{ B HMadopmanusa 3a malyeHTa

IIpouememe GHuMAMERHO TUCTOBKAMA, Npedy 0a 3anoyHeme 0a Npunazame mosu 1exapemeeH
npooYyKm.

3anazeme masu aucmoera. Mooice 0a ce HanoiCYU 0a 4 npoyememe OMHOE0.

Axo umame ouge oNPOCH, MONS, NONUMATIME NEKYEAUUS CU NeKap UIY PAPMAYESM.

Tosu nexapcemeer NPOOYKIM € RPeOnUcar TuyHo Ha Bac u ne mpabea da 20 Oasame Ha Opyau. Tou
Modce O UM Haepedu, OOPU U, GKO CUMRINOMUME UM CA CouUme Kamo Bauiume,

NAIJ

O -D« OBPEHO! Mukolen® coated tablets 50 mg

HIATA 925’96')’2_ i Eprazinone hydrochioride

Mykosicn o6BHTH Tadmerkd S0 mg
Enpazuaos Xuapoxaopua
Axmueno sewgecmgo: eprazinone hydrochloride (enpasunon xudpoxnopud).
Homownu  6ewgecmeq: IAKMO3G MOHOXUOpPAM, 30XAPO3Q, ePUMPOIUH (E127), yapesuuno
Humecme, HOGUOOH, MAZHe3uee cmeapam, man, apabexa zyma, maxpozon 6000.

Hue e adpec Ha npou3e00umens u npumesiCamens Ha paspewienuemo 3a ynompeba
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Choeenus

1. KAKBO E MUKOLEN H 3A XAKBO CE U3IIOJI3BA

CrneraB
Besxa o6suTa TabneTka cbaepika 50 mg eprazinone hydrochloride (empasunon XUOPOXAOPUOD),
KOYTO ¢ eXBHBaNCHTeH Ha 41.96 mg eprazinone (enpasunon).

OnaxoBka
Kapromena kytus ¢ 20 o6BuTH TabneTkn B ONHCTEPHA ONAKOBKA (2 6mucTepa mo 10 obBuTH
TabieTKI).

Kakgo ¢ Mukolen?

Mukolen e mexapcTBeH TPOIYKT 32 CHMITOMATHYHO JEYEHHE Ha Kallldna. Toil peryumpa
BHCKO3ATETA Ha OPOHXHATIHHS CEKPeT, YIECHABA OTXPa4BaHeTo, KaTo eAHOBPEMEHHO obnexyaBa
JpasHeInaTa KalIHIa.

3a KakBo ce u3noszsa Mukolen?

Mukolen ce 311071384 34.

- yecHsABaHe HA OTXPaYBAHETO IPH 3a00JABAHYS HA JONHY JUXATENHY IETHING,

- ofexyagaHe Ha JpasHENlA KAITHLA W yHECHIBAHE HA OTXPAvBAaHETO CNEN JHATHOCTHYHH
1pomesypy Ha GpoHXuTe (GPOHXOCKONHS, GpoHXOrpagus).

2. IIPETU JA B3EMETE MUKOLEN

Hugpopmupaiime Bawwus nexap, ako umame Xponudno 3afonssare, 0OMeHHO HApYyweHye, Ko
cMe CEpBXHYECMBUMEREH UL NPUEMAME HAKAKGY OpYy2u NeKapCMeEeHu NPOOYKIM.

Koit me TpsidBa ga npuema Mukolen

Bre He Tpabsa oa NpreMaTe JeKapCTBEHIs IPOIYKT:
- AKO CTe CBPBXUYBCTBUTENCH KbM CIPAsHHOH WM KBM HAKOE OT IO
Ha JIeKapCTBeHN S OPOJYKT,
- AKO CTe JIeKyBaH 34 eIHIICIICHS;
- AKO HSKOTa CTe [OTyHaBas IbPUIOBe (KOHBYJICHBHE KPH3H),




(e Hudhopmanua 3a nanuenTa

- Axo cTe OpéMeHHA WM KBPMUTE.

IIpeniazmi MEpKH B MPeAyIpPEKICHAT )

AK0 ¥MATeé HEBPONOTHUHE CHUMIOTOMHE, Hanp. (HeKOOpAWHWpPAHW JBIDKCHHA) HIH TpEeMOp
(TpemepeHe M IOTPHHBAHE HA PBLETE), W AKO T€3H CHMITOMM CTaHAT OIIE IO H3PA3SHHU II0
Bpeme Ha aedennero ¢ Mukolen, crpeTe mpreMareTo Ha TO3H JICKAPCTBEH IIPOAYKT.
BezomacHOCTTa OpH fena oj 6 TouIliHa BB3PacT He € JOKasaHa, 33T0BA TO3H JICKApPCTBEH
MIpOIyKT HE TpaAbBa Ja ¢& NPEAnECBa IPH TAX.

BpeMennocT

Koncynmupaiime ce ¢ Bawua nexap uny papmayesm npedu npueManemo Ha KaKv8mo u 0a 6uwio
AeKapcmeeH npoodyKm.

He ce mpenmopsusa npuemanero Ha Mukolen no Bpeme Ha GpemeHHOCT. Bhopexd, ye HaMa
NaHHA 33 YBpeXZaly e(eKTH Ha IeKapCTBeHHA IPOIYKT BBPXY HIIOZA, ymoTpefara My HO
BpeMe Ha GpeMeHHOCT MOXKe ia Obe pHCKOBA.

Knpmene

Kowncynmupaiime ce ¢ Bawtus nexap unu gpapmayesm npedu npueManemo Ha Kakuemo 1 0a 6uno
JIleKapcmeen npooyKm.

MaiixaTe, xonto mpremar Mukolen, ce ceBeTBaT Ja HE KBPMAT.

Edexra BBpXy crocobHocTTa 32 miodgupane H padoTa ¢ MAIIHEH

Hait-seue B HauanoTo Ha neyeHHeTo, Mukolen Moixe fa OpHOHHM BHEHE Ha CBAT IpU MO-
qyBCTBHTENHM HHAHBHAA. BHCOKH J03M MOraT Ja MMaT celaThBeH (ycHoKo:ABaln) e(exT MM
MOTAT Jla TIPWUMHAT CHHIHBOCT. 3aTOBA Ce H3MCKBA IOBHIIEHO BHHMAHME B HAJajaoTO Ha
JMEUCHHETO, aKo Imodupare, padoTHTe ¢ MAIDHHH MM H3NBIHIBATE APYTH 3aQbIDKEHUS,
H3UCKBAIH IOBAIIEHA KOHIIEHTPAIIHA,

Kaxk apyrate JekapcTBens NPogykTH MOrart Aa B3aamopaelicreat ¢ Mukolen

Kaowceme na Bawus nexap, axo npuemame, wil cme npueMmanu 0pyau neKapcmeeHy npooyKmy,
O0pU U MAKUEa, KOUmo ca bes peyenma.

Mukolen Mozxe Ja 3acHIH AeHCTBUETO Ha XAMHOTHIUTE (NEKapCTBEHNTE MPOAYKTH 3a CHH).
EnsospeMerHoTo mnpunoxesme Ha Mukolen ¢ HEKapcTBEHH IPOAYKTH, KOHTO IXOTHCKAT
KalUIHIATa (aHTHTYCHBHM OPOAYKTH) WIH HAKOM NeKapcTBEHH IPOAYKTH, 3a NedeHHWEe Ha
XPOHMYHA OpOHXMTA MM acTMa, KOHTO COHOBPEMEHHO peIyuHpaT oOpasyBaHETO Ha
Gpouxuanen cexper (Hanp. HIPaTPOIEYM) € OEIMUCHEHO.,

3. KAK JA CE II’"HEMA MUKOLEN

J03Hp0BKA H HAYMHAH HA NPHIOKCHHAES
Cmpuxwimo chaszeatime ykasanwuama Ha jexaps. He mpabea Oa npomename Oosume uny oa
npexpamsasame aeuenuemo be3 nePeoHAYANHO 0a Ce KOHCYIMUPAme ¢ AeKap.

O6uaimare no3w Mukolen 3a BB3pacTHH  Aela Hax 12 rojwmmsa Be3pacT ca: 1 xo 2 obsuTH
tabnerku (50 xo 100 mg enpasuHOH) TP DETH JEEBHO, KOSTO € MakcAManHo 6 TabneTku (300
mg enpaswHOH) JHEBHO. '

QObugaiinara JO3EPOBKA TpH Aena oT 6 mo 12 rogwmHa BB3pacT: 1 obBHTA -aﬁ'JIE-'IiI{‘Q:“(SO me

eMpasMHOH) ZBa IO TPH IBTH JTHEBHO, KOSTO € MaKCHManHo 3 TabieTku Bting3imon)
JTHEBHO CA
* -,

He gagaiite Mukolen 5a mena mos 6 romuInHa BB3pacT.




(ke ViubopMains 3a NalHeHTa

Axo umame eneyamneniie, ue epexma Ha AeKAPCIMEENHUA HPOOYKIN € MEbPOE CuNtel Uiy mespoe
cnab, koncynmipaiime ce ¢ Bawus nexap uiu apmayesm.

Axo npiaemere niopede Mukolen oTkoaxoro 61 TpaéBazo
[Ipemosupamero MoXe J[da IOpHYMHEH Haif-00Imo 3a0aBsHe Ha peakmuHle, CHHIHBOCT,
HEKOOpPAMHHpaHe HA IBIDKCHMATA (aTaKCHs), TPENepeHe WK MOTpenBate (TPeMOop), MEPUOBE U

KoMa.
Aro cme npueau NO-2orIMA O03Q O NEKAPCMBEHUS NPOOYKM, OMKOIKOMO Ou mpsbeano,

gednaza ce koncyrmupatime ¢ Bawius nexap unu hapmayeem.

Axo 3a0paeure 1a B3eMere Mukolen
He gsumaiime dsoiina 003a 3a 0a KoMREHCUpame nponyCcHAmama.

4, BE3MOKHUA HEKEJIAHU PEAKITANA
Kaxmo scuunu nexapecmeenu npodyimi, Mukolen couyo modice 0a uma Hexcenany peaxyuu.

Hesxenanute peakiu Ha €NpPa3sHHOH Hal-uecTo ca pefk¥ ¥ IpexomHd. Te OOHKHOBEHO
BKIIOUBAT: CTOMAIIHO-4YPEBHN HapymeHus (6ojIKa B eIMracTpyma, raficHe, NoBPBUIaHe, NUAps,
3alleK); MO-peAKH HEXelNaRH peakidd ca: o6pﬁB, yMOpa, BHEHe Ha CBIT HIM YYECTEHO
cepreduecHe.

Axo 3abenesicume xaxeumo u O0q OUI0 Hedcenawu pearyuy, OOpU U MAKUBA, KOUMO He ca
CromMenamy 6 masu JUCHOSKA, MO, uHpopmupatime Bawius nexap unu Qapmayeem.

5. ChXPAHEHWE HA MUKOLEN

Cpox Ba rouHOCT
He usnonssaiime nexapemeenuam npooyKm Cled CpoKa Ha 200HOCH, ROCOYEH HA ONAKOBKAmMA.

Ycaosun 3a ¢chbXpaHenHe
Ha ce cpxpansea nox 25°C.
Ma ce coxpanasa na mecma, nedocnronnu 3a oeua.

Hadopmaiaa 3a HpeAnAcBaHe
Camo no nexapcxo npenucanue.

Jata ga nocjieHa pefaKmus
25 Aapan 2003




