I. NAME o THE MEDICINAL PRODUCT
DISFOR 500 mg tablers
2. QuUa LITATIVE AnND QUANTITATI\"E IZ'GMP'DEITIGN
Each table contains 500 mg of methocarbamo|,
For the full list of CXCIpients, see section 6]
% PHAHMACEUT‘I{'AL FORM
Tables.

White, bican Ve, smooth, round tablets, scored on one side, withoyt cracks and with even edges,

The score ling is only so that ghe tablet can be broken o make swallowing casier, hyt not 1o
divide it into equal doses,

4. CLINICAL pa RTICULARS

4.1 Therapeutic indications

4.2 Posology and meethod of administration

Treatment with methocarbamn] should be kept a5 short g possible. The administration of
methocarbamal shoyld he discontinued as the Painful symptoms subside.

Adlts: 2-3 tahjers four times day (daily dose of 4 10 6 grams). In severe cases 4 higher dose may
be necessary, he maximum recommended doge being & g per day for the firg 48-72 hours,

Elderly pationgs- half the dose may be sufficient o schreve g therapeutic response. The
recommended dose s | lablet 4 times 4 day.

F-:uad&ﬂ-h-:'-:-pqps-wuf&w.'.' i1 152 is nog Fecommended in children under the age of 18 due 1o the luck of
salfety amd efficacy data,

Patignts with {iver disegse: since the elimination half-life ol methocarbamol can be longer i these
Patients than in adulrs, he dose should he increased moee gradually, A longer interval between
successive doses may be required in such eases,

The tablets should e iaken with g glass of waber.

4.3 Contraindications
= Known h}-mnsiﬁvh}r o methocarbamol or i any of the excipients lisiad I Section 6, ],

- Comta of precoma,
Known brain disegss.




- History of setaures or epilepsy.
- Myusihenia gravis,

44 Special Warnings and Precautions for use

Methocarbamal should be sdministered with precaution i patients with impaired hepatic and
renal function, avoiding rrolonged treatmengs.

Methocarbamgl may interfere. with the colour of certain analytical teste spych a5 the
nitrosanaphthal fest  for E-hydﬂ:r.-cyirrdﬂlf:amrj:; acid  or the Cintlowy Procedure  For
vanillylmande i acid. It has alsg been reported that in some Patients the cologr of urine samples
is altered during storage, wning brown, black, blye Or green,

Methocarbamof CAR Increase the effectz of other central nervogs system depressants or
stimulangs, im:luding ilcoho], barbitirates, anaesthetics and Appetite suppressanis.

I can also enhance the effects of anticholinergic SEEMS such as atropipe and. certain
Psychotropic drugs.

Methocarbama| may inhibil the bromide effect of Pyridostigmine. It stioyld therefore be ysed

with precaution i PAtents with myasthenia gravis who are treaed with acetylcholinestermse
imnhibitors,

4.6 Fertility, Pregonancy and lactating

Pregmaney

No studies have been carried out with methocarbamal on animal reproduction. It iz not known

whether methocarbama] may damage the foels or affect reproductive CApacily  wihen
administerad jo Pregnamt women,

The safety of methocarbamol with regard to possible adverse eFfects on foerg] dcvﬂ?pnu:m I:nas
not been established. fsolated cases of foetal and congenital abnormalities afier mirauterine
EXposure 10 methocarbamial have been described,

Methocarbamal is nog recommended for pregnant women o Women phum'rn:g 10 become
pregnant, particularly in the early stages of pregnancy, unless the doctor considers tha the
potential beneffis outweigh the possible risks.

freast-feeding o . S
Methocarbamol andior its metabolites have been detected in JI.TIIr'r:IaI| milk fdu::g_-;:j_ Ilnwmr_, it is
nod known whether methocarbamol or jts metabolites are excreted in human milk, Accordingly,

care should be taken when administering Disfor 1o breast-feeding women,



Disfor may cause drowsiness, so patients should not drive or operate machines unless they are
sire that their mengg) CApacity is not affecied, especially if administered concomitantly with
other medicines thay can akso catse drowsiness,

48 Adverse reactions

Adverse reactionsg deseribed with the administration of methocarbamol ane:

Hlood and dvmeharic S¥stem dicopdeme leukopenia.
Cardige diseorders- bradycardia, Rushing, hypotension, SYRCGpE,
Eve disorders: diplopia, blurred Vision, iystagmis.

Crasiraintestinal disardzrs: dyspepsia, nauses and vomiting, dysgeysia,

Hcpar-:.r&fﬁw:r disovders: jaundice (including cholestatic Jaundice),

Nervous syerem disewcders- TErVousess, anxiety, Iremor, amnesia, confusion, dizziness or
lightheadedness, vertigo, drowsiness, insomnia, slight lgss of muscle coordinatinn, stizures
(inchiding epilepsy),

ki and subcutaneous tivsye discwders. Pruritug, rash, urticaria.

Reporting of suspected adverse reactions

Pharmacovigilance System  fir Medicinal  Producrs for  Human — {ige
hnw:ﬁ’www.mliﬁmm M.ess,

4.9  Owerdose

Little informagion 5 availahle regarding  aeupe methocarbamal Woxicity. The cases af
methocarbamal overdose on record occarred jointly with alcohol and other NS depressants and
include the following SYMptoms: nausea, dizziness, blurred vision, hypotension, seizures and
coma. One adule survived & deliberspe overdose of 22-30 prams of methocarbamol, without
severe toxicity. Another adul survived a dose of 30-50 grams. In both cases. the main symplom
Wits extreme drowsiness, Treatment Wis sympltomatic and they recovered without other effecrs.

However, cases of faga overdose have been deseribed,

SUPpOrt measures include keeping the airway open, monitoring uring owput and vital signs and
administering liguids intravenously, if necess : : :
It is not known whether haemodialvsis is of use in dealing with this overdose,

5 PHARMACOLOGICAL PROPERTIES



51 Fhahnamlynnmia: properties

Pharmﬂmﬂmpeu!in: Eroup: Muscle relaxants, centrally acting agents: Carbamic acid esters
ATC code MOzR AQ3,

Methocarbama) s 4 centrally acting muscle relaxant whose action could be due 1o g gencral
depressant effect op the CNS. It exers s muscle refayant effect by inthibiting polysynaptic
reflexes in the spina| cord and subcorticg| Structures. At therapentic doses i does mot affect the
Physiological tone or tontractility of skeletg) muscles or the motility of smooth muscle,

5.2 Pharmacokineic properties

disarpiion
After aral adminiztration, methocarbamaol s absorhed rapidly and completely, reaching is

maximum plasma levels after [-3 hours. lts musels relaxant effects begome apparent 30 minutes
after oral sdministration,

Listribaition

Once in the s¥stemic circulation, methocarbamaol ig widely dissribumed throughout the body and
in healthy volunteers plaspa Protein binding ranges between 46 and %%, In biboratory inimas,
the highest levels are detected in the liver and kidneys. The drug can pass through the Placenia,
although it is not known whether i s excreted in breast milk

i
Methocarbamel js extensively metabolised in the liver by dealkylation angd hydroxy lation.

€l L)

In healthy volunteers, plasma clearanee nl‘m:thm;arhamni varies from 0.2 1o 0.8 Vhikg, with an
elimination half-life of 1.2 bours, Methocarbamal I5 mainiy eliminated in the urine in the form

of conjugated glucuronides and sulphates of jg metabolites. A syl Proportion is excreted in
the facces,

Elderfy patienss-
In elderly patients, the elimination half-life of methocarbamn| incregses shightly in COMYar 2oy
o Younger patienits, Plasma protein binding iz also slightly lower (474304 compared with 46-

Parients with Repatic impairmeny

In 3 patients with hepatic impairment caused by alcoholic eirrhosis tatal methocarbama|
clearance was reduced by approximately 708 with respect fo the healthy poputation (11.9 Lh)
and the half-life increased 10 3.38 hours (= 1.62) compared with L. 11 hours = 0.27) in healthy
subjects, The fraction of bound methocarbamol was AW-50%, lower thag the percenmage

Patients with remal ipirmeny

In patients with renal insufiie lency, methocarbamof clearance is also reduced.

In 8 patients with renal impairment on maintenance haemodialysis m:ﬂmarhmmljl -:,menlu:
wag rediced by 40% with Tespect 1o the healthy population, although the elimination half-life
was similar in both groups (1.2 versus 1§ fiours, respectively),

5.3 Preclinical safety data




The acuge toxicity of methocarhamol 15 relatively low. In animal testing the following signs of
MEOXication were % S alExi, catalepsy, seizures and coimga, No chromic LOXECEY siudies
have been carried gy, The toxic effects an reproduction have not been evalyated. There are 1
long-term anima) studies assessing the mulagenic potential of the Product. No Jong-term

studies have heen carried ou 1o determine jis CArCinogenic potentia,

. FHAHHA{.'E[ITICAL FARTIIC'ULARE
6.1  Listof excipients
LCorn starch
Magnesium Stearabe
Microcrystalline silica
Povidone
Sodium Earbnx}'nmhyl Polato starch (hvpe A)
6.2 Incompatibilities
Not applicable.
6.3 Shelf life
2 Vears,
64 Special pPrecantions for storage
No special storage precautions fecessary:
6.5  Nature and contents ol container
Pack of 20 and %0 tablets in 5 PVC-aluminiym blister,
6.6 Special Precautions fgr disposal and oilier handling
No special requirements, Any unused medicinal product or waste material should be disposed of
i gccordance with hocal requirements.
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