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Simvastatin AL 40 mg, film-coated tablets

CUMBACTATHUH (Simvastatin)

[Ipoyerere BHHMATE/HO USIJIATA JIHCTOBKA, PEAH A 3all0YHETe /1a IPHeMAaTe TOBA JIEKapCTBO, ThH
KATO TH CbhAbp:Ka BakHa 3a Bac undopmanus.
— 3anaszeTe Ta3u JUCTOBKA. Mojke J1a ce HaJI0XKM J1a sl MpoYeTeTe OTHOBO.
— AKO MMaTe HIKAKBH JOIMBJIHUTEIHH BbIIPOCH, NnonuTaiTe Bawus siekap win papmauesT.
— Tosa siekapcTBO € npeanucaHo aH4YHO Ha Bac. He ro npeorcreneaiTe Ha Apyru xopa. l'o moxe j1a
WM HaBpe/IH, HE3aBUCUMO OT TOBA, Y€ MPH3HALIMTE HA TAXHOTO 3a00JisiBaHe ca chluuTe Kato Bawure.
— AKO HSKOSI OT HEXKEJIAaHUTE JIEKAPCTBEHH PEaKLIMU CTAHE CEPHO3HA, WK 3a0€eIe)KUTE APYTH,
HEOIUCAHM B TA3M JIMCTOBKA HEXKEJIAaHW peaKLMH, MoJis yBejomeTe Baluus aekap uiau papmauesT.
ToBa BKJIKOUBA U BCHYKHM BB3MOXKHH HEXKEJIAHW peaKLIMK, HEOMUCAaHHW B Ta3H JIMCTOBKA. BHKTe TOUKa

4.

B Ta3u JaucroBKa:

KakBo npeacrasnsasa Cumacratud AL 40 u 3a KakBO ce U3I110J13Ba
KakBo TpsbBa na 3naere npeau aa npuemere Cumsactatud AL 40
Kak na npuemare CumBactatud AL 40

Bb3MOXKHHU HEXeENTaHU peakLHH

Kak na cbxpanssare CumsacratuH AL 40

CbabpikaHHe Ha OMAKOBKATa M JIOMbJIHUTE/IHA UH(pOpMaLUs

Ot s W b e

1. KakBo npeacraBiasaBa CumBacratuid AL 40 1 3a KakBO ce H3110J13Ba

CumactaTiH AJl cbabpika akTUBHOTO BELIECTBO CMMBAcTaTUH. CMMBACTAaTHH € JIEKAPCTBO 3a MOHWKaBaHE
HUBaTa Ha o0LKMA XosecTepod, ,Jjowusa” xonecrepo (LDL xonectepon) U MacTHH BelllecTBa B KPbBTa,
HapeuyeHH Tpurauuepuan. Oceen ToBa CumBactatud AJl nosuiasa HuBara Ha ,,q00pus™ xonecrepos (HDL
xonecrepost). CumactaTud AJl npyuHaAieku KbM rpyria JIEKapCTBEHH MPOAYKTH, HAPEHYEHH CTATHHH.

XonecTeposibT € €/1HO OT HAKOJIKOTO MAacTHM BELIECTBA, OTKPUTH B KpbBOOOpauieHuero. Bawmar ol
xojectepoJ e usrpajeH rinagHo ot LDL u HDL xosiectepon.

LLDL xosecTeponbT 4ECTO € Hapu4aH ,,J1011" X0JIeCTepOJl, ThbH KaTO TOW MOXKE J1a C€ HATPYIIBa 110 CTEHUTE Ha
Baiuure aprepun, oOpa3yBaiku njaaku. Hakpas ToBa HaTpynBaHe Ha Ijlaka MOXKe Jja I0BE/Ie 10 CTECHIBaHE
Ha apTepuuTe. TOBa cTeCHsIBaHE MOXe Aa 3a0aBu WK OJIOKHpa KPbBHHUSA MOTOK KbM KH3HEHOBAXKHU OpPraHu
KaToO CbpPLETO U MO3bKa. ToBa OJlOKMpaHe HAa KPbBHHUS MOTOK MOXKE J1a 10BEJI€ 0 ChbpP/JCYEH yaap HIIH
HHCVJIT.

HDL xonecteposbT 4eCTO € Hapu4aH ,,J00bp" X0JIeCTePOJI, ThbH KATO TOHW BB3MPENATCTBA HATPYINBAHETO Ha
JIOLIKS XOJIECTEPOJI B APTEPUMUTE M TIpeAna3Ba OT CbpAEHHO 3a00J1BaHe.

Tpurnuuepuaure ca apyra (popmMa Ha Ma3HMHH B KpbBTa BH, KOUTO MOKe J1a NMOBHULIAT
OT Cbp/Ie4HO 3a00JIs1BaHeE.

Bue TpsabBa na 0bj1eTe noU10KEeHH Ha X0JIeCTeposI-MOHKWKaBalla A4eTa, 10KaTo rp



CUMBacTaTMH c€ H3MOJ3Ba KAaTO AOIMBJIHMTEIHO CPEICTBO KbM Baimara Xonecrepos-noHMXKaBallla JHETA,

KOraTo UMare:
-  TOBHLICHO HMBO HAa XOJIECTEPOJ B KpbBTa Bu (MbpBUUHA XMIEPXOIECTEPONEMHUA)} KIIH YBEIIHUCHH

HHBa Ha Ma3HWHHU B KpBBTa BYU (cMeceHa xunepnunuacMus);
- HacneAcTBeHO 3abongBaHe (leyeHHEe HAa XOMO3WroTHa (aMWIHA XHITEPXOJIECTEPONEMHUA), KOETO

yBellHYaBa HHBATA Ha Xojlecteposiia B KpeBTa Bu). BrHe mMoxere chill0 Taka Aa nMpHeMaTe ApYyro

Ne4YCHUE;

- HcxemudHa Oonect Ha crpueTo (MBC) unu cre ¢ Bucok puck 3a UbC (Thit kaTo UMaTe quader,
aHaMHe3a 3a HHCYJIT WK Apyro 3abonaBaHe Ha KpbBOHOCHHTE CbAOBe). CumBacTratHH AJl MOxe aa
VIBJDKH XKUBOTA BH 4pe3 OHIDKaBaHE Ha PHCKA OT ChPACYHH 3a00/IIBAHHA, HE3ABHCHMO OT

KOJIHYECTBOTO Ha XOJIECTEPO B KpbBTa BH.

[Ipn moBedeTo XOpa, MPH HATHYHAE HA BUCOK XOJIECTEPOII HE CE NOABABAT BeJHara CbOTBETHHTE CHMITOMH.
Bawmusr nexap MOXe 1a H3MEpPH KOJIMUECTBOTO Ha XOJIeCTepO B KpbBTa By upe3 0OMKHOBEH KpPBBEH TECT.
[Moceinapaiire penoBHo Bawusg nekap. [Ipocnenspaiite HUBOTO Ha XOJeCTEpona CH H cbcrknanTe ¢ Balmug

nexap NOyUYeHHTE pe3yJITaTH.

2. Kaxso Tpa0Ba aa 3naere npean Aa npuemere CamBacrataa AL 40

He npuemaiime Cumsacmamun AL 40 :

- aKo CTe ajieprudHu (CBPBXUYBCTBHTENHH) KbM aKTHBHOTO BEIIECTBO WIIH KbM HAKOE OT IOMOLLHHUTE
BEIECTBA HA TOBA JeKapcTBO (BXK. T. 6. ,,CrabpKaHue Ha ONAKOBKATA H JOMBJIHHTEIHA
uHpopMaus™);

- aKO0 B MOMEHTa HMaTe NpobieMH ¢ YepHHUA Apod;

- aKo CTe OpeMeHHA WIH KbpMHTe (BIK T. BpeMeHHOCT U KbpMeHe);

- aKo npHemare JEKapCTBa C €IHO HIIH NOBEYE OT €1HO OT CIeIHUTE AKTHBHH BELIECTBA:

0 UTPaKOHA30J1, KETOKOHA30I1, MO3aKOHA30J1 WIH BOPHKOHA30J (M3MON3BAHM 32

nedyeHHe Ha rbOHIHH HHQEKLHH);

O CPHTPOMHLHH, KIAPHTPOMHULIMH HITH TETHTPOMHLIMH (H3MON3BaHH 3a IeUCHHE Ha

HH(PEKLIUH);

O HIV-nporeazHy nHXHOUTOPH KATO UHAMHABHP, HEM(PUHABUD, PHTOHABUD H
caksuHaBup (HIV nporeazantre HHxubGUTOPH ce u3non3sar 3a jieueHde Ha HIV
HHpEKLIHH);

OoLienpeBHp WIH TENAIPEBUP (M3MON3BaHH 34 JieueHUe Ha xenarut C BUpYCHa

HHpEKILHA ),

He(a3040H (M3M0J13BaH 32 JICHEHHE HA ACTIPECUs);

KOOKLIMCTAT;,

reMbuOpo3un (M3MON3BaH 3a MOHWXKABAHE HA XOJlECTepoa);

HUKIOCTIOPYH (M3MOJI3BAH YeCTO MPH NalUeHTH ¢ OpraHHa TPaHCILUIAHTALIHA );

AaHa30J1 (CHHTETH4YEH XOPMOH, H3IMOI3BaH 3a JICYCHHE HA CHAOMETPUO3A,

CBCTOSHHE NPH KOETO THKAH OT BhTpellHAaTa OOBMBKA HA MATKATA pacTe U3BbH

MAaTKaTa);

- aKo TIpUeMaTe WM CTe NMpHeMalli Nnpe3 MOCACAHUTE 7 IHH JIEKapCTBO, HapeueHo (py3uaosa
KHCeNTMHA (JiekapcTBO 3a DakrepHanHa HHGEKLUA), MEPOPATHO Wd UHXKeKUMOHHO, KomOuHauuaTa
ot ¢y3ua0oBa KuceauHa H CHMBacTaTHH MOXeE Ja AOBeAe A0 CepUO3HU MYCKYIIHH npobaeMu

(pabaoMuoIH3a).
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He npuemaiite noseue ot 40 mg CumBactaTHH AL, ako npueMare JoMUTANKI (M3N013BaH 3a JICYCHHE Ha
CepPHO3HO M PAIKO NEHETUYHO ChCTOSHHE, CBBP3aHO C BUCOK XOJIECTEPOIT).

AKO He CTe CHI'YpHM JainH Balusar nexapcTBeH NPORYKT € Cpen H3OPOEHHTE, M1O1T

IIpeaynpexeAHa H NpeANa3sHH MEPKH




YBenomere Balius nekap:

- 3a BCHYKH Bauu 3apaBocioBHH nMpobaeMH, BKITHOUHTEIHO ANIEpTHH;

- B CJTy4a#, 4¢ KOHCYMHpATE roNeMH KONMHYECTBA ANKOXO0J,

- aKO UMATe WIM CTe UMM depHOoApoOHO 3abonsBaHe. CumBacTaTud AL MoOe Aa He € MOAXOALL 32
Bac;

- axo Bu npeacrou onepauus. Moxe fa ce HaAJIOXKH Ja cripere npHema Ha CumBactaTHH AL 3a kpatko
BpEME;

- aKO MMaTe HIIM CTe HMau MHacTeHHs (3a00/1sBaHe, KOETO ce MpoABABa ¢ 00Ina MycKyJHa ci1abocT, B
HAKOH CJTy4aH BKJIKOYBAIA H MYCKYJIMTE, KOUTO YYaCTBAT MPH AUITAHETO), HIH OYHA MUACTEHHA
(3abonaBaHe, NPHUMHABALLO C1aboCT Ha OUHHA MYCKYJT), Thil KATO CTATMHHTE MOHAKOra MOTarT Ja BAOoLIaT
3a00JISBaHETO WIM 1a AOBEIAT J0 NOSBA H& MHACTEHHUA (BXK. TO4YKa 4);

- aKO CTe a3Harel, Thi KaTo 3a Bac Moxe Oa e noaxoadiia pa3sHyHa 1o3a.

Baiuuart nexap Tpadra na Bu HanpaBu KpBEBEH TECT NPEay Aa 3anovnere npHeMa Ha CuMBacTaTuH AL M ako
UMaTe HAKAKBH CHMITTOMH Ha YepHOAPOOHHU npobiiemH, nokato npueMare CumeacTtatud AL, Toea ¢

HeoOX0AHMO, 3a J1a C€ BUAM KOJIKO J00pe QyHKLHOHKPa YepHUAT Bu apod.

BaiuaT Jiekap MoXe CBUIO fla norcka Aa By HanpaBu KpbBHH TECTOBE, 3a a POBEPH KOJIKO A0Ope
¢yHkIMOHUpa YepHUAT Bu apob, cnep kato cre 3anouHanu npuema Ha CumpacraTtil AL.

Ako uMaTe AHabeT WK CTE ¢ PHCK 3a pa3BUTHE Ha auaber, BawuuaT nexap we npocnensasa CTPUMKTHO
cherogHHeTo BH, nokaro npuemMare TOBa 1eKapCTBO. AKO HMATE BHCOKH HUBA HA 3aXapH H Ma3HHWHH B
KPBBTA, AKO CTE C HAAHOPMEHO TErJI0 WY HMATE BUCOKO KPBEBHO HANATAHE, HaH-BEpoATHO BHe cTe ¢ puck 3a

pa3BHTHE Ha quaber.
Veenomere Bamus nekap, ako uMate Texkko oenoapodHo 3abonsapane.

He3abaBHo ce cBbpxkeTe ¢ Bamnaa Jexkap, B cjayqaii 9e noqyyBcrBare HeoOsicHEMA MYCKy/aHa §oJKa,
Oonessenocr HaH ciaabocr. Tosa e HeobxogEMO, 3a0TO B pelKH CJIYYaH, MyCKYJHHTe Npodemn
Morat Aa OBAAT CcepHO3AH, BKINYHTEIHO CBLP3aHH ¢ MYCKYJeH pa3naja, sogem Ao 6nOpeuno

YBpexK/iaHe H MEOTO PSAKO CMBPT.

PHCKBT OT MYCKYyNEH pa3naz € Mno-rojiaM npH NauueHTy, npuemaiy CyumMBactatiH AL B NO-BHCOKHM A03H,
ocobeHo B 7032 80 mg. PUCKBT OT MYCKYJIEH pa3naj ChLIO € NMO-BUCOK MMPH ONpeAcNeHH NalHECHTH.
["oBopeTe ¢ Bamua nekap, ako HIKOE OT CNSAHUTE ce OTHacy 3a Bac:

- KOHCYMHpPATE IroJIEMH KOJIHYECTBA &JIKOXOT;

- UMaTe npobnemu ¢ Os0penmTe;

- yMaTte npobieMy ¢ IMMTOBKUAHATA AUTE3A;

- Buie cTe Ha BBH3pacT 65 roguHK WK MO-BB3PACTEH;

- BUe cTe xeHa;
- HAKOTA CT€ UMANH NpodiieMH C MYCKYJIUTE IPH JICYEHHME C XONMECTEPOS MOHKXKABAIU NEKAPCTBA

Hape4eHH ,,cTaTHHN" Win ¢pubparu,
- Bue wny GJIH3KK YICHOBE HA CeMeNCTBOTO B HMaTe Hac/ieACTBEHH MYCKYJIHH HapYILICHHUA.

Cpino Taka nHpopMmupaiiTe Balna nekap WM ¢apMaLIeBT, aKO KMaTe MYCKYJTHa c1abocT, KOSTO €
NocToAHHA. Moxe 1a € HeoOXOAUMO MPOBEXIAHETO HA TOITLTHUTEIHH U3CNEBAHHA ¥ NIPUEM HA
JOITHJTHUTENIHY JIEKapCTBa 32 AHArHOCTHKA M JIEYEHHE Ha TOBA ChCTOSHHE.

lena \ woHOM A
be3sonacHocTTa H edukacHocTTa HA CuMBacTaTuH AJl € Ouna npoydeHa MNpH MOMYETA HA BL3PaeT

17 ronHU U MPH MOMHYETA, KOUTO €a 3aMo4YHaly Aa HMAT MEHCTPYaLHMs MOHE OT €Ha//0 st
touka 3. Kak ga npuemare CumactaTud AJl). Ynorpebara Ha Cumsactratun AJl He f; Tl
Aena Ha Bb3pact nog 10 romuHu. 'oBopere ¢ Baluus nexap 3a AONBIHUTENHA HHPO

4

Hpyrm aexaperea B Campacratunr AJL:




HUndopmupaiire Baluus nexap WM gapMalesT, ako MpHEMAaTe, HACKOPO CTE NMPHEMAIH WIH € Bb3MOKHO [ia
npyHeMaTe APYTH JIeKapcTBa ¢ HAKOE OT CIIEAHHUTE aKTHUBHH BELIECTBa. EJHOBPEMEHHHAT NIPHEM Ha
CumsactaTHH AL 3ae/IHO C HAKOH OT CJIEJHHTE JIEKApCTBa MOXKE Ja A0BeAe 10 YBEIHYABAHE HA PUCKA OT
npoGneMH ¢ MyCKyJINTe (HAKOH OT TAX Ca Beue U3bpoenH no-rope B Touka ,.He npuemaiire CumpacraTuH

AL%).

AKO ce HAJIArA A4 NPAEMATE NepopanHo py3naoBa KHCEJIHHA 34 JIeYcHHE Ha OakTepraana
nanpexnna, Bae Tpabea BpemeHHo Aa cmpere ymorpebaTa Ha TOBa JIEKApPCTBO.
BamusT Jexap me Br kaxke xora ¢ 6e301acno A8 3an09HeTe OTHOBO JEHMeHHE ChC

Cumpacrataa AL. IIpuem na CumBactate AL ¢ ¢y3naoBa KHcelHHA MOXe PSAKO
AA XOBede A0 MYCKYAHa caabocr, Gone3sneHoct maH Ooaka (pabaommonnsa). 3a
AOMBAHETEIHA HEGOPMALNHSA OTHOCHO PAGAOMHO/IH3A BHKTE TOUKA 4.

LMKJIOCTIOPHH (M3M0JI3BaH NMPH NALHEHTH C OpraHHa TPaHCIUTAHTaLHs );

IaHa3oa (XOpMOH, HanpaBeH MO M3KYCTBEH HAYMH H H3MOJ3BaH 33 JICYCHHE Ha CHAOMETPHO34,
ChCTOUHHE, MPH KOETO THKAH OT BhTpeilinata 0OBHBKA HA MATKATA pacTe U3BBH MaTKaTa);
NIeKapCTBa, KOMTO CHABPXKAT WTPAKOHA301 HIH KETOKOHa30J, (UIyKOHa30n, MO3aKOHA30.l,
BOPUKOHA30J1 (JIEKAPCTBa M3IOA3BAHH NMPH MEOHUKH);

¢HOpaTH, ceabpxalin reMpubposun u Oezapubpar (M3non3paHH 3a HaMalsBaHE HAa HUBATA HA
xojiectepona);

EPUTPOMHLIMH, KIIAPUTPOMUALIMH WM TEIUTPOMHLUH (32 JieueHHE Ha OaKTepHATHA HHPEKIHH);

HIV nporeazHn HHXHOHTOpPM KAKBMTO ¢4 WHIUHABHp, Hea(pHHABHpP, PUTOHABMUP U CAKBUHABHUD
(nekapcTBa, U3nonseanu npu geueHue Ha CITUH);

AHTHBHPYCHHU CPeACTBA 3a JieveHHe Ha xenmatur C xato GouernpeBdp WIM Tenanpesup, endacBup
HIH rpa3onpeBHp (M3NMON3BaHH 3a jeueHue Ha xenatut C BUpycHa HHEKLMA);

He(a3010H (M3M03BaH 32 JIEUEHHE Ha JENpeCcH);

JIEKapCTRA ¢ AKTHBHO BELIECTBO KOOULIUCTAT;

aMHOIapOH (M3MOJI3BaH 32 JICUEHHE HA PYUTbMHH HapyllIeHH);

BepanaMuil, IWITHA3eM WIH aMJIOAMNHH (M3MOJ3BAHH 33 JIEYEHUE HAa BHUCOKO KPBBHO HAJATAHE,
CTEHOKAapAHA, CBBP3aHa ChC ChPACHHO 3ab0NdABaHe WIM APYTH CBCTOSHHA, CBBP3aHH CbC ChPACHHH
3a00JIIBAHHA );

noMHTanu (M3Mon3BaH 3a JISYEHHE HA CEPHO3HO M PAAKO MEeHETHUYHO CHCTOSHHUE, CBBP3aHO ¢ BHCOK
Xonecrepon);

AAnTOMHIMH (JIEKaPCTBO, M3MO3BAHO 33 JICYCHHE HAa YCIOKHEHH HHPEKUMH HAa KOXKATA H KOXKHHTE
CTPYKTYPH, H OakTepHemus). BeposaTHOCTTA 3a HeeNaHH peakilHd, 3acAralllH MyCKYyJIHTe, MOXe /a
Obae Mo-BHCOKA, KOTATO TOBA JIEKAPCTBO CE MPHEMA [0 BpEME Ha JIEUCHHE ChC CHMBACTATHH (Hanp.
CuBacratud AJl). Baimar nekap Moxke aa pewin aa cnpere CumBactaTHH AJl 3a H3BECTHO BpeMe;
KOJXHUMH ( H3MOI3BaH 324 IeYEHHEe Ha noJarpa);

THKarpenop (aHTHarperaTHo CpeAcTBO);

pubounxnud (M3non3Ba ce 3a JICUeHHE Ha paKk Ha rbpAaTa);

nanOourKIMO (M3Moa3Ba Ce 3a JICUCHUE Ha pak Ha rbpAaTa).

VBenoMere Baiuua nekap unu ¢apManieBT, KAKTO 38 BCHYKH JIEKAPCTBa, W30POEHH NO-rope, Taka H 3a
BCAKAKBM APYTH JIEKAPCTBA, KOUTO NPHEMaTe WiIH CT€ NPHEMANIH, BKIIOYKHTEIIHO H TAKUBA, OTITYCKAHH 0€3
peueitta. HudopMupaiite Bamvs nekap ocobeHo ako npHeMare NekapeTBa, ChbAbPXKAULA HAKOH OT CIICOHHUTE
AKTHBHH BEILICCTBA.

JeKapcTBa ¢ AKTHBHO BEIECTBO, KOETO MPEedoTBpaTABa 00pa3zyBaHETO HA KPbBHH CBCH
xaro BapdapuH, PeHNMPOKYMOH WIH aLEeHOKYMAapOn(aHTHKOAryJ1aHTH);

denodubpar (chlO H3MON3BaH 38 NOHWKABAHE HA XOJIECTEPOA B KPbBTA);,
HYALKH (CBLLO U3NOM3BaH 32 MOHWKABAHE Ha XOJIeCTepona);

prdaMnUUKH (M3NO0A3RAH 32 JICYCHHE HA TYOepKyo3a).




Chuno Taka, yBegoMeTe Bawmus nekap ako npueMare HHalHH HITH JIEKapCTBa, ChALPIKAIIH HHAIlMH H aKO CTe
KHMTAet.

[Ipnem Ha CumpBactaTHH AL 40 ¢ XpaHa # HANHUTKY
Cok®T OT rpeiindpyr ChABPKA €lHA WIH NMOBEYE ChCTABKH, KOMTO MOBIUABAT e(peKTa Ha HAKOH JIeKapcTBa
kaTto CumeactaTuH AJl. KoHcymanmaTa Ha cox ot rpeiindpyTt Tpabsa na ce n3bsarsa.

bpemenunocr
Bue He Tpabsa na mpuemare CumpactatuH AL 40 ako cre OpemeHHa, onuTBare ce ja 3abpemeHeeTe UM

MHCJIHTE, Y€ MOXe aa cte OpemeHHa. AKo 3adpemMeHeeTe no BpeMe Ha JieueHHe cse Cumsactatud AL 40,
CripeTe BeJHAra MpMeMa Ha TOBa JIEKAPCTBO U He3a0aBHO ce KOHCYNTHpaiiTe ¢ Balnus nekap.

KbppmeHe
He npuemaiite CumBacratiH AJl, ak0 KbpMHTEe, TBH KaTO HE C€ 3HAC NAIH JICKapCTBOTO MpEMHHABA B

kbpMaTa. [lonuraiire Bawuna nexap win ¢gapMauerT 3a CbBET Npeau ynotpebaTa Ha KOETO H 1a € JIEKapCTBO.

UlodupaHe U paboTa ¢ MaLIWHK
He ce ouakBa CumBactarni AJl aa nosnusie cnocobHoctTa Bu 3a modmpane wnm pabora ¢ mamuHu. Bee

nak obaue TpabBa Ja ce B3eMe MMoJ BHUMAaHME, Ye MPH HAKOM XOpa HACTBNBA 3aMaiiBaHe ciej MpHEM Ha
Cumpactatny AJl.

CameactaTan AL 40 coanpxa aakro3a (MJIeuHa 3axap).
Axo Baumiuar nekap Bu e ka3an, ye uMaTe HENMOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE Ce C
HEro, Npeax 1a NpUEMETEe TO3H JIEKAPCTBEH MPOAYKT.

3. Kaxk 1a npaemate CamBacraTtun AL 40

BaiwuuaT nekap e onpeaeny nogxoasiara 3a Bac no3a, B 3aBUCHMOCT OT 3abonsaBaneTo By, HacToAoTo
nedYeHre M BallluA pHCK.

Bunaru npuemMaiiTe TOBa JIEKapCTBO TOYMHO KAKTO € YKA3aHO OT JeKysamuatr By nekap. llocseeTBaiire ce ¢

Baiuua nexap Wi ¢apMaLeBT, ako He cTe CUrypHH B Hello. Bue Tpa6Ba na cnaseare Ha xonecrepon-
NMOHWXKABALIATA AUETA MO BpEME Ha JICUCHHETO C TOBA JIEKapCTRO.

EOSHQQBKRZ

[IpenoprunTenHara fo3a € cumactatud 5 mg, 10 mg, 20 mg, 40 mg wim 80 mg Beanrx AHEBHO npes
ycTara.

B13pacTHH

O6nuaifHaTa HavanHa Ao3a ¢ 10 mg, 20 mg unu B HiAKoM cinydaH o 40 mg aHeBHO. Bawuuar nexap mMoxe na
KkopHurdpa Bauara no3a Hali-paHo cien 4 ceaMuii 1o MakcHManHa ao3a oT 80 mg auesno. He npremaiirte
noseve oT 80 mg ABEBHO.

Baimart nexap ie Bu npeanyine mo-HMCKa A03a CHMBaCTaTUH, 0COOEHO aKo NpHeMaTe W JIpyru JeKapcTsa,
H30POEHH No-rope WIH HMaTe HAKakBH npobnemu c 6ubpenure.

Hozara or 80 mg qHeBHO cHMBAcTaTHH e BM ObJe npeanucaHa caMo B ciydail AE Jmpt

[PH BAC C4& ¢ MHOIO BHCOKH CTOMHOCTH U HMa PHCK OT Pa3sBHTHE Ha CHPACYH( Yropdigd
3 Ty

KOETO TepaneBTHYHATA Liejl 3a NOHWXABaHe Ha XOJNecTeposia He € MOCTHIHATA C i M A



Yootpeba opu Aeua H FOHOWIK
3a aena (ot 10 go 17 rogunn), npenoprudTEIHATA, OOHYaiiHa HavyanHa Ao3a € 10 mg AHeBHO, NpHeTa Beyep.
MaxcuMaliHaTa npenopbunTe/IHa ao03a € 40 mg qHEeBHO.

HaunH Ha NpUnoOXEHHE:
[Tpuemaiite CumBactatui AL Beuep. Moxere na npHemarte JEkapcTBoTO cbe WK Oe3 xpaHa. Ilpuemaiire

CumsactaTd AL, nokaro Bawuat nekap He BH kaxe a ro cripere.

Axo Bamusar nexap Bu € npegmacan Cumpactatud AL 3aenHO ¢ Apyro JIekapcTBO 3a MOHWXXABaHE Ha
XOJIECTEPONIA, CHABPXALIO HIKAKBB CEKBECTPAHT Ha XUTbYHHTE KHUCENTHHH, Bue 1pabsa aa npuemare
Cumeactatuh AL Hal-Manko 2 yaca npead Wid 4 yaca chnefl NpueMa Ha CEKBECTPaHTa Ha XITbYHHTE

KHUCCIUHH.

AKo cTe NpHEeJH noBeve oT Heobxoaamara A03a CamBacTaTHH AL 40
e MoJa cBbpXkere ce ¢ Bamug nexap unu gapManesr.

AKO cTe nponycHAIH Ja npaemere CamBacTaTHH AL 40
e He B3emajite ngBoiiHa mo3a, 3a Ja KOMIIEHCHpare npomnycHatata Tabnerka. [Ipocto B3emere
obuyaiiHoTo konmuuyecTeo CumeacratiH AJl karo mpoabmkute ofuuaiiHaTa Ha3Ha4eHa CxXeMa Ha
NEUYSHUE Ha CJieBallUA JEH..

AKko cre cnpesn npaema Ha Campacratan AL 40
e JoBopere ¢ Bamna nekap unu dapMaueBT, Tbd kKaTo BaluMAT XOneCTEpOos MOXKE OTHOBO JAa €€

MOBHIIH.

AKO HMAaTe HAKAKBH ACITBAHHTEHH BBLIIPOCH OTHOCHO ynoTpedaTa Ha TOBa NeKapcTBo, nonuraite Bawuua
Jiekap HAH GapMaLEeBT.

4. Bh3MOKHH HEKe/JIAHH PEAKIHH

[TopobHo Ha BcHUKHM NekapctBa, CumBactaTHH AL 40 Moxe Aa npeaU3BUKa CTPaHUYHU edeKTH, BBITPEeKH Ye
T€ HE Ce MPOABABAT NPH BCEKH JIEKYBaH C TOBA JIEKapCTBO.

CneaHHTE TEPMUHH ca H3MION3BaHH 3a OMMCAHHE BA YECTOTATa Ha AOK/IAIBAHUTE HEXENaHHU peakiHu:
e Penku (Moxxe na 3acernar o 1 Ha 1 000 ayum);

e MpHoro peaku (Moxe aa 3acerdat g0 | Ha 10 000 xywn);
e C HeM3BECTHA uecTOTa (OT HANMMYHHUTE JaHHU He MOXe Aa Obae HanmpaBeHa OLICHKA),

AKO HACTBIH HSKOS OT TE3H CEPHO3HH HEXKEJIAHH PEaKNHH, CIpere NPHEMA HA JEKAPCTBOTO H
He3a0aBHO ce ¢cBLpAkeTe ¢ Bamng Jekap HiH oTHAETE B coemBRA KabraneTr Ha HAR-0R3KAaTa OOoNAHOA.
ChobmieHn ca CyieJHATE PelKH CEPHO3ZHE HEKeJIaHH PeaKIHH:
. MyCKYJIHa Goska, 60e3HeHOCT, cnabocT WK kpamnu. B MHOTO peaku ciiydaH Te3n MyCKyJTHH
npobiieMH Morat Aa ObaaT CEpHO3HM, BIUTIOYBAIIM MYCKY/EH pa3mnaj Boaei 10 Ob0peyHo
YBpeKAaHe H MHOT'O PAIKO MOXE 1A HACTHIIH CMBPT,

. peaKLMUTE Ha CBPBXUYBCTBHTEMHOCT (AJICPrUYHM peakLMK) BKJIIOYBAT:
O MOAYBAHE HA JIULETO, €3UKA H IbPJIOTO, KOSTO MOXKE Ja NPUYUHHU 3aTPYIHEHO AUIIAHE
(aHruoenem);

CHJIHA MYCKYJTHa O0s1ka 0OHKHOBEHO B rbpba H XBj100Ka;

OOpHB cbe cnaboCT B KpaHHHULIUTE U MYCKYJIMTE Ha BpaTa,
00JIKa WIH BB3MNAIEHUE Ha CTaBUTE (PeBMAaTHUHA TTOJTUMHAITHE
BBb3NAJTCHUE HA KPBBOHOCHHTE CHAOBE (BaCKYJIUT);

C O O 0
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HeoOH4aiiHO NOCHHABAHE, KOXXHH OOpHBH WIH NOLYBaHEe (AePMATOMHO3HT),
KONPHBHA TPECKa, MOBHUILICHA YYBCTBUTE/IHOCT HA KOXKATA KbM CITBHLIETO, TPECKA,
3ayepBsABaHE;
O 3ayX (AMCIIHEes) H HEPA3NOJIOKCHHE,
o Jymyc nogodbeH CHHApOM (BiUIOYBALL OOPHB, CTABHH CMYLUCHUS U MPOMEHH B KPBBHUTE
KJIETKH);
® BHINAICHHE Ha YepHHA Apo0 CBbC CNEAHUTE CUMNTOMM; NOKBITABAHE HA KOXKATA H O4HTE,
cbpbex, THMHO OL[BETEHA YPHHA WIH CBETIH MU3NPAXKHECHUA, HyBCTBO HA yMOpa WiH ciabocr,
3ary0a Ha aneTuT, YepHOAPOOHA HEOOCTATBYHOCT (MHOIO PAIKO);

¢ pL3NAJEHNWE Ha NIAHKpeaca 4eCTO ¢hC CHIHA KopeMHa Oolka.

O

CpoOlLIeHH ca ClIeIHHTE MHOTO PeAKH CEPUO3HH HEXEJIaHH PEaKLHH:
® CEepHO3HA AepruyHa peaxuys, KOATO MOXKE Aa NPHYHHH 3aTPYAHEHO AHILAHE HITH 3aMasHOCT
(aHadunakcus);
e 0o6puB, KOHTO MOXe Ja ce NMOABH MO KOXAaTa WIH PaHH B ycTaTa (JIHXEHOUIHH JIeKapCTBEHH
epynLMH);

MyCKYyJlHa pynTypa,
® T'HHEKOMACTHA (YrolemMaBaHe Ha MbPANTE MPH MBXKeE).

CieJHHTE HeXeENaHH peaKiMH CBIIO ca choOUIaBaHu paako (Moxe aa 3acerHar fo 1 Ha 1000 naumeHTa):
o HaMmaJicH Opol YepBeHH KPbBHE KJIETKH (aHEMHUs );

M3TPBIIBAHE WIK C1aboCT B PBLUETE U KpaKara;

rnapoOonue, YyBCTBO HA M3TPHIIBAHE, BUEHE HA CBAT,;

3aMBIJICHO BIDKAAHE, HAPYLLEHO 3peHHUE;

XpaHOCMMNIATEIHM cMylieHus (00Ka B KOpeMa, 3arieK, chOHupaHe Ha ra3ose, JIollo
XpaHOCMMIIaHE, AMapHi, FrafAcHe, MOBPbLIAHE);

KOCOMaJ, Ha[{MrHaT YepaeH OOpHB, MOHAKOrA C Je3HH (epuTemMa MynTHQOPME);
. OTNAagHAIIOCT,

CnenHUTE HeXENaHH pPeakuWH Cbllo ca choOlLUeHH MHOro pagko (Moxe ga sacerHar ao 1 wa 10 000
NALHEHTH ).

® CMYIIEHHA B ChHS (MHOIO pfIKO);

e otcnabBaHe Ha maMeTTa, 3aryba Ha nameTTa, 00bpKBaHe.

CaeaHuTe HeXe/laHH peaKkLHH CbIIO ¢a ChOOUICHH, HO YeCcToTaTa He MoXe aa Ob/e OueHeHa OT HATHYHHUTE
IJAHHH (C HEM3BECTHA YECTOTA):

. epeKTH/IHA AUCPYHKLIUA,
. aenpecus;
. BB3NAJIEHHE Ha GenuTe ApodoBe, MPUUMHABALLO AHXATENHH MPoOieMU, BKITIOYHTETHO

NepCHCTHpPAILA KAlLUTHLIA W/WIH 38yX WIH TPECKa;
npobsieMH CBC CYXOKWIHUATA, MOHAKOra YCIOXKHEHH C Pa3KbCBAHE HA CYXOXKHITHETO,
MHAacTeHHUa rpaBuc (3abonseaHe, NpUUHHABAILO 0011a MyCKYTHA Cl1ab0oCT, B HAKOH CITy4yau
BKJIIOMBALLUA H MYCKYJINTE, KOUTO Y4acTBaT IPH AHLLIAHETO);

° Oo4YHa MHacTeHHs (3abosgaBaHe, NPUYMHABALIO CnadoCT HA OYHHUSR MYCKYIT).

['oBopeTe ¢ Baums nekap, ako usnureare cabocT B pbUETE WK KPaKaTa, KOATO CE B/IOLIABA CeH NMEPHOAH
Ha aKTHBHOCT, HMATe ABOHHO BIKHAHE WiIH YBUCBAHE Ha KJIeNA4yUTe, 3aTPYAHEHO NPErTblUaHe WIH 3a1yX.

JIOIMBJIHHTENTHO ¢a CHOOIIEHH BB3MOXKHH HEXe/TaH! PEAKLUH [TPH HAKOH CTATHHM:
® HapyILUEHHA B ChbHS, BIJIIOYHTENHO KOLIMAPH, HapyilleHa cekcyalHa QyHKuMsgyY .

o nuaber. ToBa ¢ MO-BEPOATHO, KO HMATE BHCOKH HUBa Ha 3aXapH ¥ Ma3HHWHE / v 4 R
HaJJTHOPMEHO TEIJIO H HMATe BHCOKO KPEBHO HanaraHe, Bainuar nekap e h&E o)

Bu, aokxato npuemare ToBa JIEKAPCTBRO;




» MycKynHa 0onka, 60/1€3HeHOCT unH cnabocT, KOATO € NOCTOAHHA H MOXKE 1a He OTLIYMH Caen
criupadHe Ha CumBacTaTul AL (C HeM3BECTHA YECTOTa).

Hicredsanun
HabmonasaHH ca NOBHILIEHH CTOHHOCTH H2 HAKOMW KPBBHH TECTOBE 34 YepHOApoOHATA QYHKLIMA H MYCKYIHH

€H3UMH (KpeaTHH KMHAa3a),

Crnol0InaBaHe HA HEXEJAHH peaAKIHH

AKO MoJy4YHTe HAKAKBY HEXEJIaHH JIEKAPCTBEHH peakumy, yeeaoMere Bawms nekap unu> dapmanest. Tosa
BKJTIOYBA BCHUKH Bb3MOXHH HEOMUCAHH B Ta3H JIMCTOBKA HEXENAHU peakLuun. MoxeTe cbllo Aa choOiuuTe
HEXKENaHH PEAKLIUM JUPEKTHO Ypes:

HA3mpaHuTENHA areHHHA No AeKapcTBaTa

ya. ,,Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

KaTto crob1aBaTe He)xeNlaHH peaklMH, MOJKETE 1a JaAeTe CBOSA MPUHOC 3a MOoMy4YaBaHe Ha NoBeye
HH(pOpMAaLHA OTHOCHO 06€30nMacHOCTTA Ha TOBa JICKAPCTBO.

5. Kak pa cexpanapare CamBacTaThe AL 40

Jla ce cpxpaHgBa Ha MACTO HENOCTBITHO 34 ACLA.
To3u nekapcTBEH NPOAYKT HE U3HCKBA CrCLIMaIHM YCIOBHA HA ChXPaHEHHE.

He u3non3paiite TOBa NEKapCTBO CJIEA CPOKA HA FOAHOCT, OTOENA3aH BbPXY KapTOHEHATa onakoBka. CpoKbT
Ha FOJHOCT OTroBaps Ha NOCHEOHMUA ACH OT MOCOMEHHA MeCelLl.

He w3xpBpagiiTe NEKapcTRaTa B KAHAM3aLMATA HWIK B KOHTEHHEPaA 33 IoMaluHM oTnagbuu. [lonuraiite
Baiuus dgapMaLIieRT Kak ga U3XBBPAATE JEKApCTBaTa, KOUTO BEU€ HE U3NON3BaTe. Te3n MEPKH Liie CIOMOTHAT

34 ONa3BaHE Ha OKONHAaTa Cpciaa.

6. C'Bll'l:pﬂtﬂﬂlle HAa ONIAKOBKATA H JOObLJIHHTEJIHA Hﬂ¢ﬂph‘.lallllﬂ

Kakeo chabpxka CamBacratan AL 40

AKTHBHOTO BelIEeCTBO € CUMBACTATHH.
Bceaka gpunmupana tadiaerka ¢pabspxka 40 mg CHMBACTATHH.

IloMONIHE BEINECTBA:
Aapo na rabrerkara:

JlakTr0o3a, MUKPOKPHCTAJIHA LIENYN032, NPEeXeNaTHHH3HPAHO LApeBUYHO HHLlecTe, OYTUIXHAPOKCHAHH3OJI
(E320), MmarnesueB creapar, TANK,

Ob6BuEBKa Ha Ta0eTKaATA:

XHIPOKCHIIPOITHILIENTYJIO3a, XUNIPOMeNno3a, TIK, THTaHoB aunokcun (E171).

Kak m3raexaa Campactataa AL 40 @ KakBO ChABPKA HEMOBATA ONAKOBKA

benu, NpoABITrOBaTH, ABOHHO W3NBKHAH (PHIMHpPaHH TabNneTky, ¢ JSHTE/IHA YePTa OT €HaTa CTpaHa U
M3ITLKHANO pernedHo o3HavyeHue ,,.SVT™ u ,40“.

Cumactratii AL 40 ce ornycka B onakoBku ot nio 30 u 50 puamupanu TabneTkw.

IlpaTexaresn Ha pa3pemenHeTo 3a ynorpeba:
ALIUD® PHARMA GmbH
Gottlieb-Daimier-Str. 19,

89150 Laichingen,




['epMaHus

IIpom3BonuTEIN:

Hemopharm GmbH
Theodor-Heuss-Strasse 52

61118 Bad Vilbel
['epmayus

JaTa HA MOCJIEARO0 NPEPA3rIeKIAAHEe HA JHCTOBKATA:
09/2026




