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Butalbltalsa g and Ac etamimphensomg |

‘DESCR!PTION

admlmstratxon

BUta‘b'ta‘ (5- a"yl-5~tsebutylbarbltu: ic acic ‘)
ort

CuH 1‘6N ,03MW =22426

Acetammophen (4'- hydroxyacetan“{fhde) a slight
crystalline powder, is a non-oj nisa:l‘icylg:t "

,alges&c and antxpyretlc It has |
the following structural form )

CsHo NOz e [ “ | ;'fi: . MW =151.16

(Warning: May be hablt formmg)

Acetammophen ....... s 300 mg




In addition, each tablet contalns the‘
determmed]

fol!owmg :i:na'cii:\le ;ingred'ients: ‘”"‘[;-To be

‘CLIN!CAL PHARMACOLOGY

This combmatlon drug product :s tntended as a treatment for‘}tens;on headache.

;en The role each
‘wn as tension

1t con&sts ofa f:xed combmatxon of butaib:tal and a
component plays in the rehef of the oomplex of sy '
headache is not complete!y underst.od f
Pharmacokmetlcs The behawor ofthe mdlwdual t"'_s;:ﬁijs;jd‘esoﬁbed o
beIOW‘ '

Butalbital: Butaibxtal is well absorb d from the gastromtestmal tract and is
expected to dlstnbute to:’ - body Barbsturates in ,enera;l may

,‘urs Unnary
'x,nsobutyl-5-

excretlon products mclude parent}] (abou
(2,3- dlhydroxypropyl) barbttun acid (abou

of the dose) as |
rine, 32%is

conjugated

See OVERDOSAGE fortoxtci anon

, Acetammophen Acetammophe—
tract and is distributed througho
“to 3 hours, but may be increase:

Elimination of acetaminophen is pri
' subsequent renal excretion ofmeta ol an oral dose
appears in the urine within 24 hours of : ~ ( ,;giucuromde
conjugate thh small amounts ofrotherfconjugates ; 1ged drug.

njugat;on) and

See OVERDOSAGE for toxrcxty mformatson
INDICATlONS AND USAGE

Buta|b|tal 50 mg and .aceta i

and ace 1 300 mg tablets are indicated for the relief of |
the symptom complex of tens |

_sol i contrachon) headache




Evndence supportlng the lefftcacy and: «safety of this combmatton pred uct in the ,
treatment of multiple recur he es is unavailable. Caution in this regard is
required because butalbrtal 1s-;;habit- rmmg and potentlaliy abusabie ‘

: CONTRAiNDICATlONS

ThIS product is contralndlcated under the foliowmg*cond‘.

Patlents wnth pcrphyna o ;
WARNlNGS '

Butaibltal is hablt-fomnmg and potentxally abusable Consequenﬂy, the extended L
~ use of this product is not recemm egj i

PRECAUTIONS

| General Butalbltal 50 mg and acetammophen 300@ g ta’ k‘ts sheuld be
prescnbed w;th cautlon m certam S emal-ns,,« tie the;elderly or
il rer ic function, or

acute abdommal condmons Bl i R

_ Information for Patlents Thls prqduct}may rmp ”r physmal
abilities requured for the performance of potential S such as
driving a car or operatlng machmery 'Such task ‘ : '

this product : , :

prescrlbed

Laboratery Tests In patlents W hs
therapy should be momtored:w n se

chlorduazepomde sedatl
increased CNS depressnon

Of ether CNS depressants- céusnng




Dru‘glLaboratdry'Tes't Inter:

ions \:Acetammophen may preduce false-
positive test results for uri : \

, o’leacetic acid.

Carcmogenesxs, Mutagenesm,; n
have been conducted in animals to determine whe
butalbital have a potential for carcinogenesis, v

fertlhty : o

Pregnancy Teratogemc Effects ,j;‘
studies have not been conducted
known whether butalbital 50 mg a
fetal harm when administered to a
_capacity. ThlS product shoufd bel
needed. '

| t, ls a[so not
blets can cause

given Phenobarbltal 5 mglkg,u :
~withdrawal SymptOms T

ng m}td?acéoum'mev =
tmportance of the drug te the mother S ; :

Pedlatnc Use ‘Safety and effectweness m pedlatrlc pat!ents below the age of
12 have not been establlsh“ b : e 2

AD‘VERSEREACTION-S e

~heavy eyehds high energy, hot s
confusion, excitement or depres ; r '
particularly m,elderly.pr dgb_u; ttents or due to overdosage cf butalbutal

Autonomic Nervous: drymouth yperl};drosgsi ;



Gastrointestinal: difficulty swallow

9 hea”b“m flatulence, constipation.
Cardiovascular: tachyca‘rdia": i

, Musculoskeletal leg pain, muscle fatxgue

‘ Gemtounnary dlures:s

‘Mlscellaneous pruntus fever earache nasak congg i;qs,,;eu;ph‘oiria,, ,

‘allerglc reactlons

nay oceur
e average

especnaﬂy followmg pro‘onged‘”usu F
dally dose for the barbzturate add

ose of a barbtturate is far |ess i
alcohol is also mgested Maj_
,may occur wuthm 16 hours and

‘t.pa’uents can

s. One method :
;_ e S re 'vel and gradually

decreasmg the dally dosage as to erated by th > pe 2

OVERI.SAGE

Following an acute overdosage of butalbital 50 mg and acetamin
-tablats, lodelly may result from the“;barblturate or the acetam phen

and delmum) S



~ventilation. In severe cases of int

| arblturate po&somng mclude drowsiness,
S lOl"I hypotens:on and hypovolemlc

Signs and Symptoms Toxrmty fro”
confusion, and coma; respl : to
}shock - g

In acetammophen overdasage d, )
is the most serious adverse effec
and thrombocytopema may also o
hepatotoxic overdose may incl 1de
“malaise. Clinical and laboratory evic
until 48to 72 hours post-ingestion.
“reported with acute overdoses of te%
159rams ERiat G

cemic coma
,Jpotentlally
sis ‘and general

Treatment A single or multlple ove
potentially Iethal polydrug overdo

.,ptymg The
peated doses

Iavage of the unconscvous patlen
~ respiration. If renal function is normal,
of the barbiturate. Alkalinization of t
barblturates espemally phenobarb!

Meticulous attention should‘ )E

hemodialysis may be. cons:dered ! |
acetammophen overdose, vxtamm K should be .

If the dose of acetammophen ma%fi,, oy
should be administered as ear&y s possible. Seru
should be abtamed since Ievels fe
: 24-hour mtérvéls

L Methemoglobmemia over 30% shouid be treated w:th methyiene biue by slow
intravenous admmlstratlon g ; e . .

Toxic Doses (fqr‘ -adults.g):_‘ i Shial

al hepatic necrosis



Butalbital: toxic dose1 g ’: (20~ta‘bletS)5» s |

Acetammophen toxic. dose 1@ g , ~\('33 tab!ets)
: DOSAGE AND ADMINISTRATION

Oral: One tablet every four hours as needed Tetal daﬁ" eesage shouid not
; exceed 6 tablets f 8 . : 3

- Extended and repeated use of thls product IS not re c endedbecause ef the

potenttal for physwal dependence
HOW SUPPLIED ’

‘Butalbital 50 mg and acetammophen 300 mgﬁtablets are suppl d '[packagmg to, 3
be determined]. Each t 1l '50 mg (Warmn

forming) and acetaminophen 30 |  UNSC e
shape and tablet markmgs to be :de« rmmed] e

Storage Protect from Ilght and melsture Storea',,,:

eﬁ:;fee{hj-témperfature,
- 15° - 30°C(59° 86°F) ST

Dlspense ina t;ght Ilght‘reStstant ccmtamer wsth a e ant closure

RXONLY

ay ehhabit EF



