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JIncToBKa: HHpOPMALINA 32 NALHEHT?

Ezeramub/AToppacratun Anxajsona-HHT 10 mg/10 mg duamupanH 1ablierku
Ezetimibe/Atorvastatin Alksloid-INT 10 mg/10 mg film-coated tablets

Ezernmurb/AtopBactaTan Aakaaoaa-HHT 10 mg/20 mg puamupanu 1abaerku
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/20 mg film-coated tablets

Ezeramub/AroppacraTun Aaxkanoaa-HHT 10 mg/40 mg ¢punmMupanu Tabaerku
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/40 mg film-coated tablets

Ezernmuab/Aropsacratas Anxanora-HHT 10 mg/80 mg puamupann Tabaerxu
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/80 mg film-coated tablets

e3eTHMHO/aTOpBaCTATHH
ezetimibe/atorvastatin

IIpoveTeTe BHEMATENHO LULAARTA JHCTOBKA, [IPeXH 1A 38I09HETE 4 RPHEMATE TOBA JAEKAPCTBO, Thil

KATO Td ChALPKA BaXHA 38 Bac nandopmanus.

3amnazere Ta3d NHCTOBKA. MOXe 1a ¢ HAMOXH /1A i MPOYETETE OTHOBO.

AXO HMAaTe HAKAXBU AOIMWIHMTEIHH BBIIPOCH, nonuralire Bammsa nekap win gpapmaliesT.
ToBa JekapcTBO € npennvcano Tu4Ho Ha Bac. He ro npeorcrenpaiire Ha apyru xopa. To
MOX€E 14 UM HABPEAH, He3aBHCHMO Y€ ITPH3HAIIMTE HA TAXHOTO 3abonaBaHe ca ChIUIUTE KaKTO
Bamure.

AKO NOJIyduTe HAKAKBH HEXEIAHH PCAKLHH, yBeaomMeTe Banms ekap win dpapMaLesT.
Tosa BKIIOYBA U BCHYKH BH3MOKHH HEXKEIIAHH PEaKiHH, KOUTO He Ca ONNHCAHU B TA3H
nucrorka. Bikre Touka 4.

KaxkBo ¢cuoABp#a TA3H JHCTOBKA

AN St ol e

Kaxpo npencrasnssa EzeruMub/Atopeacrari Ankanoux-HHT u 3a xaxso ce H3nonassa
Kaxgo Tpabsa na 3Haere, mpeau aa npuemere EzeruMubd/Aropsacrarud Ankanodn-HHT
Kax na npuemare EzetumMub/AtopeacraTud Ankanoua-MHT

B13MOXKHH HOXKENAHN PeaKLHH
Kak na cexpaHapare Eserumub/ATopBacrardd Ankanonag-UHT

CoaspxaHie Ha ONAKOBKATa M AOTBJIHUTENHA HHPOpMAaIMA

Kakxso npeacrapiaasa Ezeramub/Aropsacraran Anxanona-HHT w 3a KaxBo ce H3M01382

EzernmMub/ATopeacraTiH Ankanonii-MHT e nekapcrso, KOETo ce H3N0JI3Ba 3a MOHMXAaBaHe Ha

BHCOKHTE HMBA XOJIECTEPOIL.
Esernmu6b/AToppacrata Ankanoun-HHT ceabppika eeruMud o aTopBacTaTyH.




Esetumu6/AtopeactaTii Ankanouna-MHT ce m3nos3pa npy BE3pacTHH 38 HAMANABAHE HA HUBATa Ha
ofmmsa xonecrepon, ,jomma* xonecrepon (LDL XomecTepoi) 1 MACTHHTE BEIIECTBA B KPBBTa, KOHTO Ce
HApWYaT ,, Tpuraunepuan”. B nomsnaenue, Esernmut/Atopsactatus Anxanonn-HHT chino Taka
NOBMINABA HUBAaTA Ha , A00pua* xonecrepon (HDL xonecrepon).

Eserumutb/Aropsacratun Ankanona-UHT nefictBa, karo HaMansgBa X0JECTeposIa Mo 1Ba HauWHa.
JlexapcTBOTO HAMANABA XONECTEPOIIa, KOHTO ce abcopbrpa B XpaHOCMIWIATENIHHA TPAKT, KakTO H
XoJiecreposa, Ko#To BalmeTo TAI0 MPOH3BEKIa CaMo.

XONeCTepONET € €MHO OT HAKONKOTO MACTHH BEIIEeCTBa, KOHTO Ce HAMHpaT B KpbBTA. OOmmAT By
xosiecrepon ce csetoH npeaumMHo ot LDL n HDL xonecrepou.

LDL xonecreporsT 94€CTO c€ Hapu4da , IO, Thit KaTO MOXKE Jia C€ HATPYIIA N0 CTCHHTE Ha apTePHHTE U
na ofpasyna nyaky. Te3u IUIaku BIOCTIEICTBHE MOTAT Ja JOBEAAT 0 CTECHABAaHE Ha apTepHHTe. ToBa
MOXKe f1a 3a0aBH HIH Bh3MPENATCTRA MPEMHHABAHETO HA KPHBTA 1O BAXHH OPraHH Karo ChpPIIeTo U
MO3bKa. BB3NpensaTcTBaHeTo Ha KPBBHMA NOTOK MOXeE /8 JOBEAE N0 HHAPKT WITH MHCYIT.

HDL xonecTepoibT 4€CTO ¢ HapHya ,,A008p", Thif KaTo cnoMara B apTepHHMTE 1a He C€ HRTPYTNBA 1o
XOecTeposl | Ipeanassa oT ChplaedHH 3abonapaHus.

TpurnuuepnaUTe Ca APYTH MACTHH BEIIECTBA B KphBTa BH, KOWTO MOXKe J]a MOBHILIAT PHCKA OT
3a00ABAHNA HA CHPLETO.

E3zeruMut/Aropeacrati Ankatoun-MHT ce u3ron3sa NpH NAIMAEHTH, KOXTO HE MOTaT Aa NOCTHIHAT

KOHTPOJ BLPXY HHBaTa CH Ha XOJECTEpOsl ESHHCTBEHO Ype3 XPpaHHTEIHHA CH peXHM. Jlokaro npueMare
TOBA JIEKAPCTRO, TPAOBA A3 MPOAWDKHTE AUETATA CH 33 HAMAINBAHE Ha XOJIECTEPOJIa.

Ezernvu6/ATopsacratur Ankanoun-UHT ce u3nonisa B JOMBIHCHYE KBM THETE 38 HAMAMABAHE HA
XONeCTeposIa, aKo HMaTe:

* IOBMIICHO HUBO HA XOJIECTEPON B KPHBTa (INbPBHYHA XHIIEPXOJIECTEPONIeMHS [XeTepO3HIOTHA PpaMHHa
u HepaMuiTHa]) WM NOBHINCHH HMBA Ha MA3HHHH B KPEBTa (CMECEHa XHNEP/THIHAEMHA )

* THTICA HA JOORP KOHTPOJ €IMHCTBEHO 4pe3 CTATHH;

* 33 KOMTO CT€ M3MON3BAIH CTATHH H €3¢THMHO KaTo OTOENHH TaONEeTKH.

» HacneacTeeHa 6oect (XoMO3HNOTHA (PaMIIIHA XHIICPXOIECTEPOJIEMHA), KOATO MOBHILIABA HUBOTO Ha
XonecTepos B KphaTa BH. Moxe chIRo Taka Aa npHeMare XpyrH JIeUeHH.

» 3a6onaBane Ha cuplieTo. Eaernmut/AtopBacraTs Ankanong-HHT Hamansasa pucka oT HHQApKT,
WHCYITT, OTlepallis 3a TIOBUIIaBaHe Ha KPHBOTOKA KbM ChpPLETO WIH XOCNHTAIH3aIMs nopaax 6oka B

IBPIHTE.

Eserumut/Aropsactarun Ankanoua-UHT wama fa Bu noMorse aa orcnabuere.

2. Kaxso TpulBa na 3naere, npend Aa npreMere Ezerumub/Avoppacrarnn Aakanona-HHT

He npaemaiire Ezernmub/ATopBacraran Ancanoun-HHT:
* K0 CTC AICPTHYHH KBbM €3€THMHO, aTOPBACTATMH MJTH KBM HAKOA OT OCTAHANIETE CHCTABKH Ha TOBA
nexapcTBo (M30poeHH B TO9KA 6); '
* aKO HMAaTe WM CTe HMany 3abongsakne, KoeTo 3acara 9epHua npob;
* AKO CTE MMANTH HAKAKBH HEOOACHNMY U HeoOMJalHM pe3yiTaTH OT KPBBHH H3CIE

yeproapobHara QyHKIHA;




¢ aKO CTe ’eHa C AeTepOXeH NOTEHLMAT M HE M3N0N3BaTe HAACKACH KOHTPALIENTHBCH METON;
* aK0 cTe OpeMeHHa, OIIMTBETE ce Aa 3abpeMeHeeTe WIH KbPMHTE,
* KO HANMOM3BATE KOMOHHALIMATA rIcKaNpeBUp/MHOpeHTaCBHp 3a NedcHue Ha xenaTHr C.

Hpeaynpexaeans A OpeANA3ZHH MEPKH
["'oBopere c Bamma nexap unn ¢papmaueBT, mpeau aa npuemere E3eTnMHO/ATOPBACcCTaTHH AJIKANIOW/I-

HHT:

* KO ITPEAH CTE MMATH HHCYIIT C KEPBEHE B MOIBKA MU aKO HMaTe MalkH JioboBe TeIHOCT B MO3BKA
MOpajH NMPCAAIIHY HHCYIITH,

* axo uMare npobnemu ¢ OxdpeuuTe;

* aK0 MMaTEe HaMaTEHA AKTHBHOCT Ha IIIHTOBHAHATA *Jie3a (XHIIOTHPCOHIHIBM );

* aK0 CTC HMATH NOBTAPALIH c€ WIH HeoOACHMMH MYCKY/IHH OOJTKH, dHa WX paMITHA aHAMHE3a 32
npobaeMH ¢ MyCKYJIUTE;

* KO CT€ HMATH NPEAHIIHM 1pobneMu ¢ MyCKYIMTE IO BpeMe Ha JIeUeHHe C APYTH JIEKApCTBa 3a
NOHICKABAHE Ha JIHIIHANTE {Halmp, APYTH ,,CTATHHOBH® WiH ,,¢ubpaTHN" nexapcTsa);

* aKO PEJOBHO KOHCYMHPATE IrOIIMO KOJTHYECTBO AJIKOXOJI;

* aK0 HMATE aHaMHE3a 3a 9epHoapoOHO 3abonspane;

* 3KO CTe Ha riopede oT 70 roauuy;

* aKO CTe NOJYYaBANH NMPEAYNIPEXACHAE OT JIEKapA CH, Y€ UMaTe HETIOHOCHMOCT KbM HAKOH 3aXapH, ce
CBBPIKETE C JIeKaps, Npeay Aa MpUeMeTe TO3H MPOAYKT, Thlt karo ¢punmupanutre Tabnetk ot 10 mg/10
mg, 10 mg/20 mg u 10 mg/40 mg CRABPXKAT NAKTO3A;

* AKO ITPHEMATE WIH Mpe3 MOCISIHUTE 7 IHH CTe MpUeMaNH JICKapCTBO, KOSTO ce HapHya ,,Qy3HaoBa
KHCENHHA™ (TOBA € JIeKapcTBO 33 OakTepnanHl HHPEKIHH), O1I0 TO NEPOPATHO, WIH Ype3 HIKEKTHPAHE.
KoMOunaimmsTa ot dysumora kucenuxa ¥ Ezetumub/Aropsacratie Ankanoun-UHT Moxe na noseae ao
Cepro3HH MpoliieMH ¢ MycKynure (pabaoMuonnsa);

* AKO HMATE WM CT¢ MMATH MHacTeHHA (3abonapane ¢ 06ma MycKyHa ¢abocCT, B T.9. B HAKOH Clly3aH
3aCATalNo MYCKYJIHTE, KOHTO CIYXKaT 3a JHINAHETO) WK 04Ha MHAcTeHHd (3abosiBaHe, KOETO BOAU OO
caboCT Ha 09HATa MYCKYNAaTypa), Thit KaTo CTATHHATE HOHAKOra MOXe a YTeXHAT CECTOSHHETO HNH 13
OOBeRaT A0 PE3HMKBAHETO HA MHACTCHHSA (BHOKTE TOUKA 4).

HezalaBno ce canpixere ¢ Bamusa aexap, ako noaysute HeodacunMma 60/1Ka B MYCKYIHTE,
GonesneHocT HiaH caaboct, roxaTo npaemare Ezeramub/Aropeacratan Aanxanona-HHT. Tosa e
Taka, Thii KaTO B peIKH Cydad mpodNeMATe ¢ MyCKYJIHTE MOXeE Ia OBaT CEpU03HH, BKIIIOUHTEIHO
pasrpaxiaHe Ha MyCKYJIHTE, KOeTO Ja JOBEAe A0 yBpexkaaHe Ha 6p0pemTe. M3secTHO ¢, 1ue
aTOPBACTATHH MOMKE A3 NPHIHHK NpoONeMH ¢ MYCKYJIHTE, KaTo ¢a ChoOmaBaKu Cirydau 3a TakHBa
npobsieMH ¥ IIpH MpHEeM Ha e3eTUMUO.

Caio Taka ysegoMere Baumia nexap iy GpapMaleBT, K0 HMaTe NOCTOSHHA MYCKYJTHa ClabocCT.
BB3MOXKHO € 38 HEMHOTO HArHOCTHLMPAHE H JICYCHHE 1a € HeoOXOMHMO JIa C¢ HANPABAT AOITKIHHTENHH
H3CICHBAHMA M J1A C& B3EMAT Ollie TEKAPCTRA.

KoHcyaTupaitre ce ¢ Banmia nexap unu ¢apManesT, npeay fa mpueMarte EzeruMnb/ATopeacTaruH
Anxanoua-HHT:
* AKO HMATE TEXKKA IUXATEHA HENOCTATBYHOCT.

AKO HAKOE OT MOCOYCHHTE Ce OTHacA 10 Bac (WK axo uMaTe HAKAKBH ChMHEHMA), C€ KOHCYJITHPANTE ChC
CBO#A Jiekap WIH dhapMalieBT, npean na npuemare Ezerumnd/AtopeactaTul Ankanona-UHT, Tl kato
JIeKapAT mie TpAOBa Aa HANIPABH KPHBHO H3C/ICABAHE KAKTO NpeaH JiedeHHeTo ¢ EseTHMul/ A opnatis
Ankanoun-HHT, Taka BeposSTHO M IO BpeMe Ha CaMOTO JICYSHHE, 3a 1a MOXe Ja Ipo s . fﬂéﬂﬂ &)
CBBP3aHH C MYCKYJIUTE HEXEIAHH peakuMH. M3BECTHO €, Y€ PHCKET OT CBBP3aHH C M e gty
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peaxiy, KaTo pabaoMHOK3a, C€ MOBUINABA C eAHOBPEMCHHUA NPHEM HA OITPCIENCHH JICKApCTBA (BIKTE
TOuKa 2, ,, JIpyru nexapcrsa ¥ Ezerumub/Aropracraruy Ankanoua-MHT™).

JoxaTo npueMare TOBA JEKaPCTBO, IEKapAT Iie HaloAaBa BHAMATEIHO Aaly HMaTe auaber Win panu
CTE H3N0XEHH Ha PHCK OT Pa3BHTHETO Ha auaber. BepoATHO CTe H3N0XKEeHH Ha PHCK OT pa3sBHTHE Ha
auaber, ako MMATE BHCOKO HABO HA 3aXApH H MAa3HMHH B KPBBTH, aKO HMATE HAJHOPMEHO TEMIO H BHCOKO
KPEBHO HAATAHE.

Tpabpa Aa xaxere Ha Baunia nexap 3a BCHIKH METHUHMHCKH ChCTOSHHA, OT KOUTO CTPajare, B T.9.
ANCPrUu.

Tpabra xa ce u3barsa ce4eranoro ynorpebasane na EzetuMub/AtopBacratuy Ankanoua-MHT u
¢ubpav (TexapcTra 3a NOHICKABAHE Ha XONECTEPONAa), THH KaTo He ca IPABEHH TPOYUYBaHHUA Ha
KOMOMHHpaHoTO mpuioxkeHue Ha EzeruMub/Atopeacrarus Anxanoua-UHT ¢ ¢pubparn.

Hena
He ce npenoprusa ynotpebara Ha EzeruMub/ATropsacraTu Ankanona-UHT ot fena u 10HOIIY.

Apym aexapersa u Ezerumulb/AvropBacTaTan Aamnm—ﬂﬂjl'
Tpabsa na xaxere Ha Bamusa nexap unn ¢papMalieBT, K0 MPUEMATE, HACKOPO CTC APHEMAH HITH €
BBE3MOXKHO J1a MpUEMaTe APYTH JICKAPCTBA, BKIMOYHTEIHO TAKMBA, KOMTO MOTAT Ja ¢€ nony4dar 6e3

JIeKapcKO MpeMITHCcaHHe.

Hwma Hsixoit nexapcTsa, KOHTO MOXKe 12 npoMeHAT edexTa Ha E3zerumub/Atopeactatud Ankanoua-MHT
WIH 9RiTO edexTd Moxe Aa Onle u3MeHeH oT npueMa Ha EzetuMub/AtopeactatiH Ankanoua-MHT
(BrKcTe TouKa 3). To3M THN B3aHMOAEHCTBHE MOXE Na HAMATH €DEeKTHBHOCTTA Ha €HOTO HIIH H HA IBETE
JEKapCTBa. To CBINO TAKAa MOXKE A MOBMIIH PHCKAE HIH TEKECTTA HA HEXEIAHMTE PEaKi(ii, B T.4.
BRKHOTO CHCTOSHHE HA OTCIadBaHe HA MYCKYJIaTypaTa, KOeTO € H3BECTHO KaTo ,,pabaoMHONM3a” 1 €
OITHCAHO B TOYKA 4:

* IIHKIOCTIOPHH (JIEKAPCTBO, KOSTO YECTO C€ U3M0/13Ba NPH NALMEHTH ¢ TPAHCILTAHTHPaH! OPralHi);

* EPUTPOMHLIVH, KNapPHTPOMHLIMH, TEAHTPOMHLMH, Qy3MaA0Ba KHCENHHA**, pubhaMnALMH (JIeKapcTBa 33
bakrepuanty HHPEKIHN);

* KETOKOHA30JI, HTPaKOHA30Jl, BOPHKOHA30M, PIIYKOHA30J1, N03aKOHa30Nn (Jiekapcrea 3a 'eOHYHK
HHQEKIUIH);

* reMpuOpo3iI, Opyry pudparTH, HUKOTHHOBA KHCSIMHA, MPON3BONHH, KOJISCIIHTON, XOJCCTHPAMUH
(;1exapcTRA 3a pery/IMpaHe Ha HABATa Ha JIMITHANTE);

* HAKOH ONOKEPH Ha KAMIMEBHTE KAHANMN, H3NO3BAHH 32 aHI'HHA WK BHCOKO KPBBHO HAJISTAHE, HANDP.
AMITIOZTMITHH, JHITTHA3ICM;

* IMTOKCHH, BepanaMii, aMHOAapOH (JIEKapCTRa 3a peryaupaHe Ha pUThMa Ha CBPLIETO);

* IEKapCTBa, H3nomsany 3a XHMB, Hanp. puToHaBHp, JJOMMHABHP, aTa3aHaBHpP, HHOIXHABUD, JapYHABHD,
xoMOHHAIMATA OT THIpAHABHY/PHTOHABAD K Ap. (Jiekapcrsa 3a CITUH);

* HAKOH JIEK&APCTBA, H3MOIBAHH 33 JICICHHUETO Ha XenatuT C, Hanp. TenanpeBup, SoLenpepup H

koMOuHAIMATA OT entbacBUp/rpa3zonpeBup;
* DaTTOMMIMH (JIEKaPCTBO, KOETO CE M3MOJI3RA 33 YCIOKHEHH HHPEKIIHK Ha KOXKATA,KOKHY IPUIATHLM

(cTpYKTYpPH) H DakrepHeMus).

**Axo Tpufsa na npuemMaTe nepopaaHo y3HI0BA KHCENHHA 38 JiedeHHEe HA 6axTepHgan:

HE(EKUHS, e C¢ HAJOXKH BPEMEHHO AR CIpeTe NPHEMa HA TOBA NeKapcTBo. Bar }4‘ Fenp
chofmE Kors e 6e3onacHo aAa BbL306HOBMTE B3eMaHeTo HA EzeTEMEG/ATOpBS / A KYITUS

HHT. lIpnemsT Ba Ezerumub/ATopaacraTtan Anxanonn-HHT 3aeaso ¢ $y3m;




B PeAKH CAY™IRH Ja A0BeNe N0 MYCKYJaHA caabocTt, 1yBcTrBHTEAROCT HiIH forka (pabaomHoaH3A).
MoxeTe 12 HaMepHTE NoBeYe HEDOpPMaAnKS 38 pAGAOMKEONH3ATA B TOUKA 4.

JlpyrH nexapcTBa, 3a KOHTO € H3BECTHO, e B3auMoaeHcTrsar ¢ EzeriMud/ATopBacTaTHH AJIKATOKA-

HHT:

* IEPOPATHH KOHTPALICITTHBH (JIEKapCTBa 3a NMpeJoTBparaBaHe Ha OpeMeHHOCT);

* CTUPHIICHTOJI (RaHTHKOHBY/ICHBHO JIEKAPCTBO, KOSTO CE& M3MON3BA 33 EITHIEeNncHy );

* MMMETHAMH (JIEKAPCTBO, KOETO €€ H3MOJI3BA 38 KHCENHUHH U NENTTHYHH 3BH );

* peHasoH (06esbongBamo);

* aHTHALMAM (NPOAYKTH 3a JIOMO XPaHOCMHIIAHE, CHIBPKAIY ATYMHHHN WK MarHe3uh);

* BapdapuH, PeHMPOKYMOH, ALICHOKYMAPON WITH (IYHHIHOH (NeKapCTBa 38 NPeAOTBPATABAHE HA
00pa3syBaHeTo Ha KPEBHH ChCHPELH);

* KO/IXHIMH (M3II0/I384 Ce 3a JIeYeHHe Ha NOAarpa);

* JXBJIT KAHTAPHOH (JIEKapPCTBO HPOTHE ACIPECHA ).

E3eramub/AtopBacTaTHe Aaxasoua-HHT c xpada ¥ aaK0xon
Biokre Touxa 3 32 yKa3zaHua OTHOCHO nmpveMa Ha Ezernmub/Aroppacrarun Ankanoun-HHT. Mons,

oOBpHETE BHAMAHHE HA CIEAHOTO:

Cox om epetinghpym
He mpueMaitre nopeyde OT €HA MK JIBC MAIIKH YalIH COK OT IpeAndpyT AREBHO, THit KAaTO rojieMH
KOJIM4ECTBA COK OT rpeinpyT Morar aAa npoMeHAT edexra oT Esernmut/Aropsacrarun Ankanoun-HHT.

Anxoxon
Jlokaro npuemare ToBa NeKapcTBO, TpAOBa Aa H30ATBATE KOHCYMHPAHETO HA &JTKOXO0JT B rOJIeMHU
KONH4ecTRA. 3a moBede HHPOpMALHMA BIOKTE ToUKa 2 , JIpeaynpeKaeHna U MpearasHil Mepku®,

BpeMEeHHOCT H KbpMERe

He npuemaiite EzeTumn6/Aroppacratun Ankanoun-MHT, axo cre 6pemenEa, ako ce ondTBare aAa
3a0peMeHeeTe WM ako MUCIIHTE, Y¢ € Bh3MOXKHO 18 cTe Opemenna. He npuemalime
E3zernmub/Aroppacrarun Ankanoun-HHT, ako Moxe na 3abpeMeHeere, OCBEH aK0O HE M3ION3BATE
Hajek/IHH MEPKH NpOTHB 3a0bpeMeHsBane. AKO 3aDpeMereere, HOKATC MPUEMATe
Ezetumub/Aropracrarur Ankanona-HHT, HezabaBHO cnipere mpueMa M YBEIOMETe CBOA JieKap.

He npuemaiire EzernMub/Aropactatid Ankanoua-UHT, ako kbpmiiTe.

[TpoduasT Ha GeszonacHocT Ha EzeTumub/ATopeacratun Ankanoua-UHT no speme Ha 6peMEHHOCT H
KbpMEHE BCE OIME HE & J0KA3aH.

Axo cre OpeMerHa WIH KEPMHTE, CMATATE, 9¢ MOXKe 1a CTe OpeMeHHa, WK TUIaHHpare 6peMeHHOCT,
noceBeTBaliTe ce ¢ Banmisa nexap win gapManesT, npeaM ynorpefara Ha TOBA JIEKapCTRBO.

[llo$pupane n pabora ¢ MAMARH
He ce oqakea Ezerumub/Atopsacrarun Anxanona-UHT na nosause Ha cocobHocTTa BH 1a moduparte

WIH Aa paborHTe ¢ ManmMHE,. Brnpeku ToBa Tpabpa na HMaTe NpeABHUL, Y€ ClIeT IIPHEMA Ha
Ezerumu®/Atoppacratud Ankanona-MHT askou Xxopa ce 9yBCTBAT 3aMagtHH.

Ezeramub/Aropeacratun Anxkanoua-HHT cuanpxa Jakrosa
OunmupanuTe Tabnetkd or 10 mg/10 mg, 10 mg/20 mg u 10 mg/40 mg cpaspxkar i
nexap Bu ¢ xa3zan, 9€ uMaTe HETIOHOCHMOCT KbM HAKOH 3aXapH, C& CBBPIKETE C ek




NPHEMETE TO3H JIEKAPCTBEH NMPOAYKT.

EsetumMub/AtopacTaTtaH Aakaaona-HHT cuanpika HarpHi
To3n n1exapcTBeR NPOAYKT ChIbpka no-Manko oT 1 mmol Harpuit (23 mg) Ha Tabnerka, T.e. MOXKe Jia ce

Kaxe, 4e MpaKTUYECKH He ChABPXKA HATpHUH.

3. Kax aa npremare Ezetumub/AropsacraTre Anxanona-HHT

Bunarn mpremaiiTe TOBa 1€KapCTBO TOYHO KakTo BH ¢ kazan Bamuar jexap. JlekapsT 1ie onpexenH
MOAXOANINATA KOHICHTPAMA Ha TaDNeTKa 3a MPHEM, B 3aBHCHMOCT OT HacTOAOTO BH jedeHre H
CHOTBETHHTE HHAMBHAYANTHH PHCKOBE. AKO HE CTE€ CUT'YPHH B HElllo, nonuTalre Balga fexap WiH

dapMaleBT.
* [Ipenu na 3anouHere npuemMa Ha Eszetumub/Atoppactatul Ankanoun-UHT, Tpabsa na cnaspare

XpaHHUTENCH PeXXHM 38 [IOHIDKABAHE Ha XOJIeCTepoa.
 Jlokato mpreMare Ezerumuab/Aropeacrarun Ankanona-UHT, Tpabsa na npoawpkure aa cnassare

CHOTBETHHS XPAHHTENICH PEKUM 3a HAMaNABAHE HA XOJECTEpOoa.

KakBo KOMHIECTBO 18 PHEMATE

IIpemoprunTennara A03a ¢ eaHa rabnerxa EzeruMub/Aropsacrarun Ankanonn-HHT npes ycrara
BELHBXK JHEBHO,

Kora Ja npuemare 1€KapcTBOTO
Moxere na npuemare EzeruMub/Atoppacrarun Anxanoua-HHT no Bcako Bpeme Ha JeHd. JlekapcTBOTO

MOXe 8 ce MpHeMa KaKkTo CBC, Taka u 6e3 xpaHa.

Axo nexapsat Bu ¢ npexmican Ezerumut/Aroppactarna Anxanoun-HHT 3aeqH0 ¢ XONECTHpAMHH WIH
APYT CEKBECTPAHT HA NUTHYHATA KHCEMMHY (JICKAPCTRA 38 NOHIDKABAHE HA XOJIECTEpOa), Tpabsa xa
B3eMare Ezerumub/AToppactaTul Ankanoun-MHT nmone 2 gaca npeny wiu 4 gaca cliea npHeMa Ha
CEKBECTPaHTa HA HUIBYHA KHCENHHA.

AXO cTe IpHeaH nopede oT HeoOxoauMara A03a Ezeramub/ATopractaTun Anxanonx-HHT
Mo, ceepxkere ce ¢ Bamus nekap win ¢apMaliesT.

AKo0 cTe nponycHaNAH Na npueMere Ezernmub/Aropsacratad Aakaaoni-HHT

He m3emailiTe npoiisa n03a C LeJI HaBakcBaHe Ha 3abpaseHarta. IIpocTo B3eMere HopMATHaTa 4038
Ezerumub/Atopsactatud Ankanona-MHT no ob6ugaliHOTO BpeMe Ha CIeIBAIIHA AEH.

AKO MMATe HAKAKBH JOITHIHHUTENHHA BRIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa JIEKAPCTBO, NonHTaliTe
Bamms nexap wix ¢apMaiieBT.

4. BL3MOKHH HEeXKeFAHH PeaAKIHH

KaxTo BCHYKH JieKapcTBa, TOBA JIEKAPCTBO MOXE Aa NPeIN3BHKa HEXCTaHH PeakUHH, BHIIPEKH 4e He
BCEKH 'l IONTy4aBa.

Axo NOJYIHTE HEKOH OT CJIEAHHATE CEPpHOIHH HOXKEJARHE DCAKIIHHA HJIH CHMIITOMH,

60N1HHYRO cTIeHIHO OTACICHHE.



* CEpHO3HH ANICPrHYIHH PEAKI[HM, KOUTO BOAAT A0 MOLYBAHE Ha JIMIIETO, €3HKa H I'bPAOTO, KOSTO MOXKeE 3
MMPHYNHH 3aTPYAHCHHA ¢ AKIGAHETO,

* CepHO3HO 3a00Ns%BaKe ¢ TEXKO HANIOILIBAHE M MOAYBaHEe Ha Koxara, oOpasyBaHe Ha MEXYpH 10 KoXKara,
yCTaTa, OUHTE, NeHHTATHHTE, MPHAPYKEHO C BUCOKA TEMIIEpaTypa; KOXKEH 0OpHB ¢ YePBEHO-PO30BH
neTHa, ocobeHo No MIAHHTE WIH NIETHTE, KOUTO MOXE Aa NPEMUHAT B MEXYDH;

* MYCKyTHa cniabocT, 60ne3HeHOCT, 60/IKA HIIH Pa3KhCBaHe, WIH 9epBCHO-KaeHHKABO OLBETABAHE Ha
ypHHaTa H 0CO0OEHO aKk0 €THOBPEMEHHO C TOBA YYBCTBATE HEPA3MONOXKECHHE HIIH UMATe BHCOKA
TEMIEPATypa — TOBa MOXKe Ia C& AB/DKH Ha HeoOudaliHo pasrpakiaHe Ha MyCKY/THaTa Maca, KOeTO MOXe
Ia € XXMBOTO3aCTpAlIABaIo U A3 AeBene Ao npobnemu ¢ 6nOpenuTe;

* CHHIPOM HA HanoaofsBauo ymyc 3a60napaHe (BKNIOYHTEHO OOPHB, CTABHH HapyIIEHHA H eQeKTH
BBPXY KPBBHUTE KJICTKH),

TpaGea 12 ce KORCYJITHPATE ChC CBOA JISKap ITPH ITBPBA Bb3MOXKHOCT, aKO H3MHTaTe MpobieMH ¢
HEOYaKXBaHO HITH HeoOu4aliHo KppheHe WY KpBbBOHAcAAaHe, Tl KATo TOBA MOXKE 1A IpeAnoara
HANMAYUE Ha OMIAKBaHE BRB BPBH3KA ¢ YCpHHA Ipod.

C100IneHH ca CIeIHHTE YeCTH HEXENAHH peakuy (Moske a 3acerHar ao 1 Ha 10 gymmu):
* AHapus,
* 50NnKa B MYCKYIIHUTE.

Cpo6ImeHn ca CleqHATE HEYECTH HeKelaH peakiind (Moxe aa 3acerHat a0 | Ha 100 xymm):

* IPANONOAO0OHN CHMITTOMH;

* nerrpecus; MpobIeMH CHC ChHA; HAPYTHEHHA HA ChHA,

* 3AMAAHOCT; I1aBODONINE; H3TPLIIBAHE;

* §aBeH CHPACYCH PHTHM;

* Topeilid BuJIHH;

* 3a0yXx,

* OoNKa B KopeMa; [TOAYBaHe Ha kopeMa; 3aleK; CTOMAIIHO pa3CTpONCTBO; rasoBe; YSCTO H3X0XKaHe,
BE3NANCHHE HA CTOMAXxa; rafieHe; CTOMaleH AUCKOMPOpT; pasCTPOeH CTOMAX;

* aKHE; KONPHUBHA TPECKA;

* Gonka B crapuTe; 6onka B repba; KpaMIM Ha KpaKara; MyCKYJiHA yMopa, cra3MH Wil ciaboct; 6onka B
PBIETE H KpaKkaTa;

 HeoOudaiina c1abOCT; YMOPA HIH HEPA3TIONOKEHHE; MIOAYBaHe, 0COOEHO Ha IIe3eHATE (eaeM);
MOBHIICHHW KHBA NPH HAKOM JIaCOPATOPHHM KPBBHH H3C/IeIBaHMA HA QyHKIHATE HAa YepHUA APpoO HIIH
MYCKY/IETe (KpeaTHH KUHa38);

* [IOKA9BAHE HA TEro.

e CnepHATE HEXENAHH PEAKIHHE ¢ ChOJIMEHH KaTO BL3HHKBAIM ¢ HEH3PECTHA 4eCTOTa (FecToTara He
MOJXe A8 C€ YCTAHOBH Ype3 HATMYHHUTE AaHHH ):MMACTCHHA rpaBuc (3abonsBane, X0€TO NPHIMHABS
obma MyckynHa ¢cnaBGocCT, BKL. B HAKOK CJIydaH 3a8CATAINO MYCKYJIHTE, KOMTO CITYXKaT 3a AHIIaHe);

*  oYyHAa MHACTeHHA (3a00/1ABaHe, KOETO BOIK A0 ClIaboCT HAa OMHaTa MYCKYJIATypa).

KoncynTHpaliTe ce Cbe CBOA JieKap, ako yceTuTe ciabocT B phlieTe HIIHM KpakaTra, KOATO C€ BIIOHIABA CICH

NEPUONH HA AKTUBHOCT, JBOHHO BIDKAAHE WIH YBUCBAHE HA KICMAYWTE, 3aTPYAHEHO IPETNTBIIAHE KM

3ayX.

B nomuiHeHMe, CHOOIICHH CA CIENHHTE HEXEIAHH PeakMH NIPH X0pa, KOUTO NPHEMaT TabieTkH
Esernmub/AtopBactarun Ankanona-HHT nnu tabnerku €3¢TUMHO HITH aTOPBACcTATHH:
* aNIEpPIU9HH PEaKI{HH, BKJI. NOAYBAHE HA JIKLETO, YCTHHTE, €3UKa W/ HWIH I'bpNIOTO, KOHTO MOXK

* HRJMTHAT 3a9epBeH OOPHB, OHAKOTa C IE3HH, KOMTO MMAT (JOpMATa Ha MHILICHA;
¢ mpobnemu ¢ depHUsA apob;




* KalIUTHA;

* CTOMAIIHH KHCETHHH;

* HAMAJICH aIeTHT; 3aryda Ha aneTHr;

* BUCOKO KPBBHO HANATAHE;

* o0puB ¥ CHPOEK Ha KOXKATa; AEPrHYHH PEaKIHY, B T.9. COPUBH U KOTIPHBHA TPECKa;

* HapaHABaHe Ha CYXOXWIHS;

* KAMBHH B )XTHIKATA HIH BR3NAICHNUA Ha KNBIHAA Mexyp (koeTo MoxXe a ImMpHauHH §0IKM B KOpeMa,
rageHe, NoBphLIIaHE),

* BE3NANICHHE HA TIAHKPEaca, 4eCTO OPHAPYXEHO oT cHiIHa Gonka B 0OnacTTa Ha Kopema,;

» HaMaIABaHe Ha OpOA HA KPBBHHTE KJIETKH, KOSTO MOXe Aa OOBeAe A0 oOpasyBaHe HA CHHUHH/KbPBEHE
(TpoMOoLHTONEHHA );

* BBINAJICHHE HA HOCHHTC MPOXOAH; KbpBEHE OT HOCA,

» Donka BBB BpaTa; Oonka; Honka B repanTe; 60IKa B I'bpIOTO;

* NOBHNIABAHE W HAMAIABAHE HA HUBATA HA KPhBHATa 3axap (ako umare auaber, Tpabra Aa noaobpxare
BHMMATETHO HalmoNe e Ha HUBATA HA KPLBHATA 3axap);

* KOIIMAPH;

* H3TPHIIBAHE WIH MpaBY4KaHe Ha NPBCTUTE HA KPaKaTa H PhLETE;

* HAMA/IABAHE HA YCeTa 38 JOKOCBAHE HITH HONKa,

* MIPOMEHH B YCEHIAHETO 38 BKYC; CYXO0Ta B YCTATa;

* 3ary0a Ha namer;

* NIyM B YIOHTE W/WIH I7aparta; 3aryba Ha ciryX;

* IOBPBINAHE;

* OPHUI'BaHE;

* KOCONAan;

* NOBHIICHA TEMIIEPaTypa;

* M3CIICABAHMA HA YPUHATA, KOUTO NABAT MOJOXKUTEICH pe3yTar 3a OejlH KPbBHH KIIeTKH;

* 3AMBITICHO 3PCHUE; 3PUTE/IHY CMYIICHHS,;

* THHEKOMACTHA (YTOMIEMABAHE Ha FbPIONTE ITPH MBXKe),

BE3IMOXKHM HEXETAHH Peakiiii, CHOOIIEHN ITPH H3NON3BAHE HA HAKOH CTATUHH

* CeKCYQIHHM 3aTPYAHCHUS

* ACTIPECHA,

* npodJIEMH ¢ AHIUIAHETO, BKMIOMHTENHO YNIOPHTA KALLTHIA WHITH 3a0YyX, HIIH BHCOKa TEMIIEPATYpPa;

« nuaber. ToBa € MO-BEPOATHO, AKO HMATE BHCOKO HHBO Ha 3aXapH H Ma3sHHMHY B KPBBTA, AKO HMATE
HAIHOPMEHO TErJI0 M BHCOKO KPBbBHO HaATaHe. JlekapAT me cied CheTosHrETO BH, A0KaTO mpHeMare
TOBA JIEKAPCTBO.

* MYCKY/THA O0nka, Oole3HeHOCT IIH c1aboCT, KOATO € MOCTOAHHA, 0COOEHO aK0 SHOBPEMEHHO C TOBA HE
ce 9yBCTBaTE A00pe WIH HMaTe BUCOKA TEMIICPATYpa, KOATO HE OTMHHABA C/I¢] MPLYCTRHOBABAHE HA
npuemMa Ha Ezermmub/AtopBactarin Ankanona-UHT (Hen3sBecTHa qecToTa).

Crolfmanane HR HOREGIAHE PEAKTHH
AKO TNOYHTEe HAKAKBY HEXCIaHH peakluy, ypeaomere Bamna nexap win ¢papMaleBT. Tosa BKAIOYRA H
BCHYIKH BB3MOXHH HEXEIaHH PeakliiM, KOHTO He Ca OIMCAHM B Ta3H JucroBka. Moxere cpio Ja
CLOOIMTE HeXXENAHH PERKIIHH AUPEKTHO Ypes:
A3menHETENHA areH1Hs 110 JIeKapcTBaTa

yi. ,JamsaH I'pyep* Ne 8
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Karo chobmasare HexxenaHH peakipiu, MOXKeTe Ia AafeTe CBOA IIPHHOC 34 MOJydaBaHe Ha [I0BEYe
MH(OPMAaLMA OTHOCHO §€30MacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kax pa chxpanasare Eseramub/ATopsacraTan Aaxanona-HHT
Tosa nexapcTso TpsbBa na ce ChXpaHsABa HA MACTO, HEAOCTBIIHO 34 JeLa.

He w3nosBaiiTe TOBA JIEKAPCTBO C/EA CpoKa Ha MOAHOCT, 0TOeNA3aH BPXyY OJIMCTEpa H KAPTOHEHATA
ONAaKoBKa cliex ,,I'oxeH 10:“, CpOKBT Ha FORHOCT OTroBapA HA MOCHCAHHS eH OT MOCOYEHMT MECEIL,

To3H NeKapcTBeH MPOAYKT HE HIHCKBA CNELMAITHH YCIOBHA Ha ChbXPAHEHHE.

He M3xBhpidiiTe NekapcTBara B KAHANKW3ALMATA WIH B KOHTeHHEpa 38 AOMAIIHH oTnanbuy. [Tonuraiite
Bamns ¢apmaLieBT Kak 18 H3XBBDIIATE JIEKAPCTBATA, KOMTO Beve He u3nonssate. Tesu Mepky e
CIIOMOTHAT 32 Ofa3BaHE HR OKOJIHATA Cpena.

6. Coabpxanne Ha ONAKOBKATA H AOUBLJIHATEIHA RHPOPMANAS
Kakbo coabpxa Ezetumub/AropeactaTan Anxanong-HHT

- AKTHBHHTE BEINECTBA Ca €3¢TUMHO H ATOPBACTATHH.

Eserumu6/AtopsactaTun Ankamoun-UHT 10 mg/10 mg: Beaka Tabnetka chaepka 10 mg esetrmub 1 10
mg aTOPBACTATHH (KATO ATOPBACTATHH KAJIIIMEB TPHXHAPAT).

Ezerumu®/Aropeactatun Ankanoun-MHT 10 mg/20 mg: Besika Tabnerka cuappixa 10 mg eseTuMH6 u 20

g ATOPBACTATHH (KaTO ATOPBACTATHH KANLMEB TPHUXHAPAT).
EsernMuG/Aropeactatun Asnkanoun-HHT 10 mg/40 mg: Beska Tabnerxa cuappika 10 mg eseTuMu6 u 40
Mg aTOPBACTATHH (KATO ATOPBACTATHH Ka/llMeB TPHXHAPAT).

EserumuG/Artopeacrarun Ankanoun-WHT 10 mg/80 me: Beska Tabnerka coappia 10 mg eserumut u 80
Mg aTOPBACTATHH (KATO ATOPBACTATHH KaNIMEB TPHXHUIAPAT).

- Hpyrure CBCTaBKH Ca:

AHopo na mabaemxama:

MukpokprcTanHa uerynosa 101, manuTon, kanmes kapGoHat, KpockapMesIo3a HaTpHui,
XHAPOKCHIIPOMIILIENY103a, nonucopbar 80, xbaT xxenesen okcun (E172), Marksesues creapaT, NOBHIOH
K-29/32, natpues naypuncyndar.

IToxpumue va mabremrxama
Esemumub/Amopsacmamun Anxanoud-HHT 10 mg/10 mg, 10 mg/20 mg, 10 mg/40 mg: nakrosa
MOHOXHApAT, XHnpomesosa 2910 (E464), tutados auokcuy (E171), maxporon 4000 (E1521).

Esemumub/Amopeacmamun Anxanoud-HHT 10 mg/80 mg: xunpomenosa 2910 (E464), THTAHOB AMOKCH
(E171), Tank (E553b), Makporon 4000 (E1521), xbnt xeneseH oxcun (E172).

Kak msraexaa Exeramub/Aropsacrarnn Ankanona-HHT H KaKBo chABPXKA ona

EzernMub/Aropeactari Ankanoua-MHT 10 mg/10 mg ¢unmppany TabneTku

benn, KpbriH, ABORHOUIITEKHAIH (PHIMHDPAHH TAONETKH, ¢ AHAMETEP MPHONM3HTE

Esernmub/Atopsacratun Anxanona-HHT 10 me/20 me dunMupany TableTku




Beny, enuncoBHARH, ABOHHOR3TBKHANK (GUIMEpaHn Talnerku, ¢ pasMepH npubnusurenso 11,6 x 7,1
mm,

TMHO/ATopBacTaTHl Ankanoua-MHT 10 mg/40 mg puaMupany Tadne
benu, ¢ dopMa Ha Kancyna, ABONHOM3ITEKHATH PUIMHpaHH TabneTky, ¢ pasMepu npubmisurento 16,1 x
6,1 min.

TUMHEO/ATOpBacTaTHH Ankanona-UHT 10 mg/80 mg ounMupaHn TableTk
JXBNTH, NpOALITOBAaTH, HBOKHOMINLKHANH QUnMHpaHy TalieTky, ¢ pasMeps npubmmsurenso 19,1 x 7,6
mm.

OPA/AI/PVC//Al GnucrepH H nepdopHpaHH eAHOR030BH (IIMCTEPH, OTIAKOBAHH B KAPTOHEHH KYTHH.
Onakosxa ot 30 1 30 x 1 ¢punmupann TabneTkn.

IprTexaTen Ha papemenuero 38 ynorpelfa 1 npon3soanTen

ALKALOID - INT d.o.o.

Slandrova ulica 4, 1231 Ljubljana - Crnude
CnoseHus

Ten.: +386 1 30042 90

dakc: +386 1 300 42 91

uMeiin: info@alkaloid.si

ToBa JexApCTBO € pa3pellieHo B AbPRABATS-YACHKH Ha EBponeickaTa HKOHOMHYeCKa ofmHocT
(EHO) noa cieaAHHTE HMEHA:

brirapus Esetumu®/Atoppactaru Ankanona-HHT 10 mg/10 mg punMupanu Tabnerku
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/10 mg film-coated tablets
Esernmu®/Aropsacratad Ankanoua-MHT 10 mg/20 mg dunmupanu Tabnerku
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/20 mg film-coated tablets
Ezernmub/AToppacrarin Ankanoua-UHT 10 mg/40 mg ¢unmupanu Tabnerkn
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/40 mg film-coated tablets
Ezerumut/Atopsacrarun Ankanong-MHT 10 mg/80 mg ¢punmupanu rabnerku
Ezetimibe/Atorvastatin Alkaloid-INT 10 mg/80 mg film-coated tablets

CnopeHus Tolyzano 10 mg/10 mg filmsko obloZene tablete
Tolyzano 10 mg/20 mg filmsko obloZene tablete
Tolyzano 10 mg/40 mg filmsko obloZene tablete
Tolyzano 10 mg/80 mg filmsko obloZene tablete

X®pBarTus Ezetimibe/atorvastatin Alkaloid-INT 10 mg/10 mg filmom obloZene tablete
Ezetimibe/atorvastatin Alkaloid-INT 10 mg/20 mg filmom obloZene tablete
Ezetimibe/atorvastatin Alkaloid-INT 10 mg/40 mg filmom obloZene tablete
Ezetimibe/atorvastatin Alkaloid-INT 10 mg/80 mg filmom obloZene tablete

JaTa HA NocEAHO NMpepasricxzaHe HA JHCTOBKATA
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