JIucroBka: ungopmanus 3a norpedonTe s

Mudopruk 180 mg cromamHo-yCTOHYHBH TA0/IeTKH
Myfortic 180 mg gastro-resistant tablets

MUKO(EHOJIOBA KMCETMHA (KaTO HATpUeB MUKO(peHONaT)/
mycophenolic acid (as mycophenolate sodium)

IIpouereTe BHHMATE/IHO IS/1AaTA JHCTOBKA, NPEIH /12 3aN04HeTe 1a NPpHeMaTe TOBA JIEKapCTBO,

ThHl KaTO TH Ch/AbPKa BaxkHa 3a Bac nndpopmanus.

- 3anasere Ta3H JIMCTOBKA. MosKe 11a ce HaJIOXKH Jia g MpoUYeTeTe OTHOBO.

- AKO MMaTe HAKAKBHM JOIMBbJIHUTEIHU BBIPOCH, rnonuTaite Bawuus nekap win ¢papmaLesT.

- ToBa JiekapcTBO € npejnucaHo au4Ho Ha Bac. He ro npeorcrbnaiite Ha apyru xopa. To
MOJKE JIa UM HaBpe/H, HE3aBUCUMO Y€ MPU3HALMTE Ha TAXHOTO 3a00J/1BaHE ca ChbUIMTE KAaTO
Bawure.

- AKO MOJyYHTE HAKAKBH HEKEJIaHW peakluu, yseaomere Bauus nekap win papmanest. Tosa
BKJIIOYBA U BCHYKM BB3MOKHH HEXKEJIaHW PEeaKllM1, HEONMCAaHHW B Ta3H JIMCTOBKA. Buxkre
TouKa 4.

KakBo ¢cbhAbpKa TA3H JIHCTOBKA: H3MbIMTHUTENKA ﬂ-.i' cHUKA NO ﬁ'EKﬁ:P'CTBATA
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1. Kaxkso npeacrasjsiBa MugopTriHK M 32 KaKBO Ce H3M0/13Ba

MudopTHK ChbpsKa BELECTBO, HAPEUYEHO MUKO(PEHOIOBA KMCE/IMHA. 10 NPUHA/IIEKH KbM Ipyra
IEKapCTBa, HApEYEHH HMYHOCYTIPECOPH.

MudOPTHK ce M3M0JI3Ba 3a MPEAOTBPATIBAHE HA OTXBBPIIAHETO HA ObOPEUYEH TPAHCIUIAHTAHT OT
MMyHHATa CUCTEMA Ha TAJI0TO. MU(DOPTHK ce M311013Ba B KOMOUHALIMS C APYTH JIEKAPCTBEHH MPOIYKTH,
ChIBPIKALY LMKJIOCTIOPHH U KOPTHKOCTEPOM/IM.

2 KakBo TpsOBa 1a 3HaeTe, npeau Aa npuemere MupopTHk

[TPEJIVITPEX/IEHHUE
MukodeHoaT NpUYHHABA BPOJEHHU J1eeKTH U CIOHTaHHH adOPTH. AKO CTe )KeHa, KOATO MOXKe /1a
3abpemeHee, TpAOBa Ja NpeI0CTaBUTE OTPULIATEIIEH TECT 32 OPEMEHHOCT MPE/IH 3aroYBaHE Ha JICYEHHETO

u TpsOBa /1a ciieiBaTe ChbBETUTE 3a KOHTpaLEenuus, aajicHd Bu oT Bauust nekap.

Baiwuust nekap uie ropopu ¢ Bac n mie Bu najne nucmena nHdopmanus, Crielmato 3a eekTure Ha
mukodeHonar BbpXy mioza. [lpouerere BHUMATEIHO HHPOPMALMATA U CJIC/IBAHTE HHCTPYKLIUUTE.

AKO He pa30Oupare HaImb/IHO MHCTPYKLMHTE, MOJIA nomosieTe Bawuus nekap 1a By ru pa3scHH OTHOBO
pe/y /1a 3aro4HeTe npuemMa Ha MukodeHonar. 3a nopeve HHHOPMALIH BHKTE B Ta3H TOUKA M0/ICEKLIMH
LIpeaynpexaeHds U npeana3sHi MEPKH™ U ,,bpeMEHHOCT U KbpMEHE™.

He npuemaiite Mugoprnk
®  aKO CTe allepruyHH KbM MHUKO(EHOJI0BA KHCEMHA, HATPUEB MUKO(DEHOIAT HITH MU
MOGbETHI1, I KbM HAKOS OT OCTAHAJIMTE ChCTABKHM Ha TOBA JIEKApCTBO (H30pOeHH

foyka 6)5L

>
®  aKO CTE €Ha, KOATO MOJKe J1a 3a0peMeHee M He CTe MpeIoCTaBUIN OTpULIATEIeH TECT, 3a O ier | |
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nedeKTH U CIIOHTaHHU abOPTH: S N &



ako cTe 6peMeHHa K naHupare GPEMEHHOCT WIKH MHCIINTE, Y€ MOXKE 1a cTe OpemenHa,
aKo HE H3Mo/3Bare eekTUBHA KOHTpalenuus (Bmkre KoHTpalenuya npy xeHH U MbKe).
axKo KbpPMHUTE (BHXKTE ChLLO Taka U “BpeMEHHOCT U KbPMEHE™).

AKO HKOE OT W30poeunTe ce oTHacH 3a Bac, uxHdopmupaiite Bawus nekap npeau aa npueMeTe
MudgopTuk.

IIpeaynpexacaua H APEANTASHA MEPKH
[oBopeTe ¢ Bainna nekap wid gapMaueBT, Npeau Ja npuemere MHGpOPTHK.

aKO MMATe, WM aKO NPEeAM CTe HMaJTH CEpHO3HU NpobIeMH, CBBP3aHHM C XPAaHOCMMUNIATETHATA
CHCTEMA, HanpUMep CTOMalllHa A3Ba;

aKO MMaTe PAABK HACNEACTBEH AePHLNT HA €H3UMA XUIIOKCAHTHH-ryanHH-pochopubosui-
tpaHcdepasa (HGPRT) kato cunapom Ha Jlew-Huxan win cunapoM Ha Kean-CuArMunsp.

TpabBa cbIO 2 3HAETE CACKHOTO:

MudopTHK HaMaTABa 32IIMTHUTE MEXAHU3MH Ha KOXaTa Cpellly CIbHUETO. ToBa MOBHUIABA PHCKA OT
BBb3HMKBAHE HA paK Ha koxara. HeoOxoauMo € Aa OrpaHH4HTe H3JIaraHeTO Ha CITBHLE U
yirpasuonerosa ceeTyinia (UV), KaTo HOCHTE 3a1MTHO 001€KN0 M NONI3BaTe KO3METHYHH CPEACTBA C
BHCOK 3aluTeH dakrop. [lonuraiite Balus nexap 1o Kakbp Ha4HH [a ce Npeanaspare OT CIILHLETO;
ako Beue cre umary XenatHt B uau C, MUdOopTHK MOXE 1a MOBHULIW PUCKa OT MOBTOPHA NOSBA Ha
Te3u 3abonasanug. BawmgT ekap MOXe [a HanpaBH U3CJIEABAHE HA KPbBTA W [ia NPOBEPH 34
HAJTHYKME HA CUMITOMHM HA Te3d 3abogBaHna. AKO NMONyHUTE HAKAKBU CUMITTOMH (IOXKb/ITABAHE HA
KOXKATAa M OUMTE, rajeHe, 3aryba Ha aneTuT, NOTbMHABAHE HA ypUHaTa), TpAOBa Na HHPOPMHpATE
Bamus nekap He3adaBHO;

AKO YMaTe NMPOIL/DKUTEIHA KALTHLA MAH ycelnare 3aayX, 0co0eH0 KOoraTo npHeMare U pyry
MMYHOCYpecopH, He3abaBHO HHGOpMUpanTe Baina nekap;

o BpeMe Ha nedeHuero ¢ Mudopruk BaiuuaT nekap Moxe aa nokcka Aa Bu Hanpaeu uscnejBaHe Ha
KpbBTA 3a HUBA Ha aHTHTENA, B C/lyyai Ha MOBTapAHE HA MHPEKLMH, 0COOEHO ako NpHEMaTe H ApYry
MMYHOCYTIPECOPH, CJiel KoeTo wie BH Kaxke AajiH MOXe Ja MPOAL/DKUTE 1a npruemate Mudopruk;
[PH NOABATA HA HAKAKBM NPH3HALUH HA HHPEKLHA (KAaTO TeMiiepaTypa Wil Bb3NATIEHO I'bplio),
Ge3npHUUMHHKA CHHUHK TI0 KOXAaTa HIIM KbpBeHE TpAOBa He3abasHo Aa ce CBbpxkeTe ¢ Bauwns nexap;
o BpeMe Ha JieueHrero ¢ Mudopruk BawmsT rekap Moxe Aa noucka aa Bu nanpasu uacneaBaHe Ha
6pos Ha 6enuTe KPBBHU KIETKH, ¢nell koeTo e Bu kaxe nanu Moxe na NpOABIDKUTE 1A NpHeMare
MudopTHk;

aKTHBHATA CbCTaBKa MUKO(EHOIOBA KUCEIHHA HE € ChLUATa KaTo APYTH, NOJ00HO 3ByUalllH
ieKapcTBa, KaTo Hanpumep MukodeHonat Moderun. He TpsibBa na cMeHATe nekapcTBaTa, 10KaTo
BauinsaT nexkap He Bu xake.

MPUIOKEHUETO HA MHGDOPTHK MO BpeMe Ha OPEMEHHOCT MOXE Ia YBpEeH IU1oa (BHXKTE ChILO
“BpeMEHHOCT W KbPMEHE™) M 1a YBE/IMYH PHCKA OT 3aryda Ha nnoaa (CrioHTaHeH abopT).

Jena H OROLUH
He ce npenopbusa ynorpebara Ha MudopTHK NpH A€UA U IOHOLIHY NOPAJIK NHNCATA HA JaHHMU,

IIalHEHTH B CTAPUYECKA Bh3pacT
[TauueHTy B CTapyecka Bb3pacT (Ha BL3pacT 65 roanHyu y noseve) Morat jJa npuemat Mudgoptrk O3 na e

He0oOX0AHMO KOPHIMpaHe Ha 103aTa.

Jipyrn Jekapcrsa n MugopTuk
Tps6sa aa kakeTe Ha Bawins nekap win ¢papMauesT, aKo NpUEMaTe, HACKOPO CTE MPHEMAIH HIlH €
BB3MOKHO J1a fIPHEMATE APYrH JIEKapCTBa, BKJIKYHTEIHO M TaKUBA, OTNYCKaHU Oe3 peuenTa.

Undopmupaiite Bauiug nexap, 0coOE€HO aKO MPHEMATE HAKOM OT CJCHHTE IEKApCTBa!

JpYrd UMYHOCYNPECHBHH areHTH KaTo a3aTHONIPHH HIIH TaKPOJIUMYC,
NEKapCTBA, KOMTO CE€ W3MON3BAT 3a JIEYEHHE Ha BUCOK XOJIECTEPOJT KATO XONECTHP
aKTHUBEH BBIJICH, U3MON38A CE 3d JIEUeHHE HA CTOMALIHO-YPEBHU NMPoOJIeMH KaTo
CTOMax M ra3ose,

AHTHALIMAY, CHOBPKALIM MAaTHE3WH M ANYMHHHM,



® 1eKapcTBa, KOMTO C€ W3MOJI3BAT 3a JIeYeHHE Ha BUPYCHH HH(EKLMH KaTO aLMKIOBHP HITH
raHLHKJIOBUP.

Uudopmupaiite Bamua nekap, ako nnaHupare Ja ce BAKCHHRHpAaTe.

He Tpa6Ba na JapsBaTe KPBB MO BpeMe Ha IE4eHHeT0 ¢ MUQOPTHK H B NPOABIKEHHE Ha MOHE
6 ceAMMLIM Ciell crMpaHe Ha NedeHueTo. Mbxere He TpsOBa Na JapABaT CMEPMa M0 BpEME Ha JIEYEHHETO
¢ MUdoOpTHK ¥ B NpoAB/DKEHHE Ha NMoHe 90 AHM Cie CrUpaHe Ha JICUCHUETO.

MnpopTHK ¢ XpaHAa H HATHTKH

MudopTHK MOXKe Aa ce nprema che MM 63 xpaHa. Bue TpaOBa Aa pewmre, Aand na npyeMare
TabNIeTKUTE ChC WM 6e3 XpaHa U a M pHemare 10 €MH K ChlllH Ha4YHH BCEKH AeH. [1o To3W HayuH e
CTe CHI'YPHH, Y€ TANOTO BH BCeky JieH NOMy4YaBa e1HO H ChLI0 KOJTMYECTBO OT NeKAPCTBOTO, KOETO

NpHEMarTe.

BpeMeHHOCT H KbpMEHe

AKo cTe OpeMeHHa WIH KbPMHTE, CMATATE, HE MOKE J1a CTe DpeMeHHa WM I1aHupaTe OpeMEHHOCT,
nochbBeTBaiiTe ce ¢ Bawua nexap unu papmauesT npeau ynorpedbara Ha ToBa AekapcTBo. BaliuaT nexap
1e roBopH ¢ Bac 0THOCHO pucKoBeTe B cny4aid Ha OPEMEHHOCT Y ANTEPHATUBHOTO JIEYEHHE, KOETO
MOJKETE /12 NPHEMATE, 3a Aa IPEIOTBPATHUTE OTXBBP/ISIHETO HA Ballivsl TPaHCTIAHTAHT, aKo:

. [Inanupate OpeMEHHOCT;

. [IpOMyCHAIH CTE WK MHCIIUTE, Y€ NMPOMYCKATE MECEUEH IIMKBJI, HIIM aKO MMare HeODH4YaHHO
MEHCTPYAJTHO KbPBEHE, WM aKO NOA03MpaTe, e ¢Te DpeMeHHa;
¢ HMmanu cte nonos KOHTAKT, 6€3 na n3nonasparte epeKTHBEH METO/ 3a KOHTPALICTTLIMA.

AKo 3abpeMeHeeTe No BpeMe Ha JIeYEeHHETO ¢ MUKodeHonaT, TpadBa He3abaBHO Aa MHPopMupaTe Bawus
aekap. He criupaiite npuema Ha MHKOQEHONAT, NOKATO HE C€ BUJIMTE C HETO WM Hesl.

bpeMEHHOCT
MukodeHonar NpeaAU3BHKBa MHOTO BUCOKA Y€CTOTa Ha CNoXTaHHH abopTH (50%) ¥ TEXKKH BpOAEHH

nedexty Ha ronaa (23 - 27%). Bponenure aedekTH, KOWTO ¢e CbOOLIABAT, BKIIOYBAT aHOMAJIMH Ha
YIIHTE, OUHTE M JIMLIETO (BbI4a YCTa/3a€llKa YCTHA), aHOMAJIHH B Pa3BUTHETO Ha NPBCTHTE, CHPLETO U
XpaHONpoBoaa (TpubaTa, KOATO CBBLP3BA MBPAOTO ChC CTOMaxa), OubpennTe W HEPBHATA CHCTEMA
(Hanpumep cnuHa 6uduna (KOraTo KOCTHTE Ha rpbOHAYHHA CTHJIO HE C¢ Pa3BHBAT NPABWIHO)). [IpH
Bawmero 6ebe moxe aa ce Habmoaasa MNoBeYE OT €4Ha aHOMATTHAL.

AKO CTe JeHa, KOATO MOXe /1a 3abpemenee, TpsOBa 1a MpeNOCTaBUTE OTPULIATENEH TECT 3a OPEMEHHOCT
MpeaH 3aMovBaHe Ha JeUeHHeTo H TpAOBa Ja CAeABATE CHBETUTE 3a KOHTpalenuus, faaeHu Bu or Bawms
nexap. BalMAT nekap MOKe [1a MOMCKA MOBEUE OT €IMH TECT, 32 [1a C€ YBepH, Ue He cTe OpeMeHHa npeau

3anOYBaHC HA JICUCHHUCTO.

KnpmMmeHe
He npuemaiite MudopTuk, ako kbpmuTe. IlpuunHara 3a Topa e, ue MaJIKM KOJIMHECTBA OT JIEKAPCTBOTO

MOTAT Ja NpeMUHAT B MaHYHHAaTa KbpMa.

KoHTpaneniius npH *eHH, npaeMamid MupopTHK
AKO CTe xKeHa, KOATO MOoXKe Ja 3abpeMeHee, TpabBa Aa U3NON3BaTe €(PEKTHBEH METOA 33 KOHTPALIEILINS
3aeHO ¢ MudopTHK. BrutiouuTenHo:

. [Mpeau na 3anouHere npueMa Ha MUBOPTUK,
. [Ipes uanoto BpeMe Ha neueHue ¢ MupOpTHK,
. B npoAb/HKEHHE Ha 6 CeAMMLM Cliel CMHpaHe Ha npueMa Ha MHUQOPTHK.

"oBopeTe ¢ Bauinsg nexap oTHocHO HaH-moaxoasuara 3a Bac koHTpauenuus. Tosa e 3a
KOHKPETEH CAyuaii. 3a npeanounTaHe € Aa ce NPUIoKAT J1Be POPMH Ha KOHTpALIENLMs,
HaMaJIl pHCKa OT Hexenana 6pemeHHocT. Cabpxere ce He3abasHO ¢ Bawuma nekap, a
Bamara koHTpauenumsa € Hee(eKTUBHA WIH aKO CTe MPOIMyCHaNU Aa CH B3EMETE Xaly

KOHTpaLIELus.




Bue cTe XEHa, KOATO HE € B ChCTOAHHE Aa 336PEM3HEE, dK0O HAKOC OT H36POEHHT3 no-a01y CC OTHACA 34

Bac:

. Bue cre B mocTMEHOMNAay3a, T.€. Ha Bb3pacT noHe 30 roaMny v BaumaTt nocneaeH MeceUeH UKD €
6un npeay nopeue oT roarMHa (ako BallMAT LUK € MPEKbCHAT, ThH KATO NMPOBEKAATE JIEUEHHE N0
NOBOJ HA 3JIOKAYECTBEHO 3a00JIABaHE, TOrasa BCE OLLE HMA BB3MOXKHOCT /14 3a0peMEHeeTe);

. Pdanonuesute TpuOHU K ABaTa BY AlY4HHMKA ca OTCTPAHEHH Upe3 Onepauus (AByCTpaHHa CANHHIO-
00(POpeEKTOMMUA);

. BamaTa yTpo6a (MaTKa) € OTCTpaHEeHa Ype3 onepauus (XUCTepeKTOMuUA);

. Bauire aiiuHUUH Beue He PYyHKHMOHUPAT (IPEeKIECBPEMEHHA AMYHHKOBA HEAOCTATHYHOCT, KOATO €
[NOTBBPAEHA OT CHELMATTHCT FTMHEKOOT);

. AKO CTe pOAIEHA C HAKOE OT CNEAHUTE PEAKH 3a00aBaHH, KOHTO NPasaT OpeMeHHOCTTa
HeRL3MOXHA: XY reHoTHn, CHHAPOM HA THpHBD MY areHe3lnd Ha MaTKaTa;

’ Bue cTe nete waK AeBoHKa, KOHTO BCE OLIE HIMAT MECEUYEH LIMKBJI.

KonTpanenuus npH Mbxe, npaemamus Mugoprak

HanuuHuTe AaHHY HE MOKA3BaT MOBHIIEH PUCK OT MalipopMailbH WiK abopT, ako Oalara npruemMa
muxogenonar. He Moske obaue fa ce W3KMOUY HAIThJHO HATHYHETO Ha pUCK. KaTo npeanasHa Msapka ce
npenopbyBa Bue u Bawata mapTHhOpKa a H3MON3BATE HAIEXKAHA KOHTPALETILKA TI0 BpEME Ha
NEUYEHHETO U B NIPOab/DKeHWE Ha noHe 90 nHU cnen criMpaHe npuema Ha MHQOpTHK.

AKO IU1aHHpaTe Ja uMare jete, obcraere ¢ Balina nexap NnOTeHLMANHUTE PHCKOBE.

lo¢gnpane n pabora ¢ MAIINEHH
MudopTHK NOBIHABa B MAJIKa CTENEH cnocobHOCTTA 3a WwodupaHe B paboTa ¢ MalIKHM,

MuagopTEK ChABLPXKA HATPHH

Tosa nexapcTBO chAbPKA 13 mg HaTpHid (OCHOBHA CHCTABKA Ha roTBapcKaTa/Tpane3Hara cojl) BbB BCAKA
tabnerka Mudoptik 180 mg. ToBa KonH4ecTBO € exBuBajieHTHO Ha (0,65 % OT npenopbYHTEIHHS
MaKCHMAIEH JHEBEH XPAHHUTENECH NNPHEM HA HATPHH 3a Bb3PacTeH.

MudopTiK ChALPKA JAKT03a
Axo BawusaT nekap Bu e ka3an, ye uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH (BKIKOUHTENHO N1aKTO34,
rafakTo3a MiH IKo3a), CBbPKETE CE C HErO MpPeay Aa MPUEMETE TO3H JIEKAPCTBEH ITPOAYKT.

3. Kak xa npaemare MugoprTHk

Bunaru npHemaiite TOBa JIEKapcTBO TOUHO KakTo BH € Kazan Bawunart nekap. Mugoptik Moxe na Bu
6bAe npeaAnyMcad eAMHCTBEHO OT JIEKAP € OMUT B JIEYEHHWETO Ha TPAHCIIAHTHPAKH NALMEHTH. AKO He CTe
CUrypHH B HELO, nonutaiite Bawma nekap win gapmanesr.

Koaxko na npuemMare
[TpenopbumTenHata aHeBHa no03a Mudopruk € 1 440 mg (8 Tabnerku Mudoptik 180 mg), npueT kaTo

NBe OTAEIHH 103H, Bcaka oT Tax no 720 mg (4 tabnetku Mudopruk 180 mg).
[TpueMbT Ha TabneTkHTE € CYTPHH U BEYED.

[Tupeata go3a oT 720 mg TpadBa na ce ApUEME B PAMKHTE Ha 72 vyaca cjiell TpaHCNIaHTalMATA.

AKO0 HMATE TeXKH 0hOpeUHH HapymieHns
BamaTta nHeBHa no3a He GuBa na Haapviuaea 1 440 mg (8 rabnerkn Mudoptux 180 mg).

Kak na npuemate Mugopruk

TaOnerkure TpaOBa Aa ce r'bATAT LENM C Yallia BOJA.

He uynere u He HaTpoluaBaiTe TabNETKUTE.

He npuemaiite TabneTkn, KOUTO ca CUYNEHHA WIH HATPOLLUCHHU,
JleueHneTo MpOOLIKABA AOTOTaBa, AOKATO € HEOOXOAUMO /1a CE NOTHUCKA IeHCTBUET
CUCTEMA, 3a JIa CE€ MPeAOTBPaTH OTXBBPIASHETO HA TPAHCNAAHTAHTA,




AKO CTe npuean noBeye 0T Heobxoaumara 1032 MuOpPTHK

AKO cTe npuesiu noeeye Tabnerkn MudoprTuk, 0TKONKOTO € TPAOBAIO WK aKO HAKOH APYT € MpHer
tabnerkure By, cappixere ce ¢ Bawms nekap unu HezabasHo oTHaeTe B O0NHMLA. Bb3MOXkHO € Aa ce
HY>KIa€eTe OT MEAKLIMHCKH Ipwku. B3emere Tabnetkure ¢ Bac M rv nokaxere Ha Baluna nexap uiam Ha
GONHHYHMSA MEPCoHan. AKO CTe CBbpIIWIN TabNeTKHTe, B3EMETE Che cede CH npasHara OfaKoBKa.

AKo cTe nponycHAAH A2 npuemMere MudopTHK

AKoO cTe nponycHaiu aa Biemere MudopTHk, B3EMETE ro BeiHara LiOM Ce CeTHTE, OCBEH aKo BEeYe HE €
HaBAKWIO BPEMETO 3a ciefBaiiaTa A03a. Crnea ToBa NPOABDKETE Ja IO NpUeMaTe no oduuaiHus
HauuH. O6BpHeTe ce kbM Bainus nekap 3a cueeT. He B3eMaiTe ABOMHA 1034, 32 14 KOMIIEHCHpaTe
NPOIMyCHATaTa 103a.

AKo cTe cnpeaH npueMa Ha MudoprHk
He cnupaiite na npuemare MugopTHk, Aokaro Bawmsar nexap ne By kaxe. [IpekpaTaBasHeTo Ha
nedeHueTo ¢ MuPOpPTHK MOXKE N1a NOBEE 0 YBEIHYaBaHE HA BEPOATHOCTTA OT OTXBBPJISHE HA

TpaHcIanTupanua 6s6pex.

AKO MMaTe HAKAKBY JOMbIHMTENHH BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha ToBa IEKapCTBO, MONHTANTE
Baiuus nexap unm ¢apMauesT.,

4. Bb3MOKHH HeXKEJTAHH PeaKlHH

KakTo BCHYKM N€KapCTBa, TOBa JIEKAPCTBO MOJKE Aa NPEAN3BHKA HEXKEAAHH PEaKUMH, BBIIPEKH Ye He

BCEKH I'H ITIOJ1YYaR4d.
B13MOXHO € NallUeHTHUTE B CTapuecKa Bb3pacT Ja HMAT NOoBEUE HEXKE/IaHH PEAKLIHH, [1CpaJlH HAMaJICHA

MMYyHHAa 3aLUHUTA.

UmyHocynpecopure, BKTIOUHTENHO MHQOPTHK, HaMansaBaT COOCTBEHHTE BH 3alIMTHY MEXaHU3MH, 3a Ja
He MOXKe TANOTO BH 1a oTXBBLpnM TpaHcuianTHpanus oprad. CnenosaTenHo Ta10To By HaMa na One
Tonikopa Jo6po 8 Hopbara ¢ HHPekmuUTe, KakTo 0bnkHOBEHO. Taka ue, ako npremate MHPOPTHK, MOKe
7a CT€ MO-NOAATAMBH Ha HHQPEKLIMHM OT OOMYaHHOTO, KATO HHPEKLIUM HAa MO3bKA, KOXKATAa, YCTaTa,
CTOMAXa W YepBaTta, Oenure ApodoBe M MUKOYHHUTE MBTHILA.

BawysT nexap e Bu npasy peaoBHM H3CIEIBAHUA HA KPLBTAE, 33 [1a C/IEAH 32 eBeHTYAITHH [IPOMEHH B
6pos Ha KPBBHUTE KJIETKH, KaKTO H 3@ MPOMEHH B HUBATa Ha BELUECTBATA, APEHACAHU C KPBBTa,
HanpMMep 3axap, Ma3HHHH, X0JIECTEPOIL.

Hsaxon HeKEJTAHH PeaKNHH MOrar Aa 0naaT cepHO3HM:

e npu3HAaUM Ha HHGEKLHUA KaTo BUCOKa TEMMNIEPATypa, BTpUCaHe, U3MOTABaHe, yCeLIaHe 3a yMOopa,
3aMasHOCT WM JIUNca Ha eHeprus. [Tpuemariku MudopTHK € Bb3MOXKHO 18 CTe NOJATIIHBH Ha
BUPYCHHM, 6akTepHaNHH U rbOMYHN HHPEKLHH NoBeye OT ocOuyaiHOTO. Te Morar na 3acerHar
pa3MuUHK 4acTH Ha Bawero Ta10, kKaTo Hal-4€CTO 3acerHaTH ca OpdpenuTe, MUKOYHUI MEXYP,
FTOPHUTE W IOJTHUTE AWXATENIHH IbTHLIA;

® [IOBpPBINAHE HA KPbB, YEPHH WIH KbPBaBH M3NPAXKHEHHS, A3Ba HA CTOMAXa WU YEpBaTa;

®  YBEJMYEHM XIJIE3H, HOBOMOABUIIO CE WIH HapacTBALLO KOXKHO 00pa3zyBaHKe, WK NPOMAHA B
ChleCTBYBalua GeHka. KakTo npy nauKMeHTHTe, KOHUTO NPUEMAT HMYHOCYIIPECHBHA Tepanus, MHOIO
MaTbK 6poii manueHTH Ha eueHne ¢ MUGOPTHK Ca pa3BIUIM PAK Ha KOXKATA MK JIIMQHUTE BB3NIH.

AKO TIOYYBCTBATE HAKOM OT H3GpOEHHTE MO-TOpe CHMITOMH CJlea NpueM Ha My@opTuk, yBeAoMeTe

Baiuus nexkap He3abaBHO.

JIpYrH HeXeJJaHH peakilHH BKIKYBAT:
Muoro uectH (3acazam noseve om I na 10 nayuenmay)

HaMansBaHe Ha Opos Ha OeyiuTe KPLBHH KJIETKH

HaMaJIEHO HYHBO Ha KaJlUi B KPbBTA (XHUMOKAILMEMH)

HAMAIEHO HUBO HA KAJIHH B KPBBTA (XHIIOKATHEMHA)

MOBUILEHO HUBO HA MUKOYHA KUCEITHHA B KPBBTA (XUIIEPYPUKEMHUs)




BUCOKO KPBBHO HanfaraHe (XUNepToHHs)
TPEBOXKHOCT

aHapus

bonKa B CTaBHTE (apTpanrus)

YecTH (2acszam no-maixo om 1 na 10 nayuenma)

¢ HamalABaHE Ha Opos HA YCPBEHUTE KPHBHU KIETKH, KOETO MOXKE Ja HOBEAE 10 yMOpa, 3aAyX H
OnenHoCT (AHEMUSA ),

e HaMmanfABaHe Ha Opos Ha KPBbBHUTE IUI0HHMLM, KOETO MOXE Aa AOBEJe 10 HEO4aKBaHO KbpBEHE H
[ony4apaHe Ha CUHHHH (TpoMOOLUTONEHHS)

OBUILEHO HHBO Ha KAJIHii B KPbBTa ( XUIMEPKAUTHEMHA ),

HaMaJeHO HHBO Ha MarHe3uH B KPBbBTA (XMIIOMArHE3HEMH ),

3aMAasHOCT;

rnapobonue;

KalLHLUa;

HUCKO KPbBHO HaJifraHe (XHIIOTOHHA);

3aayX (IHCIIHEN);

KOpPEMHA WK cTOMallHa 60nKa, Bb3MANCHUE HA IMraBHLATA HA CTOMaXa, MOYBaHE Ha KOpeMma,
3aneK, HapyLIeHO XpaHOCMU/IaHE, ra3ose ((PnaTynesLms), peaKH H3NpaXHEHNd, raJeHe, NOBPLUIAHE;
yMOpa, BUCOKA TEMIIEPATYPA;

OTKJIOHEHHS B PE3YJITATHTE OT TabOpaTOpHHTE w3cieiBaHus 3a 61x0peuHa H YepHoApoOHa PyHKLIMS;
pecnpaTopHyA UHGEKLHY;

aKHe;

cnabocT (acTenus);

MYCKYJIHa Gojka (MHanrus),

NOLYBaHE Ha PbLETE, IJIE3CHUTE WM CThNATaTa (Bb3MOXKHHM CUMITTOMHM Ha nepHdepen 0TOK);
cbpbex.

Heuecrn (3acazam no-manxo om 1 na 100 nayuenma)
YCKOPEH WIH HENPABWIEH Cbple4eH PUTHM, HATPYNBaHE Ha TEYHOCT B Oe/ua Apod;

e oOpasyBaHe Ha KYXHHH (KHCTH), ChABPKALLUM TCUHOCT (MuMba);

®  TPEMOP, 3aTPYJHCHHSA [IPH 3aCNHBAHE,;

®  3ayepBABaHE W MOJYBaHE HA OYHTE (KOHIOHKTHBMT), 3aMbIJIABAHE HA 3PSHHETO;

®  XPWIIOBE;

®  OpHrBaHe, JIOW AbX, 3aMylIBaHe Ha YePBaTa, pa3a3BABAHHA HA YCTHUTE, MapeHe 3a] rpbAHaTa KOCT,
obe3LBETABAHE HA €3HKa, CYXOTa B YCTaTa, Bb3NajICHHE Ha BEHLIUMTE, Bb3MAaJeHHE Ha NaHKpeaca,
NpeAU3BHKBALLO CHJIHA OONKA B rOpHaTa YacT Ha KOpeMa, 3alyliBaHe HA CIIIOHYCHUTE HUIE3H,
BBL3NAJICHUE HA CTOMALLHATA JIMTaBHLA,

e  MH(EKUUH Ha KOCTUTE, KPbBTa H KOXKaTa,

¢ KpBBE B YpHHaTa, Ob0OpeuHo yBpexaaHe, 60/1ka M TPYAHOCTH NPH YPUHUDPAHE;

&  KOCONaj, CHHHHM 10 KOXAaTa,;

e  BBL3NANCHHUE HA CTaBUTE, OONKH B I'bpba, MyCKY/JIHH KpaMIlH;

e 3aryba Ha aneTHT, MOBHLIEHHY HHBA HA NUMNHANTE, KPbBHATa 3axap (AHabeT), XONecTepoia Nau

HaMa/IcHH HUBa Ha (ocaTuTe B KPbBTA;
e rpunonofoGHU CUMNTOMH (KaTO yMOpA, BTPHUCAHE, Bb3MAJIEHO I'bpJi0, OONKH MO MYCKYJIUTE 1
CTABHTE), MOJYBAHE Ha IIIC3€HHTE U XOAuIaTa, 60/Ka, CKOBAHOCT, HYBCTBO Ha aXKaa Wi cnadocr,
®  CTPaHHH CbHMILA, BIPBAHE B HELIA, KOMTO HE Ca HCTHHA (1€JIIO3HM);
HEBBIMOKHOCT 3a OCTHIaHE WK 3aJbpXKaHe Ha EpEeKLnS,
®  KallIMLA, 3aTPYAHEHO AniUaHe, O0nKa Npy auwaHe (Bb3MOKHH CHMITTOMH Ha HHTEPCTHUHATHO
6enoagpobHo 3abonsapane). QMU 1,

C HeH3BeCTHA 4ecTOTa (OM HAMUYHUME OQHHU He MoXice 0a bvoe HanpaseHa oYeHK

¢  [OBHLUCHA TeMINepaTypa, OONKH B IbpJIOTO, YECTH HHPEKIMH, KOHTO Ca Bb3MO
HENOCTUr Ha OeTH KPLBHH KIETKH (arpaHyJIOLHTO3a),



e  00puB, chpOex, ypTHKapHs, 3a0yX WK 3aTPYAHCHO AHUIAHE, XPHIIOBE WM KalllMLA, CBETOBBPTEX,
3aMasHOCT, IPOMEHHN B HUBOTO Ha Ch3HAHME, XHIIOTOHHA, CBC MM Oe3 JIEK reHepannsnpan cbhpbex,
3ayepBABAHE HA KOXKATa Y MOAYBaHe Ha IMUETO/IbPAOTO (CHMIITOMH Ha TEXKa alnepruiHa peakums).

JIpYrn HeXeNaHH peakund, cbo0ImaBaHH NPH JeKapeTBa noaodHun Ha Mnadopruk
JIOMMbAHUTENTHHTE HEXENaHU PeakLMy, KOUTO ce ChobLtaBaT BbB BPb3Ka C KJ1aca 1eKapcTBa, KbM KOHTO
NpHHANIEKH MudOopTHK ca: Bb3NAICHHE HA KOJIOHA (1€0€10TO 4epBo), Bh3NAJICHHE HA CTOMALUHHTE
0OBHBKH, IPUYUHEHO OT LIUTOMErANOBHPYC, NPOOHUB HA YPEBHATA CTEHA, NMPEAWIBHKBALIL CHTHA KOPEMHA
GoNKa C Bb3MOXKHO KbPBEHE, 43Ba Ha CTOMAaxa M JBAHAAECETONPBCTHHKA, MOHKKABAHE HA Opod Ha
ONpeeAcHH KIETKH OT GeNns KPbBEH pell WM Ha BCHYKU KPBBHH KJIETKH, CEPHO3HM MHPEKLMH KaTo
Bb3MAJICHHE Ha CHPLUETO U ChPAEHHHTE KJIAMH, BBb3MANCHHE HA MOZBbYHHUTE M IPhOHAUHO-MO3bUHUTE
OBGBHBKH, HEAOCTHT Ha BB3AYX, KAlTKLA, KOATO MOXKE Ja € AbJIXKY HAa OPOHXHUEKTA3HH (CLCTOSHHE, MPH
koero HenoapoOHUTE AMXATENTHUA MBTULLA ca HEOOUUANHO pa3UIMPEHH), KAKTO W APYTH NO-PAAKO
cpellany bakTepHaiHy uHeKUHH, 0014aliHO NPHUMHABALIK CepHo3HM HenoapodHH HapylueHHs
(mybepxynoza u amunuunu mukobaxmepuannu un@exyuu). Koncynrupaiire ce ¢ Bawus nexap, npm
nosBa Ha MPOABLDKUTENHA KALUTMLA WK 33Ty X.

Crobmasane Ha HeXeNAHH PeaKIHy

AKO MONYYHTE HAKAKBH HEXENaHH NEKapcTBEHH peakuut, yseaomeTe Bawus nexkap. Toea BkaoqBa
BCHYKH BB3MOKHH HEOMHCAHM B Ta3H JIMCTOBKA HEXENIAaHH PEaKLIMH.

MoxeTe CblI0 Aa CHODLIMTE HEeXeJIaHH peakLHi JUPEKTHO Ypes:

HanbandTenHa areHuys 1o AekapcTaara
yn. ,,Jlaman Fpyes” Ne 8
1303 Codmus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

KaTo chobluaBate HeXxenaH peakiiui, MOXETe Ja AaAeTe CBOs NPHHOC 3a NONy4aBaHe Ha [TOBEUE
HHpopMaLHg OTHOCHO D€30MacHOCTTa Ha TOBA NEKapCTBO.

5. Kak aa coxpansiBate MHPOpPTHK
JTa ce cbXpaHsABa Ha MACTO, HEXOCTBITHO 3a ACLa.

He n3non3eaiiTe TOBa JIEKAPCTBO CJIEN CPOKA HA MOAHOCT, OTOE/IA3aH BEPXY KAPTOHEHATA ONMAKOBKA.
CpoKbT Ha TOAHOCT OTrOBaps Ha MOCeAHUS ACH OT NIOCOYEHHA MECELL.

ToBa JIEKAPCTBO HE M3MCKBA CIIELHANIHK TEMIIEPATYPHH YCITOBHA HA ChXpPaHEHHE.
CwxpansBaiite MudopTuk B OpyrHHa/IHATA ONAKOBKa, 32 J1a ro NpeaAnas|Te oT Bjiara.

He u3non3paiitTe TOBa JIEKapCTBO, ako 3a0eie)xHTe Ye LEeN0CTTa Ha ONAaKOBKATA € HapylUIeHa WK HMa
HAKAKBY NMPHU3HALIH Ha OTBapsHE,

He u3XBbpAAATE eKapcTBaTa B KAHATH3ALMATA WK B KOHTEAHEpa 3a roMailliy otnaasuy. [lonuranTe
Bawius GapMauesT Kak 4a H3XBLPJIATE JIEKapCTBATa, KOMTO Beye He usnonspare. Tesu Mepku e
CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpeaa.

6. ChAbpxaHHe HA ONAKOBKATA H AONBJIHHTEIHA HHPOpMALHS

Kakso ceaspxka Mudopruk
¢ AKTHBHO BELLECTBO: MUKO(EHOIOBA KHCESIMHA (KaTO HAaTpHEB MUKOdeHoNAT),
Bceaxa tabnetka MudopThk coabpika 180 mg MukodeHo10Ba KUCENHHA,




e Jlpyru chCTaBKHM:
- CbpueBrHa Ha TabsieTKaTa: LAPEBUYHO HUILECTE, MOBU/IOH; KPOCMOBHU/IOH, JIAKTO3a; CHIIMLIUEB
JAMOKCHJL KOJIOHJIeH, O€3BOIEH; MarHe31eB creapar.
- CTOMAlIHO-YCTOMYMBO MOKPUTHE HA TabneTKaTa: XMIPOMEJIO3€eH (pranaT; THTAHOB JIMOKCH/L
(E 171); xbat xkeneszeH okcua (E 172); unauro kapmun (E 132).

Kaxk n3rsiiexna MudgopTHK H KAaKBO ChbAbP:Ka ONAKOBKATA
Mudoptuk 180 mg cromaiHO-ycTOHYMBHY TabsIeTKH ca OJie/103e/1eHH, QUIMHPAHK M KPBIJIK, C IPAaBUpaH

Haanuc “C” oT eaHara cTpaHa.

Mudoptuk 180 mg cromaiiHo-ycToiHuMBY TabNeTKH ca onakoBaHH B OiMctepHu onakoku no 20, 50,
100, 120 u 250 TabneTkH.

He BcHYKM BH/I0BE OMAKOBKM MOraT Ja ObaaT IyCHaATH Ha nasapa.

IpuTexaren HA pa3pelIeHHETO 3a ynorpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

HUpaanaus

IIpounszBoauTe.I
Lek d.d., PE PROIZVODNJA LENDAVA

Trimlin1 2D
[.endava. 9220
CnoBeHus

Novartis Pharmaceutical Manufacturing LLC
Verovskova Ulica 57

Ljubljana, 1000

CnoBeHus

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

HUcnanus

3a JOMbJIHUTEIHA MHPOPMALMs OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBbPXKETE C€ C JIOKATHHA
MpeCTABUTE]l Ha MPUTEXKATEIsl Ha pa3pelIEHHETO 3a ynorpeda:

Novartis Bulgaria EOOD

oy.Ji. Hukona Banuapos Ne 55

EKCITO 2000, crpana 4, er. 4

Codus 1407

Ten.: 02/489 98 28; dakc: 02/489 98 29

JlaTa Ha MOCJIE/IHO Mpepa3sriex/aane Ha gucropkara 12/2025




