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Tolperisana hydrochionde ... 50 mg
TOIPEHSONE NYBTOTNIONR . m.eesmseebaienisiionss assesbaisisbiasassmisnimnsioe S50 G
Excirent mgredents

Be hydrochionde. ystaline cellulpss, manhio] caspavidone.
stearic acid, magnesium stearate, talc. opadry white.
Pharmaceutical form

Afyopain 50
White, wshnnnd.Immdm. Deconvex, plain on both sides.

Myopain 130

VWhite; round-shaped, film-coated tablet, biconves plain on both sides
Indications.
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Myopain & adminisered oralynunnoorad'tet meals.
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condiion and renal function Is recommended in palients mmale
renal Impairment, Lise of tolp 15 hot rec { tiehts with
seyers renal Imnumm.

Emnoempaﬁemwﬂhhﬁﬂm
frequency of adverse gvents has been

h ihls’

1'l|ewefon.- Individual tiration with closa monharhg of the pnbant's
conglltion and hepatic function is recommended in patients with moderale
Mpaﬂclnwmm%dﬁmanﬂmmmarﬂedhmm
with severe hepalithﬂpwﬂnem

Paediatric population:

The salety and efficacy. of tolperisone I children have nol been
established.
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Myasinenia gravis.
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: Hypersensithay
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Including anaphylactic shock. Symploms may include” erythema. rash.

urtieatin, previtus; angloadema tachycardia; oF dysprioes
Famales, patients with hypersensiivity Ta ather drogs or with a histary of
allergy may be &ta higher risk.

In case-of a known hyp caution durng

the administration of tolperisone bec.wse of possible cross-reactions is
WarTanted

Patlents should b adiised 10 ramain vigiant for any symptoms compatibile -
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diatefy If such symp occur.
Tulpenmnenwwlbe ed after an episode of Hypersensil
10 tolperisone, .
Pregnancy and lactation
Pregnancy
Due to Ihe absence of relévant clinical data should nat bp used

muremmcy{pmmmny not In thit 1 uimester) unless its' expected
benelits would wﬂmw&wmhmypnssbﬁemwmw

Lactation
wnsmmmwummomnﬁiam
the acdministration of Myopaln fs not d during hréastiesding
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10, Effects on ability to drive and mmm
Patients who experience dizziness, somnolence, disturbance in atention,
epilepsy, blurred vision B¢ muscular mplupss white taking tolparisone
should consult hisher doctor ~

11. Interactions and Incompatibllities with other drugs
Drug interactions -

drug studiee with the CYP2DE6 rsubstrate
daxtramethar jndicate thal Ioipensone  Co-aammmsLalion may
increase the levels of drugs which are. metabolized dominantly by
CYP206 such &s thioridazine, folteroding. venlafaxine, desipramine,
dextromethorphan,  metoprolol, | nebivolol, perphenazine,  In  wivo
axparimerts in uman livee microsomes and human hepatocytes. did not
suggest significant inhibiion or indiction of other, CYP ispénzymes
(CYP2B6. CYP2CB, CYP2CY, CYP2C19, CYPIAZ, CYF&M}

- Increase n tolpérisone exposute s not expecied aftel concomitant
administration ol CYPZO6 substrates andior other drogs due to the
;ﬁl\"ﬁﬁlﬁ'ol immawwpumwnyaofmmone

ity of sed when taken wathoul food,

lhe:e{ conssient s.ormm;:rauan w1 relaton to meals i recommended

- wolpensone is a centrally agung compaund s
sedation is low

— in the case of co-adminstration with other centrally, Beting. muscle
relaxants, the dose reduction of tolperisone should be considersd,

- Tolperisone potentiates the effect of miflumic acld, therefore redution of
the dase of nifumic.acid of other NSAID should be considersd In case af

ek
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co-administration,
Drug | tibilities
Inthe uhnou ibility studies, this meditinal product must not
b-am:tedudlhamecm | progiuces.

12, Adverse I

—  The most emly concemedl system organ classes are skin and
and gastrointestinal disonters,

Hypersensitlvity reactions: The majority of he CaSes eXpIess NOM-sanous

and seii-imiting 0 whreataning Mypersansitivily reactions are
W{;nnﬂsﬂmw(?uyrkﬂ

13. Overdosage and

77 There are limited data available on the d of ' tolperk
Tolpaiseos has o specilic anddote. In 10 wufdma anneml
o’ musii:ppgrﬁvemebﬂm MW

14. c

properties
Pharmacatherapsulic group: Other centrally acting agents.
ATC code: MOZEX04.
Wmmﬁmlsamauymmdemminmde.
of agl scplﬂm!ad Owing to Its membrane-stabilising and local
Hfects, toiperisone inhibits the uunﬂuuhn In primary afferent
nefve | lﬁm and motor heurons whereby It inhibits spinal mono- and
pol reflaxes. O the other hand, as a secondary mechanism,
through ting synaptic Ca° iUy e compotind is assummed 1o inhibit
traRsTIRET felease, in tis brain stem, toiperisone | mﬂm
reticulospinal tracts.
Tolperksone improves perpheral blood How. The faveurdhile circdlatory
effects are | { of those s=en in he central nervous systam; they
are prodably n to the wwtwmwlic and antiadrenergic eflects of
ol i

petisong.
‘15 Pharmacokinetic pmperuea

When. aministerest orally, iojperisene is well absorbed from e small

intestines. Highsfal meal Immmmabow of orally administered
Inceases fhe

{uiperisons by approy. 100% and peak plasma copcaniraton
by maprox, 45% as compared with SRl pack
.* Appra 20 . Tolparisone by the fiver

The gliminatad via the
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Packagl
Eliater of 10 tabiets. Box of 3 hlisters.
Bllster of 10 tablets Box of 5 blisters.
17, Storage condition, shel ife, specification
17.1. Storage eondition
swemamcmmmma.mamym mhdrrm] light. Donul
8.30°C
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