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APFRTYED

VN:.LES

PRESCRIBING INFORMATION

|l

Vontrol®
wanaet diphenidol

Antivértigo 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 4

Diohenigol. @ a-aicreryl-t-cioeraine
butancl s a compou~c re«ated ‘o
the  amMhih'stamines. onenagih:alines.
baroiturates. or other agents with aru-
vertigo or antemenc acton R nas this
conhguration

&Y,
C-CH,-CH,-CH,-N .
O

Each rouna. orange ‘Jontral taclet s

- dgecossea SKF ang 25 and contanns
drohenigol Nyarocricrce equivaient |0
diohenicol. 25 Mg Iractve ngrecients
consist of acac:a. calc.um suifate. sefu-
‘ose. FD&C veow No 5 {tarrazne).
FD&C Yeliow No. 6. magnesium
stearate ang starch

ACTIONS

‘Vontrol' {aichemidot  3x8F) gocarently
exerts 1 spec.ic antver:-ge eftect on the
veslibular apparatus '0 SOMroi vertQo
ang :nhibils he chermcreceotor :ngger
0ne [0 CONrar nausea and vomng

INDICATIONS (SEE WARNINGS)

') VERTIGO— Vonrrar' 's :naxcated n
penoheral (labynrtrine) vertigo and
assoC:aled nausea and vomaing. as
‘seen ‘n such congibons 3s: Me-
nieres Jisease. m™cale- and :nner-
ear surgery (1lanyr neh:nis)
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2) NACSEA AND VCMITING — Vorkrol
'S nacated .n e zontrol 3 nausea
ang vomiing. as seen n such cona-
tons as oostoperatve staies. mang-
nant necoolasms ana 'abyninthine
aisturtances.

CONTRAINDICATIONS

Known hypersensit-ty to the grug s a

conrainc:caton. Anra 1s 3 contran-

acanon (Swce anzrexmately 90% of

the arug s excreteG n the unne. renal

ShulCOwn could cause systemic accu-

muiaton.)

WARNINGS

‘Vontrol® (diphenidol, Sk&F) may

cause hallucinations, disorientation
1 or confusion. For this reason, its
: use is limited to patients who are
! hospitalized or under comparabie,
{ continuous, close, professional su-
« pervision. Even then, the physician
should carefully weigh the benelits
against the possible risks and give
due consideration 1o alternate ther-
speutic measures.

The incicence of auditory ana visual
hallucinaticns, disorentation and con- .
fusion appears to be less than % or -
1 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 usLaly within three days
after aiscontinuation of the drug. Pa-
lients on Vontrol' snould be observed
closely and n the event of such a reac-
] tonihe arug shouia be stopped.

Usage in Pregnancy

Use of any arug :n oregnancy. lactatron
of in women of chidbearing age re-
gquires that the potertial benefits of the
arug be weghea 3against 45 possible
hazargs 10 the motrier ana chia.

In anima teratoge~esis and reproduc-
ion studies of Vontrol' (diohenidol,
SK&F). there were "0 significant aiffer-
ences between Jrug-reated groups
and untreated corwol groups. excemt as
noted uncer animai Reprocuction Stug-
s (see ‘Pharmacology {animal)”
column 4)

n 936 parents who receved Vontral'
during pregnancy. the nc:dences of
normal ana abnormal birth were com-
: paracle (0 ‘hose reported n the era-
- ture for the average sopulation of preg-
A3aNt patents. Ang :n'nQ :nstance was
there any evicence ‘hat ‘Vontrol' plaved
4 part n betn aonormality (see in Preg-
nancy.” coumn S)

“Vontrol” s not incacated for use n nau-
Sea and vomaing of oregnancy. snce
the ‘neraceutic vake and safety n thws
AAIC3NoN have 7ot yet been deter:
mined.

PRECAUTIONS

The antemetic acuon of “Vontrol’
(Grohervaol. SK&F) may mask sgns of
overgose of Jrugs (e.g.. digiaks) of
May ODsCure Gagnasis af conations
SuCh as .ntestinal JOSIrUClioN and brain
tumor.

Aithougn there nave been no reports of
biood ayscrasias ath “Vontrol'. pauents
shoula be observed reguiany for any
dioSyncratc reacsons.
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Vontrol’ has a weak oerpneral anticho-
inergc effect anag snould be used wih
care :n pauents with glaucoma. obstruc-
tve lesions of the gastrontestinal ang
gentourinary lracts. such as stenosirg
peptc uicer, prostatic hypertrophy. Oy
lonc and duodenal obstrucion. ang or-
ganc cardiospasm.

‘Vontrol' Tablets contan FO&C Yellcw
No. 5 (tartrazine) which may cause alfles-
gic-type reactions (including broncniai
asthma) i centan suscept:ble :nCivio-
uals. Although the dverall .nc:derce of
FOA&C Yeliow No. § (tartrazine) sers:fiv-
dy :n the generai population s low. t s
: frequently seen in patents who aiso
H have aspwin hypersensitivity.
' Usage in Children
“Vontrol' 15 not recommended for use n
children unaer SO pounds. (See Dosage
and Agministration—~Chilgren )

ADVERSE REACTIONS

Auditory and wisual hallucinations. ais-
onentation and confusion have been
reported. Drowsiness, overstimulatien,
depression. sleep disturbance. ary
mouth. g... wntatron {nausea ana ind-
gestion), or blurred vision May occur.
Rarely. sight dizziness. skin rash. mal-
aise. headache. or heartburn may
occur Mild jaundice of questionabie re-
lanonstip 1o the use of "Vontrol
(diphemaol. SK&F) has peen reported.
Shgnt, iransient lowerning of blood ores- !
sure has been reported 0 a lew pa- I
ents,

(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 za-
hents may require two (ablets (S0 mq.).

CHILOREN—FOR NAUSEA AND

YOMITING

These recommendations are ‘or nausea

and vomiting only There has bdeen no

experence mth ‘Vontrol' in vertgo n

nigren

Unit doses n chiloren are best caicu-
— lateg by body wesgnt: usualty 0 4 mg.:

Chilgren's coses usualy shoutd not e
Jrven more often than every four hours
However. f symotoms dersist after :ne
fhrst gose. acrministration may be re-
peated after one nour. Thereafter. doses
May De given every four hours as
needed

:

& @

The total @ese .n 24 nours snould ot dosage
exceed 2.5 mg.Ab.

NCTE: The drug is not recommended

for use in children under 50 pounds.

The Or childre dose
Sounds 13 one tablet (25 mq.).

OVERDOSAGE

In the event of overaosage. the patent
shouid be managed accorang to ns
symotoms. Treayment :s essentially sup-
portive, with maintenance of bicoa
oressure and resoration. plus caretul
dbservaton. Earty gastrc lavage may
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- pe nccated gepenoing oN the amount
-of overdose ana ~Ere of syrmotoms.

HOW SUPPLIED

Taplets comainng 26 mgq. dohenddl.
as (he hyarochicroe. 0 pofties of 100

PHARMACOLOGY (animal

‘vontrol’ (cpher-Col. SkaF) exerts S
antemenc effec ormarty DY nhioiting
the cnemoreceotY qger Jone. 3s eV
gencea by s acz 1y 0 HiockNg emes:s
inouced QY apororphine 0 dogs 0
thuis regard "Vormrol . as he nydrochio-
ndesan.hasa:o(encyequallome
potent phenotr ac-ne antemetc. chior-
promazine nycrochionae tn anmmals
‘Vontrol has onty weak parasympamo-
tytic actvay ana 0 significant sedauve,
wranquizing Of artihustamunic acton of
effects on blooc oressure, hean rate.
resowration of the e‘ecnocavdiogram_

Supacute and ¢rronc toxicity studies in
rats ang dogs. which large doses of
"vontrol'. as the ~ydrocnionde salt. were
agmunistered or2ty ana ntramusculany
for per:ods up C one year. revealed nO
significant eftecs on hematology. ver
funcuon, kaney wuncton of Dlood giu-
cose getermmunaens. Histological exam-
naton of the arwmals’ tssues aid not re-
veal any signfcant iesions attnbutable
{0 agmunustraben of “Vontrol |

’ Reproduction Studies
Teratogenes's and reproduction studies

were carmed g n rats and rabbds. in
rats. “Vontrol’ (ooﬂenod. SKAF). as he

three and Sx XMes the maxxmum rec:
ommendeo aaty dose n adult humans)

aferences Derween drug-treated ana
untreated corerol groues with regard t1©
eption ‘Ae. ufter swze, hve eth oF
\iapdity n exer of the two litters. There
was o congerutal anomaly among the
oftspnng. In rADDAS. “Vontrol', as ne ny- !
drocnionae sall. was fed n the gets 0
_goses ot 5 mg.kg. of 15 mg..kg. {ap-
proxunatety aqual t0. and 1
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were studied lor ' 2 weeks ang 17 ‘or 24
- weexs. angd one n 48 volunteers of
whom 36 were stucred for 12 weeks

In ine hrst study Vontrol' as the ~ycro
chionge salt. ~as Jwen orally .0 Sasy
doses that were started at 75 mg cur-
ng the first week ard graduated uo !0
200 mg Dby the fourth week. In the sec-
. 0na stucy. one groud recerved Vontral’
oratly. as the hyorochionde salt. ttrated
up to S00 mg. dady. then down to 200
mg dally: another group recewved a
maxmum of 200 mg daiy in the mva
study. patents recewed oral doses of
200 mg !0 300 mg of Vontrol' gaity. as
the hydrochionce of camoate safts
The stua:es nclucec these laboratcry
determinations: compiete dlood counts
(incluoing hemogiobin and hematocrt
§ determinations), unnalyses (incluging
! MICroSCOopIC examnation), serum alka-
* line phosphatase. serum birubwn, and
bromsuiphalein retention. The stuces
! aiso incluged recoras of weight and
- blood pressure anc. n one. electrocar-
diograms. )
In two of these stuaies. chrical labcra-
tory changes were seen among vokn-
teers :n both treatea and control grouos
The changes :ncluged: extrasysicles.
white cells in the unne, ncrease N (ro-
thromtin ime. nse n hematocrnt, nse n )
leucocytes. nse in eosinophils. ana nse
of reguction in neutrophils. At no me n
any study aid changes in the treated
' group aiffer sigruficantly from those n
the control grouo.
‘Yonirol', as the hydrochionde sat. was
gven orally to 17 cnidren (aged fve to
15). Total daily coses ranged from 90
240 mg. Comoiete diood counts and. a
some patients. unnalyses were done
before ireatment ang after approxi-
mately four days of lreatment. There
was no significant aifference between
pre- and post-lrearment laboratory se-
lerminations in any child. No sice eftects
were seen.

EXCRETION
Foliowing oral administration of “Vontrol’
(dioremaol, SK&F) to dogs. as 'he
hyarochionde or pamoate saits. and 'o
humans. as the nygrochlonge sat. Deax
blood concentrat-on of the drug gerer-
ally occurs in one and 3 hatf o Mree
hours 'n 0ogs ana rats, wrtually ak of
an oral Jdose of C'*-labeled Vontral' s
excreted in he unne and feces mdun
- three 0 four Gays. as determined Ly ra-
dioactivity counts Aporoximatety ‘he
same percentage of an adminstereq
dose acoeared n the unne of gogs ‘ol-
lowing either oral aominisiranon of he
hygrochionde saft of rectal agmunsira-
hon of the free base.

. IN PREGNANCY
Invesngalors xeor follow-up recaras an
936 patients who haa recerved Yontrol’
(dioheniool, SK&F) at some tme dunng -
pregnancy. pnmanty dunng he frst in-
mester.
Of the 936 women. 864 (92%) hag nor-
mai tarths of hormal infants.
Seventy-two (8%) of the women exoen-
enced some buth acnomaity Of me
72. six patients haa premature ut oth-
erwise normat infants. 40 patents
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aborted. 10 nag sillbhs. arg ‘6 hag
Infants with miscertanecys defects
These nc'ucec nermias songenital
‘ heart gefects. Rycarcceonan.s. .nternal
S’abiSMys.  anencesraius eniargea
thyroia. ang hyposcaa.a
‘These ‘nCicerces of abnor—al birth are
ower than these generally ‘eporteg n
the literature for the average oopulation
of pregnant catents. Ang "0 ‘nstance
'v;‘?:“lg:rg' gyy evicence hat he agmin-
ontrol’
abnormality, P1ayeaa partn bn
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