Jlncropka: unopmauns 3a nalineina '

Axtaannua 10 mg qm.nmupaﬁﬁ Taﬁuemn !
Actalipid 10 mg film-coated tablets Y4 S %6 -8 Z( 18 -05- 2058

Axtaaunna 20 mg puamupanu radierku il s
Actalipid 20 mg film-coated tablets

Axtanunna 40 mg puamupann TadiieTkH
Actalipid 40 mg film-coated tablets

CUMBAcTaTHH (simvastatin)

IIpoueTeTe BHHMATE/IHO HAIATA JIHCTOBKA, NPe/1H /12 3aM04YHeTe 1a IPHEMATe TOBA JIEKAPCTBO,
Thil KATO TH CHABbPKa BaxkHa 3a Bac undopmanus.

B 3anasere Tazu IMCTOBKA. MosKe /1a ce HAOXKH J1a § NPOYETETE OTHOBO.

. AKO MMaTe HAKAKBH JOITbJIHHTEIHH BBIPOCH, nonuTaiiTe Baus nekap nnu dgapmaresr.

. Tosa nexkapcTBo € npeanucado 1M4Ho Ha Bac. He ro npeotcrbnsaiite Ha apyru xopa. To Moxe
Jla UM HaBpE/IH, HE3aBUCHMO Y€ MPH3HALIUTE Ha TAXHOTO 3aboisBaHe ca chluMTe Kato Bauure.

o AKO NoJlyuynTe HAKAKBH HEKEJIaHHU peakluu, yBeaomere Bamms nekap win papmauest. Tosa
BKJIFOYBA M BCHYKH BB3MOMKHM HE)KeJIaHW peakLMH, HEOIMCAaHM B Ta3M JINCTOBKA. Bibkre
TouKa 4.

KakBo cbAbp#a Ta3H JIHCTOBKA:

KakBo npeacraBnsBa AKTATMIIK/ M 33 KAKBO C€ M3M0JI3Ba
KakBo TpsOBa na 3nHaete, npeau 1a npueMere AKTaTHITHI
Kak na npuemare Akranunua

B1b3MOKHHN HexKeslaHH peaKkLuH

Kak na cbxpaHsBare AKTaJMIng

CbabpikaHHe Ha OMAKOBKATa M IOMbJIHHTEIHA HHpOpMalLms

O ke G bt B

1. Kakso npeactaB/isiBa AKTAJHIN/ H 32 KAKBO ce H3M0.13Ba

AKTEU]HI’II’UJ ChAbpiKa aKTHBHOTO BEUIECTBO CHMBACTAaTHH. AKTanunun e JIEKAPCTBO, KOETO CE
H3M0J13Ba 3a MNOCTUIaHE Ha NO-HUCKK HUBA Ha 00WKMA XonecTepol, Jowus” xonecrepon (LDL
XOJ'IGCTC})OH) H MAacCTHH BCLUECTBA B KPLBTA, H3BECTHH KaTO TPHITIHLIEPH/IH. B JAOIb.THEHHE,
CHMBACTaTHH YBe/IHYaBa HUBaTa Ha ,.100pua” xonectepon (HDL xonecrepon). Akranunun
MPHHAUIEXKH KbM I'pyna JIieKapcTBa, HApe4€HH CTATHHH.

X01ecTepobT € €/1Ha OT HAKOJIKOTO Ma3HHHH, OTKPHTH B KpbBTa. Baumat obu1 Xosectepos ce ¢heTou
rnasHo ot LDL u HDL xonecreponn.

LDL XonecTepombT € HapHyaH 4ecTo ,JI01" XOJIecTepodl, 3al0TO MOXKE /1a Ce OTJ/1ara 1o CTEHHTE Ha
Bawure aprepuu, kato obpa3ysa ninaka. OGpa3zyBaHeTo Ha MJiaka MOJKe /1a JIOBE/IE 10 CTECHABAHE Ha
aprepumte. Tosa cTecHsBaHe MOxe J1a 3a0aBH WM J1a NNPeyCTAaHOBH KPBbBOCHAOIABAHETO HA BAJKHH
OpraHH, Kato cbplie U MO3bK. CIHPAHETO Ha KPbBOCHAO1ABAHETO MOXKE /1a NPHYMHH HH(APKT WK
HHCYJIT.

HDL xonecteponbT e HapHuaH 4ecTo ,,J00Bp™ X0IeCTepo, Thil KaTo NpeioTBpaTapa OTJIAraHeTo Ha
JIOIIKSA XOJIECTEPOJI B ApTEPHHUTE M Mpenas3sa OT CbpaedHo 3abosBaHe.

TpurnuuepuauTe ca Apyr BU Ma3HHHH B KPbBTA, KOUTO MOTaT J1a yBeJTMYAT PHCKA OT
3abonsBaxe npu Bac.

Tpabpa na npoab/kuTe Aa cna3eare Bamara a1eTa 3a noHMKaBaHe Ha XOJecTeporna,
npHemare ToBa JIEKapCTBO.
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CHMBACTATHH Ce M3N038a JONBJHHTEIHO KbM AHETATA 33 NMOHWKABAHE Ha XOIeCTepoa, ako HMATe:

® [OBHIICHH HHBA Ha XOJIECTEPOJl B KPbBTA ([ThpPBHHHA XHIIEPXOJIECTEPOIEMHA) WIH [TOBHIIIEHH HHBA
Ha MA3HHHH (CMeceHa XHMEPIUNHAEMUA),

¢ HacieacTeBeHo 3abo/aBaHe (XOMO3HIOTHa haMuIHa xunepxonecreponemua) NPH KOETO ce
NOBHILABA HHBOTO HA XONECTEPON B KppBTa Bu. ChlueBpeMeHHO MoXKe Ja MPOBEXKAATE B APYTO
NeyeHwe.

¢ ucxeMHuHa Gonecr Ha cypuero (MBC) wnn nosuimen psick ot UBC (3aimoro umate auaber,
AHAMHE3a 33 HHCYJIT WIH Apyra GONecT Ha KPbBOHOCHHTE ChAIOBE). AKTANHITHI MOXKE J1a YTh/DKH
skusota By, xato Hamanu pHcka oT npo6ieMH cbe chpaeyHUTe 3a00NABAHMS, HE3EBHCHMO OT
KOJIHMECTBOTO Ha XONecTeposia B KpbBTa BH.

IIpn noseveTo Xxopa CHMITOMHTE HA BUCOKHSA XONECTEPON He Ce NOABABAT BeAHara. BawusaT nexap
Mode a HaMeph Bawma xonectepon c o6uknOBeHO U3cneaBaHe Ha KpbbTa. [Tocemasaiite pefoBHO
Bawus nexap, npociendsalite HuBoTo Ha Bauins xonecrepon v obcbxaaiite ¢ Bawmsd iekap uenure,
KOHTO HCKATE A2 NOCTHTHETE.

2. Kakpo Tpa6Ba 1a 3uaeTe, Npean 18 NPEEMeTe AKTAIANA]

He npuemaiiTe AKTANEONA
. aKo CTe AlepTHYHH KM CHMBACTATHH MM KbM HAKOSl OT OCTAHANIMTE ChCTABKH Ha TOBA
nexapcTro (H36poeHH B TouKa 6);
aKO B MOMEHTa HMaTe 4YepHoApobHH nmpobnemu;
aKo cTe OpeMeHHa WIH KbPMHTE;
4KO NpHEMATE JIEKApCTRO(2) ¢ €HO WIH MOBEYe 0T €IHO OT CJICJHHTE AKTHBHH BELLIECTBA:
° HTPaKOHAa30/1, KeTOKOHA30J1, NO3AKOHA30J WK BOPHKOHA30M (M3MOMN3BAHH 34 JIEYEHHE Ha
re6uuHH HHpeKuuH);
o EPHTPOMHLIHH, KNaPHTPOMHLIMH HITH 're.nm‘pomuuuu (u3mon3pany 3a JeveHHe Ha
HH(EKLHH);
o HIV nporeasun HHXHOHTODH, KaTO HHAHHABMD, HENQHHABHP, PATOHABHP H CAKBUHABHD
(HIV nporeasnn unxuburops, vanon3sanu 3a jeyeHue Ha HIV uudekumn);

o GouenpeBHp KIH Tenanpesup (M3NON3BAHK 34 JieYeHHEe Ha HHQEKLHA, IPUUMHEHA OT BUPYCa
Ha xenatut C);

° Hedaz00H (M3N0I3BaH 38 JICUEHHE Ha AEnpecus);

o KoOHMLKCTAT;

o reMOHGPO3NN (M3NON3BAH 33 MOHIDKABAHE HA XONECTEPONa);

o LHKNOCTIOPHH (M3M0/I3BAH MPH MALKEHTH ¢ TPAHCIUIAHTALIMS Ha OpraK);

o AaHa3on (CHHTETHYEH XOPMOH, H3NON3BAH 34 JIEHEHHE Ha €HAOMETPHO3a - 3aGonsBsane, npu

KOETO MATOYHATA JIWTABHLIA NMPOPacTBa H3BLH MaTKaTa)
He npremaiite noseye o1 40 mg AKTaIMNKI, aKo NMpHEMATE IOMHTANHA (H3NOJ3BAH 33 JE¢4YeHHe Ha
TeKKH H PeIKH FeHETHYHH 3a00N4BaHNA, CBBP3aHH C XONECTEpPONa).

[TocweeTnaliTe ce ¢ Baug nekap, ako He cTe CHIYpHH, e Bawero nekapcteo € cpen
ropeus3opoeHuTe.

Ilpenynpexaenus B npena3HHa MEPKH
I'oBopere ¢ Bamus nexap win dapmauesT, npeaw 1a npuemMere AKTATHIHA.

Kaxerte Ha Bamus nekap:

. 3a.BCHYKH Baiuu 3abonaBaius, BITIOYHTEIHO aNepriy;

) 4KO NPHEMATE TOJMEMH KONHYUECTRA ANKOXOJ;

. aKO MMaTe HITH CTe HMAIH YepHoapoOHO 3a00ngBaHe, AKANHITHI MOXE 1,
Bac. :
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. axo Bu npencTon onepanus. Moxe Ja ce HANOX# fa CpeTe NPHEMa HA AKTATHNMA, TabneTKH
33 M3BECTHO BpeMe.
aKo CTe asHaTell, Thil KaTo MOke 12 Ba ce mpwioxku paznuyHa no3a;
aKo np¥eMaTe, WiH B MOCTEAHMTE 7 AHH CTe MPHEMAJTH WK BM e naneno aexapeTo, HapeueHo
dy3naoBa kicenuHa (H3NON3BaHA 3a ieueHHe Ha GaxTepuanna RHPEKIMA) Mpe3 YCTaTa Wi Moj
topmata Ha HipxkekUHH. KombGHHawmaTa oT dy3HA0Ba KMCENHEA M AKTaTHITKA MO3Ke J1a oBeae
JI0 CEPHO3HH MYCKyNnH# npobnemu (pabaoMuonH3a).

. aKO HMATE WIH CTe HMATH MHacTeHHA (3abonapaHe, KOETo ce NpoaBABa ¢ 06wa MycKynHa
cnabocT, B HAKOH CTyYaH BKTIOYBALIA H MYCKYJIMTE, KOHTO Y4acTBAT NPH AHIIAHETO), HiIH OYHa
MHacTeHHA (3abondapaHe, NPHYHHABALLO ¢1a0OCT HA OYHHA MYCKY.), Thil KATO CTATHHHTE
NOHAKOra MOTAT Aa BJOWIAT 3a00/ABAHETO HIH 12 AOBERAT JO NOABA HA MHACTEHHS (BXK.

TO4Ka 4).

Baurnar nexap Tpabsa na HasHAYH KpBBHH H3CICBAHHA MPEIH a 3aM0YHETE 1a [IPHEMATe
AKTaTHITH] ¥ aKO HMATE CHMITTOMH Ha YepHOAPOOHH npobiemMu, nokato npuemare Aktaninua. Toea
€ HeoOX0/IMMO, 3a 1a NpoBepH Kak HYHKUHOHHPE YepHUAT By apob.

BauusT niexap, Moxke chitio aa noucka ia By HanpaBH M3cneaBaHusA Ha KPBBTA, 33 [a NPOBEPH KaK
¢yHkuHoHHpa uepHAAT BH 1po6 cnen kato cTe 3anoyHanH aa npueMaTe AKTATHITHA.

JokaTo npremare ToBa JiekapcTBo BamusaT nexap we nmpocienssa sHMMaTenHo chcToAHHETO BH, ako
umate AuabeT WIKM PHCK OT N0ABa Ha AHabeT. AKO HMaTe BHCOKH CTOHHOCTH Ha 3aXap ¥ Ma3HHHH B
KPBBT4, aKO CTe ¢ HaJHOPMEHO TELJIO H MMaTe BHCOKO KPbBHO HasATaHe, Hali-BeposTHO npu Bac
CHLIECTBYBA NOBHLIEH PHCK OT pa3BHTHE Ha aHaGeT.

Kaxcere Ha Bamma nekap, ako uMaTe Texxku SenoapoGuu 3abonapanus.

Cebpxere ce Be3abapuo ¢ Bamnsg nexap, ako noryunte seobacanma Myckyana Goaka,
oToajuarocT Hian ¢cnaboct. ToBa ce uanara, Thil KATO B peAKH CayYan MycKyaHATE NpoGieMA
MOTAT A 6LAAT cepRO3EA, BKAIYATEAHO 18 HACTHIAT 6L6peYnn yBpeKAaHHA BCJICACTBHE HA
MYCKYJIHO PA3NAAAHE H B MHOTO PeAKH CTYNAH € Bb3MOXKHO A% HACTLIH CMBPT.

PHCKBT OT pasnanane Ha MyCKYNHTE € NO-BHCOK, 8KO NPHEMATE NO-BHCOKH 1034 CUMBACTATHH,
ocoGeHo n03a oT 80 mg. PHCKBT OT pasnanaHe Ha MyCKYJIHTE € NO-BMCOK CHLIO MPH ONpeieNeH
nauuenTy. Koncyntupaiite ce ¢ Bawus nexap, ako HAKOe OT clieIHHTE ce oTHAcH 3a Bac:

aKO KOHCYMHPATE IoJIeMH KOJIMYECTBA alIKOXO;

umate npobnemu ¢ 6s6peunTe;

HMaTe NpoONeMH ¢ LIMTOBHHATA ¥UTE34,;

Bue cte Ha BB3pacT Han 65 roguHy;

Bue ¢Te 0T )KeHCKH T0T;

aKo CTe MMaii MyCKy/JTHH TpobaeMH N0 BpeMe Ha JIeYEHHE C JIEKAPCTBE, KOUTO NOHKWKABAT
XONeCTeposnia, HAPEYEHH ,,CTATHHH WK $HOpaTH (IpYTH NeKapcTBa, NOHKDKABALIM
XoJnectepona);

. Bue nin Bawn 61u3kn HMaTe HaCIeACTBEHO MYCKYJIHO HapyLIEHHE.

HUndopmupaiire Batuna nexap win gapMmariest, ako HMaTe MyCKyJIHa cnabocT, KOSTO € IOCTOAHHA. 3a
JHAarHOCTHLIHPAHE W JIEYEHHE HA TOBA CHCTOAHHE MOXKE Ia ¢4 HeOOXOAMMH ACITHIHHTENHA
H3CJIEABAHUA M NEKAPCTBA.

Jdena u woHomH .
BezonacuocTTa M edukacHOCTTa Ha AKTanHNuA ca GWIH NPOYYBAHH MPH MOMYETA Ha BB,
17 ronMBn 4 pH MOMHYETA, KOHTO HMAT MEHCTPYaLWMs OT Hali-Manko eaHa roJiHHa (BX.
Jla npueMare AKTanunug®).

CHMBacTaTHH He IpoyHBaH npH Jeua A0 10-roauwna spapact. 3a noseye HHGopMaLHs,
Bawna nekap.
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JApyra nexapcTBa-H AKTRIHIN]

Hndopmupaiire Bains nexap unu dpapmanesT, ako npHeMaTe/M3noassaTe, HACKOpO CTe

NPHEMATH/H3NON3BATH WIH € Bb3MOXKHO ia NIPHEMETe/M3NON3BATE APYTH JIEKAPCTBA C HAKOE OT

CNI€IHHTE aKTHBHH BEILECTBA, Thi KATO IPHEMBT HA AKTANHITH/L C HAKOE OT CIIEAHHTE JIeKapeTBa

MOXe N1a IOBHLIH PHCKA OT MYCKYJIHH NpobneMH (HAKOH OT TAX Beve ca U3GpoeH: B ropHHA pasaern

»He npueMaiite Axranunun®).

. Ako TpaGBa Na npremaTe PyIRA0BA KHCENRAR NPe3 YCTATA 34 JiedeHHe Ha Gakrepaaana
uH{exnug, me TPA6RA BpeMeHHO A CIPETe yNOTPeOATA HA TOBA JNexapcTso. Bamust
Aexap me Ba kaxe xora e Gesonacno 1a BL306RoBHTe NpHemMa HA AkTannnua, [IpaeMbT
Ha AKTAJIEIHA ¢ $YIRAOBR KHCENHHA B PEAKE CYYAH MOXKe A8 A0Bede 10 MYCKY/HA
caa6ocT, oTRAAHATOCT i Goaka (pabaomMaoansa). BrkTe nobeue BRGOPMANES OTHOCHO
pabaoMHonB3aTa B TOUKA 4;

» LMKJIOCTIOPHE (M€CTO Ce H3MOA3BA MPH NALMEHTH C TPAHCIUIAHTALIMA HA OpTaHH);

. AaHa30/1 (CHHTETHYEH XOPMOH, KOHTO C€ H3II0/13B2 32 JICUEHHE Ha EHAOMETPHO3a, ChCTOSHHE
MPH KOETO JIMTABHLA HA MATKATa pacTe H3BbH MATKATa);

. JIEKApCTBA, ChABPXKAIIH AKTHEHH BELIECTBA, KATO HTPAKOHA301, KETOKOHA30/1, GayKoHaz0,
TO3AKOHA30/1 HIH BOPHKOHA30 (M3ION3BAHH 33 JIeYCHHE Ha HHGEKLMMN, NPHMHHEHH or
reOHUKH); '

. ¢ubpatH, ¢ aKTHBHM CHCTABKH, kaTo reMpuSposun, 6e3adnbpar (H3NON3BAHHA 32 HAMANABAHE
Ha Xonecrepona);

. €PHTPOMHLIMH, KIAPHTPOMHLHH, TENHTPOMHLIMH WIH y3H0Ba KHceHHa (H3NOM3BaHH 3a
neyeHune Ha HakTepHaNHH HHOEKLUH);

. HIV npotea3sn HHXHGHTOPH, KATO HHIHHABHD, HeA(HHABUD, PUTOHABHD W CAKBHHABHD
(u3mon3eanu 3a neuenne Ha HIV);
= Gouenperup, Tenanpesup, enGacBup WK rpasonpesup (aHTHBMPYCHH CPeACTBa, HAMON3BAHM 34

neyeHHe Ha xenatHT C BHpyCcHa HHpeKuA);

Heazo0H (H3MOMI3BaH 3a IEUEHHE Ha AenpecHs );

JIeKapCTBa C aKTHBHOTO BELLECTBO KOOHLIHCTAT;

AMHOJAPOH (M3MON3BaH 3a NEYECHHE HA HENPABKIICH CBPACHEH PHTHM);

Bepanamuil, JUITHAIEM HIH AMJTOAUNEH (M3NOM3BAHH 34 JIEUeHHE HA BUCOKO KPLBHO HANIATaHE,

Goliku B rEpAKTE, CBBP3AHH ChC CHPAEUHO 3a60MIABAHE WM APYTH CHPAESYHH CBCTORHMA);

. MOMHTAMNHA (M3[10/13B2H 32 NIEYEHHE HA TEXKK H PEIKH FeHETHYHH 3a60/19BaHHS, CRHPIAHH ¢
XoJecTrepona);

. ‘AanTOMHIMH (JIEKAPCTBO, M3MON3BAHO 32 JIEYEHHE HA YCIOKHEHH HH(EKLIHH Ha KOXAaTa H
KOXHHTE CTPYKTYPH H Gaxrepremus). BeposTHOCTTa 3an0sBa HA HeXENTAHH PEaKLIHH, 3acAraly
MYCKYIIHTE, MOXE a ObJie N0-BHCOKA, KOTATO TOBA JIEKapCTBO CE M3MOJI3Ba M0 BpEMe Ha
JIeYCHHE ChC CHMBACTATHH (Hamp, AKTanunuz). Bammst nekap moxe na pewms Aa cnpere
ApreMa Ha AKTaJTHITH] 38 H3BECTHO BPEME;

. KO/IXHUMH (H3MMOJI3BaH 38 JICHEHHE Ha TTOAArpa); '

. THKArpesop (aHTHTpOMGOTHUYHO JIEKAPCTBO); _

= pubownknkb (M3mon3Ra Ce 3a JIeUEHHE HA PaK Ha TbpPIATa);

» nanbounknub (M3non3Ba ce 3a JieUeHHe HA PaK Ha IbPATA).

ChLUo KakTo H 3a H36POSHHTe MO-rope fexkapcTsa, HHbopMHpaliTe Baruus JieKap WK (apMaLeBT ako
NPHEMATE WIIH HACKOPO CTe NPHEMAITH HAKAKBH APYTH NIEKAPCTBA, BKIIOYHTENHO H TAKHMBA KOMTO Ce&
oTiyckart 6e3 nexkapeko npeanucanue. [lo-cnewmanto, Tpabsa Aa ysesomuTe Bamus neteap, ako
NPHEMATE JIEKAPCTBA ¢ HAKOA OT CI€AHHTE AKTHBHH BELLECTBA:

. AICKApCTRA C AKTHBHH ChCTABKH, KOHTO NPeJOTBPATABAT 06pa3yBaHETO HA KPHBHH ChCHPELIH,
KaTo BapdapuH, GEeHNPOKYMOH HIH aUEHOKYMApon (aHTHKOAry/IaHTH);
. (peHOPHOPAT (CHLIO C& HINOI3BA 32 NOHHKABAHE HA XOIECTEPONa);
HHaLIMH (CBILO Ce M3NO/I3BA 32 IOHIDKABRHE HA XO/IECTEPONa); 4
*  pudaMOHUKHH (HINON3BAH 32 ieueHHe Ha TyGepKkynosa). / ,;5‘
Y -
oo
Bue 1ps6Ba cwio na HHpopmupate Beeku siekap, koiTo By npeamuicsa HOBo JleKapcTs :\ie
AxTanunun. PN 2 Ny
\\.\ ¢ \\“--.._ ------ -~ Q‘-/ff
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AKTAJHNE] ¢ XPAHA H HAIHTKH

CoxsT oT rpeéindpyT chABPKA €Ha WIM MOBEYE CHLCTABKH, KOMTO MOTAT J1a IPOMEHAT HauHHa, 10
KOHTO OpPraHH3Ma pasrpaxa HAKOM ICKAPCTBEHH NMPOAYKTH, BKIIOMHTENHO AKTAIHITHA,
KoHcymupanerto Ha cok ot rpeiindpyr Tpabsa na ce H3barea.

BpeMeHHOCT H KbpMeHe

He npuemaiite Axranunng, ako cre GpemeHHa, ONUTBaTe ce Aa 3a6PeMEHeeTe WIH CMATATE, e MOXKE
na cTe GpemenHa. Ako 3abpemeneere 1OKATO NpHeMaTe AKTa/HIIH, BeIHAra 'rpnﬁna la cnpere 1a ro
MpHEMaTe M AA YBEIOMHTE CBOA JICKyBalll Jiekap.

He npuemalite Axranunui, ako KbpMHTE, 3aLI10TO HE € H3BECTHO A/ IEKRPCTROTO NIPEMHHABA B
KbpMaTa.

ITocueeTraifre ce ¢ Bawma nexap win q;apmauea’r MpeaH Ja 3aTIOUHETE a IPHEMATE KAKBOTO H a €
JIeKapCTBO.

Illo¢pupase B paGora ¢ MamBHEM

He ce ouaksa AkTanunua na okax<e BJIHAHHE BEPXY cnocoGHOCTTa 38 wodupaHe M paboTa C MALIMHH.
Brnipexu ToBa TpabBa fa ce HMa ITPE/IBKA, e HAKOH XOpa NONMyyaBaT 3aMaiiBaHe Clen NpHEeM Ha
AxTanHnua.

AKTANHNE] CHALPKS JAAKTO3A
Axo Bawnst nexap By ¢ ka3an, 4e MMaTe HENMOHOCHMOCT KbM HAKOM 3aXapH, cm,pxce're e C Hero,
Npeay Ja MpHeMETe TO3H NEKAPCTREH NPOAYKT.

3. Kakaa npremMaTe AKTAJRIHA

Bawuat nekap wie onpefent noaxoadwara 3a Bac aoaupoeka, B 3aBucHMoct ot Bamwerto ceeTosHue,
Bameto Texyiuo nevenne v nHuHAS By pHckoB cTaTyc.

Buuaru npuemaiite ToBa JEKapcTBO TOUHO KakTo Bu e kasan Bawmsr nexap wiun dapmanesT. AKO He
CTe CHFYPHH B HELLO, nonuTaiTe Bamus nexap wiv gapmauesr.

Hokaro npuemate AKTanunHA TpaGBa Ja Cria3paTe HeTa 3a NOHUKABAHE HA XONECTEPOIA.

Jo3upoBka:
[TpenopbumTenHara nosa e 5 mg, 10 mg, 20 mg, 40 mg unu 80 mg CHMBACTATHH BEIHRK JHEBHO,
nipe3 ycTarta.

Bu3pacTHn:

Obuualinara Hauanna no3a e 10 mg, 20 mg WM B HAKOH cayyau 40 mg aAHeBHO. Bauius nexap moxe
Aa KOpHMrupa nosara Bu cnea He no-maiko ot 4 ceamuuy ao MakcuMym 80 mg nHesHo. He
npaemaiite nopede ot 80 mg anesno.

Bawns nekap Moxe na npeamnyiie no-HHCKH 03H, 0COBEHO aKO NPHEMaTe ONPENENEHH IEKAPCTBEHH
NPOAYKTH, H3OPOEHH NO-TOPE WIH HMATE onpeeneHH OEOpeyYHH ChCTOAHHA.

Hos3ata ot 80 mg ce npenopb4Ba camMo NpH BB3PAaCTHH NALHEHTH C MHOIO BHCOKH HHBA HA
XONIECTEPONT H ¢ BUCOK PHCK OT CbpICYHH 3a00N4BaHHA, IPH KOUTO HE €A JIOCTHTHAJIH LiEREBHTe
CTOHHOCTH Ha XONecTepona NpH ynoTpeda Ha NO-HHCKH JO3H.

¥Ynorpela npn geua B WHOMH

3a nena (Ha Be3pact 10-17 rogunn) npenopy4MTENHATA HAUAIHA 034 € 10 mg JHEBHO,
Makcumannara npenoprsunTenHa noza e 40 mg AHEBHO.
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HauuH Ha mpunoxeHue:
IIpuemaiire Axranunua seuep. Mosxkere 1a ro npuemare csc win G6e3 xpana. Ilpoasmxkere na
npuemare AKTanHNKA fokato Bawmnst nekap He Bu kaxe na cnpete.

Axo Bainuar nexap Bu e npeamican AKTanHnua 3aeaHo ¢ Apyro JeKapeTBo 3a MOHHKABaHe Ha
XONeCTepona, CLABPKALLD CEKBECTPAHT HA MThYHATA KHCEeNHHa TpAGBa na npueMare AKTanunug,
noHe 2 4aca NpeaH WiH 4 yaca cJie] NPWIATAHETO HA CEKBECTPAHTA Ha ATHUHATA KHCENMHA,

AKo cTe IpHeJH NoBeue OT HEOGXOANMATA 1038 AKTATHNNA
. MOJIsL, CBBEPXKETE ce ¢ Bamus nexap win dapmanesr.

AKO CTe NPOMYCHAIH N3 NpHEMeTe AKTANRIAL
. He B3eMaiiTe ABOIHA 1034, 34 1a KOMIIEHCHpaTe MponycHaTaTa Tabnetka. [Ipocto npuemere
npeanucaHara A03a AKTATMITHA B 00HYaiHOTO BpeMe Ha CleBallks JeH.

AKO cTe cpe/iH NpAeMa HA AKTATHNHA
. yBenomere Baiuns nexap unH ¢papMaLeBT, Thi KaTo xonecteporsT Bu Moxke Ja ce NOBHIIK
OTHOBO.

AKO MMATe HAKAKBH JOITBJIHHTENHH BBIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBA JIeKapCTBO, NOMMTAINTE
Bawns nexap unn ¢papmauesT.

4. BuIMOKHE HeXKETAHH PeAKIHH

KakTo BCHUKH NexapcTBa, TOBa IEKAPCTBO MOXKE 1A TIPEANIBHKA HEXENAHN PEAKIIHH, BLIPEKH Ye He
BCEKH I'H MOTy4aBa.

CnenHuTe TEpMUHH Ce H3MONI3BAT, 3a /1a CE OMNHILE KOMIKO YECTO ¢a ChOOMABAHHN HEMXENAHH PEaKIHH:
. Penku (Morar aa 3acernar ao 1 Ha 1000 qyun).

. MHoro peaxs (Morar na 3acerHar a0 | Ha 10 000 aywn).

. C HeHsBecTHa YecTOTa (OT HATTHYHHTE AAHHH He MOXe Ja 6bJe HanpaBeHa oLeHKa).

CrobiaBa ce 3a clleAHUTE PEOKH HEXENIAHH PEaKLMH:

TpabGsa 1a cnpeTe nprema Ha JeKapeTBOTO RE3abaBHO H A2 chobmuTe na Bamus Jexap RJH Ja
OTHAETE B CHIEWIHOTO OTAC/ICHEE HA Hal-61HIKOTO GOJHHYHO 3ABeACHRE, B CJOY9al e
HabalonaBaTe HAKOA OT C/IEAHATE HeXKe/IAHH NEKRPCTREHH PEAKIHE:

. MYCKYJIHH GOJIKH, OTHAAHANOCT, cnabocT WiK KpaMITH, CKBCBAHe Ha MycKya (MHOro peaku). B
PeKH Cllyqam Te3u MYCKYJHH npoliieMH Morar fa 6baT CepHO3HH, BKIKOUMTEAHO pasnajaHe
Ha Myckynute (pabaoMuonmsa), koeTo 8ok 10 GBOPEYHH YBpPEKIAHHA; B MHOTO PEAKH CydaH
MOX€E A8 HACTBIH CMBPT, :
. PEAKLUHH Ha CBPBLXYYBCTBHTEITHOCT (AN€prHiHM PEaKkiiMi), KOHTO ¢a:
® TMOAYBAaHE Ha JIHLETO, €3UKA H ILPAOTO, KOHTO MOraT Na MPHYMHAT 3aTPYAHEHO JHIIaHE
(aHrHOexEM),
® CHJIHH MYCKyJHH GonkH oOHkHOBEHO B 06/1acTTa Ha paMeHeTe M Tasa (peBMaTH4Ha
NOJIAMHAJITHA),
00puB che crabocT Ha KpalHHLMTE H MYCKYJIHTE Ha BpaTa,
00pHEB, KOHTO MOXe /1a CE MOSBH N0 KOXKATa WM A3BU B yCTaTa (IMXSHOHIHH JIEKApCTBEHH
o6pHBH) (MHOTO peaKH),
60/ka HIH BB3NANEHHE HA CTABHTE,
BB3NAJICHHE Ha KPLEOHOCHHTE CHAOBE (BaCKYJHT),
HeoOu4alHK CHHIHH, KOXHH OOPHBH H NMOAYBaHE (AePMATOMUOSHT), yPTHKAP
YYBCTBHTENHOCT Ha KOXKATA KbM CIBHLIETO, BUCOKA TEMIEPATYpa, 3a4YepEsABaH
HEIOCTHT Ha BB3AYX (3adyX) H HepasnoJioKeHHe,
nynycononobua xapTHHa Ha 3abonapaHe (BKIIOUMTEIHO OGPUE, CTABHH HAPY
BL3/ICHCTBHE BLPXY KPBBHHMTE KIIETKH),
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. BH3NATIEHHE HA YePHHA Apob C HAKOH OT CIENHUTE CHMITTOMH: NOXKBITABAHE Ha KOMKATA M
O4HTE, CbPOEK, THMHO OLBETABAHE HA YDPHHATA HITH CBET/IO OLBETEHH HINMPAXKHEHHA, YYBCTBO
Ha ymopa i cnaboct, 3ary6a Ha aneTHT; daransa u HedaTaiHa yepHoApoGHa
HEAOCTATBYHOCT {MHOTO PAAKO),

. BB3NAJICHHE Ha [TaHKpeaca (YeCTO CLIPOBOJCHA CbC CHIHA Gonka B Kopema).

Crnennure HexenaHH peakumnH ca cboOIIABAHA MHOTO PAAKO:

. TEKKA aNepruvHa peakiiis, KOATO IPHYHHARA 3aTPYAHEHHE B JHINAHETO WIH 3aMaiiBaHe
(aHadrnakcus),

. THHEKOMACTH: (YToNeMABAHE HA MbPAMTE MPH MBXKeE).

Cneanure HexeNaHN peakLHM CHINO ¢a CHOOIMABAHH PANKO:

. HHCBK Opoii Ha HepBeHHTE KPbBHH KJIETKH (aHeMH3),

CKOBAHOCT WIH c1abOCT B pBLETE M KpaKara,

rnasoboive, ycelllaHe 3a H3TPBIHAJIOCT, 3aMastHOCT,

3aMBITIEHO 3pEHHE, YBPEXKIAHE HA 3PEHHETO,

'XPAHOCMHJIATENHH pascTpoiicTea (6onka B KOpeMa, 3anek, NOAYBaHE Ha KOPEMA OT rasoRe,
JIOUWIO XpAHOCMUIAHE, AHAPHA, TaleHe, IOBPBIHAHE),

obpHB, cupbex, Koconan,

cnabocr,

3aTPYAHEHO 3aCMIMBaHE {MHOTO PRAKO),

orcnabsaHe Ha nameTTa (MHOTO PAJIKO), 3ary6a Ha mameTTa, OGBLPKAHOCT.

CrobLaBay ca CHIMO CNEHHTE HEXENAHH PEaKLMH, HO YECTOTATA HE MOXE J1a CE ONPEE/IH OT
HATMYHHTE NaHHM:
. €PEKTHWIHa AUCYHKLIMA,
. aenpecus,
. Bh3najieHue Ha Genure Apo6ose, PUUHHABAILO NPOBGIEMH ¢ AMIIAHETO, BKTIOYHTETHO yIopHTa
KalUIALA H/WIH 3a0yX WIH BUCOKA TEMIEPATYpA,;
npo6emMu ChC CyXOMWIHATA, NOHAKOra YCIOKHEHH OT CKBCBAHE HA CYXOXKHIHETO,
MYCKYJIHa ¢1a60CT, KOATO € MOCTOAHHA.
MHACTEHHA rpaBHc (3abonsBane, NPUUHHABAILC o6LIA MYCKYHa CabocT, B HAKOH CJTyuaH
BKJTKOUBALLA H MYCKYJIHTE, KOUTO Y4aCTBaT PH JAHLIAHETO).
. 04HA MHACTCHHA (3a60NABaHE, NPHYHHABALIO CIAGOCT HA OYHUA MYCKYT).
Fosopere ¢ Bamns nexap, ako H3nuTBare ¢1abocT B phLETE MK KPAKATA, KOATO CE BIIOLIABA Cllef]
NEPHOAH Ha AKTHBHOCT, HMATE JBOWHO BHKAAHE WIH YBHCBAHE HA KJIENA4YHTe, 3aTPYAHEHO
NperabllaHe WiK 3aayX.

Hexenanu peakue ¢bo61UIABAHH NPH HAKOH CTATHHH:

. HapyUICHHA Ha ChHA, BITIOYHTENIHO KOLIMApH,
. CEKCYaHU 3aTpyaHEHHS,
. Aunaber. [10-BepoATHO € na ce HaGmoNaBa, aKo HMaTe BUCOKH CTORHOCTH HA 3aXap W Ma3HWUHH B

KPBBTa, aKO CTe ¢ HAZHOPMEHO TEITIO B MMATE BHCOKO KPBBHO HAIATAHE. Bammrr nekap e Bu
Habnioaaea [OKaTo NpUEMATe TOBa 1EKAPCTEO.

Jlabopamopru pesyamamu ,
Habntonasano e ysenuueHHe B HAKOH KPbBHH 110Ka3aTENH Ha YepHOApobHaTa PyHKLMA K
MYCKYJIHHTE €H3HMH (KpeaTHHKHHAa3a),

ChofmaBafe HA HeXKeIAHH PEAKIHE

AKO NoyuHTe HAKAKBH HEXEIIAHH JIEKAPCTBEHH Peaklinu, yBeoMeTe Bawina ekap win &g % *‘ P"l
ToBa BIUIOYBA BCHYKH BE3MOKHH HEOITHCAHH B TA3H JIMCTOBKA HEMXEAHH peakiliH. Moxefe
CHLOGILHTE HeXeNaHH PeaKUHH IHPEKTHO Hpes M3mb/IHHTe NHa are L TIo JIeKapeTBaTa,
I'pyes” Ne 8, 1303 Codpua, Ten.: 02 8903417, yebeaiir: www.bda.bg. Karo chobiasare
PeakLiiy, MOXETE Aa JaNeTe CBOSA MPHHOC 33 MOTy4aBaHe Ha NoBeue HHPOPMaLIHA OTHOC
Be3onacHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak Ja chbxpaHaBaTe AKTANBOHI
Ja ce cpxpaHaBa Ha MACTO, HEAOCTBIHO 33 L.

He u3nonapaliTe ToBa NeKapeTBO CleA CPOKA Ha FOAHOCT, OTOENsA3aH BLPXY ONakoBKata cnen ,,oneH
10:”. CpoKbT Ha FORHOCT OTTOBAPA Ha MOC/AERHHA €H OT NOCOYEHHUS Mecel].

Ja ce cexpanasa nog 30°C.
Jla ce cpXpaHsABa B OpUrHHANHATA ONaKOBKA, 34 A4 C€ NPEANAa3H OT CBETNHHA H Rara.

Cnen mbpeo otsapane Ha HDPE onakoskara 3a Tabnetkn: {a ce chxpaussa nog 25°C 4 na ce
H3II0J13BA 10 6 Mecela.

He u3xsnpnsiite nekapcrsarta B KAHANH3ALMATA WIH B KOHTEHHEpa 38 AOMALIHK OTNafbUH.
Tonwraiire Bamus ¢apmaueBT kak Ja W3XBBPIATE NEKAPCTBATA, KOHTO Beye He H3nonspate. Ten
MEpPKH 1€ CTIOMOrHAT 34 Olla3BAHE HA OKOJIHATA Cpena.

6. Coappxande 53 ONAKOBKATA B AONBIAHATENHA HHpOPMANEA

KakBo cbabpxka AKTaJIHIHA -
- AKTHBHOTO BElIECTBO € CHMBAcCTaTHH. Besaka guinmMupana Tabnerka chanpxa 10 mg, 20 mg nam
40 mg CUMBACTATHH.

- JIpyrHTe CBCTaBKH ca.
Anpo Ha Tabnerkara: naxTo3a Mouoxu.upaT MHMKPOKpHCTaHa uemyno3a (E460);
NpeXeNaTHHH3HPaHO uapesiiHo HHiecte 1500; Gyruaxuapokcuanuzon (E320); ackopbutosa
kncenuna (E 300); mamonena xucenuta (E330); kononaen, GeasoaeH CHAMLMED AHOKCHA
(E551); Tank (E553b); marnesuesr creapat (E470b).
®unmoso nokprTHe: XHnpoMenosa (E464); yepsen sxenesen oxeun (E172); xbirT xeneseH
okcun (E172); tpuetrno umtpar (E1505); THranon AHOKCHA (E171); Tanx (E553b); noBuaoH
K-30.

Kak marnexas AKTRIHIEA H KAKBO ChAbDKS ONAKOBKATA

Axramunua 10 mg e oBanHa, ABOHHOM3ITbKHANA, GUIMMPaHa TabNeTka ¢ LBAT Ha NPAcKOBY, C
JenuTenHa 4epTa oT €AHaTa CTpaHa.

Axranunua 20 mg e cnemoxaq)ana, OBaTHA, NBOAHOM3NBbKHANA, puiMHpaHa TabneTKa, ¢ JeNHTeNHA
YepTa OT elHaTa CTpaHa.

Axranuniua 40 mg e ueprerHokadapa, OBATHA, IBOHHOH3TEKHANA, dvnmupaHa TaGnetka, ¢ neJHTENHA
4epTa OT e/{HATA CTpaHa. ‘

TaGnetkure Morat na Guaat pasaencHu Ha [Be PABHM JO3H MO JENHTETHATA YePTa.
TaGneTxkuTe ca onakoBaHH B OIMCTEPH B KAPTOHEHA KYTHA WIH ONaKoBka 3a TaGnerku or HDPE.
Onaxosxu:

Baucrepu: .
Axktanunua 10 mg dnnmupann rabnerkn: 10, 20, 28, 30, 50, 60, 98 u 100 Tabnerkn

Axranunuz 20 mg punmupann Tabnerka: 10, 20, 28, 30, 50, 60, 98 1 100 TabneTkn
Axramanua 40 mg dunmupanu Tabnerka: 10, 20, 28, 30, 50, 60, 98 1 100 TabneTku
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Onakoska 3a TabneTku:

Axtanunna 10 mg ¢unmupanu tabnerku: 100, 250 u 500 Tabnerku
Axramunua 20 mg prnmupann Tabaerku: 100, 250 u 500 Tabnerxn
Axranunua 40 mg punmupann tabaerku: 100 1 250 TabneTkn

He Bcuuku BHROBE ONAKOBKH MOTaT Aa GbAAT IyCHATH Ha nasapa.

IpATexaTes Ha paipemeHHeTo 32 ynorpeba
TevaB.V.

Swensweg 5

2031 GA Haarlem

Hupepnanaus

Ilpom3BoauTen
bankandapma-dynuuoa AJl
yn. CaMOKOBCKO moce 3
2600 lynuuua

Brarapns

To3n nexapcTBer NpoayKT € pa3pemen 3a ynorpeba B AbpaasaTe wienka Ha EUII nox
c/IeHHTE HMEHa:

ABcTpus Simvastatin Actavis 20/40 mg Filmtabletten
brirapus Axranunua 10/20/40 mg dbunmupany tabnerksu
Hcnanaus Simvastatin Actavis

[Tonma Simcovas

JlaTa Ha moCJIeRHO Mpepasriexaane Ha JHCTOBKATA — 03/2026
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