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AHDA 89-085

A

Stdmak Lebeoratories, Tac. : -
Attention: Satisn B. Patel, Ph.D. | BEC
17 Bast Street v

Post (ffice Box 371 .
East Hanover, New Jersey 07336

sengiemeﬂ:

. g2 , ¥ jﬁifwaieﬁ ﬁew 6fug apptiﬁatiea datea Eecem@er ¥9
198%_ ubmitied #arsaaasAta Section: 505(4) of the Federal Faaﬁ. 5rﬁ§, ;ﬁﬁ_., ;75“%;
3 ; ;g' 8 ] fv iij‘iﬁfiéﬂ T}#;&iSVQSFg § Bl : : S ’ :ii“ﬁ’

e have ce@piﬁted the review ‘of this abbreviated application and have
concluded that the drug is safe and effective for use as recommended in the
: submitteé Tabe!%ng. &cceraingly, the appiic&tien 18 aparevaﬁ.

'Any sigaificaat cﬁa&ge:ia the conditions outlined in this apbreviated
applidaticn véquires as abproved saaﬁieaeata} application before the change
may be made, except for changés made in conformance with other provisions of
Section 314,70 of the New Drug Hegulations.

Postmarketing reperting regquirements for this abbreviatec application are set
forth in 21 CFR 214.80 and 314.81 of the Regulations.

This Administration should be advised of any change in the markeling status of.
this drug.

For Initial Campaigns: WHe reguest tnaa you submtt, in uﬁglihatc, any proposed
savertising or promotional copy whnich you inleng to use is your immediate
stévertising or promotional campaigns. Please submit ail proposed materiais in
draft or mock-up form, not final print. Subait poth copies together with a
copy of the propossg or final printed labeling to the bivision of Orug
Advertising end Labeling (#FN-240). Please do not use Form FB-2453
(Transmittal of Advertisements and Promotional Labeling for Drugs for Human
Use) for this initial submissien. i v

For Subsequent-Campaigns: He ¢all your attention teo Section 314,81{b}{3} of
the Kegulations which requires that materials for any subsequent advertising
or promoticnal campaign, at thé time of their initial use, be submitted fo our
Division of Drug Advertising end Labeling {Hfﬁ~a48) with a completed Form
FD-2£53,

NWK-DO
HFN-230
HFN-83 !
HFN-10 f & :
(1i%¥k8rown/dMeyer/MSh1h ' /? &irectgr
W R/D INITIALED BY: JMeye /M561fe Bivision of Generic Urigs

‘\ D Utz: 12-17-85 (0]39R) éx\ Soffice of D?ﬂg Standards

APPROVAL g3€enﬁar for Drugs and Biologics
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OVERDOSAGE: Early signs ol overdosage are abdominal discomlort, salivation,
flushing of the skin ("hot feeling”), sweating, nausea, and vomiting.

Atropine is a specilic antidote. The recommended dose for adults is 0.6 mg(1/
100 grain). Repeal doses can be given every two hours. according to clinical
reponse. The recommended dosage ininfants and childrenupto 12 yearsofage s
0.8\ mg/kg (1o a maximum single dose of 0.4 mg} repeated every two hours as
needed until the desired elfectis obtained or adverse effects of atropine proctude
further usage. Subcutaneous injection of atropine is preferred except in emer-
gencies when the intravenous roule may be empioyed.

The oral LD5( of bethanechol chioride is 1510 mg/kg in the mouse.

DOSAGE AND ADMINISTRATION: Dosage and route of administration must
be individualized, depending on the type and severity of the condition to be
treated. '

Preterably give the drug when the stomach is empty. If taken soon after ealing,
nausea and vomiting may occur. |

The usual oral adult dose is 10 to 50 mg. three or four times a day. The minimum
effective dose is determined by giving 5 or 10 mg. initially and repeating the same
amountat hourly intervals untif satisfactory response occurs oruntit a maximum of
50 mg. has been given. The effects of the drug sometimes appear within 30
minutes and usually within 60 - 90 minutes. They persist for about an hour.

HOW SUPPLIED: Bethanecho! Chloride Tablets, USP:
5 mg.—White, round, scored tablets in bottles of 100 and 1000.

fmprint: SL/323

10 mg.— Pink, round, scored tablets in bottles of 100, 500 and 1000.
imprint: SL/324

25 mg.—Yellow, round, scored tablets tn bottles of 100. 500 «nd 1000.
Imprint: SL/325

50 mg.— Yellow, round, scored tablets in bottles of 100 and 1000.
Imprint: SL/326

Dispense in tight containers as defined in the USP.

Store at controlled room temperature 15-30°C (59-86“F).

CAUTION: Federal law prohibiﬁéﬂriﬁ?aeaairré%vtv)iy!hou! prescription.

SIDMAK LABORATORIES, INC.

323-26 East Hanover, New Jersey 07936 Rev. 6/85 A

DEC 19 1985

DEC 19 1985

Because of the seleclive action of bethanechol. nicotinic symptoms of cho-
linergic stimulation are usually absent or minimal when orally or subcutaneously
administered in therapeutic doses, while muscarnnic effects are prominent. Mus-
cannic effects usually occur within 5 - 15 minutes alter subcutaneous injection,
reach a maximum in 15 - 30 minutes, and disappear within lwo hours. Doses that
stimulate micturition and defecation and increase peristalsis do not ordinarily
stimulate gangha or volunlary muscles. Therapeutic test doses in normal human
subjects have htlle etfect on hearl rate, blood pressure or penipheral circulation.

Bethanecho! chioride does not cross the blood-brain barrier because of its
charged quaternary amine moiety. The metabolic fate and mode ol excretion of the
drug have not been elucidated.

A clinical study{Diokno. AC, Lapides, J, Urol. 10: 23-24. July 19771 was conducted
on the relative eftectiveness of oral and subcutaneous doses of bethanechot
chloride on the stretch response of bladder muscle in patients with urinary retention.
Results showed tha! 5 mg. of the drug given subcutaneously simulated a repsonse
that was more rapid in onset and of larger magnitude that an oral dose of 50 mg.,
100 mg. or200 mg. All the oral doses, however. had a tonger duration of eflect that
he subcutaneous dose. Although the 50 mg. oral dose caused lttle change mn
intravesical pressure in this study. this dose has been tound in other studies to be
clinically effective in the rehabilitation of patents with decompensated bladders.

{NDICATIONS AND USAGE: forthetreatment ol acute postoperalive and post-
partum nonobstructive (functional) unnary retention and for neurogenic atony ol
the urinary bladder with retention.

CONTRAINDICATIONS: Hypersensiivily to bethanechol chloride. hyperthy-
rowdism, peplic ulcer, latent or active bronchial asthma, pronounced bradycardia
or hypotension, vasomotor instability, coronary artery disease. epilepsy and par-
Kinsonism,

Bethanechol chloride shnuld no! be employed when the strength or integrity of
the gastrointestinal or bladder wall is in quesiton, or inthe presence ot mechanical
obstruction; when increéase muscular activity ot the gastrointestinal tract or urinary
bladder might prove harmtul. as tollowing recent urinary bladder surgery. gastro-
intestinal resection and anastomosts, or when there is possible gasiromtestinal
obstruction; in bladder neck obstruction, spastic gastroiniestinal-disturbances,
acute inflammatory lesions of the gastrointestinal tract, or pentonitis; or in marked
vagotonia.

sversns: JRIGINAL

- ,m‘)A Ko -X7 ”OC?S/ Beo'ds K;O

12,
Reviewed by: _ /o

BETHANECHOL
CHLORIDE
TABLETS, USP

DESCRIPTION: Bethanechoi chloride, a cholinergic agent. is a synthetic esler
which is structurally and pharmacologically related to acetylcholine.

It is designated chemically as 2-{(aminocarbonyljoxy]-N, N, N-trimethyt-1-pro-
panaminium chloride. ts molecular formula is C7Hy 7CIN5Oo and its structural
formula is:

CH3CH-CHaN¥(CHg)g | CL°

QCONH»y C ?

Itis a white, hygroscopic crystalline compound having a sight arine-hk€ odor,
freely soiuble in water, and has a molecular weight of 196.68.

Bethanechol chloride 1s available as 5 mg., 10 mg., 25 mg. and 50 mg. tablets
intended for oral use.
CLINICAL PHARMACOLOGY: Bethanechol chloride acts principally by pro-
ducing the effects of stimulation of the parasympathetic nervous system. It

increases the tone of the detrusor usinae muscle, usually praducing a contraction .

sufficiently strong toinitiate micturition and empty the bladder. itstimulates gastric
motility, increases gastric tone and often restores impaired rhythmic peristalsis.
Stimulation of the parasympathetic nervous system releases acetylicholine at
the nerve endings. When spontaneous stimulation is reduced and therapeutic
intervention is required, acetylcholine can be given, but itis rapidly hydrolized by
cholinesterase and its effects are transient. Bethanechol chloride is not destroyed
by chotinesterase and its effects are more prolonged than those of acetyicholine.
Effects on the Gl and urinary tracts sometimes appear within 30 minutes after
oral administration of bethanechol chloride, but more often 60 - 90 minutes are
required to reach maximum effectiveness. Following oral administration, the usual
duration of action of bethanechal is one hour, although large doses (300 - 400 mg.!
have been reported to produce effects for up to six hours, Subcutaneous injectior
produces a more intense action on bladder muscle than does oral administration

PRECAUTIONS: General: In urinary retention, it the spnincter fails 10 relax as
bethanechol chloride contracts the bladder, urine may be torced up the ureter into
the kidney pelvis, If there 1s bacterwria, this may cause reflux infection.

Information for patients: Bethanechol chloride tablets shou!d prelerably be
taken one hour before or two hours after meals to avoid nausea or vomiting.
Dizziness.lightheadedness orfainting may occur, especially when getting up from
a lying or sitling position.

Orug Interactions: Special care is requnied il this drug 1s given o patients
receiving ganglion blocking compounds because a critical fall in blood pressure
mayoccur. Usually. severe abdominal symptoms appear before there is such a fall
in the blood pressure,

Carcinogenesis, Mutagenesis, Impairment of Fertility: Long-term studies in
animals have not been performed o evaluate the effecls upon fertiity, mutagemic
or carcinogentc potential of bethanechol chionde.

Pregnancy: Pregnancy Category C. Amimal reproduction studies have not been
conducted with bethanechol chloride. 1t is also not known whether bethanechol
chloride can cause fetal harm when administered to a pregnant woman or can
aftect reproduction capacily. Bethanechol chlornde should be givento a pregnant
woman only  clearly needed.

Nursing Mothers: It is not known whether this drug is secreted in human milk.
Because many drugs are secreted in human milk and because of the potential lor
serious adverse reactions from bethanechol chtoride 1n nursing infants, a decision
should be made whelherto discontinue nursing or to discontinue the drug. taking
into account the importance of the drug to the mother.

Pediatric Use: Salety and effectiveness in children have not heen established.

ADVERSE REACTIONS: Adverse reactions are rare lollowing orat administration
ot bethanechol; but are more common following subcutaneous injection. Adverse
reactions are more likely to occur when dosage is increased.

Thelollowing adversereactions have been observed: Body as a Whole: malaise;
Digestive: abdominal cramps or discomlort, colicky pain. nausea and belching,
diarrhea, borborygmi, salivation; Renal: urinary urgency: Nervous System: head-
ache; Cardiovascular: a fall in blood pressure with reflex tachycardia, vasomotor
response; Skin: flushing producing a feeling of warmth, sensation ol hea! around
the face, sweating; Respiratory: bronchial constriction, asthmatic atlacks: Special
Senses: lacrimation, miosis.




Liabeling:
BDARo:
fioviewed by:

: ,; ;- C;§i§4 FL}QCH TABLET CONTAINS;

hanechol Chloride, ﬂ/l o

NDC 50111-323-01

Bemanechol Chlorid~
Tablets, USP
5mg.

CAUTION: Federal taw prohibits |

dispensing wnthouﬁrescnpuon
100 Tablets
idmalm

ABORATORIES e

Bethanechol Chloride
Tablets, Usp

CAUTION: Federal law prohibits
dispensing without prescription.

l/u

/

100 Tablets. )
ulmak@
LABORATORIES. INC

NDC 50111-323-03

Bethanechol Chloride |

Tablets, USP
5 mg.

CAUTION: Federal law prohibits
dispensing without prescB[,uEn
1000 Tablets

idmak -

LABORATORIES, INC.

CAUTION: Federal law prohibits

19 985"

el

EACH TABLET CONTAINS:
Bethanecho! Chloride,

NDC 50111-323-01

5 mg.
Dispense in tight containers
as defined in the USP.

EACH TABLET T :

Bethanechol Chg?iye AINS: Store at controlled room tem-
UsP........... 5 mg. - perature 15-30°C (59-86°F).

Dispense in tight containers :?‘;‘t’i';:_ USUAL DOSAGE: See pack-

as defined in the USP. age insert.

Store at controlled room tem- { 9 Contral No: W <€ {

rature 15-30°C (59-86°F), 5
SUAL DOSAGE: See pack- ATORIES INC.
Control f s A
i [/ 79 :
SID §AEy y
; wm @"’Z

age lnser‘(
B e /2//;7

EACH TABLET CONTAINS:
Bethanechol Chloride,
usp 5mg.

Dispense in tight containers as
defined in the USP.

Store at controlled room tempera-
ture 15-30°G (59-86°F).

USUAL DOSAGE: See package’

East Hanover, N.J. 07936

Controf No.:
Exp. Date;

Store at controlled room tempera-
ture 15-30°C (59-86°F).

USUAL DOSAGE: See package’

dispensing without prescnetlori |nsert
9 1S85 4GS
1000 Tablets fi £5
ey il
] SIDMAK‘LAB RATORIEA-TNG. )
M(@ East Hanover, N.J. 07936 s
LABORATORIES, INC. g2
83

CAUTION: Federal law prohibits
* dispensing without prescription.

1000 Tablets UEtC

idmak -

LABORATORIES, INC.

19 1955

Store at controlled room tempera-
ture 15-30°C (59-86°F).

USUAL DOSAGE: See package
insert.

APRROEL.

East Hanover, N.J. 07936

Control No.:
Exp. Date:
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. DATE OF REVIEW: 6/24/85 . . . -

——— o«

REVIEW OF PROFESSIONAIL LABELING -
- Orig. Amendment - DRAFT

EN

ANDA/NDA #89-095 ( 5 mg) NAME OF FIRM: Sidmak
89-096 (50 mg)

NAME OF DRUG: Generic: Bethanechol chloride Tablets Usp

DATE OF SUBMISSION: 6/14/85

.a)  ....molecular formula...(rather than M T
L —— e :

2.  OVERDOSAGE

a)  Add as the last sentence; The oral LDgg of
bethanechol chloride is 1510 mg/kg in the mouse.

3. DOSAGE AND ADMINISTRATION

a) Dosage and route of administration must be.....(rather
than, "Dosage must be....")

4. HOW SUPPLIED

a) We encourage the inclusion of the National Drug Code
for each product listed (not required).

RECOMMENDATIONS :
1. 1Inform firm of these comments.

2. -Request that ﬁheyﬁrevise then package insert 1abeling}'then prepare and

submit FPL..
Ron Brown
cc:
Orig.
RBrown/gp/6/26/85
0103g

e



'REVIEW OF PROFESSIONAL LABELING

ANDA - DRAFT

~ DATE OF REVIEW: 3/8/85

ANDA #: 89-095 (5.mg) . NAMEOF FIRM: Sidnak
89-09 (50 ng) , SR R

,NAME OF DRUG' Generlc,. Bethanechol Chlorlde Tablets

DATE OF SUBMISS‘IGN:‘ 12/19/84

Container: Not Satlsfactory
, »(a) TITLE - should be that ef the USP artlcle
' " 'BETHANECHOL CHLORIDE
.-TABLETS, USP
(b) Controlled Room Temperature - 150-300C (590-860F)
Insert: Not Satisfactory
‘ (a) For consistency, the chemical name should be the second
name listed in the USP monograph.

(b) Revise package insert labeling in accord with latest
revision (7/84) of the package insert from the full NDA
holder.

'RECOMMENDATIONS:
1. Inform firm of above comments.
2. Request they revise container labels, then prepare and submit FPL.

3. Request they revise package insert labeling, then submit draft copy for

our review and comment.

Thomas B. Poux

" ce: Dup.
TPoux/nk/3/11/85
9752A
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12.
13.

17.

18.

19.

CHEMIST'S REVIEW NDA 89-095

NAME AND ADDRESS OF APPLICANT

Sidmak Laboratories, Inc.
East Hanover, New Jersey 07936

NAME OF DRUG

Bethanechol Chloride

AMENDMENTS AND OTHER DATES

December 19, 1984
PHARMACOLOGICAL CATEGORY 11. HOW DISPENSED

Parasympathomimetic Rx

RELATED IND/NDA/DMF(s)

89-095 (5 mg)
89-096 (50 mg)

DOSAGE FORM(s) 14. POTENCY
Tablets 5 mg
COMMENTS

1. Bio - Satisfactory per Bio letter of June 5, 1985

2. Sidmak NDA 88-440 (10 mg) Approved May 29, 1984
88-441 (25 mg) Approved May 29, 1984

CONCLUSIONS AND RECOMMENDATIONS

Approval éa

REVIEWER: \ DATE COMPLETED:

Maria Shih [2_/’ 8’[3/)/
APPEARS THIS WAY

ON ORIGINAL



Redacted .

Page(s) of trade
secret and /or
confidential
commercial

information



10.

12.

13.

17.

18.

19.

CHEMIST'S REVIEW NDA 89-095

NAME AND ADDRESS OF APPLICANT

Sidmak Laboratories, Inc.
East Hanover, New Jersey 07936

NAME OF DRUG

Bethanechol ™~

SUPPLEMENT(s) PROVIDE(s) FOR:

Labeling revision

AMENDMENTS AND OTHER DATES:

August 16, 1985 _
PHARMACOLOGICAL CATEGORY 11.  HOW DISPENSED

Parasympathomimetic Rx

RELATED IND/NDA/DMF(s)

89-095 (5 mg)
89-096 (50 mg)

DOSAGE FORM(s) 14. POTENCY
Tablets 5 mg
COMMENTS

1. Bio satisfactory per bio letter of June 5, 1985

2. Sidmak NDA 88-440 (10 mg) approved May 29, 1984
88-441 (25 mg) approved May 29, 1984

CONCLUSIONS AND RECOMMENDATIONS

. Not Approvable

REVIEWER: DATE COMPLETED:

Maria Shih 0a g;/f\\/' 970//37///

APPEARS THIS WAY
ON ORIGINAL
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secret and /or
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information



10.

12.

13.

17.

18.

19.

CHEMIST'S REVIEW NDA 89-095

NAME AND ADDRESS OF APPLICANT

Sidmak Laboratories, Inc.
East Hanover, New Jersey 07936

NAME OF DRUG

Bethanechol Chloride
SUPPLEMENT(s) PROVIDE(s) FOR:

Bio

AMENDMENTS AND OTHER DATES:

June 14, July 11, 1985

PHARMACOLOGICAL CATEGORY  11.

Parasympathomimetic

RELATED IND/NDA/DMF(s)

89-095 (5 mg)
89-096 (50 mg)

DOSAGE FORM(s) 14. POTENCY
TabTets 5 mg
COMMENTS

1. Bio under review

2. Sidmak NDA 88-440 (10 mg)
88-441 (25 mg)

CONCLUSIONS AND RECOMMENDATIONS

Maria Shih

Not Approvable

REVIEWER: DATE CPMPLETED:

HO

W DISPENSED

Rx

Approved May 29, 1984
Approved May 29, 1984

O~

Tt lst”

APPEARS THIS WAY
ON ORIGINAL
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10.

12.

13.

17.

18.

19.

CHEMIST'S REVIEW NDA 83-095

NAME AND ADDRESS OF APPLICANT
Sidmak Laboratories, Inc.
East Hanover, New Jersey 07936

NAME OF DRUG
Bethanechol Chloride

SUPPLEMENT(s) PROVIDE(s) FOR:
1. Bio
2. Stability

AMENDMENTS AND OTHER DATES:
March 29, 1985

PHARMACOLOGICAL CATEGORY 1.

Parasympathomimetic

RELATED IND/NDA/DMF(s)
89-095 (5 mg)
89-096 (50 mg)

DOSAGE FORM(s) 14. POTENCY
Tablets _ 5 mg
COMMENTS

1. Bio under review

2. Sidmak NDA 88-440 (10 mg)
88-441 (25 mg)

CONCLUSIONS AND RECOMMENDATIONS
Not Approvable

HOW DISPENSED
Rx

Approved May 29, 1984
Approved May 29, 1984

REVIEWER: DATE COMPLETED:

Waria Shih W%/k Of o

APPEARS THIS way
ON ORIGINA
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CHEMIST'S REVIEW

(If necessary, continue any item on 8*° x 10%4*! paper.
Kev continuation to item by number.)

1. ORGANIZATION

2. NDA NUMBER

89—-04S

3. .NAME AND ADDRESS OF APPLICANT (Clty and State)}

Sidmak Laboratories, Inc.
--kast Hanover,. New Jersey 07936.

4. AF NUMBER

Se SUPPLEMENT (S}
NUMBE R(S)

DATELS)

6. NAME OF DRUG 7. NONPROPRIETARY NAME

Bethanechol Chloride

8. SUPPLEMENTI{S) PROVIDES FOR:

S« AMENDMENTS AND OTKER
(Reports, etec) DATES

)

10. PHARMACOLOGICAL CATEGORY 11 HOW DISPENSED

Parasympathomimetic 3 Rx 3 ovc

P2. RELATED IND/NDA/DMFI(S)

89-195 (5 ma)
£9-196 (50 ma)

13. DOSAGE FORM (s} 14.,POTENCY (lea)

1. Bio not acceptable per Bio letter of Febfuary 21, 1985

2

-

Sidmak NDA 88-440 (10 ma) Approved May 29, ]985
88-441 (25 ma) Avoproved May 29, 1984

4

APPEARS THIS WAY
ON ORIGINAL

Tablets A mg
1S, CHEMICAL NAME AND STRUCTURE 16, RECORDS AND REPORTS
. . CURRENT )
e Qves  [Owo
il * REVIEWED
O res [ ne
17. COMMENTS -

18, CONCLUSIONS AND RECOMMENDATIONS

Jdot Aoprovable

19, REVIEWER

NAME

aria Shih

SIGNATURZ l F /: —

3/)6;/\:}17:;:004(':-.-5750 »

DISTRIBUTION

o
(] oRriGINAL JACKET (1 RrReviewEr

] oiwvision FiLE

FORM FOH 2266 (7/75)

PREVIOUS EDITIO;MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 1
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Generic Name: @%d/ié’,@éﬂ / g/;/m&/e

Trade Name:

Dosage: 5 m G- +
oA #: F9-098 <+ X9-094
Reviewer: /4@,0?5_ T [/t

Y, Vi ‘75&/&1’2
72

2/08/85

Firm Mame: ;/la//z{aé oécz éﬁmﬂ‘{m/ o
Firm Location: A%zs%-,iémm/@, /(ij. 0794
Submission Date: J-é@émber/g) 198

H (D¢

Wang #:

REVIEW OF DISSOLUTION DATA

b Jectlve of Submission:

/(Zi = 74 a2\ Hre s &w%e/d Cmp(f é—r ‘7%:1

/
yq ‘7157'[&(,&/%20"’1 Lo r[ 0[ 1S3 O'/Z(/ %m -y C}/ 0-/]4‘ e S t-?o?zrvf 27

o AVD A5 doy &‘olpng ved] -

Conditions for Dissolution Testing:
/

USP XXI Apparatus L. Basket __ Paddle “_  ReM_ S5O
Medium: O /N He Volume: 70U ml
Number of fabs/Caps Tested: é
Reference Drug: Nok &
eyl

Assay Methodology:

% T B,

4 c J



Results

Time

T

Test Product

Sl j§2 7”(5@&;;)
Range, (CV
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Mean %
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Reference Product

Lot No. S 4~ /&I 7 i—/;"’j)

Mean 2 Range, (CV)
Dissolved
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Composition:

mg/tablet
5 ng 50 ng
Bethanechol Chloride, USP o —
-
N : = .

total: 320.0 490.0

Dissolution Data:

The firm submitted dissolution data on 6 tablets each from their 5 mg and 50
ng products. The dissolution testing was conducted in 900 ml 0.1N HCl using
USP II (paddle) method at 50 rpm with = ————wre—. nonitoring at ==
The firm submitted data only at 30 minutes and no data on reference products
were submitted.

Comments:

The firm has tested 6 tablets from each of their 5 mg and 50 ng products. The
firm is advised to conduct comparative dissolution testing on 12 tablets from
hoth their products (5 and 50 mg tablets) and the reference products (5 and 50
mg tablets) as follows:

Apparatus: USP II (paddle)
RPM: 50 rpm
Medium: 900 nl of 0.1N HC1
Specification: NLT 80% dissolutin in 30 minutes.
Sampling times: 15 and 30 minutes
Recommnendation:

The dissolution testing conducted by Sidmak Laboratories on Bethanechol
Chloride 5 mg and 50 mg tablets is unacceptable. The firm should be advised
to conduct conparative dissolution testing employing USP Apparatus II at 50
rpm in 900 ml O0.1N HCL with 12 units from both test products and reference
products at each strength. The test products should meet the following
specification:

Not less than 80% of the labeled amount of the drug in the dosage form is
dissolved in 30 minutes.

The ap ve recomnendation should be forwarded to the firm.

/LWWJ; (e, 1/ 1 /55

Agnes T. Wu, Ph.D.
Division of Bioequivalence



RD INITIALED BY CISE (~ 1
FT INITIALED BY CISE (, it Y k.

AWu/cc/Wang #4650e/1-22-85

cc: ANDA 89-095, 89-096 orig., HFN-230 (4), HFN-227 (Wu, Ise-2), HFN-200
(Hare), HFN-223 (Shah-F0I), drug file

APPEARS THIS WAY
ON ORIGINAL
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NOTICE OF APPROVAL
DATE APPROV/ L LETTER 18SUED

NEW DRUG- APPLICATION OR SUPPLEMENT -
: ' _DEC §O B85S
’Ds ’ FROM:

Press Ralations Staff (HF1.40)

) Buress of Drags

mﬁmn of Veterinary Medicine

ATTENTION
Feorward eriginal of this form for publicaticn only after approval letter has been issuved and the date of
approval has besn entered above.
" YVPE OF AFPLICATION CATEZGORY
SUBPPLEMENT

USSP LEMENT ABBREWVIATED )
D OmEINAL HDA | o= ) 70 anda d()‘w“ — rrEaime

TO NDA OMBINAL NDA
or other Gosignated name) AND ESTABLISHED OR NONPROPRIITARY NAIS 411 any) OF DRUG,

Bethanechol Chloride

T oo ORGINAL ABREVIATED | e oo

I ACTIVE INGREDIENT(S! (ae sociaed on label. Liet by sstablished er nanpreprieiary name(s) and insiude emamt(s), if amewnt ts
doslaved an label.)

Bethanechol Chloride 5 mg

LPPEARS THIS WAY
ON ORIGINAL

NAME OF APPLICANT anch-o City ans Snn)

Sidmak Labs
East Hanover, New Jersey 07936

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

Parasympathomimetic

COMPLETE FOR VETERINARY ONLY

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

FORM BREPARED Pv

DaATE
navg Maria Shih ‘

PORMK APPRDVED BY
- DATE

fane Jack Meyer

A
FORMm FD 1642 (27735) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY 1S EXNAUSTED.




RECORD OF TELEPHONE CONVERSATION/MEETING
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ON ORIGINAL

AN

NDA NUMBER

IND NUMBER

&~ o0 7

TELECON/MEETING

INITIATED BY AT
O arpLicANT/ O By TeLE.
SPONSOR PHONE
U Foa O IN PERSON

[PRODUCT NAME

FIRM NAME

| ]
H/( 54"-1 s f\ra— s v {LZéE.—L f {;!/),

NAME AND TITLE OF FEQSCN WITw
WHOM CONVERSATION WAS HELD

TELEPHONE NO.

o - 7273

M / — SZL (

OIVISION

[7[ aive

“FORM FD 2587 (11/77)

ORIGINAL IND/NDA



RECORD OF TELEPHONE CONVERSATION/MEETING

DATE

12/ )g5

NOA NUMBER [

To Lo

D rvaion o , ‘twﬁ

APPEARS THIS WAY
ON ORIGINAL

ST Ly 1y pe

58 -0 95, 65-094

IND NUMBER

TELECON/MEETING

INITIATED BY MADZ
O APPLICANT/ O v TELE-
*~ SPONSOR PHONE

3 1N PERSON

Q FDA

PRODUCT NAME

Taldtn Smg W&Qﬂg

FIRM NAME

dmatk
Suidmak gale
P.oo Bl 371

Epat Wamover, NJ

o) 43

NAME AND TITLE OF PERSON WITH
WHOM CONVERSATION WAS HELD

TELEPHONE NO.

fre ud , :va\ HFN-220

SIGNATURE

DIVISION

" FORM FD 2587 (11/77)

ORIGINAL IND/NDA
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Page(s) of trade
secret and /or
confidential
commercial

information
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(é DEPARTMENT OF HEALTH & HUMAN SERVICES ~— - Public Health Service

el Memorandum
- e[ (35 U
From pirector HFN-230 %
Division of Generic Drugs

Subject

To pivision of Bioequivalence (HFN-227)

PAPER NDA/AND‘A/IND #: ?Cf/@cf S

COMPANY NAME:

MQ OQQMALLMEJ@ Smcf |

Please review the dissolution data on the above drug.

NAME OF DRUG:

Tulank you,

{
Myprvin Seffe, M.D

500
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C DEPARTMENT OF HEALTH & HUMAN SERVICES

ol

M Memorandum

TO :Manufacturing Review Branch (HFN-322) DATE: 1-3-84
5Division of Drug Quality Compliance

FROM :Division of Generic Drugs
Requester's Name David Rosen PHONE: 443-4080

SUBJECT: ESTABLISHMENT EVALUATION REQUEST

NDA, ANDA, AND SUPPLEMENT NUMBER: 89-095 (5 mg); 89-096 (56 mg)

DRUG TRADE MARK (if any)

DRUG NONPROPRIETARY NAME: Bethanechloride Chloride Tablets USP

DOSAGE FORM AND STRENGTH(S): TQM

DRUG CLASSIFICATION: PROFILE CLASS CODE:
(Priority) Aor B iC Other

APPLICANT'S NAME: Sidmak Laboratories, Inc,

ADDRESS: 17 West Street P.0. Box 371 East Hanover, NI 07936

FACILITIES TO BE EVALUATED: (Name, Full Address, DMF# (if any), and Responsibility)

1. applicant

iy T it R R PR R

Comments: ( ) See Attached.
( ) Actual on-site inspection requested.

Reason:

FARSARAFRRRRERARERFRAERRRAFRRARRRE RN RRANRF RN RBRA R R R RA SRR R R RRS RN RBRR SRR R 2D
FOR HFN-322 USE ONLY:

Request Rec'd: Inspection Requested:
(if applicable)

Firm(s) are in Compliance With GMPs: /E;t919/1Ouﬂgdé/<i N 3
Basis for Decision: G-HPs oF Tirms pceesfabr/es || '
Reviewing CS0: L7 /390-33~ Concurrance: NV Yl K
ce: HFN- (

HFN-

HFN-322

FORM FDA 3274 (1/83)

A o4
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/'I‘l-;\%”‘" Director HFf-230 %

Division of Generic Drugs

Subject

To  Division of Bioequivalence (HFN-227)

PAPER-NDA/MIDA/TIR #: ST ) AN

COMPANY NAME:

NAME OF DRUG:

APPEARS THIS WAY
ON ORIGINAL -



) : s NoTices
-’ . mstructions for Corpleting 5F s Sofars Screry @
Blo Dete Svary Prepavess tadicate 1g Yomp forme \

B2, Date Swrrury Coraleted or tast Ordatads Indicate tn LD ferme -

B2 2jercy €ade: Insert organizaticn cede from Appendic A of latzct verston 8¢ 0oy Clrastar 213

€4, Zchrawre Tyre:
Jeirdivicua) praogram
2eautonsted data systen (assesdly of coputer prog -ans)

Yyre ef Subnissions
Te{attia)
erevisicn

Jetion

B0, $ofhmre function: Classify softiere s one of the following Categorfess

Avsysters supnort/utility applicatfnns Dedata/file handlers .
Besamagerent/eusiness applications Lebidlfographic applfcations
Cosclentific eFolications e frother (specify category)

0. Softzre tificatfome Sﬁﬁ. 43ercy's fcentificetion meber or code for sof'are, If none 133igned,
Trarcate .

Mo Mle: Sofemere title sheuld de made as descri tfve as possible,

2. Acronym: Coorcnly used abtreviatfon 1eentifying software, {optional)

N, Promintisn: 1dentify oreanizatica rezponsib'e for softuare ag re=pletely as pacsitle, ncluding Agency

e arinani], Gtfice, Scrvice, Lurcay, Corparsien, Comission, or Council,

W, AiZense: Corsleve railirg address for ressonsisle orosnization fncluding building arne, street address, city,
Stite, ard 21P coce. Incluce £311 stop nuxber if applicatie,
15

Jecheieal Cortrerls): Kire of person(s) to te contacted for techni:ﬂl:nforntion. Provide Mélnfntion mre
an3Ting 4 .

-uress if different froa trose rdicated 8 ftens 13 ang
16. 'iejggvm noter{s}: Telephone msber of techaical contact(s). Proyide ared code, seven-digit compercfal
TVGr, 6ng eateasion, :

20, Ce~puter Yarafacturer and ®odel: Idemriry ®afnfraze computer on which softaare 13 operational, pgse rerufacturer,
Koel, ard derertatisny sna Cideg provices in C¥8 Circuler A1, '

21, L27:uter Pernry Pecuirorensys Haxirn wecory recuires ta execute software other than that regufred for operating
Q50T SRy 6y or werds and ruzbers of bits per word,

22, Corritar Dorraiag Svstem:  Naze, versfon, and relesse under which software fs eperating, Identtfy any cperating

330 €Rietie Lats,

32350 errane

B, Yaoe Drives: Ydentify meter needed to operate software, Soecify, it eritical, additfona] requiretents such as
Far ieltarer, medal, recerving Censity, nuider of tracks, etc

&4, Bish'Droa Unfege Identify pcber peeded to operate software. Specify manufactyrer, zodel, ete., where eritfcal,
=22 vraa Units:

25, Xe.terog Jermi=2Ys:  Identify mumper of keyboard terminals used fur {nquiry and res, nse, and/or -
«{Toms, Sizafy parufacturer and rodel, i pones ind/or remate

26, Precremming larsuacels):  fdentify progreming language(s) used to gencrate softmare {{inclyde versions) e.q.,
A3 LT TTUATNT Y, SIRECRIPT 15.5,

Canraticna) Recufrementss Identify other.periphera) devices, supnort scftware, or related equipaent used,
PR e E2iVe, Big.y optical character redcers, facsimile, ;c'.pu:cr-wlw&-mcrchlﬂ. §rapaic plotters,

: Describe corcisely what the sof tuare functionally dccerplishes, fts design characteristics, spectfic
vl azptication, relationship to other softwire, ang otner significant fcatures,

=85t L33t significant words or phrases which reflect the functions, dpplicatfons, and featyres of the
301Unire.  Separate entries with seaicolons, :

a5, Statee: Enter gode best describing softsare status:
Toplarned 4+post operationsl

2evr.r developeent S=other (explain #n narrative)

3¢, ceatiopal

48, Sof*vare Availabi) n!:
Teavatlable
Srprcrriery

Jrclassified ) -
&rouner (uplafn in narratiye})

Locuzentations
Zeprentation:
Trovaitadle

2¢1n greparation
Jewravailadl:

a

# In this d-aft, ¢imen'.| are natered §a ereors for ddentificatien pirjoses.
n the final Torx; ¢lvamata will te Birtercy sequentdally,

[FR Doc.73-18071 Filed 8-27-73:8:45 am)

DEPARTMENT oF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

{DESI 6836 Docket No. FDC-D-307; NDA
6-530) .

BETHANECHOL CHLORIDE
Drugs for Human Use; Drug Efficacy Study

Implementation; Followup Ntice

In a notice (DEST 6536) published in
the JI':pERrarL REGISTER of May 22, 1971
(36 FR 9341), the Commissioner of
Food and Drugs announced his conclu-

sions pursuant to the evaluation of re-
borts received from the National Acad-
emy of Sciences-National Research
Couneil, Drug Efficacy Study Group, on
the following drugs:

NDA 6-536; Utecholine Chloride Tab-
lets and Injection containing bethane-
chol chloride; Mecerck Sharp & Dohme,
Divisfon of Merck
Point, PA 19486,

All identical, related, or similar brod-
ucts, not the subject of an approved new
drug application, are covered by the new
drug application (s) reviewed and are

FEDERAL REGISTER, VOL. 38, NO.

and Co., Inc., West,

n)-,' ,

gubject to this notice, Sce 21 CFR 130
(37 FR 23185, Oct. 31, 1972). Any perx
who wishes to determine whether a sy
eific product s covered by this not:
should write to the Foc and Drg A
ministration, Bureay of Druvs, Office

Compliance (BD-200), 5600 Pishe
Lane, Rockville, MD 20852.
The notice stated that bethanec);

injection was deemed eflective for cc
tain indications and the tablets probab
effective for these indications and t}
the other labeled Indications were po
sibly effective and lacking substantt
evidence of - Tectiveness, The possib
effective ind.. ..tions have been reclas.
fied as lacking substantia} evidence «
effectiveness 1n that

suant to the notice.

Based upon Teevaluation of avaflab
information, the indications pPrevious!
considered as probably effective are no
regarded as effective. Also, the require
ment that bioavailability data be sul
mitted has been deferred and abbrevi
ated rather than full new dru
applications and supplements may b.
submitted.

Accordingly, the previous announce.
ment is amended to read as follows:

A. Eflectiveness classification —T};.
Food and Drug Administration has con-

- sidered the Academy's reports, as we,.

as other available
cludes that:

1. Bethanecho} chloride injection ano
tablets are effective foy ircatment o;
acute postoperative and postpartum non-
obstructive (functional; urinary reten-
tion and for Leurcgenic aiony of the
urinary bladder with retention.

2. These drugs lack subrtantial evi-
dence of cffectiveness for al] their othe.
labeled indications.

B, Conditicns for epprovel and mer-
keting —The Food and Drug Adminis-
tration is prepared to approve abbrevi.
ated new drug  applications and
abbreviated supplements to previous)
approved new drur applieations unde ;
conditions descriped hercin.

1. Form of drug.—These preparation:
are in sterile agueous solution or tabler
form suitable for subcutaneous or oral
administration, respectively,

2. Labeling condilions.—a, The label}-
bear the statement, “Caution: Feder.:
law prohibits dispensing without pre-
scription.”

b. The drugs are Libeled to compl-
with all requirements of the Act and rey;-
ulations; and the labeling bears adeqgat.
Information for sade and enective use o
the diugis). The "Indicatlons” are a
follows: -

evidence, and con.

.
INDICATIONS
For the treatment of acute postoperatisc
and postpartum nonobsiructiye tfunctienal)
urinury retention and for neurogenge: atony
of the urinary dbladder with retention,

3. Marketing status ~Mfarketing ol
such drugs may be continued under t)ir
conditions described in the potice o,-
titled Counditions Jor Marieting  New
Drugs Evaluated in Drug Eflicacy Study,
bublished in the FEDERAL NFcisTER Jils
14, 1970 (35 FR 11273), as follows:

166—TUESDAY, AUGUST 28, 1973
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ll N ')1 ‘
. Yor holders of “decmed approved”

& drug applications (i.e. an applica-
tuin‘ v hich beeame etfective on the basis
of xafety prior Lo October 10, 1962), the
sublunission of a supplement for revised

'lubclmrz nud an abbreviated supplement

" of use prescribed, recommended, or sug-

Lorvr T inform~tisn as draerbed In
poragtaphs o) and (i) of the
notice of July 14, 1970. '

b. I'or gnx pereon who dacs not hold
an approded or effective new drug appli-
cation. the submission of an abbreviated
new drut application as described in
paranrash (a)(3) () of that notice.

c. For an¥ distribyigr of the drug, the
use of Iabeiing in aggerd with® this an-
nomccment for any such drug shipped
within the juri-diclion of the Act as do-
scrived in poragroph (b)) of that notice.

C. Nolice of opportunity for a hear-
ing.—Nolice Is given to the holder(s) of
the new driur application(s) and to any
other interested person that the Com-
missioner proposes to issue an order
under section 505(e) of the Federal Food,
Drug, and Cosmetic Act (21 US.C. 355
(¢)) withdrawing approval of the listed
new drug application(s) and all amend-
ments and supplements thercto provid-
ing for indicalions lncking substantial
cvidence of cficctivencess referred to in
paragraph A2, of this notice on the
grounds that new information before
him with respect to the drug(s), evalu-
ated together with theevidence available
to him at the time of approval of the
application(s), shows there is a lack of
substantial evidence that the drug(s)
will have all the effects purported or
represented to have under Lthe conditions

gested in the labeling. An order with-
drawing approval will not issue with
respect to any application(s) supple-
menled. in accord with this notice, to
delele the claim(s) lacking substantial
evidence of effectiveness.

Any manufacturer or distributor of
such an identlical, related, or similar
product is an interezted person who may
in response to his notice submit data and
Information, request that the new drug

" application(s) not be withdrawn, request

8 hearing, and participate as a party in
any hearing.

In accordance with the provisions of
seclion 505 of the Act (21 U.S.C. 355)

" and the regulations promulgated there-

under (21 CFR Part 130), the Commis-
sloner hereby gives the applicant(s) and
any other interested person an opportu-
nity for a hearing to show why approval
of the new drug application(s) providing
for the claim(s) involved should not be
withdrawn.

On or before September 27, 1973 the
&pplicant(s) nnd any other interested
person may file with the Hearing Clerk,
Food and Drug Administration, Room
§-86, 5600 Fishers Lane, Rockville, Mary-
land 20352, a written® appearance clect-
ing whether or not to avail himsell of
the opportunity for a hewring. Faliure
of an applicant or any other interested
person to flle a written appearance of
eleclion within the specified time wil
constilule an election by lim not to
avafl himself of the opportunity for a

* NOTICES

hearinz. No extension of time may be
granted.

If no person clects to avall himself of
the opportunity for a hearing, the Com-
missioncr without further notice will
enter a final order withdrawing hpproval
ef the onnlieatlon(s) which have not
been suppicmented to delete the indica-
tion(s) lacking substantial evidence of
effectivencers.

1f an applicant or any other interested
person elects to avail himselfl of the op-
portunity for a hearine. he must file,
on or before September 27, 197 a writ-
ten appearance requesting the i
giving the reasons why anpro: s |
new drug apwmlication(s) should not be
withdrasn, to~ether with a wcl-orga-
nized and full-factual analysis of the
clinical and other investigational data he
is prepared to prove in support of his
opposition. A request for a hearing may
not rest upon merc allegations or denials,
but must set forth specific facts showing
that a genuine and substantial issue of
fact - requires a hearing (21 CFR
130.14(b)).

If review of the data submitted by an
applicant or any other interested person
warrants the conclusion that there
exists substantial evidence demeonsirat-
ing the eilectiveness of the product(s)
for the labeling claim(s) involved, the
Commissioner will reseind this notice of
opportunity for hearing.

If review of the data in the applica-
tion(s) and data submitted by the ap-
plicant(s) or any other interested person
in a request for a hearing. tozether with
the reasoning and factual analysis in a
request for a hearinz, warrants the con-
clusion that no genuine and substantial
Issue of fact precludes the withdrawal of
approval of the application(s), the Com-
missioner will enter an order making
findings and conclusions en such data
and withdrawing approval of applica-
tion(s) not supplemented to delete the
claim(s) involved.

If, upon the request of the new drug
applicant(s) or any other intcrested
person, a hearing is justified, the issues
will be defined, a hearing examiner will
be named, and he shall issue, as soon as
practicable after September 27, 1973, a
written notice of the time and place at
which the hearing will commence. All
persons interested in identical, related,
or simlilar products covered by the new
drus application(s) will be atforded an
onporlunity to appear at the hearing,
file brlels, present ecvidence, cross-
examine witnesses, submit suggested
findings of fact, and otherwise partict-
pale as a pariy, The hearing contem-
plated by this notice will he open to the
public except that uny portion of the
hearing that concerns a method or proc-
ess the Commissioner finds entitled to
protection as a trade secret will not be
open to the public, unless the respondent
specifies otherwise in his appearance.

Communications forwarded in re-
sponse to this notice should be identified
with the reference number DESI 6536,
directed to the attentlon of the appro-

priate ofiice listed below, and addressed

FEDERAL REGISTER, YOL 38, NO. 186—TUESDAY, AUGUST

to the Food and Drugz Administrati

. 5600 Fishers Lane, Rockville, MD 2085:

Supplements (identify with NDA numbc
Offico of Scientific Evaluation (BD-1¢
Bureau of Drugs.

Original abbreviated new drug applicats

(identify as such) :
Generic Drug Slaly
‘Drugs.
Requc'.ts for the Academz's report:
Drug Elicacy Study laformation Cob
(BD-66), Bureau of Drugs.
Request for Hearing (identify with do
numbder) :
Hearing Clork, (CC-20), Room 6-88, Pa
lawn Bulldine.
All ciher communications
announcement:
Drug Efiieacy Study Implercntation 1
ject Mannzer (BD-101), Burcau of D

Received requesls for a hearing n
be scen in the ofiice of the Ilmnn" Cl

(2D-70), Lureau

‘garding -

(address given above) dirint resu
business  hours, Mondny throt
Friday.

This notice is issued purstant to p
visions of the Federal Food. Drug,
Cosmetic Act (Sec. 502, 505, 52 S
1050-53, as amended; 21 U.S.C. 352, 3.
and the Adminsstrative P:ocediure .
(5 U.S.C. 654), and under ths auntho:
celegated to the Cominisssicier of Fy
and Drugs (21 CFR 2.120),

Dated August 21, 1973,

Sant D. I'INE,
Associate Commiszioner
Jor Cuiiplianes
[FR Doc.73-18152 Filed 8-27-73;8:45 ar

{DEST 5773 Docket No. FDC-D-642; NDA
5-T73]

HOLLAND-RANTOS CO., INC.

Nylmerate Jelly; Notice of Onnortunity
Hearing on Proposal To V.ithdraw ,
proval of New Drug Applicalion

In a notice (DESI 5773) published
the FrpEraL RFcisTer of July 27, 1f
(37 FR 15030) the Commissioner of Ft
and Drugs announced his conclusic
pursuant to the evaluntion of a rep
received from the National Academy
Sciences-National Research Coun
Drug Efficacy Study Group, on the &
described below stating that the &1
was regarded as possibly effectlive and
lacking substantial evidence of elfecti.
ness for the various labeled indicatio
The possibly eifective indications he
been reclassified as lacking substant
evidence of eilective in that no dr
have been submitted pursuant to t
notice.

Nylmerate Jelly containint no
oxynol 9 (previously listed as poj
oxyethylenenonyiphenol), phenylme
curic acetate, and boric acid; market
by Holland-Rantos Co., Ine., Enterpr
Awvenue, Trenton, N.J. 08638 (NI
5-T13).

Therefore, notice is given to t
holder(s) of the new drug applicationt
and$o any other interested person th
the Commissioner propases to issue :
order under scction 503te) of the Fo
eral Food., Druz, and Ce metle Act ¢
US.C. 3551e)) withdrawitg approval

28, 1973



CENTER FOR DRUG
EVALUATION AND
RESEARCH

APPLICATION NUMBER:

89-095

CORRESPONDENCE



AlDA B9-095

NOV 41985
Sidmak Laborateries, Insc.
Attention: Satish P. Patel, Pi.B,
17 dest Street

Fost Office Box 37}

East Hanover, New Jersay 07936

_Eaﬁe r@fﬁr to 3#&? aﬁ@r&viat&é ‘new ﬁr@g gpg%%eat&aa saﬁﬁit%eé

i j_sgﬁiéaa 068 of the Federal Food, Drug,. aﬁﬁ caggetie Act for
“Bethaacchel eaiarf&e Tablets USP, 5 mg. .

The application fs deficient and therefere got approvable under Section
BOS. 6f -the Aet for tﬁé—?ﬁ!%&ﬁiﬁg reasons: e A

?@gr cartffic&tzaa statement which pertains to Current Good
R rfag Prastices does a0t agree with an establishment . i

iﬁspettiea ﬁf your firm, March - April, 1985, uhen the praﬁfﬁa ia
resolved, you will be notified.

The file is now clesed, You are required to take ome of the actlions
described at 21 CFR 314.120 which will elther amend or withdraw the
applicatien, or if you have substantisl disagreement with our reasens fer
not approviag this applicatien, you may request am opporiumity for a
hearing.

§1ﬂaere1v “ahrs,

-85

HMarvin Sexfe, ﬁ .

Bivector

Division of Generic Drugs
Dffice of Drug Standards”
Center for Grugs and Bfologics

/’\i.
NWK-DO-
HFN-83 4t
HFN-230 /?F !. - l/%/m/
JMeyer/WMSnin | \jr/ﬂﬁ -
7 JFeyer/iSei fe

R/D INITIALED
D Utz: 11-1-85 (1048R)

NOT APPROVABLE ‘
gn”&f?(u/(/&"
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.
ldmah 17 WEST STREET @ PO BOX 371 » EAST HANOVER. NJ 07936 o TELEPHONE. (201) 386-5566

LABORATORIES. INC.

September 19, 1985

AN

Mr. Marty Finkelson
NY Regional Laboratory
850 Third Avenue

" . Brooklyn, NY 11232

A

Re: Bethanechol Chloride Tablets, USP 5 mg., NDA 89-095
Dear Mr. Finkelson:

As requested by Ms. Maria Shih of the FDA, éenclosed

you will find a bottle of 100 tablets of Bethanechol
Chloride 5 mg., Lot No. 84-181T to be tested in support
of NDA 89-095. : '

Should anything else be required, please do not hesitate
to contact me.

Sincerely,

SIDMAK LABORATORIES, INC.

Geraldine Morrissey '

Regulatory Associate

enc.

gm

COPY - Ms. Maria Shih

X 00,000 000
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MDA 89095

Sidmek Laboratories, Ine. .
Atteation: Satish P, Patel, Ph, B,
17 Hest Stv&eg :
Post OFfice Box 371

‘East H&&ﬁ@er ﬁea Jersey a7§35

al saé;,ﬁras,ﬁa&& Cosmetic ﬁnﬁ-f&r*f

BO5(1) of ‘the Fed
’Eethaneehet Cﬁteriée Tablets USP, & mg.
~ Beference is alse made to yoor communication dated &ugast 16, 1885,

Tne application is devicient and therefore not approvable Hﬁdﬁ? Section
. _565(35&33 of tﬁe ﬁet for the f@ilawiﬁg reasonst. o

Your saa§les for bulk material and finisked desage form are currently
being validated by our district Taberatories. We will correspond
Witn you whea the evalustion becomes avaflable,

ine Tile is mow closed, You are required to take an action described
under Secticon 314,120 wirich will efther amend or withdraw the
application, or if you nave substantial disagreement with our conclusions
for noi appreving this app?icat%aﬁ, ¥ou sy request an opportusity for a
hearing.

-ﬁirectar

bBivisien of Generic Brugs

Office of Drug Standards
' ﬁ&ﬂt@? for Drugs aﬁd sia%egigs

NHK-DO
HFN-83

"HFN-230 g, b
REEm®) JMeyer /MShih W ?/ Wy {
R/D INITIALED BY: JMeyér/MSeife -

D Utz: 9-11-85 (08]5R) - |
NOT APPROVI-’\BLE 7 QZ@
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ldmak 17 WEST STREET e P.O.BOX 371 e EAST HANOVER. NJ 07936 o TELEPHONE. (201) 386-5566

LABORATORIES, INC.

NDA 89-095 | RESUBM[&S!ON
August 16, 1985 |

DA ORIG AMENDMENT
Directos fer M-D- o
O . FPLS%A de :

Division of Generic Drugs

Center for Drugs and Biologics FP
Room 16-70 (HFN-230) . '
Food and Drug Administration ﬁ”&;”éﬁzﬁaﬁs' (@ 9. meu» L
5600 Fishers Lane Y{¢@,yg
Rockville, MD 20857

Re: Bethanechol Chloride Tablets, 5 mg. NDA 89-095
Dear Dr. Seife:

Reference is made to your communication dated July 26, 1985
concerning the above referenced unapproved application.
(Copy enclosed).

We are herewith submitting twelve copies of our revised printed
labeling, revised as per your recommendations. However, we

did not include our National Drug Code since our insert is

also used for our private label customers.

Also enclosed are the revised test procedures and speci-
fications for the dosage form with the test results for the
lot to be submitted to your laboratory for evaluation. Three
extra copies are also provided.

Thank you for your time and consideration in this matter.
Sincerely,

SIDMAK ABORATO TES, INC.
/ e e S
V{”‘J

Satish P.J Patel, Ph.D.

President NI G
A R P

enc. T Tath
\i/" P a0,

SPP/G. Morrissey o N
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_fEi DEPARTMENT OF HEALTH & HUMAN SERVICES _ Pubiic Health Service

%
.,
4
ovaia

Food and Drug Administration
4 89-095 Rockvilie MD 20857
ND k]

Sidmak Laboratorijes, Inc. inas -
Attention: Satish P. Patel, Ph.D. - JL 261985

17 West Street

Post Office Box 371
East Hanover, New Jersey 07936

Gentlemen:

Please refer to your abbreviated new drug application submitted purSuént o
to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for
Bethanechol Chioride Tablets USP, 5 mg. _

Reference is also made to your two communications dated June 14 and
July 11, 1985 and our letter dated June 5, 1985.

The‘app1ication is deficient and therefore not approvable under Section
505(j)(3) of the Act for the following reasons:

1. Labeling:
Insert: Not Satisfactory

1) DESCRIPTION
a) ... molecular formula . . . (rather than

o

2)  OVERDOSAGE
a) Add as the ‘last sentence; The oral LD50 of
bethanechol chloride is 1510 mg/kg in the
mouse.

3) DOSAGE AND ADMINISTRATION
~a) Dosage and route of administration must
be . . (rather than,

e

~4)  HOW SUPPLIED
a)  MWe encourage the inctusion of the National
Drug Code for each product listed (not
required).

Revise the package insert labeling, then prepare and submit
f1na] pr1nted ‘Tabeling. ,




DA 89-095
-7-

2. Submit three extra copies of the revised test procedures and
specifications for the dosage form with the test results for the
Jot to be submitted to our laboratory for evaluation. All
laboratory methods should be described in sufficient detail :to
permit their duplication in our laboratory.

The file is now closed. You are required to take an.action described
under 21 CFR 314.120 wnich will either amend or withdraw the application,
- or if you have substantial disagreement with our conclusions for not .
approving this application, you may request an 0 ortunity for a hearing.

Director
Division of Generic Drugs
Office of Drug Standar

Center for Drugs and Biblogics

. APPEARS TH)s
- WAY
N ORIGINAI
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LABORATORIES, INC.

NDA 89-095

August 5, 1985

Marvin Seife, M.D.

Director '

Division of Generic Drugs
Center for Drugs and Biologics
Room 16-70 (HFN-230)

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Attn: Ms. Maria Shih

Dear Dr. Seife:

Enclosed please find two copies of the methodology,
according to USP XXI, as amended by Supplement A,
to be employed to evaluate the Bethanechol Chloride
5 mg. Tablets which were sent to the NY District
Laboratory for testing in support of NDA 89-095.

Should you have any questions, please do not hesitate
to contact me.

Sincerely,
SIDMAK LABORATORIES, INC.

Geraldine Morrissey 677;
Regulatory Associate

enc. RECE*VAED
o AUG 9 1985
GENERIC DRUGS

800

N
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NDA 89-095 705 ‘)/P( \Asﬂ m}\gﬁl AT
03 I6 NEW CORRES

LABORATORIES, INC.

JuL 11 1985

Marvin Seife, M.D.

Director

Division of Generic Drugs
Center for Drugs and Biologics
Room 16-70 (HFN-230)

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Re: Bethanechol Chloride Tablets, 5 mg. NDA 89-095
Dear Dr. Seife:
We are herewith amending the above referenced appli-
cation to provide for the inclusion of the information-

‘) required under the "Drug Price Competition and Patent
Term Restoration Act of 1984.
Thank you for your time and consideration in this matter.

Sincerely,

SIDMAK LABORATORIES, INC.

e
@ -

_’(—7-—7
Satish P. Patel, Ph.D.
President
enc.

o | @E@@W@@
| JUL TR S
GENERIC DRUGS
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ldmak 17 WEST STREET e P.O.BOX 371 e EAST HANOVER. NJ 07936 e TELEPHONE: (201)

LABORATORIES, INC.

NDA 89-095

June 14, 1985

Marvin Seife, M.D.

Director .

Division of Generic Drugs 'y r
Center for Drugs and Biologics DRAFT LAB{'UNG
Room 16-70 (HFN-230)

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

Re: Bethanechol Chloride Tablets, 5 mg., NDA 89-095
Dear Dr. Seife:

Reference is made to your communication dated March 26,
1985 (copy attached) concerning the above unapproved
abbreviated new drug application.

We would like to respond in the following manner:
In response to:

Comment 1 - We have revised the container labels
according to your recommendations and will submit
final printed labels when available.

We are submitting draft copy of the package insert
revised according to the latest revision (7/84)
from the full NDA holder. (See Exhibit A).

Comment 2 - An amendment providing for the in-
clusion of three months stability data at both
normal and challenge conditions, proposing a

24 month expiration period, was submitted March 29,
1985. (See Exhibit B for Sampling Procedures).

Comment 3 - Characteristics and test methods for
the container/closure system. (See Exhibit C).
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NDA 89-095

Jane 14, 1985

We believe that this amendment, and the subsequent
submission of final printed labeling, represents the
information necessary to remove the deficiencies that
you have outlined and we look forward to a prompt
review and comment.

Thank you for your time and consideration in this
matter.

Sincerely,

SIDMAK LABORATORIES, INC.

-—

Lo

Satish P. Patel. Ph.D.

President
enc.

SPP/gm

"\ (3"@1"’?17-!»
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. (C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD 20857

NDA 89-095

Sidmak Laboratories, Inc.

Attention: Satish P. Patel, Ph.D.

17 West Street ' ,MAR 26 '985
Post Office Box 371 _

East Hanover, New Jersey 07936

Gent]emén:

Please refef to your abbreviated new -drug application dated December 19,
1984, submitted pursuant to Section 505(j) of the Federal Food, Drug, and
Cosmetic Act for the preparation Bethanechol Chioride Tablets, USP, 5 mg.

The application is deficient and therefore not approvable under Secticn
505(j)(3) of the Act as follows:

1. It fails to include the correct labeling information. In this

- regard:
Container: Not Satisfactory
(a) TITLE - should be that of the USP article
BETHANECHOL CHLORIDE
TABLETS, USP
(b) Controlied Room Temperature - 150-300C
(590-869F)
Insert: Not Satisfactory

(a) For consistency, the chemical name should be
the second name listed in the USP Monograph.

(b) Revise package insert labeling in accord
with latest revision (7/84) of the package
insert from the full NDA holder.

'A. Revise container labels, then prepare and submit Final Printed
Labeling.

B. Revise package insert labeling, then submit draft copy for our
review and comment.




NDA 89-095

-Page 2-

2. It fails to submit adequate stability information. In this
regard:

A.

Your intent with respect to the expiration dating: We are
unable to reach any conclusion based on the limited data
submitted. It is recommended that data be obtained for
production lots at challenge conditions, to justify the

~ proposed expiration dating prior to approval.

Sampling procédures
The report format:

The report ‘format should include information on the drug
product under test that specifies:

. Name and Potency

a

b. Formulation-

c. Lot/Batch Number

d. Manufacturing procedure (e.g., research, pilot or
production batch).

e. Container/closure system

f. Storage conditions (e.g. temperature, humidity, light).

g. Mode of storage (e.g. liquids and creams should be

stored such that the drug product is in contact with
_ the closure).

h. A continuous tabulation of data generated at the
desired test stations.

i. Data should inciude an assay (stability indicating)
and such criteria as appearance, microbial testing,
viscosity, and dissolution were applicable.

3. It fails to include a satisfactory description of containers and
materials used for packaging and adequate information with
respect to the characteristics of, and test methods employed
for, the container, closure, or other component parts of the
drug package to assure their suitability for the intended use.

In this regard:

Description of desiccant (if appropriate)
Compatibility ‘

Sampling

Acceptance specifications

QAo oo
L] L[] . .



NDA 89-095

-Page 3-

The file is now closed. If you wish to reopen it, the submission should
be in the form of an amendment to this application, adequately organized,
which represents the information necessary to remove all deficiencies we
have outlined. _ ’

If you do not agree with our conclusions, you may make a written request
to file the application over protest, as authorized by 21 CFR
314.110(d). If you do ‘so, the application shall be re-evaluated and
within 90 -days of the date of receipt of such request (or additional

- period as we may agree upon), the application shall be approved or you
shall be given a written notice of opportunity for a hearing on the
question of whether the application is approvable.

Director
Division of Generic Druj
Office of Drug Standard
- Center for Drugs and Biologics
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Sidmak Laboratoriss, Inc,
Atteritiont Satish P. Patel

litdon data you sutndtted an March 29, 1965

By oue Division of Bisequivaleme and they have

? The data have been reviewed
) | the follawing comments:

o | "1, The dissclution testing corducted by szeﬁaaff Laboratories aﬁits
\ Rethanechol Chloride 5 ng-tablets, Lot #84-1817 and 38 ng tablets,

| Lot $84-182T¢"Ts acceptable,

; 2. The dissolution testing should be incorsorated irte your :

: ranufactiring cortmls and stability program. The oissplution
tasting should be conducted in 200 nl of 0.18 HOL at FTOC wsing USP

i Xlapparatus I (pacile) at 30 rpn.  The test product stould mest the

{ followirg specificatiomn:

Hat less than 80% of the labeled ampunt of the gy in the
dosage form is dissnlved in ™ mirustes, N

{

3. From the Bicequivalerce point of view, the Eirm has met the
requirerent of biocavailability ang An-vitro disSointd

@

ﬁi%‘.{fsfﬁﬁ of Generic Drug!
Office of Drug Staidards
Center for Druga and Biologics

cc: NWK-DO

HFN=-230
SHIH W
MSEIFE /JYTURM/ jt /6 -3-85

BIO LETTER 0587A
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Generic Name:Mdﬂetj’IM (?4 /J?’lc/e, Firm Name:s.’ of Mt Xa!ﬂrg,;é-nf(a,

Trade Nane: Firm Location: Eﬂfd?L 144“401’% Ay 97,
posage: S ":j 1+ SO Mjﬂé/é?é Subnission Date: Ww\d{ L?, /985"
aon #: ¥9-098 + F9-092 Manch23, (185

Reviewer: 45”“,6 7 e Wang #: 5 3 LDQ <

REVIEW OF DISSOLUTION DATA

Objective of Subnission: %/2’ M Lﬁo WM
WMW cﬁ‘Ssa-{ufwn aL@fp_, W\@
21 thos foo AUDHS Lo an.

APPEARS THTS WAY
ON-ORIGINAL

Conditions for DissolL_Jtion Testing:

— -
USP XXI Apparatus 4L  Basket Paddle “— RpM S O
ediom: O/ A HOL volwe: 790 n1

Nurber of‘Caps Tested: ( 2-
Reference Drug: ﬂr@&é;/&,;e (mc, +§0m¢, [MS D)

Assay Methodology:




Merct.

Test Product Reference Product
Lot + XY —/Z/T[{ﬂ(j) ot # LI 337 (é/rea/na/:he){a%
ggzgoi‘ved range (CV)Z ggigogléved range (CV)%
99.23 (g YWHo T (s
B N T )
¢ )
( ) ( )
« ) « )
« ) « )
»ppf ARS THIS WAY « )
"t ORIGINAL C )
« ) «
S)‘oLmﬂ-h m&é&—
Lot # §4-/82 //(Sbfué) Lot + £ 285 /(Llre&kﬁfl'ne)g“j
(0277 K43y (oA 7393
| « ) « )
( ) ( )
( ) ( )
«( ) « )
( ) ( )
APPEARS « )
TN ¢ )




Comments:

The firm has tested 12 tablets from each of their 5 mg and 50 mg products in
comparison with the reference 5 mg and 50 mg products. The dissolution '
testing results are found acceptable.

Recommendations:

1. The dissolution testing conducted by Sidmak Laboratories on its
Bethanechol Chloride 5 mg tablets, Lot # 84-181T and 50 mg tablets, Lot #
84—182T is acceptable. {

2. The dlssolutlon testing should be 1ncorporated into the firm's
manufacturing controls and stability program. The dissolution testing should
be conducted in 900 ml of 0.1N HCl at 370C using USP XX apparatus II _
(paddle) at 50 rpm. The test product should meet the following specification:

Not less than 80% of the labeled amount of the drug
in the dosage form is dissolved in 30 minutes.

3. From the Bioequivalence point of view, the firm has met the requirement
for bioavailability with in-vitro dissolution testing, and both applications
on their 5 mg and 50 mg Bethanechol Chloride products are acceptable.

The above recommendations should be forwarded to the firm.

T e fzg/E/ff

Agnes T. Wu, Ph.D.
Division of Bioequivalence, RB I

RD INITIALED CISE - ::)

FT INITIALED CISE _ 7. /2 llon. o,

AWu/d1p/05-23-85/Wang # 5362e

cc:  ANDA # 89-095 and 89-096 original, HFN-230 (4), HFN-200 (Hare),
HFN-223 (Shah), HFN-252 (Wu, Ise), Drug File



HoA 89-026

 $idmak Leborateries, Inc. JUN 1) 1985
: t#&aa%ian: Satfsh P, Patel, Ph, B,
- 11 reet -

?isase ?Ef&? te yaar eﬁ&r@viateé now érﬁg application sa&gﬁ%eeé pﬁrsaaa% o
~ to Section 503(3) eof the Federal Food, Prug, and Cosmetic Act for tha L
- preparatton Bethsnechol Chlovide Tablets UsP, Gmg. - A

Reference s alse made to your two communications dated March 29, 1985
and sur letter dated March 28, 1885,

The application is defTicient and therefore not approvable under Sectien
506{11(3) of the Act as follows:

1. Please repiy to cur Tetter referenced above,

2. Your biecavellebility study is currently under review by our
itivision of Bicesquivalence, ¥e will correspond with you when
the evalvation becowes available,

The file 15 now closed., I you wish to veopen 1t, the submission sheuld
be in the form of an amendment to this application, adeguately organized,
which represents the infarmat%nn necessary to remove a1l deficiencies we |
have optlined.

if you do not agree with sur conclusions, you may make a writien request
to file the application over protest, as authorized by 21 CFR

N4, N0(dY. If you do so, the application shall be re-evaluated and
within 50 days of the date of receipt of such request {or additional
pariod as we may agree upon), the application shall be approved or you
ghall be given g writien notice of epportunity for a hearing on the
qaﬁstfea of whether the ayg!icetiea s approvable.

NHK -DO Wy
HFN-83 |
HFH-230 / A o/
JdHeyer/HShik: W&‘L //5" seife, M.D. Zﬁ\
S/g IHITIALED BY? JMeyer/MSe1fe Ei?&ctar
Nﬂth 6-5-85 (0329R) Bivision of Gemeric Drug

APPROVABLE Office of Drug Staadarga

teater for Drugs and Biologics

W@% G //c/ Fr—
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LABORATORIES, INC.

i (
NDA 89-095 /Y?}j/ ¢/I’/FT/

March 29, 1985

ORIG REW CORRES

Marvin Seife, M.D.

Director

pivision of Generic Drugs
Office of Drug Standards
Center for Drugs and Biologics
Room 16-70 (HFN-530)

Food and Drug Administration QQQEEEQ&B
5600 Fishers Lane :
Rockville, MD 20857

BILITY MATERIA

Re: Bethanechol Chloride Tablets, 5 mg. NDA 89-095
Dear Dr. Seife:
We are herewith amending the above referenced unapproved
abbreviated new drug application with the inclusion of
comparative dissolution testing conducted according to
comments in your communication dated February 21, 1985.
We believe that the dissolution testing and data meet the
criteria as outlined in your letter and we look forward
to a prompt review and comment. '
Thank you for your time and consideration in this matter.
Sincerely,
SIDMAK LABORATORIES, INC.
[
=—e—1:E;:f:é ——
=g

Satish P. Patel

President

SP/gm TR@IR AV AT
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ldmak 17 WEST STREET e P.O.BOX 371 e EAST HANOVER. NJ 07936 o TELEPHONE (201)386-5566&

LABORATORIES, INC.

NDA 89-095

March 29, 1985 | | " RES"BMBSS'@&
NDA ORIG AMENDMEN]

Marvin Seife, M.D.

Director

Division of Generic Drugs
Office of Drug Standards
Center for Drugs and Biologics
Room 16-70 (HFN-530)

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Re: Bethanechol Chloride Tablets, 5 mg. NDA 89-095
Dear Dr. Seife:

We are herewith amending our abbreviated, unapproved
New Drug Application for the above referenced product
to provide for the inclusion of three months stability
data at both normal and challenge conditions.

We are also amending the application with the inclusion
of a spec sheet for -——

At the time of subm1551on a spec sheet for N -
.was inadvertently included in Section 11
as a packaging component, whereas we are actually using

IR

i AP

- ¥ o e S

Stability testing was conducted on the product in the
same container/closure system and sizes in which the
drug will be marketed.

We propose a 24 month expiration period for the product
based on the results of the stability study.

860000 ¢
YOO (Y

N
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:

I
-
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NDA 89-095

March 29, 1985

We believe that the inclusion of the data herein completes
our Abbreviated New Drug Application and we look forward
to a prompt review and comment.

Thank you for your time and consideration in this matter.
Sincerely,

SIDMAK LABORATORIES, INC.

7 . 5 )
b
Geraldine Morrissey -
Regulatory Associate

Enc.
gm

L B

R )
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GENERIC DRUGS



- H0A 89-095

: 1 ™

X 8.

§i Leboratories, Inc.

ntion

"stv V AL

1feation 15 detictont and thess
} of the Act as folleows:

050301

- Lontainer:

Satish b, Patel, Ph.D.

. » 3
H

It fatls to tnclude the correct Tabeling fnformaticn. In this

Hot Satisfactery
{a) TITLE - should be that of the USP article
BETHANECHOL CHLORIDE
TABLETS, USP
(b} Controlled Room Yemperature - 150-305¢C
{690..86CF ) ; o

Hot Satisfactory '

(a} For consistency, the chiemical nawe should be
the second neme Tisted in the USP Honegraph.

{b} Revise package iasert labeling in accord
with latest revision (7/B4) of the package
insert from the full HBA holder.

Insert:

Revise centaimer Yahels, t&ea :pregare' and subait anﬁz Printed
Labeling, '

Revise package insert labeling, them submit draft copy for our

review and comment.




HDA 83-085

2.

&S Your intent with respe

€. The report format:

. -Page 2-

Jt fatls to sbatt adequate stabilfty faforsation. In this

regard:

mﬁhiwv -onciusion based on the limited dats

product mder test that spacifies:

a. Neme and Potency
p., Formglation ,
¢. Lot/Batch Humber . ) —
6. Hanufacturing procedure (e.g.. regoarch, pilot or
production baich). ‘
e. Container/clesure sysiem
§.  Storage conditiens (e.g. tempevature, humidity, light).
g. Hode of storage (e.g. liquids and creams should be
' stoved such that the drag product is in contact with
the clestire). R R
n. A continuous tabulation of data generated at the
desired test stationms. : ‘
{. Dats should include an assay {stability indicating)
and such criteria as appesrance, microbial testing.
siscosity, and dissoiution were applicabie.

it fails to imclude 2 satisfactory description of containers and

- waterials used for 'paekaging and adequate information with

respect to the characteristics of, and test methods employed
for, the container, clesure, or other cemponent parts of the
drug packege to assure thelr suttabiiity for the intended use.

in this vegard:

&, Descriptien of desiccant (if appropriate)
t., Compatibiiity ’ ‘ .
¢c. Sampling

d, Acceptance speci fications



RDA 33-085

8ffice of Drug Standards
Center far Bﬂzgs and Bie'iag%es

HWK-DO
HFN-83

HFN-230
TPoux/JdMeyer/MShih | &% él//?f/
yer

R/D INITIALED BY: JMe effe

NOT APPROVADLE mms)ﬂ\h,t@d ) )5 ‘



JAN 8 85
NDA 89-095

Sidmak Laboratories, Inc.
Attention: Satish P. Patel, Ph.D.
17 Hest Street

P.O. Box 371

East Hanover, ¥J 07935

Gentlemen:

He acknowledge the receipt of your abbreviated neu drug application submitted
pursuant to Section 505(j) of the Federal Fond, Drug, and Cosmetic Act for ths
following:

MAHE OF DRUG: Bethanechol Chloride Tablets HSP, 5 g

DATE OF APPLICATION: December 19, 1984

DATE OF RECEIPT: Decomber 20, 1984

He 9111 correspond with vou further after qe have had the appartuaity to
reaviaw the application,

- Please identify any communications concerning this anplicating with the uny
aumber shown above,

Division of Generic Drugs
Office of Drug Standards
Center for Drugs and Biologics

NWK-DO DUP HFN-230
JLMeyer/mib/1-3-85

?%271 A) ﬁmf@j « | /7 {?5/
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_ ldmak : 17 WEST STREET e P.O.BOX 371 e EAST HANOVER. NJ 07936 e TELEPHONE: (201 386-5566

- LABORATORIES, INC.

December 19, 1984

| B _~ BBRREVIATED
Marvin Selte., M.D. NEW DRUG APPU&%HON

Director

Division of Generic Drugs g"% 0(35
Office of Drug Standards e -
National Center for Drugs and Biologics

Room 16-70 (HFN-530)

Food and Drug Administration

5600 Fishers Lane
Rockville, MD 20857

Product: Bethanechol Chloride Tablets, USP 5 mg.
Re: Abbreviated New Drug Application

Dear Dr. Seife:
Pursuant to Section 505 (b) of the Federal Food, Drug and
Cosmetic Act, we are herewith submitting in triplicate an

Abbreviated New Drug Application for the above referenced
product.

Included in the submission are:
1. Form 356H
2. Volume No. 1 - Copy No. 1 (Blue folder)
3. Volume No. 1 - Copy No. 2 (Red folder)
4. Volume No. 1 - Copy No. 3 (Yellow folder)

Also included with this application are three additional
copies of the analytical method.

Respectfully submitted,

SIDMAK LABORATORIES, INC.

Satish P. Patel, Ph.D.

President
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