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Kam Poz. Ne 0090630

JIHCTOBKA 32 nanme vranveses

Paapeiierue Ne /ch’ .
CamBactatan AL 20 mg, @wraﬁneTxn

CHUMBaCTaTUH

Simvastatin AL 20 mg, film-coated tablets
Simvastatin

IIpoueTeTe BEMMATEHO NAIATA JHCTOBKA, HPEAH X4 3aN09HETE 1a NPHEMATE TOBA JIEKAPCTBO,
ThH KATO TH ChABLPXKA BaKHA 33 Bac mndopmanas.
~ 3anasere Ta3H IUCTOBKA. MOXe /1 ce HAMOXKH A A IPOYETETE OTHOBO.
~ AKO HMare HAKaKBH JOITbIHHTE/IHH BBIPOCH, MonmuTaiite Banms nexap wim dbapMaLesT.
— Tosa nexapcTBO € Mpennucano HuHo Ha Bac. He ro npeorcronBaiite Ha apyru xopa. To Moxke
A& HM HaBpEIH, HE3aBUCHMO OT TOBA, Ye MPH3HALMTe HA TAXHOTO 3a00/IABaHe ca CHLIMTE KATO
Bannure.
— AKO HAKOA OT HEXENAHUTE JIEKAPCTBEHH PEAKIIHM CTaHe CEPHO3Ha, HTH 3abenexuTe APYrH,
HCOTHCaHU B Ta3H JTHCTOBKA HEXKEJIAHM PeaKi[HH, MoJid yBenoMere Balmig nekap win

(papmanesT. TOBa BKIIOUBA M BCHYKH BB3MOXKHH HEXKEJaHH peakLiK, HEOTTHCAHH B TasH
TUCTOBKAa. BiokTe TouKa 4.

B Ta3n nHCTOBKA:

. Kakso nipeacrasnaBa CumBactatud AL 20 ¥ 3a KaKBO ¢e H3MON3Ba
Kakro Tpa6Ba na 3HaeTe npeau Aa npuemere CuMpactatiy AL 20
Kax na npuemare Cumpactarun AL 20

BB3MOKHH HEXETaHH peakiyy

Kak na cexpansBate Cumeactatha AL 20

CoabpikaHue Ha ONIAKOBKATA H JOITBIHUTEIHA HHpOpMAIIHs

ARl o

1. KakBo npeacraBasiBa CumpacTaTtul AL 20 1 3a kxaKkBo ce H3NOI3BA

CumBacratud AJl chaBpika aKTHBHOTO BEIIECTBO CUMBACTAaTHH. CHMBACTATHH € JIEKapCTEO 33
MOHVDKaBaHe HUBATA Ha oOwms XotecTepon, ,Jgoums" xonecrepon (LDL xomecTepon) U MACTHH
BELIECTBA B KPBBTA, HAPEUCHH TPHIJTHLIEpUIU. OcBeH ToBa CuMBacTaTMH AJl NOBHIIABA HUBATA HA
A00pHa xonectepoa (HDL xonectepon). CumBactaTtud AJI NPHHALTEKH KBM I'pyna JIeKapCTBEHH
NpOAYKTH, HapeueHH CTATHHH.

XO0/IeCTEPONET € ¢AHO OT HAKOJIKOTO MACTHH BELLECTBA, OTKPHTH B KpbBOOGpaILEHHETO, BawmsT obwI
XonecTepod ¢ HirpaacH rnasHo oT LDL u HDL xonecrepou.

LDL xonecreponsT 4€CTO € HapuyaH ,, 10" XOIECTePol, Thil KaTO TOM MOKE 14 ce HATPYIBa [0
CTeHUTE Ha BaiuuTe apTepuu, obpasysaiiky riaku. Hakpas ToBa HATpynBaHe Ha IUIaKa MOXE 3
AOBC/EC IO CTECHABAHE Ha apTepHHTe. ToBa cTecHABaHe Moke 12 3a6aBn WM GOKMpPa KPHBHUS MOTOK
KbM JKH3HCHOBAKHH OpraHd KaTo ChPUETO H MO3bKA. ToBa 6/10KMpaHe Ha KPBBHMS MTOTOK MOXKE a
NOBEJIE 10 CLPACYEH YAap HIH HHCYIIT.

HDL xonecTeponsT 4ecTo € HapH4aH ,,J00Bp" X0JEeCTEPON, Thil KaTo TOI BL3NPENITCTRA
HaTPYNBAHETO Ha JOLIHA XOJIECTEPOII B apTEpHHTE M Mpeana3Ba OT ChpAeYHO 3a0oaBaHe.

Tpurmuuepunure ca npyra dopma Ha MasHHHHM B KpBBTa BH, KOMTO ModKe 12 moBuiuaT Bawms puck
OT CBPAEYHO 3a00/19BaHeE,

Bue Tpa0Ba na 6beTe NOLTOKEHN Ha XOJIECTePO-TIOHWKABALLA JIHETA, IOKATO TP
JEKAPCTBO.

nueTa, KOraTo uMare:



— TTOBHLUCHO HHBO H& XONeCTepos B KPbBTa BH (ITbpBHYHA XHIIEPXOJECTEPONIEMUS) HITH
yBEJIH4eHH HHBA HA Ma3HHHH B KpbBTa Bu (cMeceHa xunepmumuaeMus);
— HAaCJICACTBEHO 3a00JIABaHe (JICYEHHE HA XOMO3HIOTHA GaMuUiHA XHIIEPXOIECTEPONEMHS),
KOCTO yBE/IMaBa HUBATA Ha XollecTeposia B KpbbTa By). Bue Mokere cbmo Taka fa npuemare
IPYTro JICYCHHKE,
— ucxeMuuHa Sonect Ha crpuero (MBC) mnu cre ¢ Bucok puck 3a UBC (Thif kaTo HMaTe
maber, aHaMHe3a 32 HHCYJIT WIM ApYTo 3a6oNgBane Ha KPbBOHOCHUTE Chaoee). CHMBACTATHH
AJl MOXe fa YARKHA KUBOTa BH tpes NOHMKABAHE HA PHCKA OT CEPACYHH 3a00/IABAHHS,
HE38BHCHMO OT KOJIMMECTBOTO Ha XOJIECTepol B KppBTa BH.
[Ipy noseyeTo xopa, NpH HAJTMYKE HAa BUCOK XOJIECTEPON He Ce MOABABAT BeAHara ChOTBETHHTE
CHMITTOMH. Baumar 1ekap MoXe 1a H3MEpH KOIHYECTBOTO HA X0JeCTepoil B KphBTa Bu upes
0OUKHOBEH KpbBeH TecT. [Tocemanalite penosHo Bamms nekap. [Ipocaenasaiire HUBOTO Ha
XoJiecTepoina cH 1 obchikaaiTe ¢ Bawus nekap nony4yeHHTe pe3yITaTH.

2. Kakso Tpsi6Ba fa 3HaeTe npean aa npaemere Cumpactatun AL 20
He npuemaiime Cumeacmamun AL 20:

— @KO CTe ajllepruyHH (CBPBXYYBCTBHTE/IHH) KBM aKTHBHOTO BEIHECTBO WIH KBM HAKOE OT
NOMOLIHHTC BELISCTBA HA TOBa JeKapcTeBO (BXK. T. 6. ,ChObp:KaHHE HAa ONAKOBKATA W
JOI'BJIHMTENIHA HHPOpMALIHS ),

— @KO B MOMEHTa HMATE MpobIIeEMHA ¢ YepHHs Apod;

— aKO CTe GpeMeHHa WM KEPMHTE (BHXK T. BpeMeHHOCT H KBpMeHe);

— aKko NpHeMare JIEKapCTBa ¢ €AHO WU MOBeYe OT €QHO OT CACAHMTE aKTHBHM BELLECTBA:

C HWTPaKOHa30Jl, KETOKOHA30/, MO3aKOHA30/ WK BOPHKOHA30/ (M3IION3BAHH 34 JIeUEHHe

Ha rEOUYRN HHOEKLH);
O CPHUTPOMULMH, KIAPHTPOMHUWH WIH TEeTUTPOMMIHH (M3MO3BAHM 3a JICUEHME Ha
HHEKLUH);

O HIV-poTeasHn WHXMOMTOPM KaTO HMHAWHABMD, HEN(PHHABHP, PHTOHABHP M
cakeuHasup (HIV nporeasHute uHXMOMTOpH ce W3Mon3Bar 3a jedenne Ha HIV
HHEKLHH);

GouenpeBup WM TelanpeBHp (M3MNON3BaHH 3a JiedeHWe Ha xematut C BHpyCHa

uHbeKna);

He(pa300H (M3M0N3BaH 3a Je4ECHHE HA ACTIPECHA );

KOOULIMCTAT,

reM(QHOPO3MIT (M3MO3BaH 32 IOHMKABAHE HA XOIECTEPOIIA);

LUHKAOCTIOPHH (M3TION3BAH YECTO MPH MAIlHEHTH C OPTaHHa TPAHCIUIAHTALHA),

aHa3071 (CHHTETHYEH XOPMOH, H3MO/I3BaH 32 JIeUeHHe HAa CHAOMETPHO03a, ChCTOSHHE

IIPH KOETO THKAaH OT BHTPEIIHATA OOBHBKA Ha MATKATA PACTE U3BBLH MATKATA).

— 8KO IpHEMATC WK CTC MpHEMaTH Mpe3 MOCACAHNTE 7 OHH MEKapCTBO, HapeueHO y3HIOBA
KHCEeIIMHA (ekapcTBO 3a OakrepHanHa HHQEKUMA), NEPOPATHO WIM HHKEKLIHOHHO.
Kombunaumara or ¢ysuaoa xucendHa W CHMBacTaTHH MOXeE Ja JOBede [0 CEPUO3HH
MYCKYJIHH npobaemu (pabroMHOIIH3a).

O

Q000

He npuemaiite noeeve ot 40 mg CumBactatun AL, axo npueMaTe NTOMHTaNMA (M3TI0/I3BaH 3a JTeYEHHE
Ha CCPHO3HO M PAAKO NeHETHYHO CHCTOAHUE, CBBP3aHO ¢ BHCOK XOIECTEPON).

AKO He CTe CUrypHM Jand Baimmar nekapcTBeH NPORYKT € cpen u3bpoenuTe, momuraiite Baims
JeKap.

Ilpeaynpexnennsa H npeINna3Hy MepKU

Mous undopmupaiite Bamns nexap:

- 33 BCH4KM Bawuu sppasocnoBHu npo6iemMu, BITIOUHTETHO aleprHi;

- B CIy9aH, 4e¢ KOHCYMHpAaTe roieMH KOJMYECTRBA ATTKOXON,

- 8KO MIMaTe WM CcTe MMaJIH YepHoaApoOHo 3abosiseane. CumpacTaTia AL Mo
Bac;




- 4KO HMaTe WY CTe MMajli MHACcTEHHS (3a0osMBane, KOETO ce NMPoABABa ¢ 00lna MyckyaHa cinabocr, B
HAKOH CTY4YaH BKITFOYBAILA W MYCKYJINTE, KOUTO YYacCTBAT NpH AMIIAHETO), WIM OYHA MUACTEHUS
(3abonasate, NPHYUHABAIRO CJa00CT HA OUHHA MYCKYJT), Thil KATO CTATHHHTE MOHAKOTA MOTAT Aa
BAOIAT 3a00/19BAHETO HIIH J1a OBEOAT A0 NOSABA Ha MUACTECHHA (BX. Touka 4).

- ako By npeacron onepaups. Moxe na ce HaloxH fa cnpere npuema Ha CumeactaTn AL 3a KpaTko
BpEME;

- AKO CTE a3HaTell, Thid KaTo 32 Bac Moke f1a € NOOXOAALIA pa3iIHvyHa K03a.

Bamuar nexap tpabsa na Bu Hanpaeu kpbBeH TecT npeay Na 3anodHeTe npuema Ha CUMBacTaTHH AL
M aKO MMAaTe HAKAKBH CHUMIITOMH Ha depHOApoOHM npobiemu, nokato npuemare Cumpacrathua AL.
Toea e Heo6xoaMMO, 3a 1a ce BUAM Konko n06pe GyHKUHOHKHpa Yepuusd Bu apob.

Bawmsr nekap MOXe CBIIO [a MOHCKa Ma By HanpaBH KPBBHH TECTOBe, 3a A4 TIPOBEPH KOIKO no6pe
$yHKuHOHMpa YepHua Bu apob, cnen kato cTe 3arioyHany nprema va CumsacraTtis AL,

Axko umate qualeT WIH cTe ¢ pHCK 33 pa3BHTHe Ha auaber, Bawmsar nekap e npociensBa CTPHKTHO
ChCTOAHHETO Bu, AokaTo npHemMare T0Ba JICKapeTBO. AKO HMaTe BUCOKH HHBA Ha 3aXapH W Ma3HHHH B
KPBBTa, KO CTC ¢ HAAHOPMEHO TerJIO MM MMAaTe BHCOKO KPBBHO HajIAraHe, Haii-BeposTHO Bue cre ¢
PMCK 3a pa3puTHE Ha guader.

YBenoMere Bamms nekap, ako umate Texko GenonpodHo 3abonapane.

HezabaeHo ce cBbpxeTe ¢ Bammsa nekap, B ciyuaii ye NodyBcTBaTe HeOOSCHMMA MycKysiHA GolKa,
GomnesHeHocT unK cnaboct. ToBa e HeOGXOAHMO, 3AINOTO B PEAKH CIIy4ad, MYCKYJIHHTE MpoGIeMu
MoraT nma Obaar CepuO3HM, BKIIOUHTENHO CBLP3aHH € MYCKYJEH pasmai, Bogew ao 6n6peqHo
YBpEKIaHEe B MHOTO PAIKO CMBPT.

PUCKBT OT MyCKYJI€H pasmnajl € Mo-roisM NpH NaupeHTH, npueMaumy CuMeactatud AL B NO-BHCOKH
1034, ocobeno B ao3a 80 mg. PHCKBT OT MycKyneH pasnajg ChlIo € IMO-BHCOK INPH ONpE/e/eHU
nankeHTH. ['oBopeTe ¢ Bainua jekap, ako HAKOE OT CJISAHMTE e OTHacH 3a Bac:

-KOHCYMHpATE oMM KOTUYECTBA ATKOXOJT,

-uMate npobnemu ¢ 6LOpeluTe;

-HMate MpobiIeMU ¢ MKMTOBHIHATA HIIE3A;

-Bue cTe Ha Bp3pacT 65 roAWHH UITH TIO-BB3PACTEH;

- Bue cte xkeHa;

- HAKOTA CTe UMAIH NPOOIEMH ¢ MYCKYITHTE MPH JIEHYeHHEe C XOIECTEPOIT MIOHKABAILM JIEKAPCTBA

- HApe4eHH ,,CTATHHN" 1K dubpaTH;

- Bue wiu 6113ku WieHOBE HA ceMeHcTBOTO By MMaTe Hacne ICTBEHH MYCKYJTHH HAPYILEHHUA.

Chio Taka uHdopmupaiite Bamns nexap uin gapManest, ako MMare MyCKysaHa clabocT, KoATo e
nocrosiHHa, Moxe na e HeoOXoaMMO MpOBEXKJAaHeTO Ha JOMBIHUTENIHM W3CAEABAHMA W NPHEM HA
AOITBIHATE/IHM JIEKAPCTBA 34 AMATHOCTHKA U JIEUeHHEe Ha TOBA ChCTOAHHME.

Jlena H 0HOIH

bezonacHocTTa M epuKacHOCTTa Ha CMBacTaTue AJl e 61na mpoyyeHa NMPH MOMYETA Ha BB3PAcT OT
10 1o 17 roiMHH W IpU MOMHYETa, KOMTO Ca 3alOYHAITH Z]a HMAT MEHCTPYALUs [TOHE OT eHa M'OAMHA
(BrKTe TOuka 3. Kak aa npuemare Cumeacratha AJl). YnorpeGara na Cumsacratun AJl He e 6una
Mpoy4YeHa MpH A¢lla Ha BB3pacT mon 10 romunn. I'oBopere ¢ Bammus nekap 3a mombiHWTEIHA
uHdopMaLus.

Apyru dexapcerBa u CumBacraTun AJlL:
Mona undopmupaiite Bawmmns nexap, ako npuemare,Hackopo cTe NpUEManyu Wi
NPHUEMETE NIPYTH TICKAPCTBA C HAKOE OT CJICAHMTE aKTHRHM Bewectea.EaHOBp
CumBactaruH AJI 3aeqHO ¢ HIKOM OT CJIETHATE JIEKAPCTBA MOXKE Aa AOBEJE 10

OT MpoOJIeMH ¢ MYCKYJIHTE (HAKOM OT TsIX ca Beye u3bpoeHH B Touka ,,He np
AJT).



- AKO C¢ HAJIATA Ja NPHEMATE ICPOPANHO (Yy3HI0BA KHCE/IHHA 32 JIeU¢HAE HA GaKTepRaIHA
HH{pexnns, Bae TpabBa sBpemMenno 1a copere ynoTpe6ara na Topa AexapcTeo. Bamunar
Jiekap uie B Kake xora e 6e3onacHo 1a 3an04HeTe OTHOBO JeueHHe che CHMBacTaTHH AL.
Ilprem aa CameacTaTan AL ¢ Gy3snaoBa kuceamna Moxe PAIKoO 1a J0Beke A0 MYCKYIHA
caa6ocT, 6oJ1e3nenocT BAH 60aKa (pabaomMuoIu3a). 3a AONBLAHATe AN HHPOPMANHS OTHOCHO
pabaoMBonn3a BHXKTE TOUKA 4,

-LMKIOCIIOPHH (M3TI0/I3BaH PH NALMEHTH C OPralHAa TPaHCIUIAHTAIHA);

-IaHA30]1 (XOPMOH, HaNpaBeH 10 U3KYCTBEH HAYHH W H3IOI3BAH 34 TEYEHHE HAa CHAOMETpHO3a,
CBhCTOSHHE, [IPH KOETO THKaH OT BBTpELIHaTa 0OBHBKA HA MATKATA PACTE H3BHLH MATKATA);
-JIEKapCTBa, KOWTO ChABPMKAT HTPAKOHA30J WIH KeTOKOHA30M, (TYKOHA301, MO3aKOHA30J,
BOPHKOHA30]1 (NeKapCeTBa H3MOM3BAHH MPH rBEOHYKH );

-pubpaty, chabpKaly rempubpozun K Gezadubpar (M3N0N3BaHK 33 HAMANIABAHE Ha HHBATA Ha
XO0JecTepoa);

-CPUTPOMHIIMH, KIAPUTPOMHULIMH WITH TEIMTPOMHLIMH (32 NleueHne Ha (aKTepuanHv HHGeKu);
-HIV mpoTeasny uHXMOMTOPH KAKBUTO Ca WHAHHABHP, HEN(GHUHABMD, PATOHABHD U CAKBHHABHP
(ekapeTsa, H3NON3BaHK pH levenue Ha CITHH);

-AHTHBHUPYCHH Cpe/ICTBa 3a JIeYeHHE Ha XenaTHT C kato Souenpesup WM TENIANpeBup, enbacBup Hin
rpa3onpeBUp (M3MO0I3BaHM 3a JieyeHHe Ha xenatt C BUPYCHA HHEKIHS);

-Heda3oA0H (M3MON3RAH 3a IEUEHHE Ha JETIPECcHs);

-JIEKAPCTBA C AKTHBHO BEIIECTBO KOOHIIMCTAT;

-aMHOJApOH (H3IOJI3BaH 3a JICYCHHE HA PHTHMHH HAPYIIIEHHUA);

-BépanaMul, AMITHA3EM HIH AMJIOJIUITHH (HU3M0I3BAHH 34 IeYeHHe HA BUCOKO KPBRHO HAJIATaHe,
CTCHOKAapAHs, CBBbP3aHA CbC CHPAEUHO 3a00/IABAHE WIH [IPYTH ChCTOSHHSA, CBBP3aHH ChC ChPACUHH
3a00JI9BaHNA);

-NoMHTanu/ (U3NON3BaH 33 IEYSHHE HA CEPUO3HO U PAIKO MEHETHUHO ChCTOSHHE, CBBP3aHO C BUCOK
X0NnecTepon);

-AANTOMMLMH (JIEKAPCTBO, U3I0JI3BAHO 3a JIEUEHNE Ha YCIOKHEHH MHPEKIIHHN Ha KOKATA U KOKHHUTE
CTPYKTYpH, ¥ Oakrepuemus). BeposTHOCTTa 32 HeXKesIaHH peakiLy, 3aCATAIA MyCKYJIHTE, MOXE Ja
OBAE MO-BHCOKA, KOFATO TOBA JIEKAPCTBO CE PHEMA 110 BPEME Ha JieUeHHEe ChC CUMBACTATHH (HAIID.
Cusactarun AJT). Bammsr nekap moxe Ja penru aa crpere CumBactatud AJl 32 H3BECTHO BpeMe;
-KONXHWIMH (M3NOM3BaH 32 JICYCHHE Ha MoJarpa).

Ypenomere Bammsa nekap Win GapMaleBT, KaKToO 3a BCHUKM JIEKAPCTBA, U30POESHH TTO-TOpe, TAKA U 3a
BCAKAKBY JPYTH JICKAPCTBA, KOMTO NPUEMATE WIH CT€ NNPHEeMAaJIH, BITIOUMTENHO U TAKHBA, OTNYCKAHH
0e3 penenita. Mugopmupaiire Bamus nekap ocobeHo ako npueMate nekapeTsa, ChBP/KAIIHA HAKOH OT
CIIEHUTE AKTUBHH BEIIECTRA:

- JIEKaPCTBa C aKTHBHO BEIIECTBO, KOSTO NPEACTBPaTABa 00pasyBaHETO HAa KPHBHH CHCHPELH/TpoMbu

KaTo Bapgaput, GeHMPOKYMOH HITH alCHOKYMapon{aHTHKOAryTaHTH);

~-(peHOGHOPAT (CBINO M3MOM3BAH 32 NOHWKABAHE Ha XOJIECTEPONA B KPLBTA);

-HHALMH (CBINO H3MOJI3BaH 33 TOHIKABAHE HA XONECTEPONA);

-pudaMNKLMH (M3TION3RAH 32 IeueHHe Ha TyGepKy03a).

ChLuo Taka, yBeaoMeTe Bauing ekap ako rpueMate HHaUMH WIH JIEKAPCTBA, ChAbPIKALIH HHALIKK U
aKo0 CTe KHTaell,

IIpuem na Cameactatun AL 20 ¢ xpaHa H HAIHTKHA

CoK®T OT rpeiindpyT CbAbPXKA €IHA WA NOBeye CLCTABKH, KOMTO MOBIHARAT edeKTa Ha HAKOH
nexapcrsa kato Cumeactatun AJL. Koncymanusara Ha cok ot rpeiindpyT tpabBa aa ce u3barea.

BpeMEeHHOCT U KbpMeHe
Bue He Tpabra pa npuemare Cumeactatun AL 20 ako ¢re 6peMeHHa, ONUTBA
WIH MHC/IMTE, Y€ MOXKeE Jla cTe OpeMeHHa. Axo 3afpeMeHeeTe Mo BpeMe Ha jey
AL 20, cnpeTe BegHara npueMa Ha TOBA JICKAPCTBO M HE3a0aBHO ¢e KOHCYJITH



iliogupane u paGoTa ¢ MamMIHUK
He ce oyaksa CriMBactraTud AJ] fa noeausie cnocoGHocTTa By 3a modHpane nin paboTta ¢ MammHu.

Bce nak obaue Tpabsa Aa ce BieMe nox BHHMAHHE, 4e MPH HAKOHW XOpAa HACTHIBA 3aMaiiBaHe clel
npueM Ha CHMBacTaTHH AJL.

CumBacTrathd AL 20 coanpika JakTo3a (MaedHa 3axap).
Ako Bawar nexap Bu e ka3a, 4e MMaTe HENOHOCHMMOCT KM HAKOH 33XapH, CBBP)KETE C€ ©
Hero, Npeay Aa NpHEMETE TO3M N1eKapCTBEH NMPOIYKT.

3. Kak na ce upuemate CamBactatun AL 20
Bammar nekap ime onpeaenu nogxoasuiara 3a Bac nosa, B 3aBucMMocT OT 3a00n5BaHeTo BH.

Bunaru npuemaiire CrumaactaTun AL 20 ToyHO KakTO € yKa3aHo OT NeKyBauuaT Bu nekap. Axo
HMAaTe CBMHEHHA U BLIPOCH, 00BPHETE Ce KBM JIEKyBallMs By nexap wid ¢apmauept. Bue Tpaosa aa

NPOABIDKHATE CNIA3BAHETO HA XOJIECTEPOJI-NOHIDKABALLATA JHETA 110 BpeMe Ha JISYEHHETO ¢ TOBa
JEKAPCTBO.

BrapacThan
OO6nuaiinaTa navanHa no3a ¢ 10 mg, 20 mg win B Hakou cnyyan A0 40 mg aHesHo. Bammar nexap

MOJKe Jja KOpHrupa Bauiarta Ao3a Hali-paHo crea 4 ceAMHIM AC MaKcHMallHa 71032 ot 80 mg AHeBHO.
He npuemMaiite noseue ot 80 mg aHeRHO.

Bammsr nekap we Bu npeanuine no-Hucka 103a CHMBAacCTaTHH, 0cO0EHO aKo npHeMaTe U APYTH
JieKapcTea, H3OPOCHH 110-TOpe WM HMaTe HAKakBu MpobieMHu ¢ OrOpenyTe.

Zosara ot 80 mg NHEBHO CHMBACTATHH wIe BY GbJe NpeAIKHcaHa caMo B caydali Ye HUBATA HA
XONeCTepOlt NIPH BaC €4 ¢ MHOTO BHCOKH CTOHHOCTH M MMa PHCK OT pa3sBHTHE HA CHPAEYHO-ChIOBO

3a00/19Bane, MpH KOETO TepanleRTHYHATA LE 3a MOHIKABAaHe Ha XOJECTEpOoia He ¢ TTOCTHIHATA ¢ [10-
HUCKH NO3H.

YoTpeda npH aella | IOHOIIH
3a pena (ot 10 no 17 roaunn), npenoppuuTensaTa, obuuaina HagaiHa go3a e 10 mg JxeBHO, npuera
Beyep. Makcumannara npenopwurTenta ao3a € 40 mg 1HeBHO.

Hauun Ha nprioxeHHe:

[Tpuematite CuMBacTatud AL Bedep. Moxere a npuemare IeKapcTBOTO ChC WM He3 Xpana.
ITpuemaiire CumBacTaTHh AL, nokato Bamusr nexap He Bu kae aa ro cnpere.

Axo Bammusr nekap By ¢ npenmican CumBactaTii AL 3aeIHO ¢ APYro NEKapcTBO 3 TOHMKABAHE Ha
XOJECTEPOIA, CHABPKAINO HAKAKHB CCKBECTPAHT HA XKIIBYHHTE KUCETUHH, BHe TpabBa aa npuemare

CumpactaTin AL Hali-manko 2 vyaca npean unk 4 yaca ciea MpHEMA HAa CEKBECTPAHTA HA MTHLUHHTE
KHCEJTHHH.

AKO cTe IpHeIH NoBevue 0T HeoOXxoaumaTa no3a CumeactaTan AL 20
. MOJIS CBBpakeTe ¢e ¢ Bamud nekap wnn papmanesnrT.

AKO cTe nponycHaau Aa npueMeTe CamBacTtaTuH AL 20
’ He r3emaiiTe n1BOMHa A03a, 32 Ja KOMINEHCHpaTe npommycHaTaTta Tabaerka. [Ipocto B3emere.
0OuuaiiHoTO KoHMuecTBO CumMBacTaTHH AJl KaTo MpoABL/BKHTE 061UaiiHATA HA3HAYEHA cXeMAa Ha

JeyeHMe Ha CeABallUg JeH.

Axo cte cnpeas npuemMa Ha Cumsactatun AL 20

. ['oBOpeTe ¢ Balns nexap Wi papMalesT, Thid KkaTo Batmiar xoaecrep
TIOBULIH.



AKO ¥MaTe HIKAKBY JOMBJIHUTEIHHE BEIPOCH OTHOCHO ynoTpefara Ha ToBa JIeKapCTRO, MONUTAliTe
Bawns nexap wiu gapMaliesT.

4. Bb3MOKHH HeXKeJJAHH PEAKIHH
[lono6Ho Ha BeuukH MekapeTea, CuMBactatuu AL 20 Moske Ja ApeAH3BHKA CTPAHWYHH eeKTH,
BBIPEKH 4e T¢ HE Ce NPOABIBAT NP BCEKH JIEKYBAH C TOBA JIEKAPCTRO.
CrneHUTE TePMUHH Ca H3NON3BAHM 33 ONIMCAHHME HA 4ECTOTATa HA AOKIABAHUTE HEKEIaHH PeaKlMu:
¢ Peaxu (MOXe na 3acersar 10 1 va 1 000 gymm);
e MHuoro peaxn (moxe ga 3acersHat 1o | Ha 10 000 oymw);
e ( HeM3BECTHA 4eCTOTa (OT HAIMYHHUTE NaHHH HE MOXe qa ObIe HalmpapeHa OLCHKA).

AKQ HRCTHRH HHKOS OT Te3H CEPHOIHH HeXeIARHE PEAKNHH, COpeTe NPHeMA HA JEKAPCTBOTO H

He3a0aBHO ce cBbpKeTe ¢ Bamus Jekap WM OTHAETE B cielIHEA KaOHHEeT HA Hal-GaH3KATA
6oaHHnIa,

CbobmeHn ca c/ieJHATe peJiKH CEPHOIHH HEXEJAHH PeaKIuH:

* MyckynHa Qonka, 60/ie3HeHOCT, c1ab0CT WK KpaMnH. B MHOTO peliky CJTyuau Te3H MyCKY/THH
npoOiieMu Morar fa GpnaT cepHO3HH, BKIIOYBALIYM MyCKYJIeH pasfnaj Bojel A0 6rOpeyHo
yBpeXaHe ¥ MHOTO PAAKO MOKe Ad HACTBIIH CMBPT;

® DPeaKUMHTC Ha CBPBXYYBCTBUTENHOCT (ANIEPrudHHA PEAKLMHN) BKIIIOYBAT:

- [IOAYBaHE Ha IMLETO, €3MKA K T'BPJIOTO, KOETO MOXKE 18 IPUHMHH 3aTPYIHEHO AWIlIaHe
(anrnoenem);

- CHJIHA MyCKYiHa 6011Ka 0OMKHOBEHO B I'bpba B XBbIGOKA;

- ObpHE Cbe cNabOCT B KpaltHHIIUTE H MYCKYJIHTE HA BpATa;

- OONIKa MK Bh3NAICHHE Ha CTaBUTE (PEBMATHYHA MOTAMHANITHSN);

- BB3MaJCHUE Ha KPHBOHOCHHTE CBAOBE (BACKYIIHT);

- HeoOMYAHHO NOCHHABAHE, KOXKHY OOPHBH HITH NOAYBaHE (IepMATOMHOIMT);

- KONPHBHA TPECKA, MOBHIICHA YYBCTBUTEIHOCT HA KOYKATa KbM CTBHLIETO, TPECKA,
3a4epBABAHE;

- 3a0yX (ANCIIHES) M HEPA3MOIOKEHHE;
- Jymyc noaoOeH CHHAPOM (BXUTIOMBRaLL OOGPHB, CTABHY CMYLIEHHS U NPOMEHH B
KPBBHHUTE KJICTKU),
® BE3NAICHHE HA YEPHMA JIpo0 ChC CHSAHUTE CHMOTOMM: NOXKBITIBAHE HAa KOXKATa 11 OYHKTE,
CHPOLK, THMHO OLIBETEHA YPUHA MITH CBETIIH H3MIPAXKHEHHs, YYBCTEBO HA YMOPA WM cnabocT,
¢ 3aryba Ha afeTHT, YHEPHOAPOGHA HEAOCTATHUHOCT (MHOIO PARKO);
® BL3NAICHHE HA NAHKPEaca 4ecTo CbC CHITHA KOpeMHa 0OJTKa.

Chobmenn ca ¢/IeAHATe MHOTO PEeAKH CEPHO3HA HEXeJIAHH PEAKIAM:

® CepHO3HA ANEPTHYHA PEAKLUA, KOATO MOXKe Ad NIPHUHHM 3aTPYAHEHO AMINAHE WK 3aMasHOCT
(aHaMmaKkcua);

¢ 00puB, KOHTO MOJXKE J1a C€ TIOABM 110 KOXATa MM PaHH B YCTaTa (IMXCHOMHH 1eKAPCTBEHH
ePYIILIHN);

¢ MyCKyJiHa pynTypa,

® TI'MHCKOMACTHA (YIOJIeMABAHE Ha I'bPIMTE MPH MBXKE ).

CheaHuTe HeKEJAHH PEaKIH¥ ChINO ¢3 CHOOIABAHH PHIKO!
e HaMmaneH Opoll YepReHU KPBBHH KIETKH (aHEMHS);
U3TPLIBAHE WIH cnabocT B pBLETE U KPaKaTa;
rnasodonye, YyBCTBO HA M3TPBIIBAHE, BUCHE HA CBAT:
3aMBIIIEHO BHXKAAHE, HAPYUICHO 3pEHHE;
XPaHOCMHJIATENTHH CMYLIEHHA (OONKa B KOpeM4, 3aeK, ChOHPaHe HA ra3oBe
XpaHOCMHIIaHe, THAPHS, FrafeHe, NOBPhilaHe);
KOCOnaj, HaIMrHAaT YepBeH OOPUR, HOHAKOTA C JIe3uH (epHTEMa MyaTH(
¢  OTNAAHANOCT, |
® CMYLUIEHHA B CBHHA (MHOTO PAIKO);




* orcnabpaHe Ha aMeTTa (MHOTO PAAKO), 3ary0a Ha MaMeTTa, O0bPKBAHE,

ChaeHHTe HEXKEJAHH PeaKIHH CHIO €A CHOOIICHH, HO YeCTOTATA He MO3Ke 12 ObJe OneHeHa OF
HAJTHYAHTE AAHHH (¢ HEH3BECTHA 4eCTOTA):
® ¢pekTHinna AUChHYHKLHS;
* Oenpecus;
* BBINANCHHE Ha OellnTe ApodoBe, NPUYMHABALIO JUXATETHH MPOSIeMH, BKTIOYHTETHO
NEPCHCTHPAILA KAIWTHIA W/HWIH 3aJIyX WIH TPECKA,;
® TPOONEMH CBC CYXOMMITHATA, MOHAKOTa YCIOKHEHH ¢ Pa3sKbCBAHE HA CYXOKHIHETO,
MHACTEHM IpaBKC (3a00MsBaHe, NPHUHHABALILO 061lla MyCKyIHA ¢1aGoCT, B HAKOH CITy4au
BKJIIOYBAINA H MYCKYJIHTE, KOHTO YYacTBAT MPH JUILIAHETO),
* OYHA MHACTeHHA (32009BaHe, MPHYMHABAWIO CJ1a0OCT Ha OYHHA MYCKYJT).

['oBopere ¢ Bamus nexap, ako usnureare ¢nabocT B pPBLETE HIH KpaKaTa, KOATO ¢€ BOINABA cJIe]]
NEPHOAH HAa AKTHBHOCT, UMATE ABOMHO BIDKIaHE WIH YBHCBAHE HA KJIEMAUWTE, 3aTPYAHEHO
MPErThIaHe WIM 3a0yX.

JAONBIHATENHO ¢a CHOOMERN Bb3MOKHE HeXKeJIAHH peakiii NPH HAKOH CTATHHH!
¢ HAPYIICHUA B ChHA, BKIIOYHTEAHO KOIIMAPH, HAPYUICH] CEKCYAIHA (DYyHKIIHA;
» auabert. ToBa € MO-BEPOATHO, aKO MMaTe BUCOKH HHBA Ha 3aXapH M Ma3sHHHH B KPhBTa, aKO
CTE€ C HAIHOPMEHO TETNIO H HMaTe BHCOKO KPBBHO HandraHe, Baumar nekap me npociensapa
cbCTOABMEeTO By, D0KAaTO NpeMaTte TOBa IEKApCTBO,

¢ MyCKynHa 6oika, 60Ie3HEHOCT WK CabocT, KOATO € IOCTOAHHA M MOXKE Aa HE OTULYMH CJIe
cniupaHe Ha CumBacTaTH AL (¢ HEU3BECTHA YECTOTA).

Hicaenpanns

Habntogaeabiu ca nOBHIIEHH CTOHHOCTH HA HAKOM KPBBHH TECTOBE 3a YepHONpoOHaTa QYHKIMI H
MYCKYJHM €H3MMH (KpeaTMHKHHA3a).

Cro0ImaBane Ha HeXEIaHR peakHH

AKO Nomy4uTe HIKAKBY HEXE/IAHW IeKapCTBEHH peakiiuy, YBeaoMete Baums nexap nnu>
dapmarierT. ToBa BKITFOYRA BCHYKY BB3MOKHU HEOTTHCAHY B TA3H JIMCTOBKA HEXEIAHH PeaKLuuH.
Modxere CHILO Ja CHOOIUTE HEXENaHU PeaKUHH AUPEKTHO Upes:

HanbnHuTenua areHuMs 1o exkapcrsara

ya. ,,daman ['pyer” No 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo chobmasaTe HexenanH peakuuy, MOXeTe Aa AajieTe CBOS NPHHOC 33 TI0Ty4aBaHe Ha NOBEYS
UH(OPMAIMs OTHOCHO DE30NacHOCTTA Ha TOBA JEKAPCTRO.

5. Kax aa cuxpanasate Cumsacratun AL 20

Ha ce cpxpaHaBa Ha MACTO HEAOCTHITHO 3a ACLA.

Toau neKapeTBeH NPOAYKT He U3HCKBA CHCLHATHU YCIOBHA Ha ChbXPAHEHHE.

He w3nonsgaiiTe TOBA NeKapcTBO Cie/l CPOKa HA FOAHOCT, OTOE/A3aH BEPXY KapTOHEHATa ONAKOBKa.
CpOXBT Ha FTOOHOCT OTFOBapPs HA MOCHESIHHS JIeH OT IOCOUYEHUs Mecell.

He m3xenpnaiite iekapcTBaTa B KaHANH3aUMATA WIH B KOHTEHHEPA 3a JOMAIUHH OTIaIkLH.

[TonuTaiire Bans gapmaLeBT Kak Aa H3XBRPIATE JIEKapPCTBATA, KOMTO Beye HE M3nonzpare. Te3u
MEPKH 1€ CIOMOTHAT 3a ONa3BaHe Ha OKOJHATA Cpena.

6. Chabpixanue Ha ONAKOBKATA H AONMbJIHATE/IHA HHPOPMANAS
Kakeo coabpixa CuMmeacraTtin AL 20

AKTHBHOTO BELIECTBO € CHMBACTATHH,

Beska ¢gunMupana tabnerka cpabpika 20 mg CHMBACTATHH.




[ToMoOIHM BeLIECTRA:

Anpo Ha Tabnerkara;

JlakTo3a, MHKPOKpHCTAIHA LIETY03a, NPEkeNaTHHH3HPAHO LAPEBHYHO HHILIECTE,
Oymunxnapoxcuanuson (E320), marHesues creapar, Talk,

Ob6BuBKa Ha TabneTKaTa:

XHIPOKCHIIPONKHILENY/I03a, XMIIPOMEII034a, TaJIK, THTaHoB quokcuy (E171).

Kak m3rnexxaa CumBactatud AL 20 u kakBo CHABPXA HErOBATA ONTAKOBKA

beny, npoabirosaTk, AROHHO M3NbKHANH QUIMHPaHY TaONETKH, ¢ AENUTENHA YepTa OT e/iHaTa
CTpaHa ¥ H3MBKHAJIO penedHo o3Hauenue ,,.SVT u ,,20%,

Cumeactatud AL 20 ce oTIrycka B onakosky oT 1o 30 u S0 ¢punMupaHn tadnerxu.

IIpnTe:xaren Ha pa3penmieHHETO 33 ynoTpeba:
ALIUD® PHARMA GmbH
Gottlieb-Daimler-Str, 19,

89150 Laichingen,
['epManus

IIponssoanTenn:
Hemopharm GmbH
Theodor-Heuss-Strasse 52

61118 Bad Vilbel
I'epmanns

JlaTa Ha nocnenHo MpepasriexjaHe Ha JTHCTOBKATA:
03/2023




