Phone: (612) 873-2288
(800) 328-5890
Fax: (612) 873-2289

WENDT LABORA TORIES INC.

‘Box; .
Belle Plame, anesota 56011

A Family of Pharmaceutical Manufacturers
Since 1927

Dockets Management Branch (HTA-305)
Food and Drug Administration

5630 Fishers Lane

Rm. 1061

Rockville, MD 20852

April 25, 2000

Dear Sir or Madam,

This letter is in reference to Food and Drug Administration’s Docket No. OON-1198
according to Wendt Laboratories’s records, the annual reports for Nitroflurazone
ointment, 0.20z (86-766)Bethanechol Chloride Tablets, 10 & 25mg, (84-185 & 84-186)
Nitroflurazone Ointment, Meclizine Hydrochloride Tablets, 25mg (85-041), Isoniazed
Tablets (85-040), Folic Acid Tablets (85-039), Menocarbamol Tablets (85-042) were
submitted to the FDA and received on 08/06/99. Enclosed are copies of the
acknowledgments as requested in the docket. Wendt Laboratories respectfully
requests an opportunity for a hearing.

t Laboratories

William E. Wendt, Pres.
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TRANSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE

—

-

DATE SUBMITTED

(21 CFR 314.81)

Form Approved. OMB No. 0910-0001
Expiration Date: December 31, 1992
See OMB Statement on Reverse of Part 1.

NOTE: This report is required by law (27 USC 355; 21 CFR 314.81). Failure to report can resuft

\ in withdrawal of approval of the New Drug Application.

1. NDA OR ANDA NUMBER

5 b B

J INSTRUCTIONS "

Complete a transmittal form for each apphcation for which an annual report is being
submitted. Retain the carbon copy labeled “applicant.* Submit the remaining copies of the

2. Report No. (FDA Complete)

O )

transmittal form along with two copies of the annual report to FDA.

If any part of the annual report applies to more than one application, list in item 7 all other
applications to which such parts apply.

APPLICANT NOTE
Reference NDA and Y numbers
(entered on Acknowtedgement Capy)in any
subsequent correspondence regarding report.

4 APPLICANT 3. CFRSECTION NUMBER (Antibiotic
Wend: Labpratories, Inc, only)
6. TYPE OF REPORT (Check one)

5. DRUG NAME

Folic Acid Tablets USP, 1 mg.

XZ ANNUAL [J OTHER

7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List all numbers if any part of report

8. PERIOD COVERED BY REPORT

)

applies to more than one number.) FROM To
YEAR MONTH YEAR MONTH
1833 | July | 1882 | July
old Line
REPORT INFORMATION REQUIRED (See § 314.81 for description)
9. (Enter type of information attached under “identification.” If you have nothing to report, enter None.)
(INFORMATION IN "9b" and “9c” IS ALWAYS REQUIRED.)
TYPE OF INFORMATION - IDENTIFICATION (Volume No.(s)/Tab(s)/Page(s) of Report)
a. SUMMARY OF . :
SIGNIFICANT NEW INFORMATION None
b. DISTRIBUTION DATA . .
Has not been msnufactured or distributed
¢. LABELING (Whether or not
previously submitted) Has not bsen manufactured or distributed
d. CHEMISTRY MANUFACTURING AND
CONTROLS CHANGES None
€. NONCLINICAL LABORATORY STUDIES
None
f. CLINICAL DATA
None
g. STATUS REPORT POST-MARKETING STUDIES
None
h. STATUS OF OPEN REGULATORY BUSINESS
(Optional) . ]
,NU,Q?,__,_,_ . Woldl:(ne

TYPED NAMVE AND TITLE OF RESPONslBLE OFFICIAL OR AGENT

FDA USE ONLY

Jennifer Eckhardt, Administrative Assistant

10. REPORT FILED IN NDA NUMBER

N g |S | O3 7

SIGNAJURE
(AT & st

11. DATE OF RECEIPT

?"PLICAN'METQRN‘A‘BDRESS (Type within the window envelope tic marks)
P £

f
A,

S

PO Box 128 -
Belle Plaine, MN 56011

AU 06 1999
0GD

I~
(%)
5
‘%% <
]70 IAN\)

&

FORMFDA 2252 (6/92) PREVIOUS EDITION 15 OBSOLETE.

ACKNOWLEDGEMENT
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- YRANSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE | DATE SUBMITTED

(21 CFR 314.81)

form Approved. OMB8 No. 0910-0001
£xpiration Date: December 31, 1992
See OMB Statement on Reverse of Part 1.

NOTE: This report is required by law (21 USC 355; 21 CFR 314.81). Failure to report can result
\ in withdrawal of approval of the New Drug Application.

1. NDA OR ANDA NUMBER

/ INSTRUCTIONS

Complete a transmittal form for each apphcation far which an annual report is being
submitted. Retain the carbon copy labeled “applicant.” Submit the remaining copies of the
transmittal form along with two copies of the annual report to FDA.

If any part of the annual report applies to more than one application, list in item 7 all other
applications to which such parts apply.

for.

NB B b &

B

2. Report No. (FDA Complete)

Y-

APPLICANT NOTE
Reference NDA and Y numbers
(entered on Acknowledgement Copy)in any
subsequent correspondence regarding report.

4. APPLICANT 3. CFR SECTION NUMBER (Antibiotic
: Wendt Labaratories, Inc. only)
15 DRUG NAME 6. TYPE OF REPORT (Check one)
‘ Isoniazed Tablest USR, 100mg. MY ANNUAL [ OTHER
7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List a/l numbers if any part of report 8. PERIOD COVERED BY REPQRT
applies to more than one number.) FROM 10
YEAR MONTH YEAR MONTH
: 1 : 1
1993 | July | 1893 | July i Line
REPORT INFORMATION REQUIRED (See § 314.81 for description)
9. (Enter type of information attached under “identification.” If you have nothing to report, enter None.)
(INFORMATION IN "9b* and “9c” IS ALWAYS REQUIRED.)
TYPE OF INFORMATION IDENTIFICATION (Volume No.(s)/Tab(s)/Page(s) of Report)
a. SUMMARY OF
SIGNIFICANT NEW INFORMATION Nona
b- DISTRIBUTION DATA Has not been manufactured or distributes
¢. LABELING (Whether or not ]
previously submitted) Has not been manufactured ov déstributed
d. CHEMISTRY MANUFACTURING AND
CONTROLS CHANGES Nonea
e. NONCLINICAL LABORATORY STUDIES
' Nona
{. CLINICAL DATA NOﬂB
g. STATUS REPORT POST-MARKETING STUDIES None
h. STATUS OF OPEN REGULATORY BUSINESS
(Optional) None . Jfoid Line

TYPED NAME AND TlTLE OF RESPONSIBLE OFFICIAL OR AGENT

Jennife? Eckhardt, Administrative Assistant

FDA USE ONLY

10. REPORT FILED IN NDA NUMBER

N%SB'D\‘D

SIGNATURE

' - * "f, ’ ‘,—,i
2 VLAY (» s A{/ f)(' L.¥T

11. DATE OF RECEIPT

AfLICANTw ADDRESS (Type within the window envelope tic marks)
s
(.

PO Box 128
Belle Plaine, MN 58011

FORM FDA 2252 {6/92) PREVIOUS EDITION 1S OBSOLETE.

ACKNOWLEDGEMENT



B | MITY R . 0910-000
a3 PRANSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE | DATE SUBMITTED form Approved OME No. 0310-0007

(21 CFR 31"81) See OMB Statement on Reverse of Part 1.
NOTE: This report is required by law (21 USC 355, 21 CFR 314.81). Failure to report can result 1. NDA OR ANDA NUMBER
- \ in withdrawal of approval of the New Drug Application.
N
Q/‘ ) INSTRUCTIONS g8 15 o |4 |1
2. Report No. (FDA Complete)

Complete a transmittal form for each application for which an annual report is being
submitted. Retain the carbon copy labeled “applicant.” Submit the remaining copies of the | Y- 5’ L 2‘,
transmittal form along with two copies of the annual report to FDA.

APPLICANT NOTE
Reference NDA and Y numbers

tf any part of the annual report applies to more than one application, list in item 7 all other [ (entered on Acknowledgement Copy) in any
k ., X subsequent correspondence regarding report
applications to which such parts apply

4. APPLICANT 3. CFR SECTION NUMBER (Antibiotic
wWend: Laboratories, Inc only)
. |5 DRUGNAME 6. TYPE OF REPORT (Check one)
‘ ¥Meclizine Hydrochlowide Tablsts, 25 mg. ] ANNUAL  [] OTHER
7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List alf numbers if any part of report 8. PERIOD COVERED BY REPORT
applies to more than one number.) FROM o
YEAR MONTH YEAR MONTH

1383 | July | 1938 [ July

oid Line
- REPORT INFORMATION REQUIRED (See § 374.81 for description)
£ 9. (Enter type of information attached under “identification.” if you have nothing to report, enter None.)
(INFORMATION IN “9b” and "9c¢* IS ALWAYS REQUIRED.)
TYPE OF INFORMATION IDENTIFICATION (Volume No.(s)/Tab(s)/Page(s) of Report)
= I'a SUMMARY OF
- SIGNIFICANT NEW INFORMATION None
- o : :
b DISTRBUTION DATA GUBB3AkSY R3AKsERY 33 30 OFC Braduck; BeF 21 CRR
A [
c. LABELING (Whether or not 1 [l 175 yquirse ta
previously submitted) Lab=ldd par 21 CFR, Bart 335 requirements
d. CHEMISTRY MANUFACTURING AND
o CONTROLS CHANGES Hona
e. NONCLINICAL LABORATORY STUDIES
Hone
f. CLINICAL DATA
Nons
g. STATUS REPORT POST-MARKETING STUDIES N
ong
h. STAT_US OF OPEN REGULATORY BUSINESS
(Optional) N one Fold Line
TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT i ' FDA USE ONLY -

10. REPORT FILED IN NDA NUMBER

&S 014

SIGNATURE 11. DATE OF RECEIPT

i"”f‘?‘/‘ k”f}lf:

eéPLICA{S' RE‘R‘URN ADDRESS (Type Mtfun the window envelope tic marks)

PO Box 128

Jennlfer Eckhatdt, Addinistrative Assistant

Belle Plaine, MN 56011

FORM FDA 2252 (6/92) - . PREVIOUS EDITION 1S OBSOLETE. ACKNOWLEDGEMENT
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L
‘T} P~ fRANSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE | DATE SUBMITTED Form Approved: OMB No. 0910-0001
=¥ (21 CFR 314.81) Expiral Date: December 31, 1952

. - See OMB Statement on Reverse of Part 1.

NOTE: This reportis required by law (21 USC 355; 21 CFR 314.81). Failure to report can result
in withdrawal of approval of the New Drug Application.

1. NDA OR ANDA NUMBER

INSTRUCTIONS

kﬂ Complete a transmittal form for each application for which an annual report is being

submitted. Retain the carbon copy labeled “appiicant.” Submit the remaining copies of the
transmittal form along with two copies of the annual report to FDA.

If any part of the annual report applies to more than one application, list in item 7 all other
applications to which such parts apply

Mig 5 |0 |4 |2

2. Report No. (FDA Complete)

ot T2

APPLICANT NOTE
Reference NDA and Y numbers
(entered on Acknowledgement Copy)in any
subsequent correspondence regarding report.

4 APPLICANT
Wendt Laboratories, Inc.

3. CFR SECTION NUMBER (Antibiotic
only)

5. DRUG NAME
Methocarbamol Tablets.USP, 500 Mg

6. TYPE OF REPORT (Check one)
ZJ ANNUAL  [] OTHER

7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List all numbers if any part of report

8. PERIOD COVERED BY REPORT

TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT

Jennifer Eckmardt, Adsinistrative Assistant

FDA USE ONLY

10. REPORT FILED IN NDA NUMBER

n SIS | D Y

r

SIGNATURE j
A
THR A g LT {ﬁt/fﬂ'lf

APPL}ZANTS R@N ADDRESS {Type within the window envelope tic marks)
_ P

PO Box 128
Belle Plaine, MN 55011

11. DATE OF RECEIPT

ﬁﬁgFORL%%?

. RECD
MG 06 1999

FORM FDA 2252 (6/92) PREVIOUS EDITION 1S OBSOLETE.

ACKNOWLEDGEMENT

applies to more than one number.) FROM 10
YEAR MONTH YEAR MONTH
1333 |july {1999 JUuly Lowiie
REPORT INFORMATION REQUIRED (See § 314.81 for description)
g (Enter type of information at¥ached under “identification.” If you have nothing to report, enter None.)
(INFORMATION IN “9b" and “9c” IS ALWAYS REQUIRED.)
TYPE OF INFORMATION IDENTIFICATION (Volume No.(s)/Tab(s)/Page(s) of Report)
a. SUMMARY OF
SIGNIFICANT NEW INFORMATION None
b. DISTRIBUTION DATA . . .
Has not been manufactured or distributed
¢ LABELING (Whether or not
previously submitted) Hes not been manufactured or distributed
d. CHEMISTRY MANUFACTURING AND
CONTROLS CHANGES Nona
e. NONCLINICAL LABORATORY STUDIES
None
f. CLINICAL DATA
Nonse
g. STATUS REPORT POST-MARKETING STUDIES
Nona
h. STATUS OF OPEN REGULATORY BUSINESS
{Optional) Nons old Line
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ﬁNSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE | BATE SUBMITFED

(21 CFR 314.81)

Form Approved: OMB No. 0910-0001
Expiration Date: December 31, 1982
See OMB Statement on Reverse of Part 1.

NOTE: This report is required by law (21 USC 355, 21 CFR 314.81). Failure to report can result
in withdrawal of approval of the New Drug Application.

1. NDA OR ANDA NUMBER

INSTRUCTIONS

. ] Complete a transmittal form for each application for which an annual report-is being
i submitted. Retain the carbon copy labeled “applicant.”

Submit the remaining copies of the
nsmmal form along wnth two copies of the annual report to FDA

i If any part of the annual report applies to more than one application, list in item 7 all other

applications to which such parts apply

Nls Is |7 Is

S

2. Report No. (FDA Complete)

GINEE

Y-

APPLICANT NOTE
Reference NDA and Y numbers :
-{entered on Acknowledgement Copy) in any
subsequent :orrespondence regarding report.

Nitroflurazone Ointment, 0.2%%

3 APPLICANT 3.CFRSECTIGN NUMBER (Antibiotic
Wendt Laboratoriss, Inc only)
[5 DRUGNAME 6. TYPE OF REPORT (Check one)

[ ANNUAL  [] OTHER

7. OTHER NDAJANT!BIOTIC APPLICATION NUMBERS (List all numbers if any part of report

8 PERIOD-COVERED BY REPORT

applies to more than one number.) CROM 10
YEAR MONTH YEAR MONTH
[ TN S Wy [ P . I TR Coa e
2333 JU;! 1933 IJUlJ old Line
REPORT INFORMATION REQUIRED (See § 314.81 for description)
9. (Enter type of information attached under *identification.” If you have nothing to report, enter None.)
(INFORMATION IN “9b" and *9c” IS ALWAYS REQUIRED.)
TYPE OF INFORMATION IDENTIFICATION (Volume No.{s)/Tab(s)/Page(s) of Report)
a. SUMMARY OF
SIGNIFICANT NEW INFORMATION )
None
b. DISTRIBUTION DATA .
Has not bsen manufactured ¢ordistributed
¢ LABELING (Whether or not
previously submitted) Has not bepﬂ 'manufaﬂt&red ar distributed
d. CHEMISTRY MANUFACTURING AND 7(- ,:j o "'/ e /'4
CONTROLS CHANGES Nane ARA : -
. NONCLINICAL LABORATORY STUDIES
None
f. CLINICAL DATA
None
g. STATUS REPORT POST-MARKETING STUDIES None -
h. STATUS OF OPEN REGULATORY BUSINESS
(Optional) .- - . None N - g ? - Fold Line

TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT

Jannifezf""&"ckhard‘t. Administrative Assistant

FDA USE ONLY

10. REPORT FILED IN NDA NUMBER

18161716

z?l%)éilﬁi(

Dy - h,é’,t

AﬂPLlCANTﬂETURr\i ADDRESS (Type within the window envelope tic marks)

PO Sox 128
Belle Plaine, MN 56011

1

11. DATE OF RECEIPT |

FORM FDA 2252 (6/92)

PREVIOUS EDITION-1S OBSOLETE.

ACKNOWLEDGEMENT



"X TRANSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE

-
_’.

DATE SUBMITTED

(21 CFR 314.81)

form Approved: OMB No 0910-0001
Expiration Date: December 31, 1992
See OMB Statement on Reverse of Part 1.

NOTE: This report is required by law (27 USC 355; 21 CFR314.81). Failure to report can result

1. NDA OR ANDA NUMBER

in withdrawal of approval of the New Drug Application.
INSTRUCTIONS

8 0 B 0

Complete a transmittal form for each application for which an annual report is being
{ submitted. Retain the carbon copy labeled "appiicant.” Submit the remaining copies of the

2. Report No. (FDA Complete)

ol |1

7

Y- .

transmlttal form along with two copies of the annual reportto FDA

1f any part of the annual report applies to more than one application, list in item 7 all other
applications to which such parts apply.

APPLICANT NOTE
Reference NDA and Y numbers
{entered on Acknowledgement Copy) in any
subsequent correspondence regarding report.

Nitroflurazone Solution 0.

7. APPLICANT 3 CFRSECTION NUMBER (Antibiotic
Wendt Laboratoriaes, Inc. only)
5. DRUG NAME 6. TYPE OF REPORT (Check one)

[ ANNUAL  [J OTHER

7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List aIInumbers ifany part of report

8. PERIOD COVERED BY REPORT

applies to more than one number.) FROM 10
YEAR MONTH YEAR MONTH
L mmede oo~ oo 14333 | July | 4989 | duiy
REPORT INFORMATION REQUIRED (See § 374.81 for description)
9. (Enter type of information attached under “Identification.” if you have nothing to report, enter None.)
(INFORMATION IN “9b" and "9c” 1S ALWAYS REQUIRED.)
TYPE OF INFORMATION IDENTIFICATION (Volume No.(s)/Tab(s)/Page(s) of Report)
a. SUMMARY OF
T
SIGNIFICANT NEW INFORMATION None
b. DISTRIBUTION DATA . :
Heaenot been manufactured or distributed
¢.-LABELING (Whether or not
previously submitted) Has mot been manufactured or distributed
d. CHEMISTRY MANUFACTURING AND
CONTROLS CHANGES None
e. NONCLINICAL LABORATORY STUDIES
None
f. CLINICAL DATA
None
g. STATUS REPORT POST-MARKETING STUDIES
None
h STATUS OF OPEN REGULATORY BUSINESS
- (Optional) - oo e ke - . O )
, Nﬂna fbld:Lme
TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT FDA USE ONLY

10. REPORT FILED IN NDA NUMBER

Jennifer Eckhardt, Administrative Assistant

PEAIREA

: LAY
VT - f.?.;;, -

o sdig 7 2K

St

11. DATE OF RECEIPT

PD Box 128 |

Selle Plaine,MN 55011

SRR

.. RECD
Mg 06 1999
2 0

< 5
’ }70NANDV\€§'

FORM FDA 2252 (6/92) PREVIOUS EDITION 15 OBSOLETE.

ACKNOWLEDGEMENT
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*—d‘TMMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE | DATE SUBMITTED
.. (21 CFR 314.81)

Form Approved: OMB No. 0910-0001
Expiration Date: December 31, 1992
See OMB Statement on Reverse of Part 1.

NOTE: This report is required by law (21 USC 355; 21 CFR 314.81). Failure to report can result
in withdrawal of approval of the New Drug Application.

1. NDA OR ANDA NUMBER

INSTRUCTIONS

transmittal “form along with two copies of the annual report to FDA.

applications to which such parts apply

Complete a transmittal form for each apphcatiaﬁf’?o} which an annual report is being
submitted. Retain the carbon copy labeled “applicant.” Submit the remaining copies of the | y- O : b

VA B S

1

l

2. Réport Ko, (FAA Complete)

APPLICANT NOTE
Reference NDA and Y numbers

If any part of the annual report applies to more than one application, list in |tem 7 all other | (entered on Acknowledgement Copy)
subsequens correspondence regarding report.

in any.

4. APPLICANT ¥ v R ey

3. CFRSECTION NUMBER (Antibiotic

g A{;/f’" t‘ﬁ-,—-/ /,’(":”Jf P Jf{‘ roo s Yy only)
5. DRUG NAME . — . OF REPORT (Check one)
Fu s, e e e Pl e, e ANNUAL  [J OTHER

7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List all numbers if any part oﬁreport

8 PERIOD COVERED BY REPORT

applies to more than one number.) FHOM 10
YEAR MONTH YEAR MONTH
Nl V _ -+
) SR O AP . /‘?‘Za": 2 (y{' W 2] J";, ad
: : e M ~Jroid Line
i REPORT INFQRMATION REQUIRED (See § 314.81 for description)
9. (Enter type of information attached under “Identification.” If you have nothing to report, enter None.)
(INFORMATION IN “9b” and “9¢” IS ALWAYS REQUIRED.)
TYPE OF INFORMATION IDENTIFICATION (Volume No.(s)/Tab(s)/Page(s) of Report)
a. SUMMARY OF A4 one
SIGNIFICANT NEW INFORMATION : e /i , .
- ) ,;T‘;K’f;) /'f‘j'j [::f'[lﬁ Fhaod ne ¥ &I PETrT T
* I b. DISTRIBUTION DATA 4 2 5 _/
’ et T s Mgy T e ,», ; £
¢ LABELING (Whetherornot =~ JFan I i Y pern FRAA T AT AT 7
previously subm;-t'te‘:d} Ay n, ey, / )
d. CHEMISTRY MANUFACTURING AND A, . )
CONTROLS CHANGES cFr
e. NONCLINICAL LABORATORY STUDIES "'? P \
8L A
f. CLINICAL DATA e
x
g. STATUS REPORT POST-MARKETING STUDIES A L
h. STATUS OF OPEN REGULATORY BUSINESS e
(Optlonal) “wooa R : e e e g o e E o S ¢ * s Yrold Line

TYPEDNAME AND TITLE OF BESPONSIBLE OFFICIAL OR AGENT
F ity sl )
i .
« ﬂfmu;yr,?f,r. e /‘"//5‘.&"’:7‘” ]
S M

FDA USE ONLY

S f Fd

10. Repqﬁr F»Lgf: IN NpA N

u)ﬁasﬁ‘

NG

TN ’
SIGN'AB‘!JRE L A ;

; AR _;
S Gl

11. DATE OF RECEIPT

AP'PL'ICANTSLRETLRN ADDRESS (Type within the window envelope tic marks)
e

T

~ RECD
Ade

ZR FOR 7

FORM FDA 2252 (692) : PREVIOUS EDITION 1S OBSOLETE.

ACKNOWLEDGEMENT
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Lo

. . 'y v
=3 :’2 BATE SUBMITTED ed: Of . 0910-000
- *{ TRANSMITTAL OF ANNUAL REPORTS FOR DRUGS FOR HUMAN USE - Eg;"'; gmmpgte: D:_”cg ":ger 3;_ , 992’

N (21 CFR 314.81) See OMB Statement on Reverse of Part 1.
- NOTE: This reportis rec;uned by law (27 USC 355, 21 CFR 214.81). Failure to report can result 1. NDA OR ANDA NUMBER

in withdrawal ot approval of the New Drug Application. ]
INSTRUCTIONS NiBal4a 1 I8 s
o 2. Report No. (FDA Compiete)
Complete a transmittal form for eath apphcation for whucﬁ""ri”annual report is being p
_ ] submitted. Retain the carbon copy labeled “applicant.” Subm:t the remaining copies of the | v- o ¢ ‘
4] transmittalform along with two copies of the annual reportto FDA,

" APPLICANT NOTE
. . . S Reference NDA and Y numbers
if any part of the annual report applies to more than one application, list in item 7 all other | (entered on Acknowledgement Copy)in any

applications to which such parts apply. subsequent correspondence regarding report.

4. APPLICANT 3. CFRSECTION NUMBER (Antibiotic
Wendt Laboratories, Inc. only)
5. DRUG NAME 6. TYPE OF REPORT (Check one)
Bethanechol Chloride Tablets, 25mg. ¥o annuaL O OTHER
7. OTHER NDA/ANTIBIOTIC APPLICATION NUMBERS (List all numbers if any part of report 8. PERIOD COVERED BY REPORT
applies to more than one number.) £ ROM 10
YEAR MONTH YEAR MONTH
i R N -—v‘-—*-ij!--ﬁ\»v-“-- i - g '- r . [T - 2 o F I . - g ae A .
1985 [ Oct. | 1939 | July L.

) REPORT INFORMATION REQUIRED (See § 374.81 for description)
9. (Enter type of information attached under “identification.” If you have nothing to report, enter None.)
(INFORMATION IN “9b" and “9c” IS ALWAYS REQUIRED.)

« TYPE OF INFORMATION IDENTIFICATIGF\I (Volume No.(s)/Tab(s)/Page(s) of Report)

a. SUMMARY OF
SIGNIFICANT NEW INFORMATION None

b. DISTRIBUTION DATA R R
Has not been manufactured or distributed.

¢. LABELING (Whether or not

previously submitted) Has not baen manufactured or distributed,
d. CHEMISTRY MANUFACTURING AND T ey
CONTROLS CHANGES Nane S
N o. NONCLINICAL LABORATORY STUDIES
None
f. CLINICAL DATA Nana
$ 8 Lol
g. STATUS REPORT POST-MARKETING STUDIES Nope
h. STATUS OF OPEN REGULATORY BUSINESS ) )
"(Optional) 1 None U TR T s ’ * 7 feldtine

TYPED NAME AND TITLE OF RESPONSIBLE OFFICIAL OR AGENT FDA USE ONLY

Jennifer Eckhardt, Administrative Assistant I 12 REPORTHLEDINNDA?UMBER
fh‘(i}'é‘,%) 7 N g q ! 8 é

SIGNATURE, 11. DATE OF RECEIPT

O zi«’/\\‘ Rc"?t,ﬂCff

IPPUCANLBEURN ADDRESS (Type within the window envelope tic marks)

B8l3ox 128
Belle Plaine, MN 53011

FORM FDA 2252 (6/92) . PREVIOUS EDITION 1S OBSOLETE. ACKNOWLEDGEMENT
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