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PRESCRIBING INFORMATION
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Vontrol®
warae diphenidol

Antivertigo and
antiemetic agent

‘Yontrol' may cause hallucinations,
disorientation, or confusion. For
this reason, its use is limited to pa-
tients who are hospitalized or under
comparable, continuous, close,
professional supervision. Even
then, the physician shouid carefully
weigh the benefits against the pos-
sible risks and give due consider-
ation to alternate therapeutic mea-
sures.

DESCRIPTION ’

Diohemaol. @ a-dicrenry-!-ooeraine
butancl,s a compou=c ¢t retated ‘o
the  amtnisiamines. cnengif:afines.
baroiturales. or other agents wth anu-
vertigo or ant:emenc achon R nas this
conhguration

O, i
/C-CHZ-CHZACNT :

Each rouna. orange ‘ontrol aclet s
dgecossea SKF ang 25 ang conta:ns
aronenigol Nyarocriorce equivaent o
diohenicol. 25 Mg Iracive ngrecierts
consist of acac:a. caic.um suifate. sefu-
‘ose. FDAC veow No 35 {arrazne).
FD&C Yelow No. 6. magnesium
stearate ang starch

ACTIONS

‘Vontrol' {aichemcol 3X&F) gocarertly
exerts 3 spec.ic antver: ge effect on the
veslibular apparatus '0 SONMroi verngo
ang :nhidIs Ne chermcreceotor ‘ngger
£0Ne [0 CONras nausea and vomaing

INDICATIONS (SEE WARNINGS)

1) VERTIGO— Vonroar™ 's inacated n
peroherat fabynritune) vertigo ang
assoc:ated Nausea and vomuing. as
‘seen ‘n such congitlons 3s: Me-
neres Qisease. ™cale- and :nner-
ear surgery (1anyr nem:ns)
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2) NALSEA AND VCMITING — Vorirol’
'S naCated N tre sontrol o nausea
and vormiing. 3s seen n such Cona-
ttons as oosloperatve staies
nant necoplasms ana 'abynnthine
Qrsturtances.

CONTRAINDICATIONS

Known hypersensit~ty to the aug s a
conirainc:caron. Anwrna 1S 3 contrain-
agcanon (Swce anzroxmately 90% of
the druqg .s excretec n the ynne. renal
shulCown could cause systemic accu-
muialion.)

WARNINGS

‘Vontrol® (diphenidol, Sx&F) may
cause hallucinations, disorientation
or confusion. For this reason, its
use is limited to patients who are
hospitalized or under comparable,
continuous, close, professional su-
pervision. Even then, the physician
should carefully weigh the benefits
against the possible risks and give
due consideration 10 alternate ther-
apeutic measures.

The ncicence of auditory ana visual
hallucinaticns, disorentation and con-
fusion appears to be less than 'L% of
approximately one :n 350 patients. The
reaclion has usuaily occurred within
three days of startirg the grug in recom-
mended gosage and has subsided
sponianeously usualy within three days
after aisconinuaticn of the drug. Pa-
lients on Vontrol' should be observed
closely and in the event of such a reac-
tion the drug shouia be stopped.

Usage in Pregnancy

Use of any arug 'n oregnancy. lactatron
of 1n women of chidbearng age re-
quires that the potertial benefis of he
arug be wegheo against 45 possible
hazargs (0 the motr-er ana child.

In anima teratoge~esis and reproduc-
ion studies of Vontrol' (diohemidol.
SK&F). there were 70 signiicant aiffer-
ences between Jrug-treated groups
and untreated COrrol groups. exceot as
notea uncer anirra Reproguction Stug-
‘@S (see ‘Pharmacology {anmai|”
column 4)

n 936 patents who recewved Vontrol
during pregnancy. the .nc:dences of
normal ana abnormal tirth were com-
paracie (o hose reported n the Wera-
ture for e average sopuiation of preg-
ANt patents. Ang :n'nQ .nStance was
there any evicence "hat "Vontrol' plaved
4 part i Dirth acnormality (see In Preg-
nancy.” coumn S)

Vontrol” s not inaxcated for use n nau-
Sea and womang of oregnancy. snce
the heraceutic vale and safety n s
‘nQCanon have 7ot yet been deter-
mineg.

PRECAUTIONS

The antemetic actuon of “Vontrol'
(arohervgol. SK&F) may mask sgns of
overgose of Jrugs (e.g.. aIgiaks) of
May oDsCure Gagnosis of conaons
SUCh as .Mestinal A0Struclion ang brain
tumor.

Althougn there have been no reports of
blood gyscrasias ath “Vontrol . patents
shoula be observed reguiarty for any
{AOSYNCralic eactons.
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Vontrol’ has a weak oerpnheral anticho-
hnergc effect ana snould be used wih
care :n pauents with glaucoma. obstruc:
tve lesions of the gastroxntestinal ang
gentounnary lracts. such as stenosirg
peptic uicer. prostatic hypertrophy, 2y
lonc and duodenal obstruchon. ang of-
Qganic cardiospasm.

‘Vontrol' Tablets contan FD&C Yellcw
No. 5 (tartrazine) which may cause aller-
gic-type reactions (including broncniai
asthma) in cenain suscept:bie :nCivig-
uals. Although the overall .nc:agence of
FDAC Yeliow No. S (tartrazine) sers:fiv-
dy in the generai popufaticn s low. 1 s
frequently seen in pauents who aiso
have aspwin hypersensitivity.

Usage in Children

“Vontrol' 1s not recommended for use in
children unaer 50 pounds. (See Dosage
and Aagministration—~Chidren )

ADVERSE REACTIONS

Auditory and wvisual hallucinations. ais-
onentation and confusion have been
reparted. Drowsiness, overstimulation,
depression. sleep disturbance. ary
mouth. g.. wrtation {nausea ang nai-
gestion), or blurred visIon May occur.
Rarely. sight dizziness. skin rash. mai-
aise. headache. or heartburn may
occur Mild jgundice of questonable re-
fanonship to the use of "Vontrol'
(diphenidol. SK&F) has deen reported.
Skgnt, ransient lowenng of blood ores-
sure has been reported 0 a lew pa- I
tents,

(See iaboratory studies uncer “Pharma-
cology (human].” column 4 )

DOSAGE AND ADMINISTRATION
{SEE WARNINGS)

ADULTS—FOR VERTIGO OR NAU-
SEA AND VOMITING

The usual dose s one tabiet (25 mq)
every four hours as neeced. Some ca-
hents may requure twa (ablets (SO mqg.).

CHILOREN—FOR NAUSEA AND
YOMITING

These recommenadations are ‘or Nausea
and vomiting only There has been ng
experence mth ‘Vontrol' n vertgo n
higren

Unit doses in chilaren are best caicu-
late by body wewgnt: usuaty 0 4 mg.: G@

Chiigrens doses usually shoutd "ot be
Jrven more often than every four Nours
However. if symotoms oersist after tne
hrst Jose. agministration may be re-
peated after one hour. Thereafter. doses
may be given every four hours as
needed

The total eeme m 24 nours snould Aot dosage
exceed 2.5 mg.1b.

NCOTE: The drug is not recommaended

for use in children under 50 pounds. d

The Or childre ose
pounds s one tablet (25 mq.).

OVERDOSAGE

In the event of overgosage. the patient
shouid be managed accorang 19 ns
symotoms. Treaument :s essentially suo-
portive, with maintenance of blood
Oressure and resorration. plus caretul
observaton. Earty gastrc lavage may
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pe nccated geperang on Ne amount
-of overgose and ~z_te ¢f syrmotoms.

HOW SUPPLIED

Tatlets somanng 25 mq. ciohemddl.
as (he hyarochicroe. 0 pories of 100

PHARMACOLOGY (animal)

ontrol’ (dupne.'ucoi. SK&F) exer!s its
antermetc effec ormarty OY nhioting
the cnemareceotsy ‘rqger Jone. 3s eV
gencea by s ac= w1ty . DloCkING emes:s
nouced DY apororphine 0 dogs 'n
this regard Vorrol . as he hydrochio-
nde sait. has a3 ~otency equal 10 e
potert phenotr ac-ne antemetc. chior-
promazne nycrochionoe tn ammals
‘Vontrol' has oney weak parasympatho-
tytic activty and ~o sgnificant sedauve.
ranquihzing oF artihistamimc acton or
effects on blooC oressure, hean rate.
resowrabon of he asectrocardiogram.

Sutacute ang cnronc oxicity studies 0
rats ano ¢ogs. N which large doses of
vontrot . as the =ydrocnionde salt. were
agmenustered orafy and nramusculany
tor per:ods up 'C one year. revealed nO

funcuon, kaney wuncton or Dlood glu
cose gelerminaians. Histological exam:
naton of the arwmals’ hssues ad not re-
veal any signdfcant lesions altnbutable
10 adrminstrabeh of “Vontrol’

Reproduction Studies

Teratogenes:s aa reproduction stucies
were carned g n rals and rabbss. In
rats. “Vontrol’ (oonerwdol. SK&F). as he
hycrocnlonde san. was fed daty to male
and temale a:vnals-noosesolzomg!
kg. and 40 mMg./kg. (apotoxnmalely
three and Sx Xnes the maxumym rec
ommended A3ty dose n adult humans)
for 60 days before maung. and dunng
mating. gesiason and tactaton lor each
of two Wters There were N0 sigrehcant
aferences Detween drug-treated ana
untreated corerol groucs with regard 10
conception rae. iner size. hve bath Of
iaDdity 1 ecer of the two liters. There
was no congenital anomaly among the
oftspnng. in rapos. “Vontrol', 3s he hy-
drocnionae St was fed in the Gets \n

underdevesooed tetuses. However.
when dala were caicuiatea on the Casis
ot a rato detween ynaerdeveioped
fetuses and number of pregnant Joes.
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were studied for ' 2 weeks ang 17 ‘or 24
weeks. and one n 48 volynteers of
whom 36 were stuc-ed f0r 12 weeks

In ine hrst study Vontroi' as the nycro-
chionge salt. was gwen orally .0 Jauy
doses that were staned at 75 mg our-
ng the first week and graduated uo !0
200 mg Dy the fourth week. In the sec:
0Nng stucy. one QrouD recerved Vontrol
oratly. as the hygrochionde salt. ttrateg
up 10 S00 mg. dady. then down to 200
mg daily. another group recewved a
maxmum of 200 Mg daiy. In the mwg
study. patents recewed ordl doses of
200 mg 0 300 mg of Vontrol' gaity. as
the hydrochlonce or camoate sats

The stua:es nclucecC 'hese laboratcry
determinations: comolete blood counts
(incluging hemogiobin and hematocrt
determinations), urninalyses (inclucing
MICTOSCOPIC examinaton), serum afka-
line phosphatase. serum bdirutwn, and
bromsuiphalein retention. The stuces
also incluoed recoras of weight and
blood pressure anc. n one, electrocar-
diograms.

In two of these studies. chnical labera-

tory changes were seen among vohin-
teers:n both treated and control groupss
The changes :ncluced: extrasysicles.
white cells in the unne. nCrease n pro-
thromtin ime, nse n hematocrnt, nse n
leucocytes. nse 0 eosinophds. ana nse
of reguction in nevtrophils. At no me »n
any study aid changes n the treated
group aiffer sigrubicantly from hose n
the control grouo.

‘Vontrol’, as the hydrochionde saft, was
gwven orally to 17 cnidren (aged fve to
15). Total daily coses ranged from 90 1o
240 mg. Comoiete biood counts and. 0
some patents. unnalyses were done
before ireatment ang after aporox:-
mately four days of treaument. There
was no signiicant aifference between
pre- and post-lreatment laboralory e
lerminabons in any child. No side effects
were seen.

EXCRETION

Foliowing oral adrministration of "Vontrol'
(diorenicol. SK&F) to dogs. as 'he
hydrochionde or pamoate saits. and ‘o
humans. as the nygrochlonge sak. deax
blood concentrat-on of the arug gerer-
ally occurs 0 ore and 3 haif 1o Tree
hours !n dogs ana rats. wvirtually ad of
an oral Jose of C'*-labeled Vortrol' s
exreted n the unne and feces mdun
three 0 four days. as determined by ra-
dioactivity counts Aporoximatety ‘he
same percentage of In adminstered
dose acoeareq n the unne of dogs ‘ol
lowing ether oral agministranon of the
hygrochionde salt of rectal acminusira-
hon of the free base.

IN PREGNANCY

Invesngators xeot follow-up recoras an
936 patients who naa recerved “Yontrol’
(diohenool, SK&F) at some time dunng
pregnancy. prmanty dunng he first in-
mester.

Of the 936 women, 864 (92%) hag nor-
mai tirths of normal :nfants.
Seventy-two (8%) of the wormen exoen-
enced some buth acnomaity Of me
72. six patents haa premature but oth-
erwise normal nfants. 40 patents

H
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aborted. 10 nag SUENS arg 16 hag
Infants with misceranescs getects
These nciucec hernias. zongenital
heart gefec:s. Nyaroceonans. nternal
| Srabismys. anenceoraius eniargeg
thyroid. ana hyposcaa.a
These ncicerces of apnror—al birth are
lower than those gererally ‘eported n
the lterature ‘or the average ooputaton
of pregnant catents And .n "0 nstance
was there any evicence thae he agmin-
1slration of "vontroi® Slayes a par n irth
abnormality.

CATE OF ISSUANCE 586

© SmunKiine Becxman Corporaton e

Smith Kline &French Laboratories
of y

Dwsion
SmithKiine Beckman Corooration
Phiiageipria, Pa. 19101

VN L "= PrreedinU S A

000191




