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IIpouememe enumamenio nucmogkama npedu Oa 3anoyneme 0a npungaame mMosa
NEeKapCmeo.
3anaseme mazu nucmosra. Mooice 0a ce nanodcu 0a A npouememe OMHOB0.
Axo umame owe 6pnpocl, Mo NONUMAtIMeE JeKYBawUs CU TeKap un gapmayesma.
Toea rexapcmeo e npeOnucano IuyHo Ha Bac u He mpatea da zo oaeame Ha opyeu. To modice 0a
umM HABPeOU, OOpU U AKO CUMIIMOMUME UM Ca cvlyume kamo Bawume.

HOLETAR® XOJIETAP NATI
Tabnerka 20 mg
Tabnerku 40 mg 0 'D' OUB PﬁEg’F(I?O !
Lovastatin (JlosacTaTHH) .ElATi - ’? SR ? “

'

Coctas
1 Tabrmetka ceappixa 20 mg lovastatin (JloBacTaTHH).

Iomowny eewjecmea: NaKTo3a, OYTHIXHAPOKCHABM30M, TpudeHmI-MeTan onperuren E 131,
IpesKeIATHHU3NPAHO HUMECTE, MAPSBHYHO HHUIIECTe, MHKPOKPHCTAIHA LENyT032, MarHe3HeB
cTeapart. ,

1 Tabnerxa ceanpaxa 40 mg lovastatin (moBacTaTHE).

Homownu eewpecmeaq: NaKT03a, OYTHIXMIPOKCHAHH30N, XHHONHMHOB onseruren E 104,
tpuadernn-meran ouperuTed E 131, npexenaTHHH3MpaHO HHNIECTE, UAPSBHYIHO HUIIECTE,
MHKpPOKPHECTAIHA IeIyJI03a, MalrHe3HeB cTeapar.

CroiicTBa H AciicTBHE

Xomnerap e MOwWER MuEgubuTOp Ha Xonecrepona. Toif ¢ BHCOKO eheKTHBEH 3a HAMAJIBAHE
KOHIIGHTPAl@ATa Ha o6IAA XoJlecTepor H Ha “Iomuds xorecTepon - Ha LDL (rumonporTerss ¢
HuUcKa IIBTHOCT) H Ha VLDL (numompoTersy ¢ MHOTO HHCKa IMBTHOCT). Hamandsa cuimo u
KOHIIEHTPAHATA Ha TPHLTHIEPUIRTE B IazMaTa H YMEPEHO YBENHYaBa KOHLCHTPAnudTa Ha
BHCOKOIIHTHOCTHATE nunonpotenay HDL (“noosp xonecteporn”).

IHoxaszapas
TexKH ¢lydad HA XHIOEepXoJecTepoieMus (IOBHIICH XOJECTEPON) H XUIEPTPHIHIECPHASMHAT

(MOBHIMIEHH TPUITIHIEPA/IE), KOTATO PE3YITATET OT AHeTara ¢ Gun He,uocTaT'btleH

IlporEBonOKA3aHHA
CBpEXUYBCTBATENHOCT KBM JEKAPCTBEHOTO BEMIECTBO ‘IORACTATHH’ WIHM KBM HIKOE OT

[IOMOIIHHTE BEHIECTBA HA JISKAPCTBEHHAS IIPOIYKT
o AKTHBHO depHOJIPOGHO 3a0ongBane WM HeoOSCHHMO NEPCHCTHPAINO MOBHIICHHE Ha
CEPYMHEITE HEBA Ha TpaHcaMHHA3HTe
e Xonecrasa (33ApHiKKA Ha JKIIBYEH COX B KaHAIHTE)

o MpomaTasa (MycKynHa 6omka H cmaboct)

s EjHoBpeMeHHO jedeHHMe ¢ MEGe(hpalImi, KEeTOKOHA30JN, MTpaxoHasoln, HIV-mporeasnu
HHXUOATOPH, MENaBUPAKNH H aMHOJAPOH.

¢ bpeMeHHOCT B KBPMEHE

¢  AJIKOXOIH3BM
Hpexmazau MepKi B OpeAyIpPeXIeHHT
JlexapcTBEHOTO CPENCTBO TPAOBA A C€ H3I0A38a BHEMATEIHO OT NAIHEHT,
TOJIEME KOMIMIECTEa ANKOXO0I H OT HalMeHTR ¢ MHHAI0 YepHOAPoOHO 3200
Jleuenuero ¢ JOBACTATHH MOXE Ja IPSAU3BHKA YBEIMYCHHS Ha AKTHBHOC \- ;,
eHSMME, IJIABHO I[IOBUINGHHe HWROTO HA CEpyMHHTe TpancaMmmasn =gt




1 . HudopMmalus 3a HalHeHTa

OOHMKHOBEHO € MAJKO ¥ KIHHEYHO He3HawiMoO. Bee mak ce mpernophuBa HpeiH 3allovBafe Ha
JIEIEHUETO Ja Ce OTIpeleNld HHBOTO Ha UepHONPOOHHTE €H3UMH B CEPYMa H TO JIa ¢ KOHTpONHpa
HA PABHY HHTEPBATH IO BpeMe Ha JieueHHeTo. Axo mosmiuenyuero Ha AST m/mmi ALT e tpu
IBTH MO-TOJBIMO OT TOpHaTa TPaHHIA HAa HOPMANHHTE CTOMHOCTH, HEYESHHMETO ¢ JOBACTATHH
Tp4OBa a4 ce IPEYCTaHOBH.

Tepanmara ¢ Xonerap Moxe fa IPHYMHE MHoIaTHs (MycKyiHA cIadocT), KoATO Aa A0Befe J0
pabmomMuronusa ¥ 050pedna HeIOCTATBYHOCT. PHCKBT OT Te3H YCIOKHEHHA MOXKE Ja € IIO-TOJLIM,
aKo MAHeHTHT Ce JIeKyBa EIHOBPEMEHHO ¢ JEKapcTBa MHJIM NpHEMA XpaHd, KOHTO
BE3MIPEIATCTBAT MeTabomu3Ma Ha JIOBaCcTaTHH.

Tlopuinen PHCK OT MHOIIATHA CEIUECTBYEA IIPH ITAMACHTH C TEXKA G'BGPG‘IHa HEOTOCTAaTHIHOCT.

Jleqenmero ¢ Xomerap TpaOa Ja ObAe IIpeyCTaHOBEHO, 8KO AaKTHMBHOCTTA HA KpEaTHH
¢ochoxunazara ce DOBHIM H3BBHPEIHO MHOTO ( 5 WBTH Hax TOpHaTa PaHHUIa Ha HOpMa), aKO
ce YCTAHOBM WNH WMa CBMHEHME 33 MHONATHS, KaKTO ¥ NPH HAMHEHTH ¢ TEXKH OCTPH
3a00NABAHHS, COYEIH MHOIATHI, A C PHCK 33 pa3BHTHE Ha OBOpedYHA HEAOCTATHYHOCT CHEN
pabzommomiza (Texka ¢GopMa Ha ocTpa HHGEKOHA, XHOOTOHMA, TIOffMa XHPYprEdIHA
HHTEPBEHIAL, TPABMa, TEXKO MeTaGONNTHO, eHIOKPHHHO MIH CIEKTPOJIHTHO HapyeHHE,
HEKOHTPOIHpana eTHIeIICHs).

[MaumenTuTe TPiOBa OBP30 @ LOKIANBAT HA CBOA JICKAp IpH HEOOACHIMY GONKH B MyCKYIHTE,
MYCKyTHa ciafocT, 0cofeHo aKo Te ca CBIPOBOICHH C HEPasNONOKEHHMe HMIE BHCOKA
TeMITepaTypa.

Xonerap TpAdEa ja ce mpHiara ¢ rojifMa Mpena3iMBoCT IPH HKEHA B AeTeponna »3pact. Ilpu
HOTBBPIKACHES Ha OPeMEHHOCTTa, IeKapcTBOTO TpAOBa HezabaBHO Ja OBE CIPAHO.

TabneTKuTe JOBACTATHH CHABPIKAT Aakro3a, Ilampenture ¢ peKy HacleACTBEHH IpobIeMH Ha
HEIOHOCHMOCT KBM INIOKO3a, JAKTasHa HeZOCTaThbuHOCT Ha Lapp Hium mamabcopbuua Ha
I[JIFOK03a-ralakTo3a He TPAOBa fia H3ION3BaT TOBa JIEKapCTBO.

BpeMeHHOCT H KbpMeHe

JlexapcTBOTO € NPOTHBOMOKA3AHO IpH OpeMeHHOCT ¥ kbpMeHe. Ha xeHH B meTepomHa BR3pAacT
Ce TIPEIIOPBHYBA Jia B3EMAT JIOBACTATHH, CAMO aKO HAJeXJHO Ce H3KIIOYH BEPOATHOCTTA 32
OpPEMEHHOCT,

Biangane BLPXY coco0HOCTTA 32 Hodupane i padora ¢ ManIAHA
He e u3BeCTHO JIOBACTATHH /la OKa3Ba KaKGBTO H Jia € e(heKT BBPXY CIOoCOOHOCTTA 3a ImodupaHe
H paboTa ¢ MaTmIH,

JlexkapcTBeHH B3aRMO/eicTBASA

ERHOBpeMEHHOTO IpHeMane Ha XoieTap U reMbuGpo3un, HIAUKH, IMKIOCIOPHH, MAKPOIHAHHA
aHTHOMOTHIM, TIPOTHBOIBOMYHH, CBHABPXKAIMH KoOHazon, muxmObmTopm Ha HIV-mpoteasara,
Heha3o[oH, BepallaME H aMHOZApOH MOXE Ja JoRefle [0 IIOBHMINEHHE Ha CEpyMHHTe
KOHUEHTPALMH HA JIOBACTATHH, HOPaIH KOETO MOXKe Jla HACTHIIAT MHOHATHA ¢ pabgOMHOIIN3A H
Os0peusa HexocrarsuHocT, TesH JIEKapCTBEHH CPEICTBa M JIOBACTATHH C& MeTaboIU3Upar Io
eMH ¥ CBHINM HAYHH B depHds Apob. ChImarT MexaHH3BM. Ha JeHcTBHE ce HabmoxaBa IIpH
eHOBPEMEHHOTO NpHEMABE Ha COK OT IpeHndpyT | Ha JioBacraTH. ExgoBpeMenHara ynorpeda
Ha Xojerap d Hpow3BoNHy Ha (UOpHHOBATA XMCENWHA MOXE CHINO Ja NOBEAe KO MHONATHIT,
MaKap 9e MeXaHu3MBT € Hen3BeCTeH.

EnHoBpeMeHHOTO ImpHiarage Ha XojeTap W BapdapiH Moxe Aa YCHIH edexTa Ha BaphapuHa

olpeelIs TPOTPOMOHHOBOTO BpeMe 10 HETOBOTO CTabuIM3HpaHe.
Tps6sa na ardopMApare BanIusg JeKap 3a BCHUKH IEKapcTBa, KOUTO B3eMaTe
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Jlo3sHpoBKa H ONpeAIHCAHAE

[Tpenu ma ce WpéIAEINe JNOBACTATHH, NAIHEHTHT TpAGsa Ja ObAe HOCTaBeH Ha CTaHIAPTHA
XOIeCTepoI-IONNXKaBaria ieta. Tasy aueTa Tpa6Ba Ja NPOALIDKH IO BpeMe Ha JICUCHHETO C
noBacTaruH. [Ipenn HauamoTo Ha JeYCHHETO TPSOBa Ja ¢ H3KIIOYH BCAKa IPHYIHHA 33 BTOPHIHA
XHIIEPXONeCTePOIEMHSL.

Xunepxonecmeponemusa.

Hagasmara no3a obuxHOBeHO € 20 mg AHEBHO KaT0 €IHOKPATHA HO3a, IpHeMaHa Bedep.
JloxasaHo €, We eOHOKPATHHUTES JO3H, IPHEMaHH Bedep, ca Mo-¢(eKIWBHY B CPaBHEHHE CBC
ChIATa HO03a, HpHeTa CYTPHH, BEPOATHO 3aI0TO CHHTE334 Ha XOfecTepoia ¢e H3BBpIIBA
pepAMHO fIpe3 HommTa. [lanHentire MOXe Ja ce JISKyBaT ¢ HadalHa Jo3a oT 10 mg oBacTaTuy.
Kopurupazero Ha mosara TpadBa Ja ce M3BBPIIBA IIPE3 HHTEPBAIH OT HAH-MANKO 4 CEAMHIM.
Maxcmvangata fo3a € 80 mg BeAHBXK HHEBHO HIM pasieleHa B 2 IpHeMa CYIPHH X Bedep.
JIBYKpaTHIST MPHEM H3TIEKIa ¢ Ho-¢eKTUBEH OT €AHOKpaTHATa AHEBHA N03a.

HMosara Ha moBacTaTwA Tp40Ba Ta ce HamManw, ako HuBaTa Ha LDL-xomecTrepo ce IOHMKAT TI0x
1.94 mmol/l, WNE ako cepyMHHTe KOHOEHTpamud Ha OOIMA XOJecTepol chazdar nox 3.6
mmol/L.

Lpyzo eonospemenno nevenue:
Jdosacmamun ¢ edexmusen Kamo MOHOMEPAnUA WIH 6 KOMOURAUUA CbC
CEKBECMPAHMIU HA HITHUHUME KUCSTTHHIL

I1pu manueHTH, JIEKyBAHY ¢ IIHKIOCIOPHH, prOpaTH HilH HHKOTUHOBA KUCEIHHA SIHOBPEMEHHO
¢ JIOBAaCTATHH, MAKCHMAJHATA NperopbuBaHa Ko3a ¢ 20 mg qHEBHO.

Josuposxa npu 6v0peyna HeQOCMAMBYHOCH.

Teii Xaro NOBACTATHH HE € IOANIOXEH Ha 3HavHTeNHa OBOpedHa eKCKpelm:, yMepeHara
Ox0pedda HeloCTaTHIHOCT HE Hajlara HaMaJisIBaHe Ha Jo3ara.

ITpy mamueHTH ¢ TexXKa OBOpeYHa HETOCTATHLUHOCT (KPEaTHHHHOB XimphHC <30 mb/min)
MIPAIOKEHAETO Ha xo3m nax 20 mg mueBHO TpsOBa Oa ce OOMMCIM BHHMATEIHO H, aKO €
HeoOxonuMo, TpIOBa Jla ce 3aI09He IPeAIa3zInBo

Ynompeba npu Oeya u ionouy (< 18 200unu):

VmoTpebata Ha JIOBACTATHH XpHM Nella He Ce IPENophuBa, THH KaTO HE Ca [IPOBEXIAHM
IIPOYYBaHHS HA 0e30MacHOCTTa B €)EeKTHBHOCTTA.

Vnompeba npu nayiienmut ¢ Hanpeonana 6u3pacm:

Hpu edno KoHmMpORUPaHO KAUHUYHO W3RUMEAHE C JledeHue HA pyna nayuenmu Hao 60-
200umnaG ev3pacm egiexmume Kamo 4e au c@ Owiu €OHAKEW ¢ ME3U HA OCHMAHANAMA
nonyaauua u He € HAGI00a6an0 ROOYEPMARO YEeNUYCHIE HA HeCMOomama Ha HeMcenanume
KNUHUYRN I 1G00pDAmOopHI HAX00KIL.

IIpenozapane

Ilpu cmygaiino mpueMaHe Ha CBPEXE032 Ce KOHCYNTHPAWTE C BallHd JICKap.

JloknanBany ca HAKOJIKO cIydad Ha cIydaiHo IpmeMaHe Ha 0cO0SHO BHCOKH JO3H JIOBACTATHH,
HO He ¢4 HabII0HaABaHE CIENHATTHH CEMITOMHI B IOCIEAMIH OT TOBA.

ITpu cBpBXHO3MpaHe ce HajaraT HAKOM oOIMM [penmasHE MEPKH M MOHHTOpHpaHe Ha
gepHOApodHaTa GyHKINA.

HexelanM JeKapeTBEHH PEAKITHEA

JlopacTaTuH ce moHacs o01mo B3eTo A00pe oT mauuenrure. Hexenarure peakim 0QHKHOBEHO
ca JIKH H ¢ IPeX0/ieH XapaKTep. »
[ToBeyeTo OT HeXeNaHWTe pEAKIME Ha JIOBAaCTaTHH ca OHIM JIEKH

CHTYPHO ABJLKAIIY Ce HA JICKApCTBEHHMA IPONYKT) ¢a Gumu vecTH (> 1%):
cToMaxa), Juapus, 3aleK, rajeHe, XPasOCMHIIIATENHH HapyINeHHs], CBETQE
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3peHHe, [IaBOGoNHe, MyCKYIIHH ciasMmu ¥ Muanres (6onxa 1 cnmabocT B MycKynute), 00puB u
KopeMHa OOMNKa.

Hegectu (0.1-1.0%) HexeénaHn peakums ca OWnBI yMmopa, chpOek, Oe3chHHe, 3aTpyIHEHHE MpH
3aCIHBAHe K POMIHA BEB BKyCa.

Penxu (0.01-0.1%) Hexenanmd peaxuus ca O MAONatus(GONMKH K cIabocT B MYCKYIHTE) H
pabnoMuoNH3a (pasagane Ha MycKynuTe). B peak clyJan epeKTHIHA AUCHYHKIHA (IHCKPETHO
CMYIIEHYEe B TONOBHTE (YHKIMNA) € BE3HHKBaIA BEB BPE3Ka ¢ JieueHue ¢ puxubuTopy #Ha HMG-
penykIasara.

B penxu ciydan ce ¢po6IaBa 3a M3MBEH CHHAPOM Ha CBPBXUYBCTBHTENHOCT (aneprus). Toi e 6uit
CBEP3aH C SIMH WM [I0BEYE OT CIENHHTE CHMITOMH: TpomOonuToneHHs (NOHIDKaBaHe Opod Ha
TPOMOOLIMTHTE), JIeBKOMeH:s (IOHmKaBane 6o Ha JCBKOIUTHTE), SO3MHOMHIIA (HOHIKaBAHEe
fpos Ha eOo3MHO(UINTE), XEMONHTHYHA aHEMHd, IOBHINEHA CKOPOCT Ha yTadBaHe Ha
SPUTPOLIUTHTE, APTPUT B apIPATHs (BB3NANCHHE B CTABATE), YPTHKAPHA, (OTOIYBCTBUTEIHOCT,
dbebpunmTeT (TIOBHIIEHa TEMIIEPATypa), 3adepBIBAHE Ha KOX4Ta Ha JIMLETO, TPEIepeHs, 3ayX
HEepasoIowKeHHe,

MMa cro0IeHna 3a BE3HUKBAHS Ha CICIHHTE HEXETaHH peakilii cIel HAYaloTo HA KIMHHYHATA
ynotpeba Ha TIPOAyKTa: XENaTHT, XONeCTATHYHA HBITeHHNA, OBPEIake, aHopeKcrs (3aryda Ha
ATIETHT) W NICAXWIHHE HAPYLISHI KaTO TPEBOMKHOCT.

ITpu newenne ¢ Xomerap nabopaToOpHUTE H3CICABAHMA MOXKE Ja IOKAXaT IOBHUICHHE Ha
YepHOAPOOHUTE EH3HME, IJABHO HA CepyMHHTE TpaHCAMMHA3H. YMEPEHO NIOBHMIICHHE Ha
cepyMHATa AKTUBHOCT HA KpeatuH (ochoxWHazaTa MOXE CHINO Ja HACTHIM, AHOPMAIHO
MOBHIICHATE Pe3YATaTH OT JNabOpATOPHHTE H3CNE/BAHIS B IIOBEUETO CIIydad Ca IPEXOIHH.
Pamxo ce HabmomaBaT aHOPMAHK SBJIESHILT, KOUTO Ja HANOXKAT IPEyCTaHOBIBAHE HA JICICHHETO.
IManmentere TpAOBa ma WH(pOPMHUpar Nexaps CH 3a BcAKa HOKENaHa JEeKapCIBEHA peaKiud,
BKJIFOUMTEIHO M 33 Te3H, KONTO HE ¢a CIIOMEHATH B IIPHIIOKEeHATa HHYOPMAITHS 3a NIAI(HeHTa.

CroxpaneHde B CPOX HA FOTHOCT

JlexapCTBEHOTO CpeRcTBC He TpI0Ba na ce ymorpeOaBa cien M3THYAHE HA CpPOKa 3a IOMHOCT,
ordeN3an Ha OAKOBKAaTa.

Ja ce coxparsia npu Temueparypa mox 25°C. Jla ¢e cpxpaHiIBa Ha HEAOCTHIMHM 34 JIela MecTa

Jgenda.

Hadopmanms 3a npeAnHECBaHe
Cano 1o JeKapcKo Ipeanucanme

Hpenjaragsa onakoBKH
20 u 30 Tabnerku mo 20 mg
20 u 30 Tabnerkn mo 40 mg

IIpon3BOXATE] H NPHTEKATE] HA Pa3PEMIATEHOTO 3 yHoTpeda
Krka, d.d., Novo mesto, Slovenia

Mocnennaa pepakmms
Hoemepr 2004




