JIMCTOBKA 32 nanMeHTa
\.?
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CUMBACTaTHH
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Simvastatin AL 20 mg, film-coated tablets
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Ilpoyerere BHUMATEHO HAJIATA JIHCTOBKA, NPe/IH 1A 3alI0YHETE 1A NIPpHeMAaTe TOBA JIEKAPCTBO,
ThH KAaTO TS ChAbPKA BaxkHa 3a Bac nndopmanus.

— 3anasere Ta3u JUCTOBKA. MOe /1a ce HaJI0KH J1a s IPoYeTeTe OTHORO.

— AKO UMaTe HAKAaKBH JOITbJIHUTE/IHU BBIIPOCH, nornuraite Bawus sekap uau ¢papmaLesr.

— Tosa niekapcTBO € npeanucaHo JIMYHO Ha Bac. He ro npeorcrbnBaiTe Ha apyru xopa. To Moxe
Jla UM HaBpeau, HE3aBUCUMO OT TOBA, Y€ MPU3HALMUTE HA TAXHOTO 3a00JIBaHE Ca CHUIUTE KATO
Bamure.

— AKO HAKOS OT HEXKEJIAHUTE JICKAPCTBEHHU PEaKLIMK CTaHE CEepPUO3HA, WK 3a0eNeXuTe ApyrH,
HEOIMMCAHU B Ta3H JIMCTOBKA HEXKEJIaHU peakLMUK, MOJis yBeaoMeTe Bauius gekap uiu
dapmauent. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHHU HEXKEJTAHHW peaKlMH, HEOMMCAHHU B Ta3H
nucroBka. Bukre Touka 4.

B Ta3u JiHcTOBKA:

Kakso npejacrasnsasa CumBacratud AL 20 1 3a kakBO ce U3nos3sa
KakBo TpsibBa 1a 3Haere npeau na npuemere Cumpacratud AL 20
Kak na npuemare CumBacratuH AL 20

Bb3M0OKHU HEXKeNaHU peaKiiuu

Kak na cexpansiate CumBactatud AL 20

CbabprKaHUe Ha ONAKOBKATA U JOMbJAHUTE/IHA HH(pOpMALIMS

PR B O Tk e

1. KakBo npeacrasasisa CumBacratun AL 20 1 3a KakBO ce H3110/13Ba

CumBactatud AJl cbabpiKa akTHBHOTO BeLIECTBO cMMBacTaTUH. CHMBACTATHH € JIEKapCcTBO 3a
MOHW)KaBaHe HUBATa Ha oOLMs XoJecTepoll, ,Jowmus” xonecrepos (LDL xonecrepos) u MmacTHH
BELLIECTBA B KPbBTA, HapeYeHHu Tpuriauuepuau. OcseH ToBa CumBactatud AJl noBuinaBa HUBaTa Ha
,»100pusa” xonecrepos (HDL xonecrepos). CumBactatid AJl npuHaiiiexku KbM rpyrna JieKkapcTBeHH

MPOAYKTH, HAPEUYEHHU CTATHUHH.
XO0NECTEPONIBT € €JHO OT HAKOJKOTO MAaCTHH BELIIECTBA, OTKPUTH B KpbBOoOOpauieHueTo. Bawusat ol
xoJiectepoJi € usrpajaeH rinasHo or LDL v HDL xonectepon.

LDL xonectepoyibT 4ECTO € Hapu4aH ,,Jol" X0JIeCTEePOI1, ThbH KaTO TOHM MOJKE J1a C€ HATPYIBa 110
creHuTe Ha Bailuure aprepuu, oOpaszyBarku ruiakv. Hakpas ToBa HatpyrnBaHe Ha rnjiaka Moe Ja
JIOBE/IE 110 CTECHSBaHEe Ha apTepuuTe. ToBa cTecHABaHe MOXe J1a 3a0aBu WK OJIOKHpa KPbBHMSA MOTOK
KbM KM3HEHOBAXKHU OPraHu KaTo CbpLETO U MO3bKa. ToBa OJloOKMpaHe Ha KpbBHUA MOTOK MOJKE /1a
JIOBE/1E /10 ChPACYEH Y1ap WJIH UHCYIIT.

HDL xonecteponsT 4ecTo € HapuyaH ,,100bp" X0aecTeposl, Thbid KaTto TOW Bb3NpensTcTRa
HAaTPYNBAHETO Ha JIOLINS XOJECTEPOJ1 B ApTEPUMUTE M TPEAra3Ba OT Cbpae4HO 3a00isiBaHe.

Tpurnuuepuaure ca apyra ¢opMa Ha Ma3HUHHM B KpbBTa BHU, KOUTO MOXe 1a nouiuar Bawus puck
OT CbpAeYHO 3a00J19BaHE.

Bue TpsbBa na ObaeTe nouioKeHH Ha X0JecTeposi-NoHMKaBallla MeTa, 10KaTo rnpueMare ToBa
JIeKapcTRBO.

CuMBACTaTUH Ce U3MOJI3Ba KaTo JOITBJIHUTEJTHO CPEJAICTBO KbM Bainara XOJICCTCED
JUECTA, KOratTo UMaTe:



— TMOBHIIEHO HABO HA XOJIECTEPOJ B KpbBTa BH (ITbpBHYHA XHIIEPXOJIECTEPONEMHSR ) HIH
YBEIHYEHH HABA HA MAa3HHHH B KpbBTa BH (CMeceHa xunepannunaemMus);

— HacneAacTBeHo 3abonsaBaHe (JieueHne Ha XOMO3UIOTHA (paMIITHA XHIIEPXOJIECTEPOIIEMHA ),
KOETO YBEe/IMUapa HUBATA Ha XOJeCTepolia B KphBTa Bu). BHe MOXKeTe ChIIO Taka Ja NpHeMarTe
APYTro ICUCHHE;
— HcxemHuHa fonect Ha cppueto (MBC) nnu cre ¢ Bucok puck 3a UBC (Thif kaTo MMate
AuadeT, aHaMHE3a 3a MHCYAT WIH Apyro 3aboniBaHe Ha KPbBOHOCHHTE ChIOBe). CUMBACTATHH
AJl MmoxXe aa yObs/bKH )KUBOTa BH upe3 noHWwxkaBaHe Ha PUCKA OT ChbpAEUYHH 3a00N9BaHuS,
HE3aBUCHMO OT KOJIHYECTBOTO Ha XONECTEpPOI B KpbBTA BH.
[Ipy nioBeyeTo xXopa, MPH HAJIHYHE Ha BUCOK XONIECTEPOI HE CE NMOABABAT BEAHAra ChOTBETHHTE
CMMITTOMH. BaumuaT nexap Moxke a U3MEpH KOTHYECTBOTO Ha XOJIECTEPON B KpLBTa By upes
obuxHOBEH KpbBeH TecT. [locewmanaiite peqosHo Bawmma nekap. [Tpocnenssaitre HHBOTO Ha
xonecrepona cH U obcuxnaiire ¢ Bamna nekap nosryuyeHUTe pe3yaTaTH.

2, Kaxso TpsOBa na 353aere npean aa npaemere CamBacraTre AL 20

He npuemaiime Cumeacmamun AL 20:

— aKoO CTe aleprudyHu (CBPBLXYYBCTBHTE/IHHM) KbM &KTHBHOTO BEIECTBO MHJIH KBbM HAKOE OT
NOMOINHHUTE BELIECTBA HAa TOBa JieKapcTBO (BXK. T. 6. ,,ChAnpKAHHE HA ONAKOBKATA H
AOMbJIHHTENHA HHpopMaUuns™);

— aKo B MOMEHTa HMare npodieMH ¢ yepaus Ipo0;

—  axo cTe OpeMeHHa WK KbpMHTE (BHXK T. BpeMEHHOCT M KbpMeHE),

—  aKO0 MpPREMATE JIEKapCTBa C €HO WK MOBeYe OT €IHO OT CJICIHHTE AKTHBHH BellleCTRa:

O HWTPaKOHA30J, KETOKOHA30MN, N03aKOHAa30/1 WIM BOPUKOHA30N (M3MON3BAHM 33 JICUeHHE

Ha rEOUUHH HHPEKIMK);
O CPHUTPOMHLMH, KIAPHTPOMHLMH WIH TENMTPOMHMLMH (H3NON3BAHH 3a JIeYcHHE Ha
UHPEKLNH);

o HIV-nporeasHH HHXMOMTOPH KATO WHAWHABHD, HeI(UHABHP, PHTOHABHP H
cakBuHapup (HIV nporeasHHTe WHXUOUTOpH ce M3MON3BAT 3a JeueHue Ha HIV
HH(peKIHH);

OouenpeBHp WIX TeJalpeBudp (M3MON3BaHH 3a JieyeHue Ha XxenaTHT C BHpycHa
HHQEKIIHA),

Heda30A0H (M3MOJI3BAH 32 JIEYCHUE HA JENpPecHs);

kobHLHUcTAaT;

rem¢pubpo3ui (H3NO3BAH 32 MOHIKABAHE HA XOJIECTEpOIA);

LUMKAOCIIOPUH (M3MOJ3BaH YECTO NPH NALHEHTH ¢ OPraHHa TPAHCIUIAHTALIHA);

RaHa3on (CHHTETHYEH XOPMOH, H3MOA3BaH 3a ACYCHHE HA CHAOMETPHO3a, CHCTOAHHE
NpH KOETO ThKAH OT BhTpeIIHATa OOBMBKA Ha MATKATa pacTe U3BbH MaTKaTa).

—  aKo NpUEeMAaTe UAH CTe MpUEMATH Mpe3 NocleAHMTe 7 AHH JeKapCTBO, HapedeHo ¢y3HaoBa
KHCeJIMHa (JieKkapcTBO 3a OakrepuanHa WHQeKuMa), IepopanHO HWIH HHXEKLHOHHO.
Kombunauuara or ¢ysuaopa kucenuHa W CHMBAcCTaTMH MOXe [a JOBede A0 CEPHO3HH

MYCKYJIHH npobnemu (pabaoMuonwusa).

O

O O QC O ¢

He npuemaitre noseue ot 40 mg CuMmsacratiH AL, ako npueMare TOMHTANHK (M3MOA3BAH 34 JISUCHHE
Ha CEPHUO3HO M PAIKO FeHETUYHO CHCTOSHHE, CBBP3aHO C BUCOK XOJIECTEPOII).

AKO He CcTe CUTYPHH aaau Bawuar fnekapcTBeH MPOAYKT € ¢pen HsbpoeHure, nonutadire Bammsa
fieKap.

peaynpexaenss B NpeANa3HHE MEPKH

YeenoMere Baums nekap:

- 3a BcHukd Bamm 3apaBocnopHd nmpobneMu, BIJIIOYHTENHO aJlEPriH;
- B C/Ty4ai, Y€ KOHCYMHpATE roJIEMH KOJIHYECTBa aJIKOXOJ;

- aKO MMaTe WJTH CTe UMK YepHOApPOOHO 3abonapane. CuMmBacTaTHH AL MO

Bac;




- axo By npeacron onepaums. Moske Aa ce HaltOXH 1a crpere nmpueMa Ha CuMmBacTaTtHH AL 3a kpaTko
BpEME;

- aKO UMATE WIIH CTe UMaTH MHacTeHUs (3abonsABanHe, KOSTO ce MpoABABa C 0012 MYCKYJIHa ¢1abocT, B
HAKOHM Cy4aH BKMIOYBAINA H MYCKYJIMTE, KOUTO YYaCcTBAT [PH AHINAHETO), HJIK OYHA MHACTEHHS
(zabonsgeane, NpUUHHABALLO <1a0OCT HAa OMHUA MYCKYJI), ThH KaTO CTaTHHHTE NOHAKOTa MOrarT Jia
BAOIIAT 3a00NsBAHETO WIH Ja XOBSIAT AC NOABA HA MHACTEHHA (BXK. TOYKa 4).

- KO CTe a3uaTtell, ThH KaTo 3a Bac Moxe Ja € mogxoadina pa3ii4yHa ao3a.

BammsaT nekap Tpa6Ba Aa By HanpasH KpbBEH TECT NMPEAH Aa 3ano4Here npuema Ha CHMBacTaTHH AL
H aKO MMATe HAKAKBH CHMITTOMH Ha 4MepHoApoOHM npobnemu, nokaro npHemare CumBactaTHH AL.
Tora e HeoOxonMMO, 32 Aa ce BUIH KONKO 100pe hyHKUMOHMPa yepHHUAT By apob.

BammaT nekap Moxke ChIIO Aa NoHcka fa By Hanmpasu KpLBHH TECTOBE, 3a Ja MPOBEPH KOJKO A00pe
¢pyHKHMOHKpa depHUsT Bu Apod, cnen karo cre 3anouHany npruemMa Ha CHmBacTaTuH AL.

Axo HMarTe AuabeT WK CTe ¢ PKCK 3a pa3BHTHE Ha auaber, Baumsar fekap we nmpocieasBa CTPHKTHO
CBECTOAHHUETO BH, noKaTO NMpueMare ToBa NEKapCTBO. AKO MMATe BUCOKW HHBA Ha 3aXapH U Ma3HHHH B
KpPBBT&, aKO CTE¢ ¢ HAAHOPMEHO TErO HIH UMATe BUCOKO KPBBHO HansraHe, Hail-eepoaTHO Bue cre ¢
PUCK 3a pa3BHTHE Ha nuaber.

YeeaoMere Bamiug nexkap, ako uMmare Texko 6enoapobHo sabonssane.

HeaabaBHo ce cBbpkere ¢ Baimua nekap, B cay4yall Ye noyyBCTBATE HEOOACHHMA MYCKYJHA 00JiKa,
Oone3HeHocT WK ciabocT. Tora € HeEOOXOAMMO, 3aLI0OTO B PEAKH CIy4vaH, MYCKYIHHTE MpobieMH
morar jJa ObaaT CEepHO3HM, BKITIOMMTENIHO CBBP3aHH C MYCKYJI€H pasnal, Bogen| Oo OnOpeuHo

YBpPEXAAHE H MHOTO PAJAKO CMBPT.

PUCKBT OT MYCKYJIEH pa3naj € Nno-rojisiM NpH NaudeHTH, npeMaiy CumpactatiH AL B no-BHCOKH
1034, ocobeHo B no3a 80 mg. PUCKBT OT MyCKyJeH pasfnall ChlO € MO-BHCOK MPH ONpEeAcNCHH
naureHTH. | oBopere ¢ Baluus nekap, ako HIKOe OT CIAEAHUTE ¢€ OTHacH 3a Bac:

- KOHCYMHPATE IOJIEMH KOJIHUYECTBA aJIKOXOJI;

- iMare npobnemu ¢ 6x6peuuTe;

- UMaTe nMpobseMH ¢ LIWTOBHAHATA XKJIE3Aa;

- Bue cTe Ha BB3pacT 65 roAMHH WU NO-BB3PACTEH;

- Bue ¢Te xeHa;

- HAKOra CTe UMAaJIH TIPpoOJIEMH C MYCKYJIUTE MPH JICYEHHE ¢ XONIECTEPON MOHKIKABALLH JIEKAPCTRA

- HapeYeHH ,,cTaTHHK" wiu pubpary;

- Bue wnn OIM3KH 4i€HOBE HAa CEMEHCTBOTO BM HMaTe HacNEACTBEHH MYCKYJIHH HapylueHH.

Crio Taka wH(popmipaiite Bamna nekap unu ¢apMalieBT, ako UMaTe MYCKYJIHA ¢nabocT, KOSTO e
nocrosiHHa. Moxe na e HeoOXOOHMMO NPOBEKAAHETO Ha OOITBJIHHMTENHH M3CAEABAHHS U NPHEM HA
OOIMBITHUTENIHH JIEKAPCTRA 38 JHArHOCTUKA U JICYCHHE Ha TOBA ChCTOAHHE.

Nena u YOHOIIHA
beszonacHocTTa H edHKacHOCTTa Ha CHMBacTaTHH AJl e Ouna npoydeHa npy MOMYETa Ha BB3pacT OT

10 ao 17 roaHHM ¥ NpH MOMHYETA, KOHWTO Ca 3aMOYHAIH Ja UMAaT MEHCTPYAallUs# MOHe OT e€HA roAuHa
(suxTe Touka 3. Kak na npuemare CumBactatuH AJl). Ynorpebara na Cumeacrarun AJl He e Ouna
npoy4yeHa npH fella Ha BB3pacT noAa 10 rogunu. ['oBopere ¢ Bamus jekap 3a AOIMBAHHTEHA

HHGOpMAIINA.

Apyra Jexapcrea B CamBacTaTul AJlL:
Moz uHpopmupaiite Bamua nekap, ako MpHEMATE,HACKOPO CTE NpPHEMATM WIH € Bb3MOXHO 1a
NMPUEMETE APYTH JIEKAPCTBA C HAKOE OT CACAHHTE AKTHBHM BeluecTsa.EnHoOBpe 4“ (7T -

CumBactaTiH AJl 3a€IHO ¢ HAKOH OT CJIEZHUTE JICKAPCTBA MOXKE a AOBEIE KO YRES ot
ot npobieMu ¢ MycKyauTe (HAKOH OT TAX ca Beue U3bpoeHu B Touka ,.He mpy -

AJT¥).




~ AKO ce HAJIara A2 NpHeMAaTe Nepopaino Gy3HuIoBa KRCEJIHHA 34 JledeHHe HA DaKTepHAIHA
nadexnns, Bae TpadBa BpeMeHHO Ja cpere ynoTpedara HAa TOBA JeKAPCTRO. BamasaT

Jexap me Ba kaxe xora e 6e30macHO Ja 3aN0YHETE OTHOBO Jeuenne ¢u¢ CuampactaThn AL.
IIpnem Ha CamMBacTtaTuH AL ¢ ¢y3ngoBa KHCETHAA MOKE PHAKO A J0BeAE 10 MYCKY.IHA
ciabocr, 6onesrenoct nan Goaka (pabaomnoninia). 3a JonbARATEIHA ARPOPMANHA OTHOCHO
pabaoMA0JIN3A BHXKTE TOTKA 4.

- IUKJIOCTIOPHH (M3MOA3BaH MPH MaLMEHTH C OpraHHa TPaHCIUIAHTAIIMA );

- JaHA30M (XOPMOH, HalpaBeH MO U3KYCTBEH HAYHH U U3MNOJI3BAH 34 JIEeHeHHEe Ha €H/IOMETpUOo3a,
CBCTOSHHE, NPH KOETO ThKAH OT BLTPElIHATa OOBMBKA HA MATKATA PacTe U3BHH MATKATA);

- JIEKApCTBa, KOHTO CHABLPKAT UTPAKOHA30J1 UK KETOKOHA30, TyKOHA30]1, M03aKOHAa3011,
BOPHKOHA30J1 (IEKapCTBa M3TION3BaHH NIPH M’bOHUKH);

- pubpaty, cerabpxaiiy reMmdudposun u 6ezadpubpar (M3N0ON3BaHH 32 HAMAJIABAHE HA HABATA HA
XOJecTeposa);

- EPHTPOMHLIHH, KIAPHTPOMHMLIHH HWIH TEHTPOMHLIMH (3a jJieveHHe Ha DakTepuaiHi HHOEKIHH);

- HIV nporea3Hy HHXWOMTOPH KAKBHTO ca MHOHHABHD, HEPHHABHP, PHTOHABHD H CAKBHHABHP
(nekapcTBa, U3noa3sauu npu jgeueHue Ha CIIHH);

- AHTUBHPYCHH CpE/CTBA 3a JieueHHue Ha XenatuT C KaTo 00LienpeBHp WIH TelanpeBup, enbacBup WiH
rpas’onpeBup (H3MOI3BaHH 3a JieueHHe Ha xenaTuT C BUpyCHA HH(EKLIHA);

- Heda3zoa0H (M3MT0N3BaH 32 ICYCHUE Ha Jenpecud);

- JIEKApCTBa ¢ aKTUBHO BEILECCTBO KOOHLIUCTAT;

- aMHOAAPOH (M3MOJI3BAH 32 JIeYeHHE Ha PHTbMHH HapyLICHHS );

- BepanaMui1, AHJITHA3EM WIH aMJIOAMNHH (M3MON3BAHH 34 JICUEHUE HA BUCOKO KPBBHO HaJIsSTaHe,
CTEHOKApIUA, CBbP3aHa ChC ChPACYHO 3a00NABaHE WIIH APYTH CHCTOSHUA, CBBP3aHH ChC ChPJICYHH
3a001BaHNA);

- ToOMHUTANMA (M3M0J3BaH 32 JISYSHUE HA CCPUO3HO U PAIKO NEHETHYHO ChCTOAHHE, CBBP3aHO ¢ BUCOK
XONeCTepoN);

- JANTOMHULMH (JIeKapcTBO, H3MON3BAHO 3a IeYeHHE HA YCIOKHEHU HHPEKUMH Ha KOXKATA H KOYKHHUTE
CTPYKTYPH, K OaxrepHemus). BeposTHOCTTA 32 HeXeNnaHH peakiiH, 3aCATallH MYCKYJIHTE, MOXE Ja
6B1e No-BHCOKA, KOTATO TOBA JIEKAPCTBO Ce NMPHeMa M0 BpeMe Ha JICUeHHe ChC CHMBACTaTHH (Hanp.
CusactatuH AJl). Bamudar nekap Moxe n1a pewus Aa cripere CumBactaTtiH AJl 3a H3BECTHO BpeEME;

- KOMXHML{UH (M31013BaH 3a NeYEHHE Ha noaarpa);

- THKarpenop (aHTHArperaTHO CPEACTBO);

- puboLMknO (M3NON3BA Ce 3a JIeYeHHEe Ha PaK Ha IbPHATA);

- nanOouuKKb (M3NON3Ba ce 3a IeYEHHE Ha PaK Ha IbPIaTa).

VYeeaomere Baiuus nexap wau ¢dapmalieBT, KAXTO 32 BCHUKH JIeKapcTBa, H30pOeHH no-rope, Taka H 3a
BCAKAKBH JPYTH JICKAPCTBA, KOUTO NPHEMATE HITH CTe NpHEMAalH, BKITIOUHTEIHO M TAKHBA, OTITYCKaHH
6e3 peuenra. Uudopmupaiire Bamug nekap ocobeHo ako npueMare 1ekapcTea, ChABPXKAIH HAKOH OT
CJIEJHUTE aKTUBHH BEIECTBA:

- IeKapCTBa C AKTHBHO BELIECTBO, KOSTO NpefoTBpaTaABa 00pa3yBaHETO Ha KPbBHHU ChCHPELIH/TPOMOH

KaTo BaptpapHH, PEHIPOKYMOH WIH alleHOKYMapOJ(aHTHKOATYJIaHTH);

- henodpubpar (CHIIO H3NOA3BAH 33 MOHIDKABAHE HA XOJIECTEPONa B KPBBTA);

- HHaLWH (CBILO HU3MON3BAH 33 MOHWKABAHE HA XOJECTEPOa);

- pudaMnUMIKH (M3NOJ3BaH 3a JIEYCHHE Ha TYOEpKY.103a).

Crlo TaKa, YBCIOMCTC Bauims JICKAp aKo IIpHEMATeC HHAUHH HITH JICKAPCTBR, CBEABPXKALUHA HHALUH H
aKO CTC KHTACLl.

Hpaem na Camsacraran AL 20 ¢ xpana g BANATKA
CoxbT OT rpedndpyT ChABpKA €QHA WIW TOBEYE CHCTABKH, KOUTO MOBMMABAT e
nexapctBa kaTo CumsactaTHH AJl. KoHcyMalmaTa Ha cok ot rpeindpyTt TpadBa ng#

bpeMenHOCT




Bue He TpabOBa na npuemare CumBactatiH AL 20 ako cre GpemeHHa, onuTsate ce na 3a6pemeHeere
HJIM MHCJTMTE, 4€ MOJXKE Na cTe OpemeHHa. Ako 3a0peMeHeeTe o BpeMe Ha jieueHHe cb¢ CHMBAcTaTHH
AL 20, cripete BenHara npyueMa Ha TOBa IEKapCTBO W He3abaBHO ce KOHCYNTHpalTe ¢ Bamuus iexap.

Kspmene

He npuemaiire CmBactatHH AJl, ako KkbpMUTE, THil KaTO HE ce 3Hae aNH JICKAPCTBOTO NPEMHHABA B
kbpMaTa. Ilonuraire Bamug nekap wiu ¢apMaleBT 3a ChBET Npeau ynorpedara Ha KOETO H Aa €
JIEKApCTBO.

Mlo¢rpane n paboTa ¢ MAMHANH

He ce oyaksa CumsactatHH AJl na nosnuse cnocobHocTTa BH 32 iodupane v pabota ¢ MaluHHM.
Bce nmak obaue TpabBa na ce B3eMe 1Moa BHHMaHHeE, He MPH HAKOM XOpa HACTHIBA 3amaliBaHe cnen
npuem Ha CumBactaTiuH AJl.

CumBacrarue AL 20 ceabpika J1akTo3a (MIeuHa 3axap).
Axo BawusT nekap Bu € kazan, ye UMaTe HENMOHOCHMOCT KbM HAKOHM 3aXapH, CBBPIKETE CE ¢
Hero, npeay Ja NpueMeTe TO3H JIEKapCTBEH NMPOIYKT.

3. Kak na npaemate CamBacraran AL 20
BamuaT nekap e onpeneny noaxonsiiara 3a Bac go3a, B 3aBHCHMOCT oT 3abonsBaHeTo Bu.,

Bunaru npuemaiite Cumpactatid AL 20 TOuHO KakTo € yKa3aHO OT NiekyBallius Bu nekap. Ako umare
CbMHEHHA H BBIIPOCH, OOBPHETE € KbM NeKyBaluna Bu siekap unu dbapmaiiesT. Bue Tpabsa na
NPOOBJDKHTE CIIa3BaHETO HA XONECTESpOI-MOHIDKAaBallATa JHETA 110 BpeMe Ha JICYEHHETO € TOBA

NeKapcTRo.

Bn3pacTrH

ObuyaiinaTta HadaiHa no3a € 10 mg, 20 mg vunu B HakoM cay4au 10 40 mg aAHeBHO. Bawmar jiekap
MOJKE Ja kopHrupa BawaTta go3a Hail-paHo cnef 4 ceMMUUM B0 MaKkcUMaJIHa 103a or 80 mg aHeBHo.
He npuemaiire noeeue ot 80 mg aHeBHO.

Bamusar nexkap e By npeanuiue no-HUcKa J03a CUMBACTaTHH, 0COOEHO aKo MpHeMaTe u ApYrH
jeKapcTsa, H30pOeHH Mmo-rope WIM HMaTe HAKaKBH npobnemu ¢ 6p0penuTe.

Hozara or 80 mg nHEBHO CHMBACTATHH L€ BU 0B€ NpeAnucaHa CaMo B CJIy4aii ye HUBaTa Ha
XONEeCTepo1 MpHU Bac ca ¢ MHOTO BUCOKM CTOHHOCTH M HMa PHCK OT Pa3BUTHE Ha ChP/ISUHO-ChA0BO
3a0onABaHe, [IPH KOETO TEPANEBTHYHATA LE/ 338 MOHIDKABAHE Ha XOJIECTEPONA HE € MOCTHIHATA C M0-

HHCKH NO3H4.

Ynorpeba npu Aeua ¥ IOHOLWH
3a neua (ot 10 go 17 roanum), npenopruuTenHara, obHyaiua HayanHa no3a e 10 mg qHeBHO, NpHeTa

Beyep. MakcHManHarTa rpenopb»yuTesta 103a ¢ 40 mg NHeBHo.

HauyMH Ha NpHIIOKEHHE:
ITpuemaiite CumBactatuH AL Beyep. Moxere na mpuemare nekapcTBOTO ¢hC WM 6€3 XpaHa.

[Ipremaiire CumBactaTia AL, aokaro Bawmar nexap He By kake na ro cnpere.

Axo Bainuar nexap Bu e npennucan Cumpactatue AL 3aeHO ¢ ApYro JieKapcTBO 3@ NOHWXKABAHE Ha
X0JIECTEpOI1a, ChABPKAILO HIKAKBB CEKBECTPAHT HA XKITbYHUTE KUCEITHHH, Bue TpaOpg. aerTIprens
Cumsactratud AL Hali-Manko 2 yaca npeau win 4 4aca ciies NpUeMa Ha CEKBECTIE

KHCCJTHHH. § I

s
3
AKo ¢Te NpHEIH noBeyue oT Heodxoanmara noza CameactaTan AL 20 é ;
. MOJIS CBBPIKETE Ce ¢ Bauina nexap wiu gpapMaliesT. A
<




AKoO cTe npormycHAR Aa npaeMere Campacrarad AL 20

. He B3eMaiiTe asoiHa no3a, 3a Aa KOMIEHCHpaTe nporycrnarara Tabnerka. Ilpocro Baemere
obruaiinoTo Konnuectro CumpactaTHH AJl KaTo npoaepkuTe 00MYafiHaTa Ha3HAYEHa CXeMa Ha
JleyeHHe Ha clie/IBal1g /eH.

AKo cTe cnpean npaemMa Ha CamBacrataa AL 20
. T'oBopere ¢ Bamus srekap wiu apmalieBT, Thil KaTo BalmuaT XonecTeposi Moxe OTHOBO /1 Ce

[MOBHIIH.

AKO HMATE HAKAKBH JOITBJIHMTENIHH BHIIPOCH OTHOCHO YNIOTpe0aTa Ha TOBA JIEKAPCTBO, MOMMUTANTE
Bammis nekap win papMalesT.

4. Bb3MOKHH ReKCIaHH PEAKIHH

ITonobuo Ha BcHukH JiekapeTBa, CuMmBacTaTHH AL 20 MoXe a npeu3BHKA CTPaHMYHH ebeKTH,
BBIIPEKH Y€ TE HE Ce NMPOABABAT NPH BCEKH JIEKYBAH C TOBA JIEKAPCTRO.
Cneannre TEpMMHHM Ca H3MOA3BAHU 3a ONKMCAHKE HA YecTOTaTa Ha AOKIaZBAKHUTE HEXXENIAaHW PEeaKIWH:
e Penku (Moxe aa 3acerdar 10 1 Ha 1 000 gyiun);
e MuHuoro peaxu (Moxe na 3acerdar a0 1 Ha 10 000 gywm);
¢ ( Heu3pecTHa yecToTAa (OT HATHYHHUTE AaHHHU He Moxe Na Ob/ie HanpaBeHa OLICHKA).

AKO HACTBIH HAKOS OT Te3H CEPHO3HE HEXKEJIAHH PeaKIHH, CIpeTe NPHEMA HA JIEKAPCTBOTO H
He3a0aBHO ce CBLPXKeTe ¢ BAINHA JieKap HJH OTHAETE B CHeMHHY KAfOnneT Ha Hal-0OTH3KaTA
bDo1HANA.

Crofmenn ca CJICAHATE PeIKH CEPAOIHA HEXKEJIAHH PeaKIHH:

e MyckyaHa 6onka, GonesHeHocT, caabocT UK KpaMnH. B MHOro peaku ciryvau Te€3u MyCKYJTHH
npo6neMHn Morar ga 6baaT cepHO3HH, BKIIOYBAIIHM MYCKYJIEH pasnaj Boael a0 610peuHo
YBPEXKaHE H MHOTO PALKO MOXKE 14 HACTBIIH CMBPT,

®  DPEaKUMHTE Ha CBPBXYYBCTBHTENHOCT (AJIEPrUYHH peaklMH) BKIKO4YBAT:

- MOAYyBaHE Ha JIMLETO, €3HKA H I'bPAOTO, KOETO MOXE J1a MPHYMHM 3aTPYAHEHO JUIIIaHEe
(aHrHoenem);

- CHIHa MYCKYJ/Ha Doska OOHMKHOBEHO B repOa v Xbnboka;

- OOpHB cbe ¢aboCT B KpaHHULINTE H MYCKYJIUTE Ha BPaTa;

-  OONKa WIH Bb3NANCHHE Ha CTaBUTE ( pEBMAaTHYHA NMONUMHANTHA);

-  BB3NAJICHHE HA KPBBOHOCHHUTE CHAOBE (BACKYJIUT),

- HeoOWvalHO nocHHsABaHe, KOKHH OOPHBHY WM ITOAYBaHe (ACpMATOMHO3HUT);

- KOTIPHBHA TPECK4, MOBHLIEHA YyBCTBHTE/IHOCT Ha KOXKATa KbBM CIIBHIIETO, TPECKA,
3a4epBABaHE;

- 3agyX (AMCIIHEA) H HEPA3IONOKEHHE;

- JIyIyc noaocbeH CHHAPOM (BKIIIOYBALL OOPHB, CTABHU CMYLLEHHS U NPOMEHH B
KPBbBHHUTE KIETKH);

® BB3NAJICHUE HA YepHHUA Apo0 ChC CAEAHUTE CHMITTOMH: MOXBITABAHE HA KOXKATA H OHUTE,
cbpOex, TBMHO OLIBETEHA YPUHA HJIM CBETNY H3NPAKHEHHUs, 9yBCTBO HAa YMOpa WiH ¢inadocT,
3aryfa Ha aneTur, YepHoAPoOHA HEAOCTATLYHOCT (MHOTO PAJKO);

® Bb3NAJICHME HA NAHKpeaca YeCTO Ch¢ CHIHA KOpeMHa Gonka.

Crobmenn ca CJICAHATE MHOTO PEIKH CEPHO3HE HSKEIAHH PeAKNHEA:
¢ CepHMO3Ha aNeprudHa peakLms, KOATO MOXE A NPUYHHM 3aTPYAHCHO OHIHAHE WIH 3aMagHOCT
(anadunakcusn);
e o0OpHB, KOHTO MOXKE 112 CE MOABU NO KOXKATA HIIH PaHU B yCTaTa (JTHXEKC
epyILHH);
¢ MyCKynHa pynrypa,
¢ TI'HMHeKoMacTHH (yrojeMsBaHe Ha I'bPAWTE NPH MBXKE).




CheaHHTe HeXKEJIaHH PeaKNuH ¢CLINO ¢a CLOOMABAHE puAKO (MoXKe Aa 3acersart no 1 na 1000
NAHEHTA):
e HaMaleH OpoH YEePREHU KPbBHHU KJIETKU (AaHEMHA),
H3TPBIBAHE WIHK ¢1abocT B pBLETE H KpakaTa,
rnaBobONMeE, YYBCTBO HA U3TPHNBAHE, BUCHE HA CBAT;
3aMBIJICHO BHXKIAHE, HAPYILIEHO 3peHHME;
XpaHOCMHIATENHU cMyLleHus (bonka B KopeMa, 3anek, crOHpaHe Ha raszoBe, JIOLIO
XpaHOCMIIaHe, THapUa, raicHe, NMOBPBILAHE);
Kocomaj, HaIUrHAT YepBeH oOpHUB, MOHAKOTA C JIe3UH (epyureMa MyaTudopme);
® OTNAAHANOCT.

CilepHATE HEXENAHA PEAKIlHE CHINO ca ¢Hodmenn MEOro paaKko (Moxe aa 3aceraar Ao 1 ma 10
000 naonenTn);

® CMYIICHHS B ChHS (MHOIO PHAKO);

e orTcaa0BaHe HA MAMETTA, 3aryfa Ha maMerra, 00bpKBanHe.

CheannTe HeXeNAHA PeaknHH ChINO ca cLO0menHd, HO YeCTOTATA He MOXKe Ja Obje olleHeHa oT
HRJIHYHATE JTAHHEH (C HEH3BECTHA YECTOTA):
® epexKTWIHA JUCPHYHKLINSA,
® JIeNnpecus;
e BbB3INaNcCHUE Ha OenuTe NpoboBe, MPHYHHABALIO AHUXATEHY NPOONEMH, BKIIOUHTEIHO
NEePCUCTHpALIA KALIUTHALIA WM 3ayX WIH TPECKA;
¢ npolAEeMH CHC CYXOKHITHATA, MOHAKOra YCIOKHEHH C Pa3KbCBaHE Ha CYXO0XKHITHETO;
¢ MHACTEHHsA rpaBHC (3abonsaBaHe, NpHHMUHABALLO OO MYCKYJ/IHA ¢iabocT, B HAKOM CIydau
BKJTIOYBALLA H MYCKYJIMTE, KOUTO YYacTBAT MMPH AHIHAHETO);
¢ OYHa MHAcTEeHHH (3abongpaHe, NPHYHHABALIO CIa0OCT HAa OMHHMA MYCKYN).

['oBopete ¢ Bawnus siekap, ako U3nuTBaTe ¢nabocT B pELUETE WIK KpakaTa, KOATO ¢e BIOIIABA Clle]
NEPUOIH Ha aKTHBHOCT, HMaTe ABOHHO BIDKIAHE WM YBHCBAHE HA KJIETIAUMUTE, 3aTPYAHEHO

NperTbilaHe WIH 3aayX.

JOnBIRHETEINO €A CHLOOIEHH Bb3MOXKHE HEXKEIAHH PeaKNHA OPH HAKOHR CTATHHA:
® HAapYUIEHHUA B ChbHA, BKIIOUHTE/IHO KOIIMAPH, HApYLUCHA CeKCyalHa (PYHKIHA,
¢ guabert. Tosa € Mo-BepOATHO, AKO UMATE BUCOKH HMBA Ha 3aXapd U Ma3HUHHU B KPBBTA, aKO
CT€ C HAZHOPMEHO TETJIO U HMaTe BHCOKO KPBBHO HaAraHe. BaiHaT nekap e npocrneapa
chCTOAHKETO BH, noKaTO npHeMare ToBa NEKAPCTRO;
e MmycKynHa Oonka, GonesHeHOCT W c1aboCT, KOATO € NOCTOAHHA ¥ MOXKeE 4 HE OTIUYMH CJIE]
cnupaHe Ha CuMBacTaTHH AL (¢ Henm3BecTHa 4ecTOTa).

HiceaBanug
HabmonaBaHH ca NOBHILIEHH CTOMHOCTH HA HAKOHM KPBBHH TECTOBE 33 YepHoApoOHaTa QyHKIHA H
MYCKYJIHMA €H3UMH (KPCATHHKHHA3a).

CrobmaBane Ha HeXKeJIAHA peaKnHH
AKO NOJTYYHTE HAKAKBY HEXENaHHU NIEKapCTBCHU PeaklUHH, YBeAOMeETe Baluus Jekap win>
¢apMaueBT. TOBa BKMOYBA BCHUKH BE3MOXKHH HEONHCAHM B Ta3H JIUCTOBKA HEXKEJIAHH PEaKLHH.
Moxere cbLIO Ja CHODLIMTE HEXENTAHH PeaKLMH AUPEKTHO Ype3:
HMammbiHATEIHA areHMA 110 JieKapcTBaTa

yi. ,,JamsH I'pyeB” Neo 8

1303 Cogusn

Ten.: +359 2 8903417

yeGcaitT: www.bda.bg




Karo crobiaeare HexxenaHy peakiidi, MOXKETE 1a 1ajieTe CBOS IIPHHOC 34 NONYy4YaBaHe Ha NoBeye
uH(pOpMaLIHA OTHOCHO 6€30MacHOCTTa Ha TORA JIEKAPCTRO.

5. Kak ga cpxpansasare CamacraTan AL 20

Jla ce cpXpaHaBa Ha MACTO HEAOCTBITHO 34 AeLla.

To3u nexkapcTBeH NPOAYKT He U3UCKBA CMELHATTHM YCIIOBMA HA ChbXpaHEHHE.

He usnonssaiiTe TOBa JieKapCTBO CJE] CPOKA HA rOAHOCT, 0TOENA3aH BbPXY KapTOHEHATA ONAKORKA.
CpOXBT Ha rOAHOCT OTTOBaps Ha MOCACAHHA IEH OT NOCOYEHHA Mecell.

He w3xBBpndgiiTe nekapcTeara B KAHANW3ALMATA WY B KOHTEHHepa 3a JOMAUIHA OTHALBLIM.
[Tonmmraitre Bawug ¢apmManeBT Kak Aa H3XBHPAATE JIEKAPCTBATA, KOMTO Bede He H3non3pare. Te3u
MEpKH IIe CIIOMOIHAT 3a Ona3BaHe Ha OKOJIHATA cpea.

6. Crabpikande HA ONAKOBKATA H JOOBLJIHATEAER BHPOpMANHSA

Kakno ¢chaspxa Cameacratan AL 20
AKTHBHOTO BELIECTBO € CHMBACTaTHH.
Bcaka punmupana Tabnerka ceabpxa 20 mg CHMBACTATUH.

IIoMOINHM BEIleCTBA:
Snpo Ha Tabnerkara:

JlaxTo3a, MUKPOKPHCTANHA LIEAYJI03a, IPEXESNAaTHHH3IMPaHO LApeBHYHO HULLIECTE,
oyrrinxuapokcuanuson (E320), marnesnes creapar, Talk,

O6BHBKA Ha TabneTkara:

XHUAPOKCHIIPOMKILIEMY/03a, XUITPOMENo3a, TaK, TUTaHoB fquokcHa (E171).

Kak maraexxaa CampacraTul AL 20 ¥ KakBo CBHABPKa HEFOBATA ONAKOBKA

benu, NpoaABIroBaTH, ABOHHO U3ITbKHAIH QWIMHpaHH TableTkH, ¢ ACAUTENIHA HEPTa OT €JHATA
CTpaHa H M3ITBKHaNO penedHo o3HadYeHue ,,SVT 1 ,,20%

Cumsactatun AL 20 ce otycka B onakoBkH o1 0 30 U 50 punmupanu TabsieTku.

IIpATENcaTeN1 HA PA3pemEeHHeTo 32 YnoTpeda:
ALIUD® PHARMA GmbH
Gottlieb-Daimler-Str. 19,

89150 Laichingen,

I'epmaHus

Ilpon3BOIATEAN:
Hemopharm GmbH
Theodor-Heuss-Strasse 52

61118 Bad Vilbel
["'epMaHus

Jara €3 gocaeJHO EpepasriiexiaHe HA JIHCTOBKATA:
09/2026




