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JIncroBKa 3a MAINHCHTA

CumBacratun AL 10 mg, puimupann Tab/1€TKH ;A’ 3.?0 L 4 ~09- ZUZE

Simvastatin AL 10 mg, film-coated tablets

CUMBACTATHH (Simvastatin)

IlpoyereTe BHHMATE/JHO UAJIATA JIHCTOBKA, NPe/aH A 3all04YHeTe /1a IpHeMaTe TOBA JIEKAPCTBO, Thil
KaTo T CbAbp/Ka BaxkHa 3a Bac undopmanus.
— 3anasere Ta3u JUCTOBKA. Moske /1a ce HalloXKK aa g NMpoYeTeTe OTHOBO.
— AKO uMaTe HAKaKBH JONMBbIHUTE/IHU BLIIPOCH, MONMKTanTe Baluus nekap wiu papmauesnT.
— loBa sniekapcTBO € npeanucaHo AM4HO Ha Bac. He ro npeorcrenBakte Ha apyru xopa. To moxe na
UM HaBpeI1M, HE3aBMCHUMO OT TOBA, Y€ MPHU3HALIMTE HA TAXHOTO 3a00JIsiBaHe ca chlUTe KaTo Baure.
— AKO HSKOSI OT HEXKEJIAHUTE JIEKAPCTBEHH peakllMU CTaHE CEPUO3HA, WK 3a0e/IeKHUTe APYIH.,
HEOTMUCAaHH B Ta3H JIMCTOBKA HEXKEJIAaHW peakLuH1, Mo yBejoMeTe Baluus jiekap wiu papmauesr.
ToBa BKJIHOYBA U BCHYKHM Bb3MOXKHU HEXKEJIAHU peakLiMK, HEOTTMCAaHU B Ta3u JIMCTOBKA. BHiKTe TOUKa
4.

B Ta3m aucroBkKa:

KakBo npeacrapnsBa CumpacrtatudH AL 10 1 3a kKakBO ce U3M0/3Ba
KakBo TpsOBa na 3naere npeau aa npuemere Cumacratud AL 10
Kak na npuemare CumBactatud AL 10

Bb3MOKHHM HEXEJTaHU peaKLUK

Kak na cwxpanspare CumBactatud AL 10

CohabprkaHue Ha OMaKoBKaTa W JOMbJIHUTEIHA HH(OpMaLIMS

ol G o< ol

1. KakBo npeacrasiasiBa CumBacraTtun AL 10 1 3a kakBO ce H3mo0J13Ba

CumBactatud AJl cbabpia akTUBHOTO BeECTBO cMMBAcTaTUH. CMMBACTATHH € JIEKapCTBO 3a NMOHWKaBaHe
HUBaTa Ha o0LMs XoJiecTepol, ,Jowus” xonecrepos (LDL xonecTepos) U MacTHHU BELLIECTBA B KPbBTA,
HapeyeHH Tpuriavuepuad. OcseH ToBa CumBactaTuH AJl noBuinaBa HUBaTa Ha ,,100pus’ xonecrepoia (HDL
xoJiecrepoli). CumBactatud AJl npuHaaiexu KbM rpyna JeKkapcTBEHH MPOAYKTH, HApEYE€HH CTATHHH.

XO0JecTepoNbT € €IHO OT HAKOJKOTO MAacCTHHM BELUEeCTBA, OTKPUTH B KpbBOOOpauieHueTo. Bawmusar ol
xoJsiecTepoJt € uarpazeH rnasHo ot LDL w HDL xonecrepoan.

LDL xonecTeposbT 4ECTO € HapUUaH ,.JIOLI XOJIECTEPOJI, ThH KATO TOH MOXKE Jla C€ HATPYIBa 10 CTEHUTE Ha
Bawure aprepun, oOpasyBaiiku ninaku. Hakpas ToBa HaTpyrnBaHe Ha IJlaka MOJKe 11a JI0Be/le /10 CTeCHsBaHe
Ha aprepuuTe. ToBa cTecHsIBaHE MOXKe J1a 3a0aBy WK OJIOKMpa KPbBHUSA MMOTOK KbM KU3HEHOBAXKHHU OpraHu
KaTo CbpUETO U MO3bKa. ToBa OJIOKMpaHe Ha KPLBHUA MOTOK MOXKE J1a 0BE/IE 10 ChbPACUYEH yaap HUIIH
HUHCYJIT.

HDL xonecreponbsT 4ecTo € Hapu4aH ,.100bp" X0JiecTepoi, Thbi KaTo TOH BB3MPENnITCTBAa HATPYINBAHETO HAa
JIOLLIMS XOJIECTEPOJI B apTEePUHUTE U Mpejina3Ba OT CbpaeyHo 3aboisiBaHe.

Tpurnuuepuaure ca apyra popma Ha Ma3HUHHU B KpbBTa Bu, kOMTO MOXKe 1a noBuiuaT Ba
OT CbpJACUYHO 3a00JBaHE.

Bue tpsabBa na Obaere noaoKEHU Ha XOJEeCTEpOI-MOHMUIKAaBalla AMeTa, J0KaTO MpUue




CHMBACTAaTHH C€ W3MNO0JI3Ba KATO ACITBIHHTENHO CpCcaCTBO KBHM Bamara XOJICCTCPOA-IIOHKIKABA LA NUCTa,
KOraTo HMarTe:

MOBULLEHO HUBO Ha XOJIECTEPON B KpBBTa BH (MbpBUYHA XHNEPXONECTEPONEMHA) HIH YBETHUEHH
HHUBA HA MAa3HHHH B KpbBTa By (cMeceHa XUNEPIUIMAEM U );

HacJIeACTBEHO 3a00aBaHe (IEYeHUE HA XOMO3HIroTHAa JaMHJIHa XUNEPXOIECTEPOSIEMHMS ), KOETO
yBEJIMUABA HUBATA Ha XoJiecTepona B KpbBTa Bu). Bue MoxeTe cBIIO Taka Aa npHeMare Jpyro

JIEUCHHE;
Hexemuuna Gonect Ha ¢bpueto (MbC) wnu cre ¢ Bucok puck 3a UbC (Tbit kaTo umare pnader,

aHaMHE3a 3a UACYJT WA Apyro 3adonsBaHe Ha KPbBOHOCHHWTE CbaoBe). CuMBacTaTtHH AJl MOxe na
VOBRLKA XKUBOTA Bu upe3 MOHWKABaHE Ha pPHCKA OT CBLPACYHH 3a00N9BaHHd, HE3aBHCHUMO OT
KOJIMYECTBOTO HA XOJIECTEPO B KpbBTa BH.

[Ipy noBeveTO XOpa, NpH HAIHYME HA BUCOK XONECTEPON HE C€ MOABABAT BEJHAra ChbOTBETHHTE
CUMNTOMHM. BalIMAT Jiekap MOXXE€ Aa U3MEPH KONUYECTBOTO Ha XoJiecTepon B KpbBTa Bu upes
obukHoBeH KpbeBeH TecT. [loceumiapante penosHo Bawus jgekap. Ilpocneassaiite HMBOTO Ha
XOJlecTeposaa ¢ U obchkaaliTe ¢ Baluus nekap noayueHuTe pe3yaTaTH.

2. Kakro Tpa®Ba xa 3naete npean aa npuemere Cnmpactatan AL 10

He npuemaiime Cumeacmamun AL 10:

aKO CTE AJIEPrUuYHH (CBPbXYYBCTBUTE/IHH) KbM aKTMBHOTO BEUICCTBO WM KbM HAKOE OT TTOMOLLHHUTE
BEUIECTBA HA TOBa JIEKApCcTBO (BXK. T. 6. ,,CbAbp)KaHHE HA ONAKOBKATA M AOMBIHUTEIIHA
HHpOpMaLIuA™);
aKkQ B MOMEHTa UMaTe npobieMu ¢ yepHusa Apod;
aKo cTe OpeMeHHa WIIH KbPMHTE (BHXK T. BpEMEHHOCT U KbpPMEHE);
aKo MpUEMATE JIEKAPCTBA C €QHO WIH NOBeYE OT €HO OT CJIEAHUTE aKTHBHH BElIlECTBA:
O WUTPAKOHA30/, KETOKOH&30J1, TO3aKOHA30/1 WM BOPUKOHA30/1 (M3M0A3BaHH 3a
JAeYyeHHUE HA rbOMYHHM MHPEKLIAN ),
O EPUTPOMULMH, KIAPUTPOMHLIMH WIH TETUTPOMULIMH (MU3MON3BAHM 3a JICYEHHUE HA
UHQEKLIUK);

o HIV-nporea3zny uHXuOUTOPY KaTO MHAMHABHP, HENDHHABHP, PUTOHABHP H
cakeuHaBup (HIV nporeaznuTe HHXHOUTOPH ce u3non3sar 3a neuyeHue Ha HIV
HH(EKLHN);

OouenpesrUp UITH TENAIpEBHp (M3MOI3BAHU 3a eueHUe Ha xenaTuT C BUpYCHa
UHpEKLHA);

Heda3040H (M3NOI3BAH 34 ICYECHHUE Ha Aenpecus);

KOOULIUCTAT,

reMpubpo3na (M3noN3BaH 3a MOHHXKABAHE HA XoJlecTepona);

LHKAOCTIOPHH (M3M0A3BaH YECTO MNPH NallHeHTH ¢ OpraHHa TPaHCIUIaHTaLUA );
JaHa30J1 (CHHTETHUYEH XOPMOH, W3MOJN3BaH 32 JIEYeHHEe HA EHAOMETPHO3],
CBCTOSHHE TIPH KOETO ThKaH OT BbTPELUHATA OOBHBKA HA MATKAaTa pacTe H3BBH
MATKAaTa);

aKO NPUEMATe WIH CTE€ MPHEMANH npe3 nociegHute 7 AHH JeKapcTBO, HapeueHo ¢y3uaoBa
KHCeNnHHa (NekapcTBo 3a DaKkTepHaiHa HH(EKLHA), NePOPATHO WK HHXeKLHoHHO. KoMOHHauuaTa
oT $y3ugoBa kKuceniHa 1 CHAMBacCTaTHH MOXE Ja JOBEAE A0 CEPHO3HU MYCKYJIHH NMpoOieMu
(pabaoMHoOIH3A).
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He npuemaiite noseyve ot 40 mg Cumeactatir AL, ako npuemare foMutanua (M3NoN3BaH 3a JIeYeHHe Ha
CEPHO3HO U PAAKO T€HETHUHO CHCTOSAHUE, CBBP3AHO ¢ BHCOK XOAECCTEPOI).

IIpeaynpexxaeHHA H NpeANa3ZHH MEePKH
Yeenomere Bauus nekap:




- 3a BCHYKK Batiy 32paBocioBHH NpoOieMH, BKITHOUYUTENHO aNepriu;

- B CNyYai, 4ye KOHCYMUPATE roJieMH KOJUUYECTBA anKOXO/;

- aKO UMaTe HJIM c¢Te uManu uyepHoapodHO 3abonsapaHe. CHMBacTaTuH AL MoXe Oa He € noaxoadul 3a
Bac;

- ako Bu npeacrov onepauma. Moxe 1a ce Hanoxu aa cnpere npueMa Ha CuMmeacratid AL 3a kpaTko
BpEME;

- aKO HMaTe WM cTe MMaiyM MHacTeHHs (3abonsBaHe, KOETO ce MpoABsABa ¢ 00la MyCKyJIHa ¢1adocCT, B
HAKOH CAYYaH BKIIOYBALLA U MYCKYJIUTE, KOUTO YYAaCcTBAT MPW AUINAHETO), WIH OYHA MHACTEHHS
(zabongapaHe, NMpUUHUHABALLIO CNAabOCT HA OYHHA MYCKYN), TbH KaTo CTATHHUTE MOHAKOra Morar Ja
BiOIIAT 3a00SBaHETO WM Aa OOBEAAT A0 NMOABA Ha MHACTEHHS (BXK. Touka 4);

- aKo CTe aszuartell, Thid KaTo 3a Bac Moxe Ja € noaxoadua paznuyHa ao3a.

Baumat nexap tpabepa ga By Hanpasu KpbBEH TECT Mpeay Aa 3ano4yHeTe npueMa Ha CumsacTaTHH AL M ako
HUMaTe HAKAKBH CUMIITOMH Ha 4epHOApoOHHU npobneMu, aokaTo npuemare CumBactaTtul AL. Topa e
HeoOX0AHUMO, 3a a ce BUOH KONKO Oo0pe PyHKUHMOHHpa YepHUAT Bu npob.

BamuaT siekap Moxe CbLIO Ja noucka Aa By HanpaBy KPbBHHU TECTORE, 38 Aa MPOBEPH KOJIKO A00pe
pyHKLUHOHHpA YepHUAT By apod, cnen kato cre 3anousany npuema Ha CumBacTaTHH AL.

Axo umarte 1uabeT WK CTe ¢ PHCK 3a pa3BMTHE Ha aualeT, Baiuuar nekap we npociaeasBa CTPHKTHO
CBHCTOAHUETO By, 1oKaTO NpueMaTe TOBa NEKAPCTBO. AKO HMATE BUCOKH HUBA Ha 3aXapH H Ma3HUHH B
KpbBTa, aKO CTE C HAAHOPMEHO TEIJIO WIIM HMATE BUCOKO KPBBHO HajlsAraHe, Haik-seposatHo Bue cre ¢ pHck 3a
pa3zsuTHe Ha auaber.

YeenoMere Baluusa nekap, ako HMaTe Texko benogpobHo 3adonapane.

He3abaBHo ce cebpxere ¢ Bamusa nekap, B cay4ail ye nouyBcTBaTe HeoOSICHHMAa MYCKYJHA §oJiKka,
00J1€3HEHOCT HIH cjabocr. Tosa e neoOxoanmo, 3aI0TO B peAKH CIAYyHaH, MYCKYJHHTEe npob/ieMH
MOraT Aa ObLAAT CEPHO3HH, BKJKHYHTEJIHO CBLP3ZHH C MYCKYJeH pa3najg, Boaelt A0 OnOpeuHo
YBpeXKIAaHe H MHOIO PS2KO CMBPT.

PycKBT OT MyCKYJIEH pa3naz € Mo-rojigM fnpH NauHeHTH, npueMaiuy Cumsacratud AL B mo-BHCOKH 103,
ocobeno B n03a 80 mg. PUCKBT OT MYCKyJIeH pa3naj Chllo € MO-BUCOK NPH ONpeIesieH! NaLHeHTH.
["'oropeTe ¢ Bauling Jiekap, ako HIKO€ OT CIEAHUTE Ce OTHacH 3a Bac:

- KOHCYMHpATE FOIIEMH KOJIMYECTBA al1KOXOJ;

- umate npodaeMu ¢ Hvbpeuure;

- UmMare NpodneMy ¢ LIMTOBUAHATA XKII€3a;

- Bue cte Ha B»3pacT 65 roaMHY UK NO-BH3PACTEH;

- Bue cTe xeHa,

- HAKOra CcTe HMa/U NpoblieMH ¢ MYCKYJIMTE [PH JIEYEHUE C XONECTEpOJ NMOHWXKABALlH JieKapcTBa
HapeueHH ,,CTATHHH " WINA GUOpaTH;

Bue unu 61u3KkH uieHoBE Ha CeMEHCTBOTO BH MMaTe HacleACTBEHH MYCKYNTHUY HApyLUICHUSA.

Couo Taka uHpopmupaiite Baluns nexap unu dapmMaLeBT, akO UMaTe MYCKyHa ¢abocT, KOATO €
noctosHHa. Moxe 1a € HeoOX0AHMO MPOBEKIAHETO HA AONBIHUTEIIHMA H3CAEIBAHHA H NpUeM Ha
NOMBbJIHWTENHHU JIEKApPCTBa 32 JUArHOCTHKA U JIEYEHUE Ha TOBA CbCTOSIHHE.

Mena u 1oHOIIH
bezonacHocTTa n eprkacHocTTa Ha CuMBacTatil AJl e Ouna npoyueHa npu MoMueTa Ha BB3pacT oT 10 ao

17 roaHy U Npyu MOMHYETA, KOUTO Ca 3anoyHalli Ja UMaT MEHCTpYalLHs [MOHE OT €1HA roJuHa ( BHXKTE
Todka 3. Kak na npuemare CumpacratvH AJl). Ynorpebara Ha CumBactatuH AJl He ¢
Jeua Ha sb3pact noa 10 roauuu. I'oBopere ¢ Bauins nekap 3a JOMbAHUTENHA HH]G

Apyrn gekapersa H CumBacrarun AJl:
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Mons undopmupaiite Bamusg nekap, ako fipHeMaTe,HaCKOpoO cTe MPHEMaNH HIH € BB3MOXHO Aa NIPHEMETE
APYTH JIEKapCTBa C HAKOE OT CJIIEAHUTE aKTHBHH BelllecTBa. EQHOBpeMeHHUAT npHeM Ha CuMmBactatuH AJl
3a€IHO C HAKOH OT CJIEAHUTE JIEKApCTBAa MOXKE [1a IOBEAE A0 YBE/IMYABaHE Ha PHCKA OT NPOOJIEMH C
MYCKYJIHTE (HAKOH OT TAX ca Beue u30poeHu B Touka ,,He npuemaiite Cumpactatun AJI%).

- AKO ce HA/Tara Ja npuemare nepopajno ¢y3suaosa KHCeJJHHA 34 JIeMCHHE HA faKTepHalna

nHpeknus, Bne Tpabsa BpemenHo Aa cmpere ynorpefaTra Ha TOBa JEeKapCTBO.
Bamnar nexap me Br kaxe kora e 0e3onacHo a2 3aN04YHETE OTHOBO JIEYEHHE ChC
CumpactaThn AJL Hpuem va CumBactaTia AJl ¢ pyza0Ba KRCEJINHA MOXKE PALKO
Aa JgoBene A0 MYCKyJHa c¢jaaboct, OosesHeHocer namr Ooaxa (padaommogan3a). 3a
AONMBJIHHTEIBA HAGOPMAaLHA OTHOCHO PadJOMHOIH3A BHXTE TOUKA 4.

- LMKNOCNOPHH (M3N0I3BaH MNpPH NALMEHTH C OpraHHa TPaHCN1aHTaLHA);

- JaHa30n (XOpMOH, HarpaBeH MO H3KYCTBEH HAUWH W M3NOJI3BAH 3a JICYEHHE HAa EHAOMETPHO34,
CBbCTOAHHE, NMPH KOETO THKAH OT BbTpellHaTa OOBYMBKA Ha MaTKaTa pacTe W3BHH MaTKaTa),

- JIEKapcTBa, KOWUTO CBIBPXKAT WTPAKOHA30/ WIM KETOKOHa30/, (NyKoHa3o0l, MO3aKOoHA30,
BOPHKOHA30M (IeKapcTBa U3NON3BaHA NPpU r'bOHUKH);

- ¢unbpaty, cpabpxay remudposun u 6ezadubpar (H3noN3BaHKH 3a HAMANABAHE HAa HUBATA HA
X0JIECTEPONIA);

- €pPHTPOMHLMH, KIaPHTPOMHUMH WIH TENUTPOMHULIMH (3a TeueHHUe Ha GaKkTepuaiHH HHPEKIHH);

- HIV mnporeazHn UHXHOMTOpPH KaKBHTO Ca HHAWHABHP, HEA(QUHABUD, PUTOHABHP M CAKBUHABMP
(iekapcTea, u3non3pady npu nedenue Ha CIIMH);

- AHTHMBHpYCHHM CpeAcTBa 3a JedeHue Ha xenaTuT C kato OouenpeBup WAM TenanpeBUp, endacBHp
HJIH rpa3onpeByp (M3NOa3BaHU 32 ieueHue Ha XenaTuT C BUpYCHa HH(EKLHA);

- He(a30a0H (M3N0/3BaH 3a JIEYEHHE HA AeMpecHs );

- NIeKapCTBa ¢ aKTHBHO BELIECTBO KOOULIMCTAT;

- aMMoAapoOH (M3MON3BaH 3a NIeYeHHe Ha PATBMHU HapyllUeHHus ),

- BepanaMHi, JWITHA3E€M HWIH aMJIOJMIHH (M3MON3BaHH 32 NIEYEHHE HAa BHCOKO KPBBHO HANATaHe,
CTEHOKapaus, CBbp3aHa CbC ChPAEYHO 3a00NABaHE UMM APYrH ChCTOAHHSA, CBbP3aHH ChC CHPACUHH
3abosiABaHuA);

- JIoOMHTAnuz (M3N0J13BaH 3a JIeYEHHWE Ha CEPHO3HO U PAAKO MEHETHYHO ChCTOSHHE, CBBP3aHO € BHCOK
Xoaecrepon);

- JanTOMHUMH (JIEKApCTBO, Y3NOA3BAHO 32 JIEYCHHE HA YCIIOXKHEHH HH(EKLMH HA KOXKaTa H KOXKHUTE
CTPYKTYPH, H Oakrepremus). BeposTHOCTTA 3a HEXENaHW peakUHH, 3acsaralld MyCKYJHTE, MOXKE Aa
ObAe no-BUCOKa, KOraTo TOBa JEKapCTBO CE€ MPHUEMa 110 BpEME Ha JIeYeHHEe ChC CHMBACTATHH (Harp.
Cusactatun AJl). Bawmar nekap moxe aa peuwn aa cnpere CumBactatin AJl 3a U3BeCTHO Bpeme;

- KOJXMUMH (MU3MOJI3BaH 3a JICUeHHe Ha nojarpa);

- TUKarpenop (aHTHarperaTHO CpeacTBO);

- pubouunknub (M3N0a3Ba CE 3a eYeHHUE HA paK HA rbpaara);

- nanbounknHd (U3MOI3Ba CE 3a JJIeUCHHE HA PaK Ha I'bpIaTa).

YeenoMmere Bawmsg siekap uau papMaLeBT, KaKTO 3a BCHUKH JieKapeTBa, N30pOeHH no-rope, Taka u 3a
BCAKAKBH JPYTH JIEKAPCTBA, KOUTO MpUEMATE HIIM CTE NPHUEMAId, BIUTFOUHTEHO H TAKHABA, OTITYCKaHH Oe3
peuenta. MnpopMupalite Baiuung nexap ocobeHO ako npuemMare NeKapeTBa, ChABPKALIY HAKOM OT CIIEAHHTE
AKTHBHH BELIECTBA:

- JIEKapCTBa C AKTHBHO BELIECTBO, KOETO APEAOTBpaTABa 00pa3yBaHETO HaA KPbBHH ChCHPELIH/TPOMOH

KaTo BapdapuH, GEHNPOKYMOH WK aleHOKYMapoa(aHTHKOArylaHTH);

- ¢eHopudOpar (cbLIO HANON3BAH 32 NOHHXKABAHE HA XONECTEPOJIA B KPBHBTA);

- HHAUMH (CBHLUO U3MOA3BAH 3a NOHW)XaBaHE Ha XONECTepona);

- pudaMnuuMH (M3N0J3BaH 3a JieueHHe Ha TyOepKyJio3a).

Coi0 TaKa, YBCIOMCTC Baius JICKap aKkO NMMpUueMaTc HHalMH HJIH JICKAPCTBA, ChAbpPiKa
KHUTacLl.

[Ipuem Ha CumpactaTuH AL 10 ¢ xpaHa ¥ HANKUTKY




COKbBT OT rpeindpyT cChbAbpKa €AHa WIM MOBEYE ChCTABKH, KOUTO MOBJIUABAT €(PEKTA HA HAKOH JIEeKapCTBa
kato CumBacTtaTuH AJl. KoHcyMaumsaTa Ha cok OT rpedndpyT TpadBa na ce u3dbArea.

bpeMeHHOCT

Bue ne TpabBa aa npuemare Cumpactatud AL 10 ako cte OHpemMeHHa, onuTBare ce Ja 3abpeMeHeeTe WM
MHUCIIMTE, Y€ MOXKe Ja cTe OpeMeHHa. Ako 3abpeMeHeeTe no BpeMe Ha neueHue ¢be CumsactaTuH AL 10,
CIIpeTe BeJHara rpiema Ha ToBa JIEKapcTBO U He3abaBHO ce KOHCYNTHpaiiTe ¢ Baiuus nekap.

KbpMeHe
He npuemaiite CuMmBacTaTHH AJl, akOo KbPMHUTE, ThbH KAaTO He CE€ 3Hae JallM JIEKAPCTBOTO MPEMUHABA B
kppMaTa. [lonuraite Baiuvs nekap wny papmMaleBT 3a ChBET NpeaH yitoTpedaTa Ha KOETO U Aa € IEKapCTBO.

LHlodupane u pabora ¢ MalIyHH
He ce ouakea CumBacratua AJl na noenusge cnocodnoctra Bu 3a wodupane wnu padbora ¢ mamuHu. Bee
nak obauve TpsaOBa da ce B3eMe NOA BHYMaHHE, Y€ MNPHU HAKOM XOpa HacThIBA 3aMaiBaHe clej NpHEM Ha

CumpacTtatul AJl.

CumBactaTtui AL 10 cbabpxa JaxkTo3a (MJIeYHA 3aXxap).
Ako Bawmusar nexap Bu e Ka3a, ue UMaTe HEMOHOCUMOCT KbM HAKOM 3aXapH, CBBPIKETE CE C
Hero, Npeau Aa NpUeMeTe TO3MU NEKapCTBEH IIPOIYKT.

3. Kak aa npuemare CumBacratun AL 10

BauinAT nekap wie onpeacny noaxoasiara 3a Bac nosa, B 3aBucuMocT ot 3abonsBadeTo By, HacToguoTo
JeyeHue U Bawms puck.

Bunarn npnemai?i're TOBa JICKApPCTBO TOYHO KAKTO € YKA3aHO OT JICKYBALl Ui Bn JCKap. [locuBeTBaliTe ce ¢
Bauius JCKAp HJIH cbapmaueﬂ'r, dKO HC CTC CUI'YPHH B HCLLO. Bue Tpﬂﬁﬂa Aa Clla3BaTc Ha XOonCCcTepon-
MOoHKWXKapamaTa gucrta no BpemMe Ha JICUCHHCTO C TOBA JICKAPCTBO.

Jo3upoBka:
[IpenopbuuTenHaTa no3a € cumBactatdd 5 mg, 10 mg, 20 mg, 40 mg unn 80 mg BegHBXK AHEBHO Tipes3

yCTaTa.

Bb3pacTHH

ObuuaiinaTa Hayanka ao3a € 10 mg, 20 mg unn B HAkOH ciyuaun ao 40 mg aHeBHO. BaumsaT nekap Moxe Ja
xopurupa Bawara no3a Hali-paHo crnell 4 ceqMHLIM A0 MakcuMainHa no3a ot 80 mg nHesHo. He mpuemaiite
noseue oT 80 mg anesHo.

Bamusar nekap nie By npeanviue no-HUMCKka 4032 CHMBACTATHH, OCOOEHO aKO NMPHEMATE U JPYTH JE€KapCTBa,
W30pOEHH NO-rope HWIK UMate HAKaKeH npobnemu ¢ 6vdpeuuTe.

Hozata ot 80 mg AHeBHO cMMBacTaTHH wWie BY ObAE npeanucaHa ¢amo B Ciy4ail ye HUBaTa Ha XOJECTEPOI
MpyU BaC ¢a C MHOTO BUCOKHM CTOHHOCTH M UMa PHUCK OT Pa3BUTHUE HA CBPACHHO-CHAOBO 3abosiABaHe, Npu
KOETO TEpaneBTHYHATA LeJ 3a NOHHKABAHE Ha XO0JIECTEPOJIa HE € MOCTHIHATA ¢ NMO-HUCKH J03H.

Ynorpeba npu Aeua U IOHOLIY

3a geua (or 10 po 17 roauHm), npenoppunTenHara, obuuakina HavyanHa noza e 10 w
MaxkcumaniHaTa npenopbudTenda no3a e 40 mg AHEBHO.




HauuH Ha NPUIOKEHHUE:
[Ipuemaiite CumBactatun AL Beuep. MoxkeTe [a npveMare JIEKAPCTBOTO C¢be MNK Oe3 xpaHa. [lpuemaiite

CumBacTaruR AL, nokaro Bawnsar nekap e Bu kaxe na ro cnpere.

Axo BatuusT nekap Bu e npeanucan Cumeactatid AL 3aenHO ¢ APYro IEKapCcTBO 3a NMOHMXKABAHE HA
XONECTEPOa, ChABPKALO HAKAKBE CEKBECTPAHT Ha MITHLYHUTE KHCENWHHU, Bue TpabBa na npuemare
CumBactatud AL Hal-Manko 2 yaca npeau WK 4 4aca cliell NpremMa Ha CeKBECTPAHTA Ha HTbYHHTE
KHCETUHA.

AKO cTe npHeaH noBeve oT HeoOXxoaumara n103a CumBactaTun AL 10
® MOJIA CBBpKETE ce ¢ Balluus nekap unu dapmaLesT.

AKoO cTe nponycHaau aa npuemere CamBactarud AL 10
e He p3emaiite nsoiiHa no3a, 3a Aa koMMeHcupare nporycHarata Tabnerka. [Ipocto Blemere
obuuaiiHoTo kKonuuecTBO CuMBactaTHH AJl kato npoawmxuTe oOWyalHaTa Ha3zHaveHa CXeMa Ha
JICYEHUE HA CleABallUA OCH.

Ako cTe cnpean npuema aa CumBacraran AL 10
e [opopere ¢ Baums nekap unu dapmaueBT, ThiH KaTo BaliugTr xonectepon MoO)ke OTHOBO Ja ce
MNOBULLHA.

AKO »Mare HAKAKBH AONBIHUTENHH BBINPOCH OTHOCHO ynorpedaTa Ha TOBa JieKapcTBO, nonuraiite Bamus
JeKap Win (papMaLIeBT.

4. Bb3MOXHH HeXEe/TAHH PeaKIHH

Kakro BcHukH nekapcTBa, CumBacTaTtHH AL 10 Moxke a npeau3BUKa HEXETAHW PEaKLIMKM, BBLIIPEKH, YE HE
BCCKH ' MONy4aRa.
CneaHuTe TEPMHHH Ca W3NOJ3BaHM 3a ONHMCAHHWE HA MECTOTATA HA JOKIAJBAHWTE HEXCEJIAaHU peaKLIHM:

e Peaku (Moxe fa 3acerHar 0 | va | 000 gywmm);

e MHoro penku (Moxe na zacerHat oo | Ha 10 000 oymwu);
¢ ( HeuspBecTHa 4ecTOTA (OT HATMUHHUTE JaHHHW He MOXe Ja Obje HanpaBreHa OLICHKaA).

AKO HACTBHIH HAKOA OT TE€3H CEPHO3HH HEKEJAHH PeaKlmHH, CIpere NpHeMa HA JIEKADCTBOTO H
He3abaBHo ce cBLpkeTe ¢ Bamusg aexkap UM oTHAeTe B CHCIIHHSA KAOHHET HA HaH-0H3KaTa DoIHHIA.
Crolinenn ca CIeIHHTE PeIKH CEPHO3HH HEKETAHH PEaKIHH:

e MycCKyJiHa Donka, bonesHeHocT, cnaboct unKn Kpamnu. B MHOro peaku ciiyvyau Te3m MYCKYAHH
npobnemMH Morat aa 6baaT cepuo3HH, BKITIOUBALIM MYCKYAEH pa3mnaj Boaeul A0 6pOpeyHo
YBpPEXJIAHE; U MHOTO PALKO MOXE 13 HACTBIMHA CMBPT

® PEaKLUNUTE Ha CBPBXUYBCTBHUTEIHOCT (AIEPrHYHU PeakLiiy) BKITIOYBAT:

O TNOAYBaHe Ha JIMLETO, €3MKa U I'bPJI0TO, KOETO MOXKE [a [PHYKHH 3aTPYAHEHO JAHLIAaHE
(aHTHOEOEM);
CHJIHA MYCKyNHa Oonka oOMKHOBEHO B rbpda U XbJIOOKA;
0oOpHB cbC cnabocT B kpaHHUMTE M MYCKYJIMTE Ha BpaTa;
OOJIKa MK Bb3NATIEHUE HA CTABUTE (PEBMATHYHA MNOJUMUAIITUR);
BBL3MAICHUE Ha KPBBOHOCHHUTE CbAOBE (BACKYJIMT);
HeobHualiHO MOCHHABAaHEe, KOKHW OOPHBH UM NoAYyBaHe (IepMaTg
KOMPUBHA TPeCKa, NOBHILIEHA YYBCTBUTENHOCT HA KOXATA KbM £
3aUEpPBABAHE;
3aJyX (AMCITHEA) H HEPA3MOIOKEHHE;
aynyc noaobeH CHHAPOM ( BKJIIOYBALL OOPUB, CTABHH CMYLLE
KJIETKH );

o O 0 O O O

o O



® BB3NAJECHHE HA YEPHHSA Apo0 CBC CNEAHUTE CUMNTOMH: MOXKBJITABAHE HA KOXKATA U OUMTE,
chpOexk, TbBMHO OLIBETEHa YPUHA WIH CBETIIH U3MpaXKHEHHUA, HYBCTRO Ha yMopa WM ¢iabocr,
3aryba Ha aneTuT, YepHOApoOHA HEAOCTATBLYHOCT (MHOFO PAAKO);

® BB3NANCHHE Ha NAHKpEaca 4€CTO ChC CHITHA KOpEMHA bonka.

Cbo0UIeHU Ca CNEAHUTE MHOT0 PEAKH CEPHO3HH HEKENEHU PEAKLINU:

® CEepHO3HA AIEPrUyHa peakUHsa, KOATO MOXKe [a NPUYMHHK 3aTPYAHEeHO AWLIAHE WIH 3aMasHOCT

(aHadHnakcug);
e 00pHB, KOWTO MOXE 1a c€ MOSBY MO KOXKATA UK PaHU B ycTaTa (JTUXEHOMIHM JIEKAPCTBEHU
epYTLHH);

¢ MYCKYJIHa pynrypa;
® T'MHEKOMACTHA (YrofieMABAHE HA MbPAMTE MPH MBXKE).

CneaHHUTE HEeXENTaHW peakLiMK CbhLo ¢a ChodIaBaHy paako (Moxe na 3acerHar Ao 1 Ha 1000 naumenTa):

o HaManeH OpoH YepBeHH KPbBHH KIIETKH (AHEMHA);
. M3TPBIIBAHE MK CNA0OCT B pbLETE U KPaKara;
* rnaso0osIMe, HyBCTBO Ha U3TPBIIBAHE, BUEHE HA CBAT;
¢ 3aMBIJIEHO BUXKIAHE, HAPYLIIEHO 3PEHUE;
. XpaHOCMHUJIATEIHH cMYLIEHUs (D0JIKa B KOpeMa, 3anek, ChOMpaHe Ha rasoBe, A10LUO
XpaHOCMUNAaHe, IWapus, rageHe, NOBPbIUAHE);
¢ KOCOMNaj, HaJUrHaT YepBeH OOpUB, MOHAKOTA € NE3UH (EPHTEMA MYNITHROPME);OTNAIHATIOCT.

CneasuTre HeXKelaHM pPeakUMu Cblo ca C¢boOlleHM MHoro psako (Moxe na 3acerHat go ! Ha 10 000
MMaLHeHTH):

® CMYIUEHHS B CbHSA (MHOTO PAIKO);

e oTtcnabBaHe Ha naMeTTa, 3aryda Ha namerra, OObpPKBaHE,

CrneaHATe HEXKENTaHHW pPeaKLMH ChILO ¢a CbOOLUEHH, HO YeCcToTaTa He MoXKe Ja Oblie oLeHeHa OT HAJIHYHHUTE
NAHHH (C HEU3BECTHA YECTOTA):

. epEKTUIHA ANCHDYHKLIMSA;
. AETpecUs;
° Bb3najicHue Ha Gennte ApoOOBe, NPUYMHABRALIO JUXATENHH NpobaeMH, BKNIOYHTENHO

NnEpCHCTHPallla Kalllltila W/ WK 3alyXx HJIH TpeCKa,
HpOﬁHEMH ChC CYXOMKHUAUATA, NMTOHAKOTa YCJI0OXKHCHH € pa3zKbCBaHC HA CYXOXKWIHUETO,

. MHacTeHHs rpaBuc (3abonseaHe, NpUUMHABALIO 0011a MYCKYJIHA CJ1ab0CT, B HAKOK Clyvau
BKJTIOUBALIA U MYCKYJIUTE, KOUTO Y4acTBAT NPH OUILIAHETO);
. O4Ha MHacteHus (3abonaBane, NPUUHHABALIO cJIADOCT HA OUHHA MYCKYJ).

[N'oBopete ¢ Bauusa nekap, ako H3anureare ¢abocT B phlieTe WK KPAKATa, KOATO C€ BIIOLIABa CJie] NEPHOLH
Ha aKTHRHOCT, UMaTe IBOHHO BHXKJAHE WJIM YBHCBAHE HA KJI€NAUNTE, 3aTPYAHEHO MpPEribliiaHe WM 3a0yX.

JonbAHUTENHO ca ChOOLEHH BB3MOXKHU HEXKENAHHM PEAKLMH NMPH HAKOM CTATHHU,
® HApPYUICHUS B CbHA, BKJIKOYKTEIHO KOLWMapH, HapylIeHa CEKCYalTHA PYHKUHSA;
e 1uader. Tosa € NO-BEPOATHO, AKO UMATE BUCOKH HHBA HA 3axapy ¥ MasHHHM B KPBBTA, aKO CTE C
HaIHOPMEHO TErno ¥ UMATe BUCOKO KPbBHO HajsiraHe. BaluusaT jiekap e npocneasasa CbCTOSHUETO
Bu, moxaTto npueMare ToBa N€KapcTBo;
¢ MYCKynHa Doska, 60n€3HeHOCT MM ¢1abOoCT, KOSTO € MOCTOSHHA M MOXKE 11a HE
cnvpaHe Ha CuMBacTtaTHH AL (¢ HEH3BECTHA YECTOTa).

Hicneosanusn
HabnronaBanHy ca nOBHILEHH CTOMHOCTH Ha HAKOH KPBLBHHM TECTOBE 3a UepHOApPOO
€H3UMH (KpeaTHH KHHa3a).




Chobmabsane HA HeXKeIABH PEAKIIHH

AKO NONy4YHTE HAKAKBH HEXKEJIAHU JIEKAPCTBEHU peakLMY, yseaoMeTte Bamna nexap unu ¢apmanest. ToBa
BKJIIOYBA BCHYKH BB3MOXKHH HEOIMHCAHH B Ta3H JIMCTOBKA HEXENaHHW peakuru. Moxere ¢oio ga ¢croOumITe
HexXeJlaHH peaklH JUPEeKTHO upes:

H3nbaHuTeNHa areHuMs no jexapcTBaTa

ya. ,,Jdamsas ['pye” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

KaTo cpobiaBare HexxenaHHu peaklWyi, MOXETE 1a AaACTe CBOA MPHUHOC 3a MNOJyYaBaHe Ha MoBeye
WH(popMaLHsa OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

3. Kak na cexpansgsare Campacraran AL 10

Ha ce cprxpaHsaBa Ha MACTO HEAOCTBIHO 32 Aela.
To3u nekapcTBEH NMPOAYKT HE W3UCKBA CNIELIMAIHN YCIOBHS Ha ChXPaHeHHE.

He wznomn3saite TOBA JIEKapCTBO CNEL CPOKa Ha FOJHOCT, OTOENA3aH BbPXY KapTOHEHaTa onakoBka. CpoOKBT
Ha NOAHOCT OTroBaps Ha NMOCAEeAHHUA JeH OT MOCOYCHHUA MECeL,

He u3XBBbpidiTe NEKaApCTBATA B KaHAIM3AaLMUATA WIM B KOHTEHHepa 3a AoMailiu otrnaabud. [lonuraiite
Bawing dapmaunesT kak 1a M3XBBPJIATE JIEKAPCTBATA, KOWTO Beue He U3MON3BaTe. T€3H MEPKH 1€ CIIOMOTHAT
33 ONAa3BaHE HAa OKOJIHATA Cpeaa.

6. C'bIl'bpﬂEﬂHHE HA ONAKOBKATA H JONBLJHHATE/IHA Hlllpﬂpﬂr‘lﬂllllﬂ

Kakso coabppxa CumBacraTun AL 10
AKTHBHOTO BELIECTBO € CUMBACTaTHH.
Bceaka puwiMHpaHa Tabnerka cpabpxka 10 mg cuMBacTaTHH.

IloMolHN BeniecTBA:
Hapo na rabnerkara:

JlakTo3a, MMKPOKpHCTAllHA UENnynosa, fnpexenaTHHUIWpaHO LAPEBHYHO HHULIECTE, OYTHIAXHAPOKCHAHU3ON
(E320), Maruesunes creapar, TAIK,

O6s8uBKa Ha TabJeTKaTA:
XHUIAPOKCHUMPONMUILENYJIO3a, XUITPOMET03a, TANIK, TUTaHOB AHOokcHa (E171).

Kax nmarnexaa CumsactaTu AL 10 ¥ KaKBO ¢bALPXA HEroBATA OMAKOBKA

benu, npoowsnrosary, ABOAHO U3MbKHAIH QUIMHPAHH TabNeTKH, ¢ ASUTENIHA YepTa OT €AHATA CTpaHa M
H3NbKHaI0 penedHo o3HaveHue ,,.SVT“ u ,, 10,

Cumeacrarul AL 10 ce oTrmycka B onakoBkH OT 110 30 u 50 ¢punmupasu tabneTKu.

IIpuTekaTe Ha pa3pemeHHETo 3a ynorpeda:
ALIUD® PHARMA GmbH
Gottlieb-Daimler-Str. 19,

89150 Laichingen,

I"epManus

IIpouzBoauTeNN:

Hemopharm GmbH
Theodor-Heuss-Strasse 52

61118 Bad Vilbel




['epmaHunsa

Jdara Ha nocyIeAHO npepasrexjane HA JHCTOBKATA:
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