FLETEUDHEZUES | PAKETIMIT:
Informacion pér pacientin

SPIRAMICINE

Tableta - 750 000 Ul
(Spiramiciné)

Lexojeni me kujdes kété fletéudhézues pérpara se té filloni
pérdorimin e barit.
* Ruajeni kété fletéudhézues. Mund té keni nevojé ta lexoni pérséri.
+ Né qofté se keni pyetje t& métejshme, pyesni mjekun
ose farmacistin tuaj.
+ Ky bar éshté pérshkruar pér ju. Mos e jepni tek persona té tjeré.
Mund t'i démtojé ata edhe pse mund té kené té njéjtat simptoma si ju.
+ Né qofté se ndonjé prej efekteve anésore kegésohet ose né qofté
se véreni ndonjé efekt tjetér anésor gé nuk pérmendet né kété
fletéudhézues, ju lutemi t& njoftoni mjekun ose farmacistin tuaj.

Né kété fletéudhézues:

1. Gfaré éshté Spiramicine dhe pérse pérdoret
2. Pérpara se té merrni Spiramicine

3. Si ta mermi Spiramicine

4. Efekte anésore t& mundshme

5. Si ta ruani Spiramicine

6. Informacion i métejshém

1. GFARE ESHTE SPIRAMICINE DHE PERSE PERDORET
Spiramicina éshté njé antibiotik makrolid qé ka pérdorime té
ngjashme me eritromicinén. Makrolidét jané baza té dobéta;
veprimtaria e tyre rritet né pH alkalin. Makrolidét depértojné né
Iéngun pleural, Iéngun ascitik, eksudatet e veshit t& mesém dhe né
sputum. Kur meningjet jané té inflamuara, ata mund té hyjné né
[éngun trunoshpinor. Makrolidét pérdoren né infeksionet e rrugéve té
frymémarrjes, urogjenitale, té aparatit tretés dhe té Ikurés e indeve
té buta, sidomos né rastet kur antibiotikét beta — laktamiké ose
tetraciklinat jané té kundérindikuar.
Spiramicine indikohet né:
+ mjekimin e infeksioneve otorinolaringologjike, bronkopulmonare,

stomatologjike, gjenitale (veganérisht prostatike), kockore dhe

té 1ékurés;
« profilaksiné e meningjitit nga meningokokeét;
« rastet kur rifampicina éshté e kundérindikuar;
« toksoplazmozén e grave té moshuara.
Mjeku juaj mund ta keté dhéné Spiramicine pér njé géllim tjetér.
Pyesni mjekun tuaj né qofté se doni té dini pse ju éshté dhéné
Spiramicine.

2. PERPARA SE TE MERRNI SPIRAMICINE

Mos merrni Spiramicine né qofté se jeni alergjik nga spiramicina
apo nga ndonjéri prej pérbérésve té tjeré (eksipientéve)

té Spiramicine.

Tregoni kujdes té veganté me Spiramicine

Pyesni mjekun tuaj pérpara se t& merrni Spiramicine.

Megenése spiramicina kalon né quméshtin e gjirit, késhillohet qé
nénat ta ndérpresin ushqyerjen me gji té fémijéve té tyre ndérkohé
qé mjekohen me spiramiciné.

Marrja e barnave té tjera
Njoftoni mjekun ose farmacistin tuaj né qofté se jeni duke marré,
keni marré sé fundmi ose mund té merrni barna té tjera, pérfshiré
ato té marra pa receté. Eshté veganérisht e réndésishme qé mjeku
juaj té jeté né dijeni té faktit qé ju jeni duke u trajtuar me:
+ acenokumarol, varfariné dhe digoksiné sepse spiramicina
dhe makrolidét né pérgjithési mund ta rrisin efektin e tyre;
+ ciklosporiné, sepse ka té ngjaré gé spiramicina dhe makrolidét
e tjeré mund ta frenojné metabolizmin e saj (rritie e pérgéndrimit
plazmatik té ciklosporinés);
+ levodopa (e dhéné njékohésisht me karbidopa), sepse spiramicina
ul nivelet plazmatike té saj duke reduktuar efektin e saj terapeutik.

Marrja e Spiramicine me ushqim dhe pije
Pérthithja e spiramicinés reduktohet nése merret me ushqimin.

Shtatzénia dhe Ushqgimi me gji

Kérkoni késhillén e farmacistit ose t& mjekut pérpara se t& mermi
kété bar.

Megenése spiramicina kalon né quméshtin e gjirit, késhillohet qé
nénat ta ndérpresin ushqyerjen me gji té fémijéve té tyre ndérkohé
qé mjekohen me spiramiciné.
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Drejtimi i automjetit dhe pérdorimi i makinerive
Nuk dihet nése Spiramicine mund té ndikojé né aftésiné pér té
drejtuar automijetin dhe pér t& pérdorur makineri.

Informacion i réndésishém pér disa nga pérbérésit

e Spiramicine

Ky bar pérmban laktozé. Nése ju éshté théné nga mjeku juaj se
vuani nga intoleranca ndaj disa shegernave, flisni me mjekun
pérpara se t& merrni kété bar.

3. S| TA MERRNI SPIRAMICINE

Gjithmoné Spiramicine merret ekzaktésisht si ju thoté mjeku juaj.
Duhet té konsultoheni me mjekun ose me farmacistin tuaj né qofté
se nuk jeni i sigurt.

Té rriturit: 3 000 000 - 4 500 000 Ul né dité, né 2 - 3 doza té ndara.
Fémijét me peshé mbi 20 kg: 750 000 Ul /10 kg peshé né dité,

né 2 - 3 doza té ndara.

Foshnjet dhe fémijét e vegjél: 375 000 - 750 000 Ul / kg peshé,

né 2 - 3 doza té ndara.

Pér profilaksiné e meningjitit nga meningokokét:
Té rriturit: 1 500 000 Ul, ¢do 12 oré;
Fémijét: 375 000 Ul /kg peshé, ¢do 12 oré, pér 5 dité.

Né qofté se keni marré mé shumé Spiramicine

Né qofté se keni marré mé shumé Spiramicine se sasia qé duhet té
merrnit, ose né qofté se fémijét e kané marré gabimisht kété bar, ju
lutemi té kontaktoni mjekun tuaj, spitalin, ose té telefononi urgjencén
pér t& marré njé mendim pér rrezikun dhe késhillé pér veprimet qé
duhet t& ndérmerren.

Né qofté se harroni té merrni Spiramicine

Né qofté se harroni njé dozé (ose mé shumé doza), merrni dozén né
vazhdim kur té jeté koha pér marrjen e zakonshme té saj.

Mos merrni njé dozé té dyfishté (ose mé té larté) pér té plotésuar
dozén (dozat) e harruar(a).

Né qofté se keni pyetje t& métejshme mbi pérdorimin e kétij produkti,
pyesni mjekun ose farmacistin tuaj.

4. EFEKTE ANESORE TE MUNDSHME

Si té gjitha barnat e tjera, Spiramicine mund té shkaktojé efekte
anésore, megjithése jo gdokush i manifeston. Efektet anésore té
mundshme té Spiramicine jané grregullimet gastrointestinale, si: t&
pérziera, té vjella, diarre (kéto ¢rregullime mund té béhen shkak pér
ndérprerjen e mjekimit), si edhe reaksionet alergjike né Iékuré.

5. S| TA RUANI SPIRAMICINE

Mbajeni larg fémijéve.

Mos e pérdorni Spiramicine pas datés sé skadencés e cila éshté e
shénuar né paketim.

Mos e ruani né temperaturé mbi 25°C.

Ruajeni né paketimin origjinal.

6. INFORMACION | METEJSHEM

Cfaré pérmban Spiramicine.

Lénda vepruese éshté spiramiciné.

Cdo tableté pérmban 750 000 Ul spiramiciné.

Pérbérés té tjeré: amidon, laktozé, celulozé mikrokristalore, stearat
magnezi, talk dhe glikolat natriumi i amidonit.

Pérmbaijtja e paketimit:
Kuti me 30 tableta.

Shpjegues i ikonave ilustruese né paketim:

1
y Keéshillohuni me mjekun ose farmacistin tuaj.

i Pérmbaitja. ' Kujdes. @ Forma e tabletés.
H

Mbajtési i autorizimit pér tregtim (MAT) dhe Prodhuesi:

PROFARMA Sh.a.

Rruga "Myslym Keta”
N Tel. 0035542 89 602

Tirané - Shqipéri

Ky fletéudhézues u rishikua pér heré té fundit né Qershor 2015.

PACKAGE LEAFLET:
Information for the patient

SPIRAMICINE

Tablets - 750 000 Ul
(Spiramycin)

Read this leaflet carefully before you start taking this medicine.

* Keep this leaflet. You may need to read it again.

« If you have any further questions, ask your doctor or pharmacist.

+ This medicine has been prescribed for you. Do not pass it on to
others. It may harm them, even if their signs of iliness are the same
as yours.

« If any of the side effects gets serious, or if you notice any side
effects not listed in this leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What Spiramicine is and what it is used for
2. Before you take Spiramicine

3. How to take Spiramicine

4. Possible side effects

5. How to store Spiramicine

6. Other information

1. WHAT SPIRAMICINE IS AND WHAT IT IS USED FOR
Spiramicine is a macrolide antibiotic that has similar uses with
erythromycin. Macrolides are weak bases; their activity increases at
alkaline pH. Macrolides penetrate into the pleural fluid, in the ascitic
fluid, in the middle ear exudates and in the sputum. When the
meninges are inflamed, they can enter in the cerebrospinal fluid.
Macrolides are used in respiratory tract, urogenital, digestive and
skin soft tissue infections, especially when beta - lactamic antibiotics
or tetracyclines are contraindicated.
Spiramicine is indicated in:
« the treatment of otorhinolaryngological, bronchopulmonary,
stomathological, genital (especially of prostate origin), bone
and skin infections;
« the prophylaxis of meningitis by meningococcus;
« the cases when rifampicin is contraindicated;
+ the toxoplasmosis of old women.
Your doctor may have given Spiramicine to you for another purpose.
Ask your doctor if you want to know why you have been given
Spiramicine.

2. BEFORE YOU TAKE SPIRAMICINE
Do not take Spiramicine if you are allergic to spiramycin or to any
of the other ingredients (excipients) of Spiramicine.

Take special care with Spiramicine

Ask your doctor before taking Spiramicine.

Since spiramycin passes into breast milk, it is advised by mothers
to discontinue breast - feeding while they are being treated

with spiramycin.

Taking other medicines
Contact with your doctor or pharmacist if you are taking or have
recently taken other drugs, including those obtained without a
prescription. It is especially important that your doctor knows that
you are being treated with:
+ acenocumarol, warfarin, digoxin, because spiramycin
and macrolides in general may increase their effect;
« ciclosporin, because it may be possible that spiramycin
and the other macrolides may inhibit its metabolism
(increase of the plasmatic concentration of ciclosporin);
+ levodopa (given simultaneously with carbidopa), because
spiramycin reduces its plasmatic levels, thus reducing
its therapeutic effect.

Taking Spiramicine with food and drinks
Absorption of Spiramicine is reduced if taken with food.

Pregnancy and Breast-feeding

Ask for the advice of the pharmacist or of the doctor before taking
this drug.

Since spiramycin passes into breast milk, mothers are advised

to discontinue breast-feeding while they are being treated

with spiramycin.

Driving and using machinery
Itis not known if Spiramicine may affect the ability to drive and use
machinery.

Important information about some of the excipients

of Spiramicine

This drug contains lactose. If you have been told by your doctor that
you have an intolerance to some sugars, contact your doctor before
taking this medicinal product.

3. HOW TO TAKE SPIRAMICINE

Always take Spiramicine tablets as your doctor has told you. You
should check with your doctor or pharmacist if you are not sure.
Adults: 3 000 000 - 4 500 000 Ul daily, in 2 - 3 divided doses.
Children over 20 kg: 750 000 Ul / 10 kg of body weight daily,

in 2 - 3 divided doses.

Babies and little children: 375 000 - 750 000 Ul / kg of body weight,
in 2 - 3 divided doses.

For the prophylaxis of meningitis by meningococcus:
Adults: 1 500 000 Ul, every 12 hours;
Children: 375 000 Ul / kg of body weight, every 12 hours, for 5 days.

If you take more Spiramicine than you should

If you take more Spiramicine than you should, or if the children have
taken this medicine incorrectly, please contact your doctor or call the
hospital or emergency to get an opinion for the risk and an advice
for the actions to be taken.

If you forget to take Spiramicine

If you forget a dose (or more doses), take the next dose when it is
time to take it usually.

Do not take a double dose (or higher) to make up for a forgotten
dose (doses).

If you have further questions on the use of this product, ask your
doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all other medicines, Spiramicine may cause side effects,
although not everybody manifests them. The possible side effects of
Spiramicine are gastrointestinal disorders, such as: nausea,
vomiting, diarrhea (these disorders may be the cause of treatment
discontinuance), as also skin allergic reactions.

5. HOW TO STORE SPIRAMICINE

Keep away from children!

Do not use Spiramicine after the expiry date which is stated on the
packaging.

Store below 25°C.

Store in the original packaging.

6. OTHER INFORMATION

What Spiramicine contains

The active substance is spiramycin.

Each tablet contains 750 000 Ul spiramycin.

Other excipients: starch, lactose, microcrystalline cellulose,
magnesium stearate, talc and sodium starch glycolate.

Content of the pack:
Carton box with 30 tablets.

Explanatory of the illustration icons on the packaging:

|
'C% Ask your doctor or pharmacist.

i Content. ' Warning. @ Tablet shape.
L]

Marketing Authorisation Holder (MAH) and Manufacturer:

PROFARMA Sh.a.

Rruga "Myslym Keta”
N Tel. 00355 42 89 602

Tirana - Albania

This leaflet was last revised in June 2015.
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