JIncTroBKka: nHgopManHn 32 nanHeHTa

CumBactatuu Axopa 10 mg dpnaMupann Tabaerkn
Simvastatin Accord 10 mg film-coated tablets

CuamsacraTtan Axopa 20 mg pnamupann TabueTkn
Simvastatin Accord 20 mg film-coated tablets

Cumsacrarun Axopn 40 mg tbunmupann TabaeTkn
Simvastatin Accord 40 mg film-coated tablets

CHmBacTaTuy
(Simvastatin)

[IpoeTeTe BHHMATEIHO UsLIATA AHCTOBKA MPEIH 1A 3AM0YHETe Ja IPpHEMATE TOBA JEKAPCTBO, Thil KaTo
Tsl CbABPKA BaXKHa 32 Bac wadopmanus.

* 3amasere Ta3u AHCTOBKA. Moe Ia ce HATOMNH 1a 5 IPOYETETE OTHOBO.

. AKO HMaTe HAKAKBY NOTbIHHTEIHH BBHPOCH, [oNuTaiTe Bamms iexap uimn dapmanesT.

. Tosa nexapcreo e npexnucano auuHO Ha Bac. He ro IIPEOTCTHIBANTE Ha IPYTH Xopa. To MOKe A2 UM
HAaBPCH, HE3ABHCHMO Y€ NPH3HALMTE HA TAXHOTO 3a6oNsABane Ca CHINHTE KaTo BamiuTe.

. AKO IONyYHTE HAKAKBY HEXeaaHH JICKAPCTBCHH peaKiliy, yBeloMeTe Balrma mekap wiv ¢gapMauesT.
ToBa BKJI0YBA U BCHYKHM BE3MOXHY HeXeTaHH PEAKIIHH, HEONIUCAHH B TA3H JIMCTORKA. BHxTe TO4YKA 4.

KaksBo ChaABPKA Ta3H JHCTOBKA -
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1. KakBo npeacraBasasa CHMBACTATHH AKOpA H 32 KaKBU CC H3TOIN: -

CHMBaCTaTHH AKODJ CBIBDXA AKTHBHOTO BELIECTBO CHMBACTATHE. CHMBacCTaTHH € JIEKapCTBO, KOETO Ce
H3NHOJ3BA 33 HAManfABaHe Ha HHBaTa Ha o0luus Xonectepon, , omms” xonectrepon (LDL xomecrepon) u
MACTHHTE BCIECTBA B KPBBTA, HAPEYeHH TPHIHIepHAR. OcBeH Tosa CHMBACTATHH AKODI NOBWINIABA HMBATA

Ha ,A00pwi” xonmecrepon (HDL xonecrepon). CHMBACTATHH AKOp/ NPHHAINEXKH KbM rpyna jaeKkapcTpa,
Hape4eHH CTATHHH.

XONECTEPONBT € €HA OT HAKOIKOTO MACTHH CYOCTaHIHH, KOHTO ce OTKPHBAT B KpeBoOSpameHnero. Bammar
001 XOJIECTEPOI € CHCTABEH OCHOBHO 0T LDL 1 HDL XOJIECTEPOIL.

LDL xonecrepontt uecro 6usa HapHiaH ,,JIOI™” XOJIECTEPON, 3AUI0TO MOXE 13 Ce HATPYIIBA B CTEHHTE HA
aprepunte By, PpopMupaiixu mnaku. Briocaencrene HAaTPYNBAaHETO Ha MJIaKka MOXe a AOBeNe N0 CTECHEHHE Ha
apTepuuTe. ToBa cTecHeHHe Moke na 3a6aBu WM ga 6riokupa xpLBOTOKa KbM KHU3HEHOBAXHH OpraHH, KATO
CBPLETO M MO3BKA. biiokupaneTo Ha kpEBOTOKA MOXKeE a NPHIMHH CBPACYEH YAap WIH MO3EYEH KPHBOM3IIHB.

HDL xonecteponsr uecro 6usa Hapu4aH ,J00Bp” Xxomecrepon, 3amoTo moMara 3a IIpeaasBaHe OT
HATPYTIBAHETO HA ,IOMWMA ™ XONECTEPO B APTEPHUTE U IIPE/Nia3Ba OT 3200/ BaHe Ha CBPIETO.

TpurmmnepuarTe ca opyra ¢opMa Ha Ma3HHHM B KPBBTA, KOATO MOXE A3 MOBHUIM PHCKA OT CHPASYHO
3a00/1aBaHE.
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¢ lloBuinenn HHBa Ha XolecTepon B KpHBETA (TBpBHYHA XHNEPXONECTEPONEMHA) HIH IIOBHIICHA HHBA HA
MACTHHTE BEILECTBA B KPBBTa (CMeCeHa XUNEPITHIHIEMHUSA ).

* Hacneacrseno 3alonapane (XoMo3MroTHA damMunHa xunepxonecTeponeMus), KOeTo TOBHILABA HHBATA Ha
X0JecTeposl B KpeETa BU. BR3MOXKHO € 213 ca Bl HazHaveny | IPYTH JeqYeHud.

¢  Kopouapua 6onecr Ha cupriero (KEC) Hmn BHCOK pHck ot passuTHe Ha KBC (ako umare nuaber, mpekapan
HHCYNT MK APYTO 3a00/I9BaHe HA KPHBOHOCHHUTE CBI0Be). CHMBACTATHH AKOPH MOXKE I3 YIBJDKH KHBOTA

BH xaTo HAMATH PHCKa OT CHPAEYHO-CHIOBH YCHOXKHEHMS, De3 3HAYCHHE KaKBO € HABOTO Ha XONECTEPO
B KpEBTa Ba.

Ipu moBeueto Xopa HAMa H3ABEHM CHMITTOMH Ha BHCOK XonecTepon. BamkaT siekap Moe 1a U3MEpU HUBara
Ha xomectepona Bu upes mpocr kpneen Tect. INocemrapalite Bamims JICKAp PENOBHO, CNENSTE HUBAaTa Ha
Xonecrepona 1 00CchACHlTE HenesHTe HIBA ¢ Bamus neKap.

2, Kaxgo rpaéBa na 3snaere, npean aa npuemere CHMBACTATHH AKopa

He npuemaiire CumBacTaTnn Axopa

® AKO CTe anepridHy (CBPBXYyBCTBHTENHE) KbM CHMBACTATHH Y HIKOA OT OCTAHANHNTE ChCTABKY HA TOBA
nekapcTBo (M30pOeHk B TOUKA 6 »CBABPXKAHME HA OTIAKOBKATA H AOMBIHATENHA HHpOpMaLHa™).

*  AKO NOHACTOAINEM CTpafare oT npobReMH ¢ YepHHs Tpob.

AKO CTe SpeMEHHA HITH KEPMUTE.
AKko npnemareinexapmo/nexapcma, ChABPIKALIM €THO WIH TIOBEYE OT CCHHHUTE AKTHBHH BellleCTBA:
- HMIPAKOHA30Jl, KE€TOKOHA30M, MO3AKOHA30NM IUTH BODHKOHA301 (33 JeYeHHe HA I'bOHYHH
HHQEKIpH);
*  “PUTPOMHIMH, KNapPHTPOMHIUH HITH TEUTPOMHIHAH (H3ION3BAHH 33 IeGeHIe HA uHbpeKmn);
~  HIV nporeasuu naxuburopu karo HHIWHABHD, HEIIQHHABMP, PHTOHABHP M cakBHHaBup (HIV
NpOTCasHHTE UHXHOMTOPH ©E H3MOM3BAT 3a NeyeHue ga HIV HH(pEKIHH);
- OouenpesHp win TENIANPEBHP (H3II0/I3BaHM 33 A€YEHHE HA MHPEKIHA C BHpyCa Ha XenmaTuT
C)
- Heda3oxoH (M3MOM3BAHY 34 JICYeHNe Ha Hernpecus );
- KoOHuucTaT;
- reMQHUOPO3WI (M3I0N3BaH 33 MOHIKABAKE HA XOJeCTepOna);
- WHKIOCTIOPHH (M3MOA3BAH MpPH NALMEHTH C OpraHHa TPAHCIDIZHTALHA);
- HaHason (CHMHTETHYCH XODMOH, H3NION3BAH 33 JICYCHWE Ha CHAOMETPHO3d, CECTOAHME [IPH
KO€TO JIMraBHLIaTa Ha MAaTKATa CE Pa3pacTBa H3BBH Hex).

* AKO IpHeMaTe HAM B NOCHSAHHTE 7 HAHH CTe IPHEMAIH JIEKAPCTBO, HAPEYEHO (PY3HAOBA KHCEIMHA
(fiekapcTeo 33 GakTepuanHa HHQEKLNA), TIP3 YCTaTa WM MHKEKIHOHHO. KoMmbuHauuara ot ¢ysmugora
KHCC/HHA H CHMBACTaTHH MOXE a JOBENE 0 CEPHO3HH IIPOG/IEMH ¢ MycCKyJmHTe (pabaomMHonM3a).

*  He npuemaitre moBeye or 40 mg CumsactaTuy AKODJ, ako TpreMaTe JOMUTAIM (H3MON3BAH 33 IeIeHMe
Ha CEPHO3HO U PANKO IeHETHYHO 3a60MABaHe, KOSTO BOAM 0 MOBHIICHH HHBA Ha X0JecTepoa).

AX0 He cTe CHTYpHH JaymH Bawerto AICKApCTRO € B FOPHAA CIHCHK, monuTalite Bamua nexap.

Ilpenynpexaenus v npeanasan MepPKH
HudopMupaiire Barmia nekap;

*® 3a BCHYKH MEOMLMHCKH NpoGIeMy, KOHTO HMaTe, BKIFOUHTENHO aIepryH.

* AKO KOHCYMHPATE [ONEMH KONMHYECTBA ATKOXOJL

* AKO HAKOra ¢Te HMAJIH HEePHOAPOOHO 3a00ssBaHe. CUMBACTATHH MOKE A He e Toaxoasu 3a Bac.

¢ Axo Bu npeacrom onepauua. Bs3MOXHO € Aa ce Hamoxu na NpeyCTaHOBHTE IpPHEMA Ha Tabaerku
CuMBacTaTHH AKOpZ 3a H3BECTHO BpeMe.
AKO CTe 0T a3MaTCKATa paca, Thit KaTo A03aTa, NOAXOAAIa 32 Bac MoXe J1a ¢ paznuyHa.
Bamusr nekap Tpsoea na Bu HallpaBH M3CNENBAHMA HA KPBBTA NPEJH Aa 3all0YHETS. Aa-& ,
CHMBACTATHH U 2KO MMaT¢ HAKAKBH CHMITTOMM HA 4YepHOAPOGHM MpoGneMy,  AOKATY,
CHMBACTaTHH. TOBa € ¢ Ues xa poBepH fanw epuuaT By apod pabotu HopMAMIO, + -
* Bammst nexap Moxe chmo na nomcka na Bu HATIPaBH M3CAE/IBaHHA Ha KPb

uepHHAT BH Apo6 pabotH cien xaTo cre 3anounany npreMa Ha CHMBacTa
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¢ JMloxaro cTe Ha ToBa nexapcTso, Bamuar nekap me Bu Ha0nonapa BHUMATEHO, aK0 HMATE anaber wiu
CTE€ B PUCK OT pa3sHTHe HA nHabet. Bue Beposatro cTe B PHCK OT pa3sBHTHE Ha AWabeT, aKo UMaTe BUCOKH
HHBA Ha 3aXap H Ma3HHHH B KPHBTA, HMATE HATHOPMEHO TEIIO M BHCOKO KPBBHO HalAraHe,

* YBenomere Bamms nexap, ako umate Texko GenoapobHo 3abonsBane.
AKO MMaTe WM cTe MMAJTH MHACTEHHS (3abonamane, koeto ce mpoAesEa ¢ obma MYCKYJTHA C1abocT, B
AKOH CIlyHal BKNOYBAIMA K MYCKYNHTE, KOHTO yd4acTBaT NpH IHIIAHETO), MJIH O9HA MHACTEHHS
(3aboinsBate, NPUYHHABAMO CIAGOCT HA OYHMS MYCKYJ), T KaTO CTATHHHTE NMOHAKOra MOTAT Ia
BIIOIIAT 3a00nsBaHeTo WiH a AOBCNAT MO HOsBA HA MHACTEHUA (BXK. TOUKA 4).

HesabaBuo ce cBbpxere ¢ Bamus JIEKAp, 4K0 H3NHTaTe HeoOACHHMA MYCKYAHA G0aKa, 601e3HEHOCT HIH
caabocr. Tosa ce Hanara, Thil KaTo B PEAKH CTyYan npobaeMHTe ¢ MYCKYJIHATEe MOXKE A3 ca CEPHO3HHN,
BKIKYHTENHO Pa3najaHe HA MYCKYNAaTypaTa, K0eTo BOAK 10 yBpexaaHe Ha 6p0pennre; n MHOro paako
ce chobmaga 3a cMLPTHH cay4an,

PHCKET oT pasnazane na MyCKyJIaTypata € o-roJisfiM Ipy No-BHCOKH 2038 CHMBACTATHH Axopn, no cnenHanHo
pu nosa ot 80 mg. PucksT or Myckynen pasnal ¢ no-royiaM npy onpeAeneHn naurenTy. I'osopere ¢ Banms
JILKAp aKO HAKOE OT CIICAHMTE Hellla BaXH 3a Bac:

® KOHCYMHpATe roNeMH KOMHYECTBA AIKOXOIT;
HMaTe YepHORpoOHO 3a0onsBane;
HMaTe NpobneMH ¢he MHTOBHAHATA XITe3a;
Bue cte Ha 65 roguay mu NO-Bb3PACTHH;
Bue cre or xeHckn TIOJT;
HMaJiM CTe€ MYCKYNHH NpoGieMH mo BpeMe Ha NPHEM HA OPYTH XOJECTEPOJ-TIOHMKABAIIH
JICKapCTRa, HAPEIEHH ,,CTATUHH WiH ,,GpubpaTu’;

¢ Bwue win Bam 61u3nK pogmuHa uma HaCIeNCTBCHO 3abonsasane Ha MyCKYIIHTE.,
Cs1o Taxa, Hupopmupaiite Bamms JIeKap K (apManesT, ako UMaTe MycKYJIHA cIabocT, KOITo e TIOCTOSTHHA.
Moxe na e Heo6xoauMo TPOBEKNAHCTO HA AOITHTHUTENHE H3CIIEBAHAS H [IPUEM HA NOITBIHHTE/THY JIEKAPCTBA
34 IMarHOCTHKA H JICYCHHE HA TORA CHCTONHYE,

Aena n onommn

besomacHocTTa B euKxacHOCTTa HA CHMBACTATHH ca 6w winuTBaHu npd 10-17-rogumEmN Momuera
MOMHUIETA, KOHTO UMAT MEHCTPYAJICH LIMKBI (MEHCTpyauMa) NoHE 0T enHa rOANHA (BIXTE TOuka 3 , Kak na
npueMare CHMBacTaTHH Akopn™). CHMBACTATHH He & G Mpoy4BaH rpH AeNa Ha BB3pacT nox 10 romuuum. 3a
ROITBIHUTENHA HHOpMalHs, roBopere ¢ Baums JIeKap.

/A pyra nexapersa m CHMBacTaTHH Axopn

Hudopmupaitre Bammg fAickap, akOo HACKOPO CTe NMPHEMAH HIH € BE3MOXHO Aa OIpPHEMETe JieKapcTBo(a),
CBABPKALIO(H) HAKOE OT H30pOCHUTE AKTHBHH BENIECTRA, IIpHeMBT Ha CHMBACTATHH 33€1THO C KOETO H Ila € OT
TE3M JICKapCTBA MOXE Nla YBENHYH PUCKA OT MYCKYNHH 3a0oNndBanua (HAKOH OT TIX Beue ca H30pOEHH B Mo-
rope B Touka “He npremaiire CumpacraTun Axopn’)

* Ako e HeoOXonuMo na NprEMaTe nepopanHo Qy3HzaoBa KHCeHHA 3a JICYeHHe Ha BaxTepuranua
uHQeKua, TpabBa BPEMEHHO na CHpETE Na H3NON3BaTe TOBA JIEKApCTBO. Baninar nexap we By
KKC Kora e OesomacHO aa samouHere na IpHEMaTe OTHOBO CHMBACTaTHH. [IpueMbT Ha
CHMBAaCTaTHH ¢ (y3HAOBA KHCEAHHA MOxe PAAKC nma ROBENE 1O MYCKyAHa ciaabocr,
JYBCTBHTETHOCT WK 60n1ka (pabnoMuonmsa). 3a nmopeye HH(pOpMAaLHA 0THOCHO paGaoMIoNK3arTa,
BIDKTE TOYKA 4,

¢ ULHKIOCHOPHH (9€CTO HIMON3BAH NPH MALHEHTH C OpraHHa TpaHCIUTAHTALHA);

AaHa30N {CHHTETHYEH XOPMOH, H3IIOJ3BAH 33 JICYCHIE Ha €HAOMETPHO33, CHCTOAHHE NPH KOETO
AHraBHLATa HA MATKaTa CE Pa3pacTBa U3BLH MarTkara);

® JICKapCTBa C aKTHBHA CHCTABKa KaTo HTPAaKOHA30JI, KeTOKOHA30J, (IIYKOHAZ0N, NO3aKOHA30) R

BOPHKOHA30J1 (M3MI0II3BAHY 33 JICYEHHE HA MBOHYHN HHpEKIHH);

* ¢ubpaTH ¢ axKTHBHA CHCTABKA Karo reMpubpo3nn u 6e3adpubpar (H3monspanu 3a 1
XonecTepona); -

® CPHTPOMHINH, KAAPHTPOMMIMH WIH TCIHTPOMULINH (M3MION3BaHH 3a Jied
HHpeKIEN);




* HIV-nporeasan wHxubuTOpH Kato MHIMHABHD, HEN(pHHABApP, DHTOHABHp H CAKBHHABHD
(u3snon3sani 3a Nevenne na CITUH);

¢ XxenmaTHT C NOPOTHBOBHPYCHH JIEKADCTBA, KATO OouenpesHp, TenmanpesHp, end0acBUp WM

rpa3sonpeBHp (H3MON3BAHH 32 TEY€HHE Ha XEMaTHT C);

Hea3o0H (M3MON3BAH 34 JIeUeHHe Ha Ienpecu);

JICKapCTBa, ChALPIKAUIH AKTHBHOTO BEIIECTBO KOOHILIUCTAT;,

AMHOAAPOH (H3TION3BAH 34 NIEYEHHE HA HEMPaBHIICH CBPACYECH PHTBM);

popanaMul, JUITHA3CM WK aMIIONHIMH (M3MON3BAHH 32 JISICHHE HA BHCOKO KPBBHO HaJlArane,

rpBAHA OONKa CBBpP3aHA CbC CHPAEYHO 3af0MsBaHe, HIH JPYTo ChbPACIHO YCIOXKHEHHE),

* JIOMHTanup (M3MOJ3BAH 3a JICYCHHE HA CEPHO3HO U pAnKO reHeTHIHO 3abongBane, KOETO BOOH 1O
MIOBHIIICHH HWBA HA XOJIECTEPOIIA);

¢ IaNTOMHMUKH (ICKAPCTBO, H3NOI3BAHO 34 JIeYeHHE HA YCIIOXKHEHH HH(EKITHH Ha KOKATa U KOKHUTE
CTPYKTYPH, B DaKkTepueMus). BeposTHOCTTa 33 HeXXelany PEeaKIIHY, 3acarallii MyCKYJIHTE, MOXe
Aa OBAe Mo-BHCOKa, KOraTo TOBA JIEKAPCTBO Ce npueMa 10 BpEME Ha NeUeHWE ChC CHMBACTaTUH
(samp. Camuacratin Axopn). Bammir JICKap MOXE 1a peHld Ja CIpeTe [pHeMa Ha CHMBACTaTHH
3a H3BECTHO BpeME;
KONXHMUHMH (M3TI0NI3BAH 32 JIEYEHHE HA Tofarpa);

THKarpenop (QaHTHTpOMOOUHTHO JIEKAPCTBO).

OcBeH ropensbpoeHUTE JekapeTBEHH MPOAYKTH, yBe#oMeTe Bamms nexap mwi GapManesT ako MpHEMATe,
HACKOpO CTC IpHEMalM NPYTH JEKapCTBa, BKIIOYHTENHO M TAKHMBA, OTIYCKaHH Ge3 peuernrra. BaxHo e fa
ysenomute Bamua nekap, ako nmpuemare JIEKapCTBa, ChABPKAIIY HAKOE OT H3OPOSHHTE aKTHBHH BELIECTBA:
¢ JIcKapcTBa ¢ akKTHBHH CLCTABKH, KOHTO MPEJIOTBPATABAT HOABAT HA KPBBHH CHCHDELH, KATO

BapdapHH, GeHNPOXYMOH WTH AlICHOKYMAapOJI (aHTHKOATYJIAHTH);

$heHodUOPAT (CHIO H3TION3BAH 32 IOHWKABAHE Ha XOJNIECTEpONa);

HHAIMH (CBLIO M3TOMN3BAH 32 MOHHXABAHE HA XOMECTEPOIa);

PHGAMNHIHA (M3M10/I3BaH 33 JIEYeHHe Ha TyOepKkososa).

Ceio Taka ysenoMere Bamns nekap, ako NpueMaTe HHAUWH (HHKOTHHOBA KMCEIWHA) WIH MPOYKT, ChIbPXKaT
HHAIHH K CT€ OT KHTaHCKH IPOH3X 0/,

Tpabsa cpui0 na ysegoMHTE BCekH JICKap, KOWTC IpeANHCBAa HOBO JIEKApCTRO 3a Bac, ge npueMare
CHMBAaCTaTHH.

CumMBacTaTHlH AKOPA ¢ XpaHa H HANHTKH

CoxsT OT rpelindpyt ChABPAKA CAHH HIIH TIOBEYE KOMIOHCHTH, KOHTO MPOMEHAT HAYHHA, MO KOMTO THIOTO

YCBOABA JICKAPCTBCHI NMPOLYKTH, BKIIIOYHTETHO CUMBACTATHH. Koncymanuusara Ha cok ot rpedndpyT Tpa6sa na
ce H30ATRa.

BpeMeHHOCT H KbpMeHe
He npuemaiire Cumpactatun Axopp ako cte OpeMenHa, oNATBATE Cce a 3a0peMeHeeTe MIH CMATATE, Y& MOXE

Ia cte OpemeHHA. AKo 3afpeMeHeeTe gokaTo ce JICKyBaTe Ch¢ CHMBACTaTHH AKODH, PEKpATeTe IPYEMA MY H
Hesa0aBHO yBeoMeTe Bamusa nekap.

He npuemaitre Cumpactratin Akopn ako KbPMHTE, ThH KaTO He € U3BECTHO JaNH JICKAPCTBOTO [IPEMHHABA B
KbpMara.

IToceseTBaitte ce ¢ Bawmsa nexap wm thapmanert npenu ynorpebara Ha koeTo M na e JEKapCTBO.

Hlodupane 1 patoTa ¢ MamIHAN
He ce ouaxsa CrMBacTaTHR AKOpA Ja npewr Ha Bamata cnocoBHOCT 3a modupane win pabora ¢ MalIHHK.

Brnpexkn ToBa TpsabBa na mmare MPEABHI, Y€ HAKOM XOpa IONYYaBAT CBETOBLPTEK CNEH ynomeGaTa Ha
CHMBACTATHH. T




CHMBACTATHR AKOPA CHALPIKA JAKTO38
CHMBacTaTHH AKODJ TabTeTKH ChIBpKa 3aXap, HapedeHa nakTo3a. Ako Bamusr nexap By e kazan, ge umare
HETIOHOCHMOCT KBM HAKOW BHIOBE 3aXapH, KOHCYJNTHpaliTe ce ¢ Hero MpeAH Ja 3amoyHeTe NPHEMa Ha TOBa

NEKapCTRO.
3. Kak aa npuemare CHMBacTaTHe AKopa

Bammsar nekap me onpexenu nogxoasmara 3a Bac no3a, B 3aBHcHMOcT oT BameTo CBCTOAHHKE, HOCETAIIHOTO
NeYeHHE H PUCKOB CTaTyC.

BuHary nmpueMaitte ToBa NekapcTBO TOYHO KakTo BH e Kasan Bamms neKap. AKO HE CTe CHTYPHH B HeIlo,
nonutaire Baurng mexap uiu papmalesT.

Hokaro npueMate cHMBacTaTyH, TpAOBa 4a CNA3BaTe AUETA, KOSTO MOHMKABA XOJIecTepona.
No3nposka;

IlpenoppunTennara n03a € 1 TabneTka CHMBACTATHH OT 5 mg, 10 mg, 20 mg, 40 mg wim 80 mg, xoaro ce
TIPHEMA IIpe3 YCTaTa BEOHBK IHEBHO.

Br3pacTHH:

Obuuaiinara HaganHa f03a ¢ 10 mg, 20 mg WK, B HAKOH ciydan, 40 mg Ha AeH. Balust nexkap Moxe ga

KOpHTHpa no3aTa Ciel Hal-Manko 4 cenMHuy 10 makcamyM 80 mg Ha aen. He npuemaiite noseue ot 80 mg na
AeH.

BammisT nexap Moxe aa Bu npeanuie no-HHCKH IO3H, 0COOEHO aKo NPHEMATE HAKOM JICKAPCTBEHH TIPONYKTH,
H30POSHH 110-TOpe HITH CTpajare T ONPeAcIeHH npotneMu ¢ 6s6penuTe.

Mlo3a 80 mg ce npenopbuBa camo 33 BE3PACTHH NALUMEHTH ¢ MHOTO BUCOKH HHBA HA XONECTEpOIT ¥ ¢ BUCOK PHCK
OT ChpAEYHHA MpOGNeMH, KOUTO He Ca NOCTHIHANIA HaMAIABAHE Ha XOIECTEPONA ¢ TO-HICKH ZO3H.

¥norpeba npn Aena B wHOWN:

3a gerta (10-17 roguuram) o6uuaiivara NPEnophYHTENHA Ha9aIHa q03a € 10 mg nHeBHO, MpHeMaHa BeYep.
MakcHManHaTa NpenopLUNTenta 1032 e 40 mg JHEBHO.

HauuH Ha npunoxenue:

ITpuemaiire CuMBacTaTun Akopn Bedep. Moskere 1a ro rpHeMarte che WM 6e3 xpana.
[Ipoasirkasaiite mpreMa Ha CUMBACTaTHH Akopz, ocBeH axo Bamuar nekap ne Bu nocseersa fa crpere.

Axo Bamuar nekap By e npexnscan CuMBacTaTHy AKOPI 3a€/IHO C IPYTo IIOHIKABAIO XOAEeCTepona
ICXapCTBO, ChABPKALIO CCKBECTPAHT HA HUILYHHTE KHCENHHH, Tpa6Ba na npueMare CHMBACTATHH Axopn
HaH-MaJko 2 yaca npeny Wiy 4 Haca ciey mpHeMa Ha CEKBECTPaHTa Ha MIBYHHTE KUCEITHHH.

AKo cTe NpHeJH noBeue 0T HeoGx0aAMATA 1033 CHMBACTATHH Axopa

. Mons, se3aGasno ce cabpxere ¢ Bammus nexap wiy ¢papmauerT.

AKo cTe npomycHann Ja npueMere CHMBACTATHH Axopn

*  Henpuemaiire nomsaaurento AsoiiHa no3a, 3a 12 KOMIEHCHpaTE IPOMYCHATATA 1034, )
B3eMeTe oOuvaiinara no3a CumBacTaTuH AKOpA 10 06MuaitHOTO BpEME HA CEOBAIMAS JeH. - 7 ¥




AKO CT¢ cripesiH npHemMa Ha CHMBACTATHH AKOPA

* I"oBopete c Bawms nekap unn apmauesT, Thit KaTo XonecTeponsT B MOKe OTHOBO 2 € NOBHILH.

AX0 HMaTe NOIBIHUTENHM BEIIPOCH OTHOCHO YNoTpebaTa Ha TO3H TeKapcTBEeH IPOAYKT, nonuTaiite Banrua
JeKap Wi GapMalesT.

4, B1u3MOoKHH HeXkeNaHH peakMH

KaKTO BCHYKH JIEKApPCTBA, TOBA JIEKAPCTBO MOMKE 13 NpeAU3BHKA HEXCIAHH PEAKITHH, BENPEKH Y€ HE BCCKH I'f
[10Iy4aBa.

CneqHHTE TePMAHU Ce M3IIOM3BAT 32 ONMCBAHE HA YECTOTAT2 HA CHOOIABAHMTE HEXKETAHUTE PEAKIIHH:
Penxu: (Morar 1a 3acersar 1o 1 ma 1 000 gymm).

Muoro peaxu: (Morar aa sacerHat zo 1 va 10 000 gymm).

C Hen3BecTHA 9eCTOTA (OT HANMYHKTE JAHHH HE MOe 13 OLe HallpaBeHa OLeHKA),

AKO HAKOSl OT MOCOMEHHTE TO-A0/1Y CEPHO3HA HEXKEJIAHH JCKAPCTBEHH PEeAKIHH C¢ NOSIBH, CIIpeTe Na
npueMare JeKapCcTBOTO H HHPOpMHDpaiiTe He3afaBno Bamms Jiekap HIH 0oTHAETE B CNCIIHOTO OTASACHHE
Ha Hal-Onu3kaTa OoNHHLIA.

Cpo01aBany ca CIeIHUTE PeaKH CEPHOIHH HEXETaHH PeaKLHK:

. MyckynHu OONKH, 1yBCTBHTENHOCT, CNabOCT WK KpaMITH. B peiku cityuam, mogoGHH MyCKYIHH
npoGseMy Morar Ja GbJaT TEXKH, BITIOUHTEHO HADYIHCHAA HA MyCKY/IHATA CTPYKTYPa, KOHTO MOrarT
Na posenar 1o O0s0peuHo yBpexaaHe; B MHOTO PEKH ClTy4aH € CHOOLIABAHO 38 CMBPTHH CTYYaH.
. Peaxipi Ha CBPBXYYBCTBHTEIHOCT (ATEPrUYHH PEaKI}H), BKITFOTHTETHO:
¢ TIORYBAHE Ha JHIIETO, €3MKA M IbPJIOTO, KOSTO MOXE A2 DPUHMHHH 3aTPYAHSHO IUIHaHE

(asroenem);

CHJIHA MyCKynHa Ooska, 0OHKHOBeHO B 06nacTTa Ha pamenere u Seapara;

0OpHB, IPUAPYXkEH OT YyBCTBO HA CNABOCT B KpaltHUIMTE M MYCKY/IHTE Ha BPATA;

Gonka unu BB3NANEHHe Ha cTaBUTe (PEBMaTHYHA NOMHMHANIHA);

BR3NAJICHHE HA KPBBOHOCHHTE CHAOBE (BACKYJIHT);

HeoOMMaiHO NOCHHABAHE, KOXKHO H3PHBAHE H NOyBAHE (HepMaTOMHO3HT), KOMPHBEH 00OpHB,

KOXHa TyBCTBHTEIHOCT KbM CITBHLETO, TPECKA, 3aUEPBIBAHE;

YyBCTBO Ha 3ayX (IHCTIHEA) ¥ MPHIOLMIABAHE;

KNHHAYHA KapTHHA, HamomoOdsaima Nymyc (BK/BOUHTENHO OGPHB, CTABHH HapyHICHWA H

NpPOMAHA B KPBBHHTE KIIETKH ),

* YEPHOAPOOHO BBINAICHHE CHC CAEAHHTE CHMITOMH: NIOXBATABAHE HA KOXATAR M OYHMTE,
chpOeX, MOTHEMHABAHE HA YPHHATA, 06e311BETABALE HA H3Npa’kKHEHHATA, 9YBCTBO Ha YMOpPa WITH
cirabocr, 3aryba Ha aneTyT, YepHOAPOSEH KONANC (B MHOTO PEIKH CIlyqau);

* BBNAICHHC HA NTAHKpeaca, YeCTO MPUAPYNKEHO ChC CHIHA KOpeMHa Oonka.

CroOILeHs ca cieIHUTE MHOTO PEIKA CEPHOZHH HEXE/AHH PEaKLVH:
¢ CCPHO3HA ANCPrHYHA peaxilnsi, KOATO MOXE fa IIPHIHHH 3aTPYAHEHO AWLIAHE WIH 38MasHOCT
(aHapHnakcua);
* 00puB, KOWTO MOXe Ha Ce MOABH 110 KOXATA MM PaHH B YCTaTa (IMXEHOMAHH JIEKApCTBEHH
€pYTILHH);
¢ MYCKYITHO pa3KbCBaHe;
THHCKOMACTHA (YroJieMsBaHe Ha TBPAHTE IIPH MBbXKE).

ChobmaBasu ca CHIIO M CIICAHHUTE PEAKY HEXKENAHH PeAKLIHH:
* HaMaleH Opoif Ha YepBeHWTE KPHBHH TEA (AHEMHS);
* H3TPHIIBAHE UNH CNA0OCT B PRUETE U KpaKaTa;
* 11aB0OONIHE, MMINEHE B YIINTE, 3aMaiBaHE;




* XPaHOCMIIATE/NHY HapylleHHA (KopeMHa 0oika, 3anex, QNaTyIeHIMs, JIOMo XPaHOCMMJIAHE,
AHapHi, raxeHe, MOBpPhILAHE);

obpuBs, crpbex, koconaxn;

cnabocrT;

npo6ieM cBC ChHA (MHOTO PAAKO);

cnaba mamet (MHOTO PAKO), 3ary6a Ha rameTTa, oFbpKBaNHE,

3aMBIJICHO 3PEHHE H HAPYIUICHO 3pEHME.

CrobmaBa ce cpII0 33 CleqHHTE HEKETaHH PCaKkUHH, HO 9eCTOTATa HE MoXe Ia Oblie oueHeHa Bb3 OCHOBA HA
Hanu9HatTa HHGOPMALHA (C HEH3BECTHA YECTOTA):

CPEKTHITHA UCGHYHKIIHA;

ACIPECHS;

NPOGAEMH CBC CYXOKHIMATA, NIOHAKOLA YCIOKHEHH OT PA3KECBAHE HA CYXOXKHIIHETO;
BB3NIEHUE Ha GeltTe npoboBe, KOSTO NPHINHABA Npob/IeMK ¢ AHIIAHETO, BKIIOYHTENHO yIOpuTa
KallUTHUA H/WIX HEQOCTHI Ha BB3AYX WIH NOBUIIEHA TEMIIePaTypa;

MHACTEHHs rpaBHC (3a6onsBaHe, NpHUMHABAING 06mia MYCKYNHA CNaBoCT, B HSKOH CIIyqJan
BKJTFOIBAllIA H MYCKYJIUTE, KOMTO Y4acTBaT NPH AMIUAHETO);

01Ha MHacTeHHA (3abonsBane, NPUYHHABAILG CNABGOCT HA OYHUA MYCKYI).

'oBopere ¢ Bamus nexap, ako W3nuTBaTe CIaGOCT B phleTe WM KpaxaTa, KOATO ce BJIOLIaBa clen
NCPHONM HAa aKTHBHOCT, HMaTe JBOHHO BHWXIAHE UM YBHCBAaHE HA KIENAYHTE, 3aTPyAHEHO
NPErTHIIAHS WK 3a8YX.

JIOILITHHTEIHA Bb3MOXKHA HeXXETaHH PEAKIHH, ChOGMABAHN MIPH HAKOH CTATHHH:

CMYIIEHHSA B CBHSl, BKIIOYHTETHO KOWMApY;

CeKCYanHu npobnemu;

avaber. ToBa e NO-BEPOATHO, aKO HMATe BUCOKHM HHBA HA 3axap H Ma3HWHH B KPBHBTA, AKO CTE C
HalHOpPMEHO TErNI0 ¥ HMaTe BHCOKO KPBBHO HaNsraHe, Bamuar nexap me Bu nabmonasa, nokaTo
NpHeMaTe TOBA JICKaPCTBO,

MYCKYJIHA GONKa, TyBCTBHTENHOCT WIH CIA6OCT, KOATO & IOCTOSHHA H KOSTO HE NpeMUHAaBa cex
CNHpaHe Ha NTpHUeMa HA CHMBACTATEHH.

JlaGoparopun mokazarenu
HabmoaasaHo e mosmmaBane Ha HAKOU nab0paTOPHH KPBLBHH TECTOBE HA UEpHOAPoOHATa (YHKUHA M
MYCKYJTHHTC €H3UMH (KpeaTHHKHHA3a),

Chobuiapane Ha HexXelaHu peaKuun

AKO TIOJIyYHMTE HAKAKBY HEKENAHM JNCKAPCTBEHH peakiuy, yseaoMeTe Bamus nexap win dapmanesT. Topa
BKIMOYBA BCHIKM BBIMOXHH HEONHCAHW B Ta3M JIMCTOBKA HEXENAHA peakuM. MoxeTe ChImo 1a chobmmTe
HOKCIAHH peakuiy AMPEKTHO 1pe3 HAUHOHAMHATA CHCTEMA 33 ChobIaBane:

H3mbnuuTensa areHuums no nexapereaTa
ya. ,,Jdamsan [pyes” Ne 8

1303 Codnsn

Teq.: +35 928903417

yebcaiT: www.bda.bg

Karo cpobmasare Hexenanu PEAKITH, MOXKETS A2 JaeTe CBOA NPHHOC 33 NOIy4aBaHe Ha OBeYe HHPOpMAIus
OTHOCHO 6€30MacHOCTTa Ha TOBA JEKAPCTERO.

5.

Ha ce chxpaHfABa Ha MACTO, HENOCTHITHO 3a ela.

To3d NekapcTBeH MPOAYKT He H3UCKBA CHCIHAHY YCIIOBHA 3a ChXpaHeHHE,

Kax ga cexpanasare CumBactarun Axopn




He mexswpasitre nexapcreara B KRaHAIH3ANATA WIH B KOHTe¢HHEpa 33 HOMAIIHH OTIIaxbLy. [Tonuraitre Banms

(p&pMﬂ]IEBT Kak Ja H3XBEPJIATE JICKAPCTBATa, KOMTO BCYE HE M3Inom3Bare. Te3n MCDKH IIIC CIIOMOrHaT 34
OIa3BaHE Ha OKOJHATA cpela.

6. Coanpxanne HA ONAKOBKATA H JONMbAHHTEIHA HHGpOpMAIlHA

KaxBo cbappxa CumBacTaThe Akopa

- AKTHBHOTO BEILECTBO & CHMBACTATHH (10 mg, 20 mg, 40 mg).
Besxa gunmupana tabnerka caabpka 10 mg CUMBACTATHH.

Beaxa dnnmupana tabnerxa CeaAbpKa 20 mg cHMBacTaTHH.

Besxa dunmupana tabnerka chabpxa 40 mg CHMBACTATHH,

- JpyruTe CheTaBKH Ca:

Cropuesuna Ha Tabaerxara:

Bytun xunpoxcuanunzon (E320)
AckopGunosa kucenuHa (E300)
JIMoOHeHa KHCeNMHHA MOROXHApAT (E330)
Llemynosa, mukpoxkpucranna (E460a)
INpexenaTHHU3IUPAHO NAPEBMYHO HHILECTE
JlaxTo3a MoHOXMApAT

Marwesnes creapar (E470B)

PHAMOBO NOKPHTHE:

XunpoMeiosa

Xunpoxcumponimenynosa (E464)

Turanos guoxcuzn (E171)

Tanx (E553b).

Keneaen oxeun, xwar (B 172) - 3a 10 1 20 mg
XKenesen okcun, gepsen (E 172) - 3a 10, 20 ,40 mg

Kak m3rae:xna CumMBacTaTun AKOpA H K2KBO CbIbDPKA ONAKOBKATA

PQIMHpaHH TabeTKH,

Cumsacmamun Axopo 10 mg puimupanu mabnemicu:

CBeTI0p030BH, KPBINH, BOXHOMIITEKHAHY, $rmupany Tabnerku, ¢ BaTEGHATO penedHo 03HaueHTE "CS" OT
CAHATA CTPaHA H IIalikK OT JpyraTa CTpaHa

Cumeacmamun Axopd 20 mg durmupany mabnemsu:

CBeTIIOpO30BH, KPBIIIH, ABOHHOMINBKHAIH, QHIMHpaHy TaOneTkH, ¢ BIUIGHATO penedHo o3Havenue "CT" ot
CAHaTa CTPaHA H IIIafKH OT APYTaTa CTpaHa

Cumeacmamun Axopd 40 mg Quimupanu mabaemxi:

Po30BH, xpBriu, ABOKHOM3TEKHATHY, (unmupann Tabnerky, ¢ Bws6HATO penedHo o3HazeHue "CU" oT egHarta
CTpaHa H FIafKH OT APyraTa CTpaHa

CumBacratun Akopn 10 mg, 20 mg, 40 mg GUIMUpanH TabneTku ce npeayarar B GAHCTEPH, KaTO OMAKOBKATA
cennpxa 10, 14, 28, 30, 50, 56, 84, 90, 98 u 100 Tabnerky.

CumBacratun Axopa 10 mg, 20 mg, 40 mg ¢unMupans TabneTkH CHINC TAKa e I
CbAbpkanm 250, 500 u 1000 TaGrerku (3a GonHugHa ynorpeba).

He Bcwakn Bunose onakosku Morar na 6n1ar NMYCHATH B npojaxoa.



IIpurexaren Ha paspemenneTo 3a ynorpeba
Accord Healthcare Polska Sp. z 0.0.,

ul. Taémowa 7,

02-677, Warszawa, Mazowieckie,

[Tonma

IlpousBoauTen
Accord Healthcare Polska Sp.z 0.0.,

ul. Lutomierska 50, 95-200 Pabianice,
[Tonma

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
Hunepnannus

To3n ekapcTBeH npoaykr e paspemen 3a ynorpeda B nbpxaBHuTe WwieHku ua EUII noa cieanure

HMeHa:
buarapus: Cumpacratun Axopn 10 /20740 mg dunmupanu rabnerkn
Ectonus: Simvastatin Accord -

dpaHuys: Simvastatin Accord Healthcare 10 /20740 mg comprimé pelliculé
JlatBus: Simvastatin Accord 10 20040 mg Tablets

Jlutsa: Simvastatin Accord 10 /20 mg plévele dengtos tabletés

[Tomua: Simvastatinum Accord

Hunepnaumus: Simvastatine Accord 10 /20140780 mg Tabletten

ObenuneHo kpancTBo: Simvastatin 10 180 mg F ilm-coated Tablets

JlaTa Ha NocJIeaHO NpepasriexkaaHe HA JTHCTOBKATA 04/2023



