V83H
1Ð˜OOI/9Ð˜OO6
s-IVIOOI/S1INII OOOâ€˜9
30I801H0 Ð˜0IGOS
sÐ˜0I0OS N18V8BH
1Ð˜OOI/9Ð˜OO6
s1Ð˜OOI/SllNO 000â€˜01
30IÐÐž1Ð0 Ð˜0I0Ðž$
5Ð˜0IOOS N18V83H
9Ð˜Q1 s9INOQ
3N3831Ð˜VI81
s30IZVIH1OEIO1H0OEI01H
(S)H10N381$
(8)1N3I0380NI 3ÐI1OV
(IÃ 39V8) 78ÂIÃÂOI
â€˜^I 31SV1
01 28-I-l Ð˜083 03^0888V SIV0N



TABLE IV.
10-31-84 (PAGE 32)
NDA'S APPROVED FROM IÂIÂ82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)
HEPARIN SODIUM;
SODIUM CHLORIDE
I0,000 UNITS/IOOML;
450MG/IOOML
HEPARIN SODIUM;
SODIUM CHLORIDE
5,000 UNITS/IOOML;
900MG/IOOML
HYDROCORTISONE ACETATE
I01
HYDROCORTISONE BUTYRATE
0.!%
HYDROCORTISONE BUTYRATE
0'1%
HYDROCORT I SONE VALERATE
0.2%
HYDROMORPHONE HYDROCHLORIDE
IOMG/ML
IBUPROFEN
600MG
INDAPAMIDE
2Â5MG
INDOMETHACIN
75H0
INDOMETHACIN
25MG
TRADE NAME
(DOSAGE FORM; ROUTE)
HEPARIN SODIUM
25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
CORTIFOAM
(AEROSOL; RECTAL)
LOCOID
(CREAM; TOPICAL)
LOCOID
(OINTMENT; TOPICAL)
WESTCORT
(OINTMENT; TOPICAL)
DILAUDID-HP
(INJECTABLE; INJECTION)
RUFEN
(TABLET; ORAL)
LOZOL
(TABLET; ORAL)
INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
REEDÃ CARNRICK PHARMS
OWEN LABS/DERM PRODS
OWEN LABS/DERM PRODS
WESTWOOD PHARMS
KNOLL PHARMACEUTICAL
BOOTS PHARMACEUTICAL
USV PHARMACEUTICAL
MSÃ D/MERCK
MYLAN PHARMS
ÐœDA Ð–
APPROVAL DATE
I8Â9I6
0l-31-84
I8Â9I6
0IÂ3IÂ84
l7-35l
02-l0-82
I8-795
0l-07-83
I9ÂI06
07-03-84
18-726
08-08-83
l9-034
0l-Il-84
l8-l97
03-05-84
I8-538
07-06-83
I8ÂI85
02-23-82
I8-858
04-20-84



ACTIVE INGREDIENT(S)
STRENGTH(S)
INDOMETHACIN
50MG
INDOMETHACIN
25MG
INDOMETHACIN
5OMG
INDOMETHACIN
25MG
INDOMETHACIN
5OMG
INDOMETHACIN
25MG
INDOMETHACIN
-50MG
INDOMETHACIN
50MG
INDOMETHACIÐœ
25MG
INDOMETHACIN
5ÐžMG
ISOTRETINOIÐœ
IOMG
ISOTRETINOIÐœ
4OMG
ISOTRETINOIÐœ
2OMG
ÂTRADE ÐœAME
(DOSAGE FORM; ROUTE)
IÐœDOMETHACIÐœ
(CAPSULE; ORAL)
IÐœDOMETHACIÐœ
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
IÐœDOMETHACIÐœ
(CAPSULE; ORAL)
IÐœDOCIÐœ
(SUPPOSITORY; RECTAL)
ACCUTAÐœE
(CAPSULE; ORAL)
ACCUTAÐœE
(CAPSULE;'ORAL)
ACCUTANE
(CAPSULE; ORAL)
APPLICAÐœT NAME
MYLAÐœ PHARMS
ZEÐœITH LABORATORIES
ZENITH LABORATORIES
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
CHELSEA LABORATORIES
CHELSEA LABORATORIES
PAR PHARMACEUTICAL
PAR PHARMACEUTICAL
MS&D RES LABS/MERCK
HOFFMAÐœÐœ-LA ROCHE
HOFFMANÐœ-LA ROCHE
HOFFMAÐœÐœ-LA ROCHE
ÐœDA #
APPROVAL DATE
Ie-asa
04-20-84
18-730
05-04-84
I8Â73O
05-04-84
I8-851
05-18-84
!8-85I
05-I8-84
I8Â690
O7Â3IÂ84
I8Â690
O7Â3IÂB4
I8Â829
08-06-84
I8-829
08-06-84
I7-814
08-13-84
I8-662
05-07-82
18-662
05-07-82
18-662
03-28-83
I0Â3IÂ84 (PAGE 33)
IÂIÂ82 TO
ÐœDA'S APPROVED FROM



NDA'S APPROVED FROM I-I-82 TO 10-3I-84 (PAGE 34)
ACTIVE INGREDIENT(S)
STRENGTH(S)
LABETALOL
200MG
LABETALOL
3OOMG
LABETALOL
400MG
LABETALOL
5MG/ML
LABETALOL
ZOOMG
LABETALOL
300MG
LABETALOL
4OOMG
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
LEUCOVORIN CALCIUM
EO 5MG BASE
LEUCOVORIN CALCIUM
EO 25MG BASE
LITHIUM CARBONATE
3OOMG
LITHIUM CARBONATE
450MG
LOPERAMIDE HYDROCHLORIDE
IMG/5ML
(TABLET; ORAL)
WELLCOVORIN
(TABLET; ORAL)
WELLCOVORIN
(TABLET; ORAL)
LITHIUM CARBOÐœATE
(TABLET; ORAL)
ESKALITH CR
(TABLET, COÐœTROLLED
RELEASE; ORAL)
IMODIUM
(SOLUTION; ORAL)
TRADE NAME APPLICANT NAME
(DOSAGE FORM; ROUTE)
NORMODYNE SCHERIÐœG
(TABLET; ORAL)
NORMODYNE SCHERIÐœG
(TABLET; ORAL)
NORMODYNE SCHERIÐœG
(TABLET; ORAL)
NORMODYNE SCHERING
(INJECTABLE; INJECTION)
TRANDATE GLAXO
(TABLET; ORAL)
TRANDATE GLAXO
(TABLET; ORAL)
TRANDATE GLAXO
BURROUGHS WELLCOME
BURROUGHS WELLCOME
ROXAÐœE LABORATORIES
SK&F LABORATORIES
JAÐœSSEÐœ PHARMA
ÐœDA f
APPROVAL DATE
I8Â686
08Â0lÂ84
I8Â686
08-01-84
18-686
08-0I-84
I8-687
08-0l-84
I8Â7I6
08Â0IÂ84
I8Â7I6
08Â0IÂ84
I8Â7I6
08Â0IÂ84
18-342
07-08-83
l8-342
07-08-83
18-558
0l-29-82
l8-l52
03-29-82
l9-037
07-3l-84



ACTIVE IÐœGREDIEÐœT(S)
STREÐœGTH(S)
MAGÐœESIUM ACETATE TETRAHYDRATE;
POTASSIUM ACETATE; SODIUM
CHLORIDE
32MG/IO0ML; I28MG/IOOML;
234MG/IOOML
MAGÐœESIUM CHLORIDE; POTASSIUM
DCHLORIDE; POTASSIUM PHOSPHATE,
MOÐœOBASIC; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCOÐœATE; SODIUM PHOSPHATE
30MG/IO0ML; 37MG/IO0ML;
O.82MG/IO0ML; 370MG/IO0ML;
530MG/IOOML; 5OOMG/IOOML;
I2MG/IOOML
MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE;
SODIUM GLUCONATE
3OMG/IOOML; 37MG/IOOML;
222MG/IO0ML; 526MG/IO0ML;
502MG/IO0ML
MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCOÐœATE
3OMG/IO0ML; 37MG/IO0ML;
222MG/IO0ML; 526MG/IOOML;
502MG/IO0ML
TRADE NAME
(DOSAGE FORM; ROUTE)
PLASMA-LYTE 56 IÐœ PLASTIC
CONTAINER
(IÐœJECTABLE; IÐœJECTIOÐœ)
ISOLYTE S PH 7.4 IÐœ
PLASTIC COÐœTAIÐœER
(IÐœJECTABLE; IÐœJECTIOÐœ)
PHYSIOSOL IN PLASTIC
COÐœTAIÐœER
(SOLUTIOÐœ; IRRIGATIOÐœ)
PHYSIOSOL IN PLASTIC
.COÐœTAIÐœER
(SOLUTION; IRRIGATIOÐœ)
APPLICANT NAME
TRAVENOL LABS
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA f
APPROVAL DATE
l9-047
06-I5-84
19-006
04-04-84
17-637
07Â08-82
I8Â406
07-08-82
I0Â3IÂ84 (PAGE 35)
ÐœDA'S APPROVED FROM IÂIÂ82 T0
TABLE IV.



TABLE IV.
I0Â3IÂ84 (PAGE 36)
ÐœDA'S APPROVED FROM IÂIÂ82 TO
ACTIVE IÐœGREDIENT(S)
STREÐœGTH(S)
MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCOÐœATE
30MG/IO0ML; 37MG/IOOML;
37OMG/IO0ML; 530MG/IOOML;
5OOMG/IOOML
MAGNESIUM SULFATE; POTASSIUM
CHLORIDE; POTASSIUM PHOSPHATE,
MONOBASIC; SODIUM CHLORIDE;
SODIUM PHOSPHATE
ZOMG/IOOML; 40MG/IO0ML;
6.25MG/IOOML; 800MG/IO0ML;
8.75MG/IO0ML
MALATHION
0.55
MAPROTILIÐœE HYDROCHLORIDE
75MG
MAZINDOL
IMG
METAPROTERENOL SULFATE
0.6Â¢
METHYLDOPA
250MG
METHYLDOPA
500MG
METHYLPHEÐœIDATE HYDROCHLORIDE
20MG
TRADE ÐœAME
(DOSAGE FORM; ROUTE)
PHYSIOLYTE IN PLASTIC
COÐœTAIÐœER
(SOLUTION; IRRIGATION)
TIS-U-SOL
(SOLUTIOÐœ; IRRIGATIOÐœ)
PRIODERM
(LOTION; TOPICAL)
LUDIOMIL
(TABLET; ORAL)
MAZAÐœOR
(TABLET; ORAL)
ALUPEÐœT
(SOLUTION: INHALATION)
METHYLDOPA
(TABLET; ORAL)
METHYLDOPA
(TABLET; ORAL)
RITALIN-SR
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT NAME
AM MCGAW/AM HOSP
TRAVENOL LABS
PURDUE FREDERICK
CIBA/CIBA-GEIGY
WYETH LABS/AMHO
BOEHRINGER IÐœGELHEIM
CORD LABORATORIES
CORD LABORATORIES
CIBA/CIBA-GEIGY
ÐœDA #
APPROVAL DATE
I9Â024
06-08-84
l8-508
02ÂI9Â82
I8Â6I3
08-02-82
l7-543
09-30-82
17-980
02-02-82
18-76l
06-30-83
I8-934
06-29-84
l8-934
06-29-84
18-029
03-30-82



â‚¬8Â2OÂEO
I1S-8I
28-9I-2O
8l8-8I
â‚¬8Â9IÂ20
8IB-8I
28-02-2l
791Â8I
28-22-0l
G71-8I
28-22-01
071-8I
28-LI-60
7Q1-BI
2B-1I-Ã“O
66Â§Â8I
28-IÃ-BO
719Â8I
28-90-90
1IQ-8I
2B-7O-ÃO
029-81
78-02-50
7O1-8I
28-92-20
l28-8l
31V0 1V^0888V
# V0N
1V0I1030VÐ˜8VÐ8 ÐžÐ180
S31801V808V1 88V8
83I801V808V1 88V8
1V0VÐ˜8VÐ8 A808ÐœV0
83I801V808V1 0800
83I801V808V1 0800
1Ð£0Ð£Ð˜8Ð£Ð8 Ð808ÐœV0
33I8Ðž1V808V1 V3813Ð0
dSOH Ð˜Ð£/ÐœÐ£90Ð˜ NV
83I801V808V1 Ð1lÐœ32
Ð¥1Ðœ30Ð8/83Ð˜Ð˜080
A9I39ÂV8I0/A9I3O
SNI8O8 HV
3Ð˜VN 1ÐœV01188V
(1V80 s1318V1)
1Ð£1801088
(1V80 s1318V1)
3102V0IÐœ0813Ð˜
(1V80 s1318V1)
3102V0IÐœ0813Ð˜
(1V80 E13"I8VI.)
3102V0IÐœ0813Ð˜
(1V80 s1318V1)
3102V0IÐœ0813Ð˜
(1V80 s1318V1)
3102V0IÐœ0813Ð˜
(1880 5131981)
3102V0IÐœ0813Ð˜
(1V80 s.1.318V1)
3102V0IÐœ0813Ð˜
(Ðœ01103Ð“Ðœ1 s318V103Ð“ÐœI)
â€˜^'1 0813Ð˜
(1V80 s1318V1)
3102V0IÐœ0813Ð˜
(1V80 s1318V1)
1A813Ð˜
(Ðœ01103Ð“ÐœI t318V103Ð“ÐœI)
808538801
(1V80 s808A8)
ÐœV1938
(31008 sÐ˜803 39VS00)
3Ð˜Ð£Ðœ 30Ð£81
9Ð˜OS2
3102V01Ðœ0813Ð˜
OÐ˜OOQ
3102V0IÐœ0813Ð˜
9Ð˜O92
3102V0IN0813Ð˜
9Ð˜OOS
3102V0IÐœ0813Ð˜
9Ð˜00Ð‘
3102V0IÐœ0813Ð˜
OÐ˜OS2
3102V0IÐœ0813Ð˜
Qwosz
3102V0IÐœ081Ð—Ð˜
9Ð˜OS2
3102V0IÐœ0813Ð˜
1Ð˜00l/9Ð˜009
3102V0IÐœ0813Ð˜
9Ð˜OOS
3102V0IÐœ0813Ð˜
9Ð˜OQ2
3102V0IÐœ0813Ð˜
1Ð˜/9Ð˜l
31V818V1 101088013Ð˜
1Ð˜5/38Ð£8 9Ð˜Ð 03
30I801Ð0080AÐ 30IÐ˜V88010013Ð˜
(8)Ð19N3818
(5)1Ðœ3l038ÐÐœ1 3^I10Ð£
(ÐÐ¡ 30Ð£8) 78-1Ð¡-01
'^I 318V1
O1 2B-I-I Ð˜083 03^0888V SIV0N



NDA'S APPROVED FROM 1-1-82 Ð¢Ðž
10-31-84 (PAGE 38)
ACTIVE INGREDIENT(S)
STRENGTH(S)
METRONIDAZOLE
500MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
5OOMG/IOOML
METRONIDAZOLE
5OOMG/IOOML
METRONIDAZOLE
500MG/IOOML
METRONIDAZOLE
500MG
METRONIDAZOLE
5OOMG/IOOML
METRONIDAZOLE
250MG
MICONAZOLE NITRATE
IOOMG
MICONAZOLE NITRATE
2OOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
PROTOSTAT
(TABLET; ORAL)
METRYL 500
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(INJECTABLE; INJECTION)
METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
MONISTAT 7
(SUPPOSITORY; VAGINAL)
MONISTAT 3
(SUPPOSITORY; VAGINAL)
APPLICANT NAME
ORTHO PHARMACEUTICAL
DRUMMER/PHOENIX
PAR PHARMACEUTICAL
PAR PHARMACEUTICAL
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
CHELSEA LABORATORIES
ELKINS-SINN/AHROBINS
LNK INTERNATIONAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
NDA f
APPROVAL DATE
18-87l
03-02-83
18-620
06-02-83
18-845
08-18-83
18-930
08-18-83
l8-900
09-29-83
18-889
11-18-83
18-890
l1-18-83
l8-599
02-13-84
18-907
03-30-84
19-029
04-10-84
I8Â520
03ÂI5Â82
I8Â888
08-15-84



ACTIVE IÐœGREDIENT(S) TRADE ÐœAME APPLICANT NAME
STREÐœGTH(S) (DOSAGE FORM; ROUTE)
MORPHIÐœE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS
O.5MG/ML (IÐœJECTABLE; IÐœJECTIOÐœ)
MORPHINE SULFATE DURAMORPH PF ELKINS-SINÐœ/AHROBIÐœS
IMG/ML (INJECTABLE; INJECTION)
NALOXONE HYDROCHLORIDE; TALWIÐœ NX WINTHROP LABS/STERL
PENTAZOCINE HYDROCHLORIDE (TABLET; ORAL)
O.5MG; EO 50MG BASE
NAPROXEN NAPROSYN SYÐœTEX PR
500MG (TABLET; ORAL)
NICLOSAMIDE ÐœICLOCIDE MILES PHARMS/MILES
500MG (TABLET, CHEWABLE; ORAL)
NICOTIÐœE RESIÐœ COMPLEX
E0 2MG BASE
NITROGLYCERIN
5MG/ML
ÐœITROGLYCERIN
O.8MG/ML
NITROGLYCERIN
O.5MG/ML
NITROGLYCERIÐœ
IMG/ML
NITROGLYCERIÐœ
5MG/ML
ÐœITROGLYCERIN
5MG/ML
NICORETTE
(GUM, CHEWIÐœG; ORAL)
NITRO-BID
(INJECTABLE;
ÐœITROL
(INJECTABLE;
TRIDIL
(INJECTABLE;
ÐœITRONAL
(INJECTABLE;
NITRONAL
(IÐœJECTABLE;
NITROSTAT
(INJECTABLE;
INJECTIOÐœ)
INJECTION)
INJECTIOÐœ)
INJECTION)
IÐœJECTION)
IÐœJECTIOÐœ)
MERRELL DOW/DOW CHEM
MARION LABORATORIES
KREMERS-URBAÐœ
AM CRITICAL CARE/AHS
G POHL-BOSKAMP
G POHL-BOSKAMP
PARKE-DAVIS/W-L
NDA Ð–
APPROVAL DATE
18-565
09-18-84
18-565
09-18-84
18-733
12-16-82
17-581
04-15-82
18-669
05-14-82
18-612
01-13-84
18-621
01-05-82
18-774
01-19-83
18-537
06-16-83
18-672
08-30-83
18-672
08-30-83
l8-588
12-23-83
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 39)



TABLE IV.
10-31-84 (PAGE 40)
NDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)
NORETHINDRONE ACETATE
5MG
OXPRENOLOL HYDROCHLORIDE
20MG
OXPRENOLOL HYDROCHLORIDE
4OMG
OXPRENOLOL HYDROCHLORIDE
BOMG
OXPRENOLOL HYDROCHLORIDE
I6OMG
PENTAMIDINE ISETHIONATE
3OOMG/VIAL
PENTETATE INDIUM DISODIUM,
IN-III
IMCI/ML
PENTOXIFYLLINE
4OOMG
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
5MG/5ML; 6.25MG/5ML
PILOCARPINE HYDROCHLORIDE
4%
PIMOZIDE
2MG
TRADE NAME
(DOSAGE FORM; ROUTE)
AYGESTIN
(TABLET; ORAL)
TRASICOR
(CAPSULE; ORAL)
TRASICOR
(CAPSULE; ORAL)
TRASICOR
(CAPSULE; ORAL)
TRASICOR
(CAPSULE; ORAL)
PENTAM 300
(INJECTABLE; INJECTION)
MPI INDIUM DTPA IN III
(INJECTABLE; INJECTION)
TRENTAL
(TABLET, CONTROLLED
RELEASE; ORAL)
PHENERGAN vC
(SYRUP; ORAL)
PILOPINE HS
(GEL; OPTHALMIC)
ORAP
(TABLET; ORAL)
APPLICANT NAME
AYERST LABS/AMHO
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
LYPHOMED
MEDI-PHYSICS
HOECHST-ROUSSEL
WYETH LABS/AMHO
ALCOÐœ LABORATORIES
MCNEIL PHARM
NDA f
APPROVAL DATE
I8Â405
04-21-82
I8ÂI66
12-28-83
I8ÂI66
I2Â28Â83
I8ÂI66
I2Â28Â83
I8ÂI66
I2Â28Â83
I9ÂI29
l0-16-84
l7-707
02-18-82
18-631
08-30-84
08-604
04-02-84
l8-796
l0-01-84
17-473
07-31-84



ACTIVE INGREDIEÐœT(S)
STRENGTH(S)
PIÐœDOLOL
5MG
PINDOLOL
IOMG
PIÐœDOLOL
I5MG
PIROXICAM
IOMG
PIROXICAM
20MG
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE;
227.IGM/PACKET;
2.826M/PACKET;
6.3Ã“ GM/PACKET;
5.53GM/PACKET;
2I.5GM/PACKET
POLYETHYLEÐœE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE;
IZOGM/PACKET;
I~490M/PACKET;
3.3Ã¶GM/PACKET;
2.92GM/PACKET;
II.3Ã“ GM/PACKET
TRADE NAME
APPLICANT NAME
(DOSAGE FORM; ROUTE)
VISKEN
(TABLET; ORAL)
VISKEÐœ
(TABLET; ORAL)
VISKEÐœ
(TABLET; ORAL)
FELDEÐœE
(CAPSULE; ORAL)
FELDEÐœE
(CAPSULE; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION;
COLYTE
(POWDER FOR
RECONSTITUTION;
SANDOZ PHARMS/SANDOZ
SAÐœDOZ PHARMS/SAÐœDOZ
SANDOZ PHARMS/SAÐœDOZ
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
EDLAW PREPARATIONS
ORAL)
EDLAW PREPARATIONS
ORAL)
NDA #
APPROVAL DATE
18-285
09-03-82
18-285
09-03-82
l8-285
09-03-82
18-147
04-06-82
18-147
04-06-82
18-983
10-26-84
18-983
10-26-84
NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 41)
TABLE IV.



TABLE IV.
T0 10-31-84 (PAGE 42)
NDA'S APPROVED FROM 1-1-82
ACTIVE IÐœGREDIEÐœT(S)
STREÐœGTH(S)
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBOÐœATE;
SODIUM CHLORIDE;
SODIUM SULFATE;
3Ã´OGM/PACKET;
4.47GM/PACKET;
I0.0BGM/PACKET;
8.760M/PACKET;
34Ð¾086Ðœ/Ð ÐÐ¡ÐšÐ•Ð¢
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBOÐœATE;
SODIUM CHLORIDE;
SODIUM SULFATE;
22.74GM/BOT; 2366M/BOT;
2.97GM/BOT; 6.74GM/BOT;
5.860M/BOT
POTASSIUM ACETATE
ZMEO/ML
POTASSIUM CHLORIDE
IOMEO
POTASSIUM CHLORIDE; SODIUM
CHLORIDE
75MG/IOOML; 900MG/IOOML
POTASSIUM CHLORIDE;
SODIUM CHLORIDE
I5OMG/IOOML; 9OOMG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
COLYTE
(POWDER FOR
RECOÐœSTITUTION; ORAL)
GOLYTELY
(POWDER FOR
RECOÐœSTITUTION; ORAL)
POTASSIUM ACETATE IÐœ
PLASTIC COÐœTAIÐœER
(INJECTABLE; INJECTION)
MICRO-K I0
(CAPSULE, CONTROLLED
RELEASE; ORAL)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE O.I5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICAÐœT NAME
EDLAW PREPARATIONS
BRAINTREE LABS
ABBOTT LABORATORIES
AH ROBINS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
ÐœDA f
APPROVAL DATE
I8Â983
I0Â26Â84
19-011
07-13-84
I8Â896
07-20-84
l8-238
05-14-84
l8-722
l1-09-82
18-722
11-09-82



2Q-OI-SO
7bI-BI
28-92-70
986-91
28-21Â21
661-81
28-11-20
029-81
28-11-20
029-8!
28-11-20
029-81
28-11-20
029-81
28-60-11
221-BI
28-60-11
221-81
31Ð£0 1V^Ðž888V
# Ð£0N
1-Ðœ/81^V0-388V8
A9010ÐœÐ031
1V^1^808
0ÐÐ˜V/88V1 1883AV
88V1
58V1
88Ð£1
5881
10Ðœ3^V81
1ÐžÐœ3^V81
10Ðœ3^Ð£81
10Ðœ3^881
880Ð Ð˜V/MV90Ð˜ Ð˜V
8SOH Ð˜V/MV90Ð˜ Ð˜V
3Ð˜VN 1ÐœÐ£01188V
(1V80 s31088V0)
Ð¥V81Ðœ30
(Ðœ01103Ð“Ðœ1 s318V103Ð“ÐœI)
Ð˜V8O1O88
(NOI103Ð“ÐœI s318V103Ð“Ðœ1)
301801Ð0 3Ð˜1Ð¥0011V88
(Ðœ011031Ðœl s318V103Ð“ÐœI)
83Ðœ1V1Ðœ00 0118V18 Ðœl
O3Ð˜O7 301801Ð0 Ð˜0188V108
0ÐœV $6'0 301801Ð0 Ð˜01005
(Ð¼Ð¾Ð¿1ÑÑÐ³Ð¼Ð¿ sa1avIOarNI)
83ÐœIV1ÐœO0 0l1sv18 NI
Ð¾Ð·Ð¸Ð¾Ð³ 301801Ð0 Ð˜015$Ð£108
0Ðœv $6Â0 Ð·Ð¾Ð¿Ð½Ð¾Ñ‡Ð½Ñ Ð˜nIOOs
(Ðœ01103Ð“Ðœ1 1318V103Ð“NI)
83Ðœ1V1Ðœ00 011SV18 Ðœl
03Ð˜02 301801Ð0 Ð˜0I88V108
0ÐœV $6'O 301801Ð0 Ð˜01008
(Ðœ01103Ð“Ðœ1 s318V103Ð“Ðœ1)
83Ðœ1V1Ðœ00 011SV18 NI
03Ð˜01 301801Ð0 Ð˜018SV108
GNV $6'O 301801Ð0 Ð01005
(Ðœ01103Ð“Ðœ1 s318V103Ð“Ðœ1)
83Ðœ1Ð£1Ðœ00 0115V18 NI
SE'O 301801Ð0 Ð˜0155Ð£108
0ÐœV 26'0 301801Ð0 Ð˜01005
(Ðœ01103Ð“Ðœ1 s318V103Ð“Ðœ1)
83Ðœ181Ðœ00 0118V18 Ðœ1
122'0 301801Ð0 Ð˜0188V108
0ÐœV $6'0 301801Ð0 Ð˜01008
(31008 sÐ˜803 39VSO0)
3NVN 30881
9Ð˜O2
Ð˜Ð£832Ð£88
1Ð˜/9Ð˜002
301801Ð0 3Ð˜1Ð¥0011V88
1Ð˜/9Ð˜002
301801Ð0 3Ð˜1Ð¥0011Ð£88
1Ð˜001/0Ð˜006 s1IAIOOI/E)Ð˜OOÃ
301801Ð0 Ð˜01005
s3O18O1I-I0 Ð˜0155V108
1Ð˜001/ÐÐ˜006 s1IAIOOI/9IAIOQI
301801Ð0 Ð˜01005
s301801Ð0 Ð˜0155Ð£1Ðž8
1Ð˜001/9Ð˜006 s1Ð˜OOI/9IAIOOÃ
301801Ð0 Ð˜0I005
s30I8O1H0 Ð˜0155Ð£108
1Ð˜001/9Ð˜006 s1I'IIOOI/9I'IOQI
301801Ð0 Ð˜01005
s3CII8O1H0 Ð˜0155Ð£108
1Ð˜001/9Ð˜006 s1Ð˜OOI/9Ð˜OOÃ
301801Ð0 Ð˜01005
s30I801Ð0 Ð˜0185V1Ðž8
1Ð˜001/9Ð˜006 s1NOOI/9INO22
301801Ð0 Ð˜01005
s3OI8O1H0 Ð˜0155V108
(5)Ð19N3815
(5)1N310389NI 3^110V
(Ã7 39V8)
318V1
78ÂIÃÂOI
01 28-1-l Ð˜083 03^Ðž888Ð£ SnV0N



TABLE IV.
10-31-84 (PAGE 44)
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž
ACTIVE INGREDIENT(S)
STRENGTH(S)
PRAZIOUANTEL
600MG
PROPRANOLOL HYDROCHLORIDE
60MG
PROPRANOLOL HYDROCHLORIDE
90MG
PROPRANOLOL HYDROCHLORIDE
I60MG
PROPRANOLOL HYDROCHLORIDE
8OMG
PROPRANOLOL HYDROCHLORIDE
I20MG
PROTAMINE SULFATE
250MG/VIAL
RANITIDINE HYDROCHLORIDE
EO I5OMG BASE
RANITIDINE HYDROCHLORIDE
EO 25MG BASE/ML
RITODRINE HYDROCHLORIDE
I5MG/ML
SAFFLOWER OIL; SOYBEAN OIL
10%; IO%
sAFFLOWER OIL; SOYBEAN OIL
5%; 5%
TRADE NAME
(DOSAGE FORM; ROUTE)
BILTRICIDE
(TABLET; ORAL)
INDERAL
(TABLET; ORAL)
INDERAL
(TABLET; ORAL)
INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)
PROTAMINE SULFATE
(INJECTION; INJECTION)
ZANTAC
(TABLET; ORAL)
ZANTAC
(INJECTABLE; INJECTION)
YUTOPAR
(INJECTABLE; INJECTION)
LIPOSYN II 20%
(INJECTABLE; INJECTION)
LIPOSYN II I01
(INJECTABLE; INJECTION)
APPLICANT NAME
MILES PHARMS/MILES
AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO
UPJOHN
GLAXO
GLAXO
ASTRA PHARM PRODS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ÐœDA f
APPROVAL DATE
18-714
12-29-82
16-418
01-18-83
16-418
01-18-83
l8-553
04-19-83
18-553
04-19-83
18-553
04-19-83
07-413
08-02-84
18-703
06-09-83
I9-090
10-19-84
18-580
9-27-84
18-991
8-27-84
18-997
8-27-84



78-02-10
168-8l
78-21-10
8I2-61
78-21-10
1I2-6I
28-10-11
220-61
28-10-11
220-61
28-62-01
{OS-8I
28-62-01
OOG-8I
28-61-20
1G7-8I
28-70-50
S68-8I
28-S2-2O
81S-81
31V0 18^08888
f VGN
831801V808V1 11088V
831801V808V1 11088V
831801V808V1 11088V
88V1 10Ðœ3^V81
88V1 10Ðœ3^V81
831801V808V1 11088V
831801V808V1 11088V
58V1 10Ðœ3^V81
531801V80881 11088V
88V1 10Ðœ3^V81
3NVÐœ 1ÐœV01188V
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ Ðœl)
83Ðœ1V1Ðœ00 0118Ð£18 NI
301801Ð0 Ð˜01008
(Ðœ01103Ð“ Ðœl s318V103Ð“ Ðœ1)
83Ðœ181Ðœ00 0115V18 ÐœI
%6'0 301801Ð0 Ð˜01008
(Ðœ01103Ð“ Ðœ1 s318V133Ð“ ÐœI)
83ÐœIÐ£1Ðœ00 0118V18 NI
16'0 301801Ð0 Ð˜01008
(Ðœ01103Ð“ Ðœl s318V103Ð“ ÐœI)
83Ðœ1V1Ðœ00 0118V18 Ðœ1
$9 301801Ð0 Ð01008
â€¹Ð¼Ð¾I1ÑÐ·Ð³Ð¼I sa1avloarÐœI)
aaNlv1Noo 0118V18 ÐœI
1: 301801Ð0 wnI0os
(Ðœ01103Ð“ Ðœl s318V103Ð“ Ðœ1)
83Ðœ1V1Ðœ00 0118V18 ÐœI
$6'0 301801Ð0 Ð01005
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ ÐœI)
83NIV1ÐœO0
011SV18 ÐœI f6'0 30180180
â€ž01008 011V1801831088
(Ðœ011V91881 sÐœO11!'I1OS)
83Ðœ1V1Ðœ00 0118V18
ÐœI $97'0 301801Ð0 "01008
(Ðœ01103Ð“ Ðœ1 s318V103Ð“ Ðœ1)
83Ðœ1V1Ðœ00
0118V18 NI 31V130V Ð01008
(1V01801 sÐ˜V380)
088
(31008 sÐ˜803 39VSO0)
3Ð˜VÐœ 30V81
1Ð /̃03Ð˜9'2
30180180 Ð˜01008
1Ð /̃9Ð˜6
301801Ð0 Ð˜01008
1Ð /̃9Ð˜6
301801Ð0 Ð˜01008
1Ð˜001/Ð˜99
301801Ð0 Ð˜01008
1Ð˜001/Ð˜92
301801Ð0 Ð˜01008
1Ð /̃9Ð˜6
301801Ð0 Ð˜01008
1Ð /̃9Ð˜6
301801Ð0 Ð˜01005
1Ð˜001/9Ð˜097
30180180 Ð˜01008
1Ð /̃03Ð˜2
800801ÐÐœ8 â€˜31V130V Ð˜01005
1I
3Ðœ12V10V3108 83^118
(8)Ð1ÐÐœ3818
(8)1Ðœ310389Ðœ1 3^110V
(S7 30V8) 78-12-01
318V1
O1 28-1-1 Ð˜083 03^0888V SIV0N



TABLE
IS APPROVED FROM 1-1-82 TO I0 31-84 ÃÃ®ÃªÃ®Ã¢`ÃÃ¡Ã¬
IV.
NDA
Â« Y
ACTIVE INGREDIENT(S)
STRENGTH(S)
SODIUM IODIDE, 1-123
100 UCI
SODIUM IODIDE, 1-123
200 UCI
SODIUM IODIDE, IÂI23
400 UCI
SODIUM LACTATE
5MEO/ML
SODIUM NITROPRUSSIDE
50MG/VIAL
SODIUM PHOSPHATE, DIBASIC;
SODIUM PHOSPHATE, MONOBASIC
I42MG/ML; 276MG/ML
SOMATROPIN
2 IU/VIAL
SORBITOL
ÑŠÐµÐ¼/1Ð¾Ð¾Ð¼ÑŒ
SOYBEAN OIL
IO%
SOYBEAN OIL
20%
SOYBEAN OIL
101
I OIL
TRADE NAME
OSAGE FORM; ROUTE)
(D
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM LACTATE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SODIUM NITROPRUSSIDE
(INJECTABLE; INJECTION)
SODIUM PHOSPHATES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ASELLACRIN 2
(INJECTABLE; INJECTION)
SORBITOL 3% IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
TRAVAMULSION 10%
(INJECTABLE; INJECTION)
TRAVAMULSION 20%
(INJECTABLE; INJECTION)
SOYACAL 101
(INJECTABLE; INJECTIOÐœ)
SOYACAL 20%
(INJECTABLE; INJECTIOÐœ)
BENEDICT NUCQ
Â«  PHARM
\.
\.
BENEDICT`NOCLR PR
~̀L
BENEDICT NUCLR PHARM
ABBOTT LABORATORIES
ELKINS-SIÐœÐœ/AHROBINS
ABBOTT LABORATORIES
SERONO LABS
TRAVEÐœOL LABS
TRAVENOL LABS
TRAVEÐœOL LABS
ALPHADTHERAPEUTIC
ALPHA THERAPEUTIC
NDA Ð¶
\
APPROVAL DATE
\
18-67â€˜
05â€˜27-82
18-671
05-27-82
18-671
05Â2
47
4
I8ÂL
07-28-
18-892
05-10-83
17-726
07-21-83
!8-512
05-27-82
!8-660
02-26-82
18-758
02-15-83
18-465
06-29-83
18-786
06-29-83



TABLE
(DOSAGE FORM; ROUTE)
_____________________
LIPOSYÐœ
SOYBEAN OIL
101
III 105
(IÐœJECTABLE; IÐœJECTIOÐœ)
SOYBEAN OIL LIPOSYÐœ III 205
20% (INJECTABLE; IÐœJECTIOÐœ)
STREPTOZOCIN ZANOSAR
IGM/VIAL (INJECTABLE; IÐœJECTIOÐœ)
SUFENTANIL CITRATE SUFENTA
EO 0.05MG BASE/ML (INJECTABLE; INJECTION)
SULFAMETHOXAZOLE; TRIMETHOPRIM SULFAMETHOXAZOLE AND
4ÐžÐžM0; 8OMG TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFAMETHOXAZOLE AND
800MG;
TRIMETHOPRIM DOUBLE
STRENGTH
(TABLET; ORAL)
I60MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFATRIM PEOIATRIO
zooms/5ML; 40MG/5ML (SUSPEÐœSIOÐœ; ORAL)
SULFAMETHOXAZOLE; TRIMETHOPRIM SULFATRIM
2Ð¾Ð¾Ð¼Ðµ/5Ð¼1; 40MG/5ML (SUSPEÐœSIOÐœ; ORAL)
SULFAMETHOXAZOLE; TRIMETHOPRIM SM2-TMP
2Ð¾Ð¾Ð¼Ðµ/5Ð¼1; 4Ð¾Ð¼Ðµ/5Ð¼ÑŒ IsusPEÐœSIOÐœ; ORAL)
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFAMETHOXAZOLE AÐœD
400MG; 8OMG TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE;
TRIMETHOPRIM
800MG; I60MG
SULFAMETHOXAZOLE AÐœD
TRIMETHOPRIM DOUBLE
STREÐœGTH
(TABLET; ORAL)
Iv. ÐœDA'S APPRovEo FROM 1-1-82 Ñ‚Ð¾ 10-31-84 (PAGE 47)
1
T
/fACTfVE INGREDIENT(S) TRADE ÐœAME
Ð“ .. _______.__.
â€¹-â€  ̃STRENGTH(S)
____________
APPLICANT NAME
_______________
ABBOTT LABORATORIES
ABBOTT LABORATORIES
UPJOHN
JANSSEN PHARMA
DRUMMER/PHOENIX
DRUMMER/PHOENIX
ÐœATL PHARM MFG/BARRE
ÐœATL PHARM MFG/BARRE
BIOCRAFT LABS
L
\
DAÐœBURY PHARMâ€™
AL
DAÐœBURY PHARMAC
NDA ÃŸ
APPROVAL DATE
______________
18-969
09-24-84
18-970
09-25-84
17-961
1
05-07-82
19-050
05-04-84
18-598 â€˜
05-19-82 f
18-5
05
)IB
â€˜_OT-83
I8-615
0â€˜_Ð¾7Â83 I
I
I8-812
01-28'83 1
\8-852 `
05Â09'83
\8-854
05_09-83



TABLE IV.
10-31-84 (PAGE 48)
NDA'S APPROVED FROM IÂIÂ82 T0
ACTIVE INGREDIENT(S)
STRENGTH(S)
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 4OMG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
4OOMG; 8OMG
SULFAMETHOXAZOLE; TRIMETHOPRIM
8OOMG; I60MG
SULFASALAZINE
500MG
TECHNETIUM, TCÂ99M, ALBUMIN
COLLOID KIT
N/A
TECHNETIUM, TCÂ99M, DISOFENIN
KIT
N/A
TECHNETIUM, TCÂ99M, GLUCEPTATE
KIT
N/A
TECHNETIUM, Ð¢Ð¡-99M, MEDRONATE
N/A
TECHNETIUM, TCÂ99M, SUCCIMER
KIT
N/A
TERBUTALINE SULFATE
0.2MG/INH
THALLOUS CHLORIDE, TLÂ2OI
2MCI/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
SM2-TMP PEDIATRIC
(SUSPENSION; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)
MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE
(INJECTABLE; IÐœJECTION)
TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)
AMERSCAN
(INJECTABLE; INJECTION)
MPI DMSA KIONEY REAGENT
(INJECTABLE; INJECTION)
BRETHAIRE
(AEROSOL; INHALATION)
THALLOUS CHLORIDE TL 20I
(INJECTABLE; INJECTION)
APPLICANT NAME
BIOCRAFT LABS
HEATHER DRUG
HEATHER DRUG
PHARMACIA/PHARMACIA
MED DIAG/NE NUCLEAR
MED DIAG/NE NUCLEAR
MS&D/MERCK
AMERSHAM/RADIOCHEM
MEDIâ€”PHYSICS
GEIGY/CIBA-GEIGY
MEDI-PHYSICS
NDA f
APPROVAL DATE
18Â8I2
06-10-83
18-946
08-10-84
18-946
08-10-84
07-073
04-06-83
l8-263
03-28-82
18-467
03-16-82
18-272
01-27-82
18-335
08-05-82
17-944
05-18-82
I8Â762
08-17-84
18-110
02-01-82



78-02-20
BiO-6I
78-02-20
526-8!
28Â80-20
269-81
28-80-20
26G-8I
78-02-70
911-81
28-91-60
261-91
28-60-11
256-1!
28-02-10
619-81
28-71-10
276-Â¿I
2B-GI-II
268-11
28-91-11
268-11
28-22-70
1II-8I
28-02-21
B7G-9I
31V0 1V^0888Ð£
# Ð£0Ðœ
8Ð˜8VÐ8 318V38
8Ð˜8VÐ8 318V38
1Ð£011030Ð£Ð˜8Ð£Ð8 110ÐœÐ¯
1Ð£011030Ð£Ð˜8VÐ8 11ÐžNÐœ
Ð£N028V/NÐžNÐ£980
ÐžÐÐ˜Ð£/58Ð£1 S3^I
3Ð008 Ð£1-NNVÐ˜830Ð
88Ð£1 13V80018
3Ð˜00113Ðœ 5Ð9008808
ÐœÐ0Ð“80
ÐœÐ0Ð“80
Ð¸Ð·Ð²Ð¾Ð· H wvI11IM
Ð˜3H0OI0V8/Ð˜VHS83Ð˜V
3Ð˜VN 1ÐœV01188V
(Ðœ01103Ð“Ðœ1 s318V1031NI)
ÐœÐ£1Ð£0
(Ðœ01103Ð“Ðœl s318V103Ð“NI)
NÐ£1V0
(1Ð£80 s.I_31BVI)
NI18OSI
(1V80 l.I.31BVJ_)
NI18OSI
(ÐœOI103Ð“NI s318V103Ð“NI)
(27-0Ðœ) N08008ÐžN
(1V80 53'IOS8VO)
111N0Ð˜805
(1V80 s1318V1)
002 Ð¥38Ð˜181
(1Ð£80 s.I.318VJ.)
Ð˜188ÐžÐ13Ð˜181
(1V80 s1318Ð£1)
wI88O1Oa8
(1V80 s1318V1)
Ðœ0I01Ð£Ð
(1V80 s131881)
.NOI01VH
(Ðœ011V1Ð£ÐÐœ1 s1OSO83V)
1800Ð£Ð˜2Ð£
(Ðœ01103Ð“Ðœ1 sB18V103Ð“NI)
102 11 301801Ð0 50011VÐ1
(31008 sÐ˜803 39Ð£500)
3Ð˜Ð£N 30V81
1Ð˜/9Ð˜9'2
301801Ð0080AÐ 11Ð˜Ð£8V83^
1Ð˜/9Ð˜9'2
301801Ð00801Ð 11Ð˜V8V83Ð
9Ð˜Ðž21
301801Ð00801Ð 11Ð˜V8Ð£83^
9Ð˜O8
3OI8O1H0O8OAH 11Ð˜V8Ð£83^
1Ð£1^/9Ð˜01
301Ð˜Ðž88 Ð˜01NÐž8003^
35V8 9Ð˜ÐžÐž1 03
31Ð£31VÐ˜ 3N1Ð˜V881Ð˜181
9WOO2
WI88OH13Ð˜I8l
ÐÐ˜ÐžÐž1
Ð˜188ÐžÐ13Ð˜181
9Ð˜002
Ð˜1880Ð13Ð˜181
OÐ˜9'O
Ð˜Ð£102V181
9Ð˜92'O
Ð˜V1Ðž2Ð£181
HNI/9WS2'O
301N01308 ÐNÐž1ÐžN1ÐÐ˜Ð£181
1Ð˜/10Ð˜1
102-11 â€˜301801Ð0 50011Ð£Ð1
(5)Ð19N3815
(5)1N310389N1 3Ð110Ð£
(67 39V8) 78-12-01
'^I 318Ð£1
O1 28-1-1 Ð˜083 03^Ðž888V SIVON



TABLE
10-31-84 (PAGE 50)
IV.
ÐœDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STREÐœGTH(S)
VERAPAMIL HYDROCHLORIDE
BOMG
VERAPAMIL HYDROCHLORIDE
I20MG
wATER FOR IÐœJECTION,
1005
wATER FOR IÐœJECTIOÐœ,
Ioo%
WATER FOR IÐœJECTIOÐœ,
1005
wATER FOR IÐœJECTIOÐœ,
1001
WATER FOR IÐœJECTIOÐœ,
100â€˜
XEÐœOÐœ, Ð¥Ð•-127
5MCI/VIAL
XEÐœOÐœ, XEÂI27
IOMCI/VIAL
XEÐœON, XEÂI33
IOMCI/VIAL
STERILE
STERILE
STERILE
STERILE
STERILE
TRADE NAME
(DOSAGE FORM; ROUTE)
GALAN
(TABLET; ORAL)
CALAN
(TABLET; ORAL)
STERILE WATER IÐœ PLASTIC
CONTAINER
(LIOUID; N/A)
STERILE WATER IN PLASTIC
CONTAINER
(LIOUID; N/A)
BACTERIOSTATIC WATER
PLASTIC CONTAINER
(LIOUID; Ðœ/A)
STERILE WATER FOR
INJECTION IN PLASTIC
CONTAINER
(LIOUID; N/A)
STERILE WATER FOR
INJECTION IN PLASTIC
CONTAINER
(LIOUID; N/A)
XENON XE 127
(GAS; INHALATION)
XENON XE 127
(GAS; IÐœHALATION)
XENOÐœ XE I33
(GAS; IÐœHALATIOÐœ)
IN
APPLICANT ÐœAME
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
TRAVEÐœOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVEÐœOL LABS
AM MCGAW/AM HOSP
MALLIÐœCKRODT
MALLIÐœCKRODT
MALLIÐœCKRODT
ÐœDA f
APPROVAL DATE
18-817
09-10-84
18-817
09-10-84
18-632
06-30-82
l8-801
l0-27-82
l8-802
10-27-82
18-595
01-17-83
19-077
03-02-84
18-536
l0-01-82
18-536
10-01-82
18-327
03-09-82



28-60-20
Â¿2S-8I
31V0 1V^0888V
f V0Ðœ
1008Ð¥0Ðœ111VÐ˜
3Ð˜VÐœ 1ÐœV01188V
(ÐœOI1V18HNI ssvs)
ffl ÑÑ… Ð¼Ð¾Ð¼ÑÑ…
(31008 sÐ˜805 39V800)
3Ð˜VÐœ 30V81
1V1Ð/10Ð˜02
2EI-3X â€˜NOÐœ3X
(8)Ð19Ðœ3818
(8)1Ðœ310389Ðœ1 3^110V
(I9 39V8) 78-12-01
â€˜^1 318V1
O1
28-1-1 Ð˜083 03^0888V 81V0Ðœ



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine. 



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine. 



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine. 



ÑˆÐ±â€” Ñ‚Ð¾ÑˆÐ½Ð¾ mfom m.
Z<0ÃO=2 n_O >.:wÅ“m> ZD




