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HIKMA MIDAZOLAM
Midazatam
ACTION
isa ol the i group. A has a very

rapid sedative and + ing acbon of pronounced intensity. It also exerts an

hytic, an anti I and a muscie affect. Ater intramuscular or
intravenous inistrath grad ia of short d occurs (the patient
doasn'l recall events that occurred dunng the peak of actvity ol the compound).
B l hised, it has a short ion of action,

is rapidty
Midazolam has low toxicity and a wide therapeutic range.

INDICATIONS
P ication before the induction of h (IM or ity in children, rectal
administrabion).
« Basal sedation before diagnostic or surgical intervantions carried out undar local
ia, such as: Py, O . cy y, cardiac
catheterization and oncology procedure (IV administration)
= Long term sedation In intensive care units w i as bolus inj ar

continuous infusion).

WARNINGS

. | ings have the to nduce dep The risk ol dependence
increases with long-term tharapy and higher doses. Abrupt discontinuation aof the
drug can provoke withdrawal symptoms. In mild cases thesa are rastricted 1o tremor,

sleep di anxiety, h and poor conce: . In more

Serous cases, symp such as g. muscle and | cramps,

impaired sensory parception and, rarely, delinum and convulsions may occu

Depending on the drug's duration of action, symptoms may appear a few hours 1o

ona week or mora aher stopping therapy.

« In order lo decrease tha risk of dep eloa ber pinas should
be prescribed only after careful evaluation of the inchcation. and therapy should ba
icted to e sh 1 possibh ;
* To prevent o i sy abruplt ion should be d and the
dosage gradually taperad off.
» Pragnancy and lactation: There is sirong evid that b usa during

pregnancy is associaled with risks lor the human fatus, therafora it should not be
used in tha first tri uniess absolutaly y. Special care musi be laken
whan banzodiazepines are used during labour and delivery as high single doses may
produce iregularities in the letal heart rate, hypotonia, respiratory depression

hyp ia in the A may pass into breast milk
and caution should be exercised with [ts use in nursing mothers.

« Induction and th
=Agani agent in i ia or a sleep-inducing comp n PRECAUTIONS
i ia, including tolal intravenous anesthesia (IV injection or IV Special caution should be d whan g Midazolam p y to

Infusion). > _ F high risk patients: elderty and itated p p with ive pul Y
. n jon with ine in children {IM administraton). disaasa, with chronic renal failure or with congestive heart laiure.
DOSAGE AND ADMINISTRATION These high risk palients require lower and individualized dosages and should be
Standard dosage: In the case of eiderly paients with organic cerebral changes of continuously manitored for earty signs of alterations of vital functions. Patiants with
mmmwme.mdmgummummﬁnwwim chronic renal failure, ired hepatic function and heart failure may
caution, the special tactors reialing 1o sach patient being taken into ion. limi [ more slowly. C s have baen dinp
Intravenous injections must ba given slowly (approximataly 2.5 mg in 10 seconds for infants and necnates. As with other parenteral hypnotic agents, venous access musl
induction of anesthesia and one mg in 30 seconds lor basal sedation). The drug takes be whan Mi is i i y (al least for the duration
effect about two minutes atter the injection is started. ol the procedure in the case of basal and M i poules should be
PREMEDICATION BEFORE AN OPERATION: used only whan itation facilities are available. F care is neaded when
I 1 I fi acrunistaring Midaroiam 1o 3 patient witn myasthenia gravis, owing 'o preaxisting
in patients suffering lrom pain before an Interver jon, Midazolam can be muscle
alone or in ination with anti gics and possibly ges Interactions
Adults: 0.07 - 0.1 mg/kg body weight IM, according 1o age and general condition of The ism of I8 d agents that inhibit the
the patient. Usual dose is about 5 mg cytochrome P-450 Il A isoenzyme, rasulting in a potentiation of 's affects.
Children: Proportionately higher dosas in relalion to body weight (0.15 -0.20 mg/kg) This has d when M was co ini d with ery yein, diiazem,
are required than in adults. varapamil, keloconazole, and ci but not with cyck in or
Eiderly and debilitated patients: 0.025 - 0.05 mg/kg M. raritiding (after p i ind ion). the central i
Tha doses should be ini d 30 minutes bafore of anesthesia. effect of pli quiliz: sleep inducing agents,
Rectal administration in children i i iepileptics and i i This p can be of
For precperati Rectal of the solution by means of  advaniage therapeutically in cenain cases. Special attention must be paid 1o the
ammmmwrﬁudonmendnusywmoas-o.asmzo-w i - y ol p i in pati at particular risk. Midazolam and alcohol
befors Induction of general anesthesia. If the volume to be administered is too small, potentiate each other therefore no alcohol should be ingested for at least 12 hours
waler be added up lo a total volume of 10 mi. aher parsnleral administration.

BASAL SEDATION AND SEDATION IN INTENSIVE CARE UNITS:

Intravenous basal sedation:

For basal g or surgical | carried out under local
anesthesia: The initial dose is 2.5 mg 5-10 minutes belore the beginning of tha
operation. Further doses of 1mg may be given as necessary. A lotal dose greater than
5 mg is nat usually necessary 10 reach the desirad endpoint. In cases of severe
iliness, particularly if the patient is in poor general condition or of advanced age, the
initial dose must be reduced 1o 1-1.5mg. Total doses greater than 3.5 mg are not
usually necessary.

Intravenous sedation In ICU:

For sedgtion in ICU, the dosage should be individualized and Midazclam lilraled o the
desired state ol sedation according to the clinical need, physicai status.age and
concomitant madication.

SIDE EFFECTS

« Changes in artenal biood pressure, pulse rale and breathing are usually slight. As a
rule, the systolic biood pressure lalls by a maximum of 15%, whila the pulsa rate

i ly shows a ponding nse.

« Savere cardicrespiratory adverse events have occurred on rare pecasions. These
have i d resp y deprassion, apnea, respi y arrest and/or cardiac arrest.
Such life- threatening incidents are more likely to occur in elderly patenis and those
with p isting resp y ' n.yoth-npujmﬁoam:hmﬁm,pantulady

when tha injection is given too rapidly or when a high dosage is administered.

Tharelore, M. jes should be used only whan resuscitation facilities are
avallable.

* In isclated casas, g d hyp Y g
skin reactions have been reponed.

and

TR PP

Loading dose: 0.03-0.3 mg/kg. Maintenance dose: 0.03-0.2 mg/kg/hr. The dosage *In rare cases, p such as ag 5 tivity and aggr
should be reduced or the loading dose should even be omitted in hypovolemic, have d. involuntary ts (including tonic/clonic convulsions and
icted and hypoth p muscle tremar) have also been obsarved. Should such reactions occur, the response
o and of thesi. Io sach dosa of Midazolam should be evaluated before proceeding
.lnluq injection » Anterograde amnesia of short duration may occur. After prolonged [V administration
Inductlon: Tha dosa is 10-15 mg IV. A sulficiently deep level of sleep i3 g Ity of jam, abrupt di tion of the product may be accompanied by
achieved afer 2-3 minutes. i | . Theralore, a gradual reduction of Midazolam is

Maintenance: For maintanance of the desired level of unconsciousness, further small
doses should be injected V. The dose and the inlervals batween dosas vary
according 1o the Individual patient's reaction Alternatively, Midazolam can be
administered by continuous infusion.

For d with |
0.03-0.1 mg/kgh - 0.030.3 mg/kg/hr. High risk surgical
patiants, siderly and debilitated patients requira lower dosages.
Intrgmuscular administration in children: A combination of sleep - inducing and

recommanded

+ Ahter rectal aomir a shghtly suph of short was
observed in individual children. In 1sclated cases bouts of double wvision lasting
several minutes were reported. However. this had no effect on preparabon ol
anasthesa

amnesia-inducing Midazolam with ketamine
IM: 0.15-0.2 mg/kg in ¢ jon with ina IM. A sufficiently deep level of sieep
(4] iy d after 2-3 Whan M lam is grven wilh potent
analgesics, the latter should be agministered first so thal the sadative effects ol
Midazolam can be safely itrated on top of any sedation caused by the analgesic.
Spngtﬂ dossge Instructions:

OVERDOSAGE
The symptoms of Midazolam overdosage are mainly an intenssfication of the
h eflecis muscle L profound sleep) or paradoxical
it In most cases only observaton of vital functions is required. Extrems

overdosage may lead lo coma, arell y dep and apnea,

q approp ilati L ). The
eflects of overdosas can be very well Hed with tha b goni
flumazenl
PRESENTATION



