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Patient Information Leaflet

’; ocaine Pump Spray 10% (10 mg/dose)

ﬁwwhﬂ'wdnd-rn

Mm constitusnt: "l-
1 dose Xylocaine pump spray co ‘ ins: Lidcoaine base 10 mg.
For excipients see List of excipients.
aceutical form
ulansous spray, solution

‘When used mainky in the laryrx and trachea the dose should be I
raduced o 1.8 mg'ka. In children qu than ayuru ahga leos
cencenirated dccans soluth
Contraindications

Known history of hy persensitivity to local anassthetios of the
amide type or o cther components of the spray solution.

vled.

The solution is a clear 10 almost clsar, slightly pink-colowred liquid ~ Special ings and pr for use
ith menthol and banana flavour. Excessive dosage or shorl intervals betw een doses, may l!lll'll in I
icindicati high plasma kevels and seri & effects. Ab L
For the provention of pain A with the Bllowing muscus membranes is variable but is uuauyhghmu
m:’ﬂ bronchial tree. Lidocaine spray lhould b= used with caution in |
3 ) p Inth ds or in the region of lha
inciaryngoicgy . prop lication. A d d will perrmit ¥
Puncturs of the maxillary sinus ur 3 v lbsurpmn Thamrqemant of mm adverse |
in the oral and nasal cavity, ﬂ"“!"‘ and 'PP"'Y“‘ reactions may require the use of aqup ¥
Phem and other itative drugs. [Ses Overdose)) |
Du'mg the final stages of delivery and bafore apnmmy and In parakyzed pati under g ] thasia, higher blocd
Lr | suturing as supplementary pain cont concenirations may coour than in spontanecusly brsathi
duction of i ¢s, tubes and cathetersinto the patiants. Unparalysed patients ars more fkely to swallow a large I
w .,dw tract proportion of the doss which then undergoes considerable first-
thesia for the mphwnanhnd pass hapatic metabclism following absorption from the gut.
llndlul areas 1 raduce refiec activity, = The haryngeal use of topical anassthetic agents. may interfare
and facilitate i with mlbmrg and thus snhance the danger of aspiration.

.m. M the ml:e or the pllnge
and

Pl instruments during er
procedures of the aireays and upper gastrointestinal tract.

IDeui practice
Before injections, dental imp
of calsulus.

osclogy and method of administration
locaine spray is intended for use on muscus membranes
provides efficient surface anassthesia, which lasts for
imately 10-18 minutes. The pnaesthesia usually coours
within 1-8 minutes, depending on the arsa of applicaticn.

with any local anaesthstic, the nafsty and effectivensss of

Xeray photography, remaval

Numt of the tongus or buscal muccea may increase the |
danger of biting rauma.

If the dose or administration is ikely to resut in Inghhlmd lu&
some patients require special Vo p
dangerous side effects:

- Patients with partial or complete haart blook, |
= The elderly and patients in poor gensral health,

= Patients with advanced liver disease or severe renal dysfunction.
Avoid contact with the eyes. I
Patients ireatsd with ant-arrhythmic drugs class lll .o

1

""_ lhould b- under close surveilance and ECG |

idocaine depend on the proper desage, the 1 technig d, sinoe
dag F ions and readi for amergencies.
thnHlu'ing di datio lhould be regard:

's super and k of the pmml'l
&Elual status are of mportance in odwh\mg the wqulod doge.
sl il G Wi " b
|h.n espacially high from the brenshial meu &pplluton only 10
below the vocal cords may rmaut in sxcessive plasma
conoentrations bacause of less transfer 1o the intestine and less
ass bos.

Each actuation of the meterad-doge valve delvers 10 mg
locaine base. It iz unnecessary 1o dry the site prior to application.
locaine spray 10% should not be used on cuffs of endotracheal
tubes (ETT) made of plastic.
Oterhinolaryngolegy: 2@ metared doses for puncture ofthe
maxillary sinus or other minor sirgical procedurss.
b ics - During delivery: Upto 20 d doses 200 mg
idocaine base)

respiratory and digestive tract: Up to 20 metered doses (200 mg
kbm buej br proudmu in pharyre, laryrec and frachea.

rdiac sffects may be additive.
Xﬂoﬂnuprqﬂ%d\nddnoibeuldonnﬂlofcdmdwd
tubes [ETT) made of plastic. Lidocaine base in contact with both
Mﬁnw%aﬁdﬂmmhﬂtubﬂmmdﬂm
of the cuff. This damage is desaribad as pinholes, which may |
mlﬂhpﬂmeu.ldlndiomhumﬁewﬂ

Xylocaine pump spray 10 mg/ml is probably porphyrinogenic and |

sheuld caly be prezaribed 1o pliu'l!l with wubporphrl'll on
strong or urgent inds P Pr should be
taken forall porphyric patisnts. |
Interactions

Lidacaine shoud be used with caution in patients receling age:
structurally related to local ansssthetics, e.g. antiarrhythmice such
as mexietn and tocanide, since the kxic effects ars additive.
Spacific nteraction studies with lidocaine and anti-artvythmic |
drugs ohass lll (e.g. amiodarone) hawe not been parformed, but
caution is advised.

Crugs that raduce the cleamance of lidecaine (e.g. cimetidine or |
betablockers) may cause potentially taxic plasma cencentrations
whenlidocaine is gven in repeatsd high doses aver a long time I
pericd. Sush interactions should therefcre be of no clirical
mpnm Bllowing shor term treatrment with lidocaine (e.g.

uMﬂgd" ina may be
administered In ldd'mm vhen bined with other ldocai

spray) at recommended doses. I

products, the total dose should not excead 400 mg. With
applications mainly to the laryre,, trachea and brenchi, the dose
shoud not exceed 20 metened coses (200 myg lidocaine base).
|- Dental prastice: 1-5 metered doses to the mucous membranes.
Debifitated or elderly patients, chiliren cwer 12 years of age,
by ill patients or patients with sepsiz should be given doses
ommensurate with their age, weight and physical condition.
In children less than 12 years of ags the dose shoud not exceed
mg'kg (e.g. 8 meterad doses in an infant weighing 20 kgl

t
|- Intreduction of instruments, and cathetars into the
|2
|

Pregnancy andlactati
e ranr |
Itis reasonable to assume that a largs number of pregnant women
and women of child-bearing age have been given lidocaine. No
specific disturbances 1o the repmducim process have zo far I
been reporied, e.g. noii d il of malf .

Lactation

Like other local anaesthetics lidocaine may enter the mother's |
milk, butin such smal amcunts that there is genaraly no sk of
this affecting the neonate.

FPO
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Fa&lon ability to drive and uss machines
Depending on the dose, local anaesthetics may have avery mild
efiact on mental functicn and may temporarly impair locomotion
d coordination.
Undesirable effects
al reactions
Local iritation at the application site has basn &

2

a intravenous cf infracardias injections) should be given as mTl
as possitie and d i

Chidren sheuld be given doses commensurate with ther age and

L ¥

Pharmacodynamic properties
ATC Cods: NOVE BO2 |

Fellowing application 1o laryngeal rucasa before andotracheal
intubation, reversible symptoms sush as “sore throat",
*hoarseness' and ‘foss of voice™ hive bean reported. The use
[of *bullm spray provides surface anassthesia duringan
procedure bul does not p postintubation

Lnoruno-.
N \
llergic reactions (in the most severe instances anaphylactic
shock) to local anaesthetics of the amide type are rars [<0.1%).

e
Lidocaine may cause acuts toxic
cour due % rapid absorption or
properties and Overdoss ) I

Overdose .
we systemio taxicly
‘awio reastions onginate mainly in the central nervous sysiem and

E:::‘diwm gystem.
nervcus system toxicity is o graded raponsewith

symptoms and signs of 2scalating The first
re circumonl parsssthesia, numbness of the Inﬂguo. lqh-
haldedneu hyperacusis and tinnilus. Visual disturbance and

s if high systemic vels
2. (See Phamacckinatic

are more lndprmdlﬂl.onlﬂof
kad U and grand mal
oomulsions may folow, which may last from a few do to

group: Lecal anaesthetic

Xylomepurp spray is ¥  for use on membranes |
and provides an efficient surface anaesthesia, which lasts for

i by 10-13 mi The sth usually cocurs
within 5 minuies depending on the area of application. |

Pharmacokinetic pr

operties
The extent of absorption of lidocaine is depsndent upon the total
dose administered, and also l.pen the qnuﬁo site of application |

and the duration of exp I, the rate of absorption

ioluvmng tupnli l:lmnrumm i most r-pndlhrmmmhell |
Such may th

rulull in rapidly rising raticns, with an ¥

risk of toxio gy l.loh“.._ jone. Lidocai

absorbed frem the ga | tract, but 3

The plasma protein binding is pr by 1o alpha-Fghycopr

The main simination pli.q o!llﬁbwneu by liver mubllrn

De-alkylation o de MEGX ) is

mainly by oytochrome P430 344, MEGX iz metabolsed to

2, Exylidine and ghycine xylidide (GX). 2,6-xylidine is metabeolised
further by CYP2AE to 4 hydroy-2 8-xylidine, which is the major

metabelite in the urine (20%) and is excreted as conjugate. MEGX

has a corvulsant actiity squivalent to that of idocaine, whie GX

u deveid of convulsant activity. MEGX appsars to cosur in similar

"
first-pass metabolam. |
|
|

minutes. Hypaxia and hy percarbia ocour rapidly following
crvuksions dus to the inoreased muscular actity, together
with the interfarence with normal respiration. In severs cases
pricea may ooour. Acidosis increasss the tocic effests of local
nassthetios.

RAecovery is due to redistrbution ard metabolsm of the local
naesthetic drug from the oeniral nervous system. Reoowery
may be rapid unless large amounts of the drug have been
dministersd.
ivascular effacts are only seen in cases with high systemic
cncentrations. Severe hypotension, bradycardia, arrhyihmia and
ardicvascuar colapes may be the result in such cases.

Cardiovascular toxio effects ars genenlly preceded by signs

Pf!nmymﬂlewmll llmuq , unless the patient is
gag h-vly sedated with drugs
uchasat

reatment of acute taxicity
Treatment of acute taxicity should mmuud at the latest when
;‘ itch ocaur, The dmﬂl and shosldbe
i di ilable. The objeoti are 1o mai
the ciraulation.

. slopthe ki md
must be given and, if
(mask and bagl. An anticonvulsant should be ghwen iv. if the

ormulsions do not step spontanecusly in 15-20 sec. Thicpentons

dium 12 mo'kgiv. will abort the cerulsions rapidly.
Alternatively dazepam 0.1 mg/kg bw iv. may be used although its
rmum is slower.
d car Ty jeop
lnd u., @=nati If jection of a
annyidolnﬂ 1 WIg Mwl hﬁmawmlﬂnn,
1. Early

oy ger
13

Yo PP

\he patient's ventlation
i (eg.

ud\
bl.llll'l“lmll.ll‘l wil stop the muscle scrvulsions rapidly, but
tracheal

as the parent substance. The simination

hllHrh of lidecaine and MEGX following an intravencus bolus

dose ars approx. 1.2-2 and 2.8 hours res, by.

On acoount of the rapid hepatic metabolism, the kinetios are

sensitive 10 all aherations in liver function. The halk-lile can

be more than doubled in patients with impaired liver funct

Impairad renal fumnﬂ dees not affect the kinetios, but can
the dation of belites.

Factcrs such as acidosis and the use of CNS stimulants and

depreasants afiect the levels of lidocaine required to preduce

qﬁme oﬁm With plasma levels from 8 %o 10 ma/'ml signs of

= Ly

Lﬂ of exsipients
Ethanol, Polyethylens glyocl 400, E
Saccharin, Purified water,

Speciol precautions for storage
Do not stors above 25°C. During storage at temperatures below 8°C
precipitation may occur. This precipitation is deschved when
Wwamming up in reomrlempenture,
Instructions for use and handiing
The spray ncazle is akeady bent 1o its final appearance and ne

of b . Menth

The nozzle must not be shoriened, oth the sp

wil be destroped. If cleaning of the nazzle is d—nd lhlcnln
nozzle can be submersad in beiling water for 3 minutes. The
nozzle can be autcolaved (20 minutes at 120°C)

Shelt-life

Plsase ses outer pack

Pack size

Please ses cuter pack

Date of revision of the text
February 20n8

Trademarks are owned by cr licensed to the Aspen group of

wil raquire ntubation and ial ventilation, and
Phwldml,bauladbﬂhmhl: r:nlhﬂ-mpooaduu ]
is o ¥ F

.phadlma 510 mg . should be g
2-3min.

o0 kpn group of companies or its licensor.

| cirgulatory armest oocur, mnadim f Y

ion should be insti Dptimal oxygenati

|lnnulmo|| and ciroulatory support 12 well as treatment of acidosis
are of witalimportance, since hypoiia and acidosis will norease

quhmir. toxioity of local anaesihetios. Adrenaine (01-0.2 mg

&II ng'm resaried
AstraZensca AB, Ferskargatan, 18,
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furiher actions should be done befors using the IFI'Ijr nwzle. |
|
I
|
|
|
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