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Cumpacratan AL 40 mg, duamup :

Simvastatin AL 40 mg, film-coated tablets

CumMBacTaTuH (Simvastatin}

HpoweTeTe BAEMATEAHO HJIATA THCTOBKA, PeAH Ja 3al09HETE JA IPHEMATE TOBA JIEKAPCTBO, Thil
KATO TH ChbAbpkKa BaykHA 3a Bac nndopmanus.
— 3anasere Ta3u JUCTOBKA. MOKe 1a Ce HAJIOKH Ja s NMpodyeTeTe OTHOBO,
— AKO MMATe HAKAKBH AOIMLIHHTEHH BBIIPOCH, NonuTaiite Baims nexap unm dapmaiiesr.
— Tosa nexapcTeo € npeanucando JKW4Ho Ha Bac. He ro npeotcTemsaiite Ha Apyru xopa. To Moxe aa
HM HaBpeaM, HE3aBHCUMO OT TOBA, Ye MPU3HALIMTE HA TAXHOTO 3a00/BaHe ¢a ¢hlIHTE KaTo Bamure,
— AKO HAKO# OT HEXEJIAHWTE JIEKAPCTBEHH peaKUMH CTaHe CEpHO3Ha, Wiy 3abenexuTe APyTH,
HEONMCAHN B Ta3H JINCTOBKA HEXKEJTAHH peaKiliH, MOJist yBegoMeTe Bauua nekap unu papmanenr.

Tosa BKAKO4YBa H BCHYKH Bb3MOMKHH HEXENaHH PeaKLHH, HeOMHCAaHH B Ta3H JINCTOBKA. BHKTe TOuka
4.

B Ta3u ancToBKA:

Kakeo npencrabnsiBa CuMBacTaTHH AL 40 K 3a KaKkBo ce H3N0/13Ba
. KakBo Tpa6Ba pa 3naere npeam Ja npuemere CuMsactatud AL 40
Kak na npuemare Cumpactatn AL 40

BB3MOXKHH HEXeNnaHu peaKiini

Kak na cexpangpate CumBacratua AL 40

ChAbpiKanuie Ha OTIaKOBKATA ¥ JOITBIHKTEHA HH(bopMaLps

AN O i o

1. KakBo npeacTasiaasa CuMBacTaTiH AL 40 u 32 kaKBo ce n3no/138a

CumBacratiH AJl ChABPKa AKTUBHOTO BEIIECTBO CHMBAacTaTHH. CHMBACTATHH € JIEKAPCTBO 32 IIOHIDKABAHE
HMBaTa Ha 001uMa XoecTepod, ,Jomua" xonectepon (LDL xonectepon) v MaCTHH BELECTBA B KPLETA,
HapedyeHH TpHITHUepyuaH, OcBeH ToBa CHMBacTaTdH AJl fMoBuilaBa HUBaTa Ha ,A00pHA xonectepon™ (HDL
xonectepost). CumbactaTud AJl nprHaanexu KbM rpyna J€KapcTBeHH NPOAyKTH, HApEYeHH CTATHHU.

XOnecTepoNbT € €IHO OT HAKOJKOTO MacTHM BElIeCTBA, OTKPHTH B KphBooOpaiieuuero. Bammuar obug
xonectepon e m3rpageH rnasHo or LDL u HDL xonecrepoi.

LDL xonecreponsT 4eCTO € HApWYaH ,,jom" X0NecTepos1, Thi KaTo TOM MOKe [a ¢ HaTPYIIBa 110 CTEHHTE HA
Bamute aprepuu, oOpa3sypaiiku rutaku. Hakpas Topa HaTpynBaHe Ha 1Jlaka MosKe 1a JOBEAE 10 CTECHABAHE
Ha apTepuuTe. ToBa CTECHABAHE MOXeE N1 3a0aBH WIH OIOXUPA KPBBHUA MTOTOK KBM XHUIHEHOBANKHYN OPTaHH

KATO ChPUETO U MOYBbKA. ToBa HiokupaHe Ha KPBBHHA MOTOK MOXKe J1a IOBEIE AC ChPASUEH yaap HIH
WUHCYIIT.

HDL xonecteponsT 4eCTO € Hapu4aH ,,J00Bp" X0NeCTepo, Thid KaTO TOW BLIMPEIITCTBA HATPYNBAHETO HA
JIOLLUA XONECTEPON B APTEPUMTE H Tpeana3Ba OT ChbpAeuHO 3a0ongraHe.

TpurnuuepuauTe ca Apyra ¢opMa Ha Ma3HHHH B KPBBETA BH, KOUTO MOKe Aa MoBMmIAT Bamius pyck
OT CBPACUHO 3a00NaBaHe.

Bue TpabBa na 6baeTe NOATIOMKEHH HA XONECTEPON-MIOHIKABALIA IHETA, AOKATO NpreMaff




CHMBACTaTHH CE M3MOI3BA KATO JOIIBJIHUTEHO CPEACTRO KEM BalnaTta xonectepon-noHWKaBalila JHeTa,
KOraTo UMarte:

MOBHIIEHO HHBO Ha XONIECTEPON B KpbBTa Bu (IBpBHYHA XHITEPXOJIECTEPONIEMHNA) WIH YBEITHYECHH
HHBA HA Ma3HHHH B KpHBTa BH (CMeceHa Xunepaunuaemus );

HACJIGACTBEHO 3a00/IABaHe (Jle4eHME HA XOMO3WUTOTHA (raMHIHA XHIIEPXOJIECTepPOJEeMHS), KOETO
yYBEJIHUaBa HHBaTa Ha Xojecrepola B Kppra Bu). BHe Moxere cpIno Taka aa npueMare Apyro
JeYeHHUeE;

HcxemudHa 6onect Ha cppueTo (MBC) wnu cte ¢ BHcok puck 32 UBC (Ti kaTo umare aualer,
aHAMHE3a 3a MHCYIIT WU JIpyro 3a0osBaHe Ha KPhBOHOCHHTE chAoBe). CHMBacTaTHH AJl Moxce na
yABILAH )XKUBOTE BH upes noHmKaBaHe HA pucKa OT CbpIeYHH 3300IABaHHA, HE3ABHCHMO OT
KOJIMYECTBOTO Ha XOJecTepoN B KpbBTa BH.

IIpy moBeueTo Xopa, NPH HATMYHE HA BUCOK XONIECTEPOI HE ¢ MMOABABAT BEAHAra ChOTBETHUTE
CUMITOMHU. BalllMaT Jiekap MOXE Jja H3MEPH KOJTHYECTBOTO Ha XOJIECTEPON B KPBETA BH ypes obukunosen
KpbBeH TecT. Iloceimanaiire penosno Bammsa nekap. [Ipocnenssaiite HHEOTO Ha XOnecTepona CH U
obcrxnaiire ¢ Bamms nekap nojydyeHHTE pe3yJITaTH.

2. KakBo TpsOBa 1a 3HacTe npean aa npuemMete CampacTtaTnn AL 40
He npuemaiime Cumeacmamun AL 40 ;

aKo CTe ajeprudHu (CBpBXHYBCTBHTENHH) KbBM aKTHBHOTO BEILECTBO HWIH KbM HAKOE OT IIOMOHIHHTE
BCIIECTBA HA TOBA JIEKAPCTBO (BXK. T. 6. ,,ChabpiKalue Ha oMaKkoBKAaTa U JOITBIHHUTEHA
HHbopMaLms”);
aKo B MOMEHTa HMaTe NpolieMH ¢ YepBHg apob;
aKo ¢Te OpeMeHHa HITH KbpMHTE (BUK T. BpeMeHHOCT U KEPMEHE);

aKo npuemarte JeKapcTBa ¢ €QHO WK NMOBEYE OT EAHO OT CIeAHHTE AKTHBHH BELIECTBA:

o UTPAKOHA30J1, KETOKOHA30M, [T03aKOHA30/1 HJIM BOPHKOHA301 (M3MON3BaHH 3a

ne4yeHue Ha rbOWYHH HHPEKLHR);

o CPHTPOMHIIMH, KJIADMTPOMULMH WIH TEIATPOMHLIMH (M3TO3BaHH 34 JIYeHUE Ha

MH(pEeKLMN);

o HIV-npoTteazHn MHXUOHTOPH KaTO UHAMHABHP, HEIPUHABUD, PUTOHABHP U
cakBunasup (HIV nporeasauTe MEXMOHUTOPH ce M3non3ear 3a nevenne na HIV
UHPEKLMH),

SouenpeBHp 1k TenalpeBup (M3NOAIBAHM 38 NedeHUe Ha xenaTtHT C BUPYCHA
HHpeKIHA);

He(]a30A0H (M3MON3BaH 32 JIeYEHHE Ha JIETIPecHs ),

KOOUITHCTAT;

rempuOpo3un (M3MoA3BaH 3a MOHMKABaHE Ha XOJIeCTEpOIa);

LHMKIOCHOPHH (H3MOI3BaH YeCTO NPH NMALKMEHTH ¢ opraHHa TPaHCILIAHTALMS);

IaHa30]1 (CHHTETUYEH XOPMOH, U3II0N3BaH 34 JICUCHHE Ha CHAOMETPHO3a,
CBHCTOSHHE MPH KOETO THKAH OT BhTPELIHATa OOBMBKA HAa MATKATA PACTe W3BBH MAaTKaTa);

aKOo MpHeMaTe WIH ¢Te NPHEMaiH Npe3 nocneAHuTe 7 IHH NEKapCTBO, HApeYeHO (y3Ha0Ba
KHCENTMHA (JIEKapeTRO 3a OakTepuanta HHQeKUNA), ICPOPaTHO WK MiKeKIIHOHHO. KoMOuHalmusaTa
OT (y3unoBa kucenHa © CHMBACTATHH MOXKe Aa JOBEAE A0 CePUO3HH MYCKYJTHH Npo6ieMu
(pabaomuonisa).
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He npremaiite nosede or 40 mg Cumeacratun AL, ako nipHeMare JOMHTANH (H3MO0A3BAH 38 JCUCHHE HA
CEPHO3HO H PAJKO FeHETHYHO CHCTOAHHUE, CBBP3AHO C BUCOK XOJeCTepon).

AKO HEC CT¢ CHTYpHH A4y BalyaT eKapCTBEH NPOAYKT € cpea u3dpoeHUuTe, monuTaiite B

IIpeaynpexaenus B NpeanazHH MEPKH
Mons undopmupaiite Bamys nexap:
3a BCHUKKN Balu 3apaBOCIOBHHY NpoOneMu, BKIIOYHTEAHO ANIEPruy;




- B CITyvai, 4¢ KOHCYMHPATE roleMH KOJIHYECTBA aJIKOXOI;

- aKO UMAaTe WIHM CTE MMAIH 4epHOAPoOHO 3abonapane. CrMBacTatiH AL Moxe 1a He e moIaxonsll 3a
Bac;

- aKO UMare WK CT¢ MMaJTH MuacTeHHs (3abosisBane, KOeTo ce MpoABARa ¢ obIma MycKyiTHa cnabocT, B
HAKOH CJTYy4YaH BKIIOYBAINA U MYCKYJIHTE, KOMTO YIacTBAT NPH JHINAHETO), WIH OUYHA MUACTEHHS
(3abongpaHe, MpHYHHABALIO clA00CT HA OYHHA MYCKYIT), Thil KATO CTATHHHTE NOHAKOTa MOFAT Ja BJIOLLAT
3a00NABAHETO WIH Ja JOBEAAT JO MOABA HA MMAcTeHHs (BXK. ToUKa 4);

- axo Bu npeacrou onepauna. Moxe Ja ce HalloXH Ra cnpere npHeMa Ha CumBactatiH AL 3a kpaTko
BpEME;

- aKo CTe a3uaren, Thil KaTo 3a Bac Moxke Aa € NoaxoAdina pazaH4Ha 103a.

Bawmgr fiekap TpaGpa fa Bu HanpaBK KpEBeH TecT NMpeaH Aa 3anoudere npieMa Ha CumeacraTH AL H ako
MMAaTe HAKAKRY CUMNTOMH HAa YepHOAPOOHH NpobeMu, AoKato npueMare CumeactaTiH AL. Topa e
HeoOXomuMo, 3a a ce BUAHM KOJKo Hobpe ¢pyHKunoHUpa Yepuus Bu apob.

Bamusr nexap Mox<e ChLIO J1a NOKCKA a BH HanpaBu KpBEBHH TECTORE, 22 J1a MPOBEPH KOIKO nobpe
(bynxumonnpa yepHus By apo6, cnen xato cre 3anousany npuema sa Cumpactatun AL.

AKO umate IuabeT MM CTe ¢ PHCK 33 pa3sBUTHE Ha AWabeT, Bammar nekap e npociaeassa CTpUKTHO
CHCTOAHHETO By, IoKaTO NpHeMare TOBa JIEKapCTBO. AKO UMaTe BHCOKH HMBA Ha 3aXapy W MA3HMHM B
KPBBTa, aKO CTE ¢ HATHOPMEHO TErJI0 WJIH HMaTe BUCOKO KPBBHO HandraHe, Haif-BepoaTHO Bue cTe ¢ pHck 3a
pa3BHTHE Ha guader.

YBenomere Bamun nexap, ako umare texko 6enoapobHo 3a60gpane.

He3abasHo ce cBbpxkere ¢ Bamina Jexap, B cayuaii 4e nouyecreate HeofsicHHMa MyckyJiHa GoJka,
OoneanenocT naM ciaaboer. Tosa e HeoGxoaumo, 3aII0TO B peaKkH cayvaH, MYCKYJIHMTE TNpodaemu
MOFAT Aa OBAAT CEPHO3AH, BKMOYHTEJIHO CBBLP3AaHH ¢ MYCKYJeM pasnaj, Bojeml g0 OnOGpedno
YBPEXIAHE H MHOTO PSAKO CMBPT.

PUCKBT OT MyCKYJICH pa3naj € no-rojisM NpH NanueHTH, npuemMauy CHMBAcTaTHH AL B O-BUCOKH J03H,
ocobeno B 103a 80 mg. PHCKBT OT MyCKysieH pasnall ChIUO € NO-BHCOK MPH ONPEAe/IeHH MallueHTH.
['oBOpeTe ¢ Baiumd nexap, ako HAKOe OT clIeIHUTE ce OTHACH 3a Bac:

-KOHCYMHPATE roJiEMH KOJTHYECTBA aJTKOXOJ;

- uMate npobnemu ¢ 6LOpeLyTE;

- UMaTe npodneMu ¢ IUTOBUAHATA XKJ1€34;

- Bue cre Ha pB3pacT 65 roMHH MM NO-BB3PacTeH;
- Bue cTe xeHa;

- HAKOTra CTe MMAIH NPobJeMH ¢ MYCKYJIUTE IIPH JICYSHHE C XOAeCTepos MOHMKABALLH JIEKAPCTBa
HapeYyeHH ,,CTAaTHHK" WIH (ubpary;

Bue win G613k uneHope Ha ceMeficTBoTo B HMaTe HacnencTBEHH MYCKYTHH HapylIEHHUS.

Co1u0 Taka HHbOpMupaiiTe Bauyg nekap unu GpapMaLieBT, ako MMaTe MyCKYJTHA ci1aboct, KOATO €
MOCTOAHHA. Moxe 1a € HEOOXOAMMO ITPOBEKAAHETO Ha AONBIHUTEIHH H3CJIESABAHHS W TIPHEM Ha
JOITbJIHMTEITHH JIEKapCTBA 3a JHATHOCTHKA U NieYeHHE Ha TOBA ChCTOSHHE.

Hena v WHOIIH
bezonacHocTTa ¥ eukacHocTTa Ha CuMBacTaTiH AJl e OWna mpoy4eHa npy MoMyeTa Ha Bb3pact ot 10 a0

17 ropMHM ¥ P MOMHYETA, KOHTO ¢a 3all0vHalH A2 HMaT MeHCTpyaums II0HE OT €Ha roauHa (BHKTe
Touka 3. Kak na npuemate Cumpacratun AJl). Ynorpebara na Cumeactarun AJl He e 61na np

Apyra nexapcersa u CumBacrarul AJl;
Hudopmupaiite Bamns nexap win dpapMaLeBT, ako ipUemMaTe, HaCKOPO CTe MpHeMal



CumeactatiH AL 3a€/IHO ¢ HAKOH OT CJIEIHUTE fIeKapcTBa MOXKe 13 JOBEJE A0 YBEIHYABAHE HA PHCKA OT
npobyieMy ¢ MycKynuTe (HIKOH OT TAX ca Bede H30pOeHH No-rope B Touka ,,He npuemalire CHMBacTaTHH

AL¥),

AKo ce HAJIara Ja npHemMaTe nepopayno Gpy3na0Ba KHCEJTHAA 32 JeveHHe HA GaKTepHAIHA
HHjexnusa, Bue TpadBa BpemenHo A& cmpere ymorpelara Ha TOBA JdekapcTBo. Bammuar
Nexap me BH Kaxke xora e 6e30NMacHO Ja 3ano04HEeTEe OTHOBO Jiedenne ¢h¢ CuMBacTaTun AL.
IIprem na CuMBacTaTEH AL ¢ ¢y3HI0BA KHCeNIHHA MOXe PAAKO 3 AOBEIAE A0 MYCKYJIHA
cnabocTt, GonesHeHocT HIn Go1xa (pabdgommoaunza). 3a AonbAHETE AR HEGOPMATHS OTHOCHO
padaoMHEOIAIA BHAKTE TOUKA 4.

LuknocnopuH (M3N0N13BAH NpH MANKMEHTH C OpraHHa TPAHCIUIAHTALINS );

AaHa3on (XOPMOH, HanpaBeH MO M3KYCTBCH HAUYWH W M3MOJ3BAH 3a JIGYEHWE HAa eHIOMETPHO3a,
CBCTOYHHE, NPH KOETO ThKAH OT BbETpelllHaTa 00OBUBKAa HA MATKATa pacTe H3RBH MAaTKaTa),
JIEKApPCTBA, KOMTO CBHABPKAT HTPaKOHA30] HIH KETOKOHa3on, (IIVKOHA30J, IMO3aKOHA30II,
BOPHKOHA30]1 (JIEKapcTBA M3OM3BAHH NMPH MbOHYKH);

¢ubpaty, cpabpRamu rempubposrn ¥ Oezadubpar (M3MON3BaHH 3a HaMalsiBaHe Ha HHBATa Ha
xoaecTepona);

EPUTPOMHIMH, KIADHTPOMHIIUH WIH TENUTPOMHIMH (3a JiedeHue Ha Oakrepuanyy uHGpexHH);

HIV nporeasun HMHXMOHTOPH KAKBHTO ¢4 HWHOHHABMP, HEa(UHABUP, PUTOHABHP M CAKBHHABHD
(1lekapcTBa, M3NON3BaHU NPH J1edyeHue Ha CITHR);

AHTUBHPYCHU CPEACTBA 3a NedeHHe Ha xenatuT C karo OOLIEIPEBHp WiM TenanpeBHp, enbacsup
WM TPa3oNpeBHP (M3MOI3BaHM 32 JedeHHE Ha xenatut C BUpyCHA MH(EKLUA);

Heazoa0H (M3MON3BAH 32 JIEYEHHE Ha JenpecHs);

JIEKapCTBa ¢ AKTHBHO BELISCTBO KOOHMIIUCTAT;

aMHOJApOH (M3MON3BaH 3a 1€YeHHE HA PUTEMHH HAPYIUEHHA );

BepallaMuj, JHITHA3eM WIH aMJIOAWUNKH (M3MON3BaHH 34 JEUEHHE HA BMCOKO KPBBHO HAJAraHe,
CTEHOKapAKs, CBbp3aHa ChC ChPACYHO 3a00NABaHE WIM OPYTH CHCTOAHUSA, CBBP3aHH CBC CHPAEYHH
3a00nsABaHus);

JIOMHTAIKA (M310JI3BaH 34 JICYCHHE HA CEPUO3HO M PAAKO FEHETHYHO CHCTOSHHE, CBEP3aHO C BHCOK
XONECTEPOI);

AANTOMMLHH (JIEKapCTBO, H3MO/I3BAHO 3a J€YeHUE Ha YCIIOKHEHN MH(EKIIUHA HA KOXKATA ¥ KOIKHHTE
CTPYKTYpHU, H OaxTepuemis). BepoaTHocTTa 32 HeXXeNaHH PEaKI|H, 3acaraili MyCKYJINTe, MOXe Aa
OBje NO-BUCOKA, KOraTO TOBA JIEKAPCTBO CE€ NMPHEMa M0 BpEMe HA JISWeHHEe Ch¢ CHMBACTATHH (Harp.
Cupacratun AJl). Bamuar nexap Moxke fa pems fa cnpete CumactateH AJl 3a M3BECTHO BpeMe;
KOJIXHLIMH ( M3IION3BaH 34 JICYEHUE Ha MOoJarpa).

Yeenaomere Bamwa nexap unu gpapManeBT, KaKTO 3a BCUYKH JIEKapCTBa, W30poeHy No-rope, Taka U 3a
BCAKAKBH JIPYTH JIEKapCTBa, KOUTO MpHEMAaTe WIH CT¢ NPHEMATH, BKIIOYHTEITHO M TaKMBa, OTNYCKaHu 0e3
peuenra. HagopmupaiTe Bawiug jiekap 0Co06HO aKo IpHeMare JIeKapcTBa, ChabPKalld HAKOH OT CICHAHHTE
aKTHBHM BEILIECTRA:

NEeKapCcTBa ¢ AKTHRHO BEILECTBO, KOSTO NPefoTBpaTiBa 06pa3syBaHETO HA KPbBHH ChCHPELIH/ TPOMOU
KaTo BapQapHH, QEeHITPOKYMOH HIH alleHOKYMapoa(aHTHKOAryIaHTH ),

¢eHodubpat (Chillo H3MON3BaH 32 NOHIKABAHE HA XONECTEPOIA B KPHBTA),

HHALIMH (CBhIO M3M03BaH 3a NOHIKABaHE HA XONIECTEPOIa);

prdaMITHLMH (M3TI0/I3BaH 3a IeHeHHe Ha TyOepKyaosa).

Ceio Taka, ypeaoMeTe Bamus nekap ako npueMaTe HUaLWH HITH JIEKapCTRa, ChALPKALIH HHALMH U

[Tpriem Ha CumpactatuH AL 40 ¢ XpaHa 1 HANUTKK

dKO CTC KHTAacCll.

CokbT OT rpeHIIppyT CHABPKA €IHA WIH NMOBEYE ChCTABKH, KOMTO TOBIUABAT ede
karo CumeacTaThi AJl. KoncyManuara Ha cok ot rpeindpyT TpsaOra ga ce uzbarea.




BpeMeHHOCT H KbpMEHe

Bue ne tpabpa na npuemare CumBacraTHH AL 40 axo cTe¢ GpemeHHa, omuTBaTe ce Ja 3abpemeHeere Mnw
MHCJIHTE, Y€ MOXKE Ja cre OpemeHHa. Ako 3a0peMeHeeTe MO BpeMe Ha NeueHHe che Chmsacratun AL 40,
CIIpeTe BeAHara MpueMa Ha TOBa JIeKapCTBO M He3a0aBHO ce KOHCY/ITHpaiTe ¢ Balug nekap.

Lodupane n pabora ¢ MalHHK

He ce oyaxkea CumBacratun AJl 1a nomiusie cnocobHocTTa BH 3a modmpane win pabora ¢ mammuu. Bee
nak obaue TpsaGBa na ce B3eMe MOJ BHHMaHHE, ue NPH HAKOH XOpa HACTHNBA 3aMmaiiBaHe cnefl NPHEM Ha
Cumeacratun AJL |

CumBactatin AL 40 coabpxa JakTe3a (maeana 3axap).
Axo Bawmar nekap Bu e xazan, ye HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE Ce ¢
Hero, MpeiH Aa PUEMETE TO3H JIGKAPCTBEH NMPOAYKT.

3. Kak na ce npremMaTe CamBacrarun AL 40

Bamnar nekap e onpeneny noaxoadimara 3a Bac 103a, B 3aBHCHMOCT ot 3a6ongBaneTo By, HacToAmoTo
JieueHHe U Baius puck.

Bunaru npremaiite ToBA JIEKapCTBO TOYHO KAaKTO € YKa3aHO oT jJekyBamuaT Bu nekap. Ioceeerraiite ce ¢
Baiua fekap uin papMalnierT, ako He CTE CHI'YPHH B Hewlo. Bue TpaGBa aa criaspaTe Ha XO/ecTepoll-
NOHKXKaBalllaTa AHETA IO BPEME HA JIEYCHHETO ¢ TOBA JIEKAPCTRO.

O3HPORBKA.

[Ipenopruntennara nosa e cumeactatid 5 mg, 10 mg, 20 mg, 40 mg nnu 80 mg BegHbXK AHEBHO Tpes
ycTara.

Bu3pacthu
O6uuatiHaTa HavanHa o3a ¢ 10 mg, 20 mg wix B BAKOH ciy4aH 10 40 mg anesHo. Bamuat nexap Moxe na

Kopurupa Baurara gosa Hali-paHo cnen 4 ceaMHI 1o MakcHManHa 11033 oT 80 mg nHeRno. He npnemaiite
none4e oT 80 mg aHeBHO.

Bawusrt nexap e By npeanyiue no-Hucka X033 CHMBACTaTHH, 0co0eHO aKo MpUeMaTe U APYTH JeKapcTRa,
H30pOCHH MO-rope WM UMare HAKaKkeH npobnemu ¢ GuOpeuuTe.

Hozata or 80 mg aHeBHO CHMBacTaTHH e BH Obje NpeaANHcaHa caMo B CTyyail Ye HMBaTa Ha XONECTEpon
NpH Bac ca ¢ MHOFO BHCOKH CTOMHOCTH M MMa PHCK OT PasBMTHE Ha CBPAEHHO-CHAOBO 3abonssaHe, Mpw
KOETO TepaneBTHYHATA Liell 3a IOHIWKABAHE Ha XOJIECTEPOAa HE € MOCTHIHATA ¢ MO-HHCKH J03H.

Ynorpe6a npy feua U KYHOUIH

3a geua (ot 10 go 17 roaunu), npenopbunTenHata, oOnyaiiHa HayaHa fo3a e 10 mg AHeBHO, npHeTa Bevep.
MakcumanHarta npenoprunteaHa A03a € 40 mg AHEBHO.

HauuH Ha npunoxeHue:

IMpnemaiite CuMbactatud AL Bevep. Moxere na npvemare siekapcTBoTo ¢be Wnn O6e3 xpana. [lpuemaiite
CuMmBactatii AL, nokato Bammsat nekap He Bu kaxke na ro cnpere.

KHCCJIUHH.




AKO ¢Te npue/n DoBe4Ye 0T HeoGX0AHMATA J03a CumBactaTan AL 40
® MOl CBEpxeTe ce ¢ Bammd nexap unu dapMatienT.

AKO ¢Te DponycHAJH 12 npaeMeTe CumBacTaTan AL 40

* He B3emaiire aBoiiHa no3a, 3a Na KOMIEHCHMpare mNpomycHarata Tabnerka. IIpocTo B3emere
obuyaiinoTo KoAH4ecTBO CHMBactaTuH AJl KaTo mpombinkuTe o6HYAlHATA Ha3HAMEHA CXEMa Ha
JICUCHHUE Ha CJICABAIIMA JEH..

AKo cTe cupean npueMa Ha CumBactarun Al 40

* ToBopere ¢ Bamua nekap win apmanesT, Thi kato Bammar xonectepon Moxe OTHOBO Aa ce
MOBHLITY.

AKO MMaTe HAKAKBM JOMBIHHTESHM BBIPOCH OTHOCHO YNOTpeGara Ha TOBA JIEKAPCTRO, MONHTAMTE
Bamns nekap Hnu gapmMaiierr.

4. Bb3MOKHH HeXKeJIAHH peaKIHH

IlomoGHo Ha Beutku dekapersa, CumBactaTud AL 40 Moxe fa npequsBHka CTPAHHYHY €PeKTH, BBIPEKH He
TE HE C€ NPOABABAT MPH BCEKU JICKYBaH ¢ TOBA JIEKAPCTRO.

CneiauTe TePMHUHH ca M3NOJI3BAHY 33 ONIHCAHME HA YECTOTATA Ha JOKIANBAHATE HEXEIaHN PEaKLIH;
¢ Peakn (Moxe aa 3acerrar go 1 ma 1 000 gymu);

¢ Muoro penku (Moke aa 3acerdar 5o 1 Ha 10 000 qyium);
e C HeM3BECTHA 4ecTOTa (OT HAJIMYHHTE AaHHH He MOXKe Ja Obe HanpaBeHa OLIeHKa).

AKO HACTHOH HRKOfl OT Te3H CEPHOZHH MEKEJAHH PeAKIMM, cOpeTe NpPHEMA HA JIEKAPCTBOTO M
He320aBHO ce cBbLpKeTe ¢ Bamua aexap min oTHAeTe B cnemuus Ka0uHeT Ha Hali-GaH3KaTa GO IHANA.
Crobmenn ca creJHHTE peAKH CEPHOIHH HEKEIAHH PeAKIHNA!

. MycKkysna Gonka, 6ose3HenocT, cnabocT Wil KpaMiy. B MHOroO peaku CIIy4YaM T€3W MYCKYJTHH
npobaeMH MOTaT fa ObaaT CepHO3HH, BKITIOYBAILH MYCKYJIEH pasnaj Bojewn A0 650peuHo
YBPEKIGHE U MHOI'O PAAKO MOXE a2 HACTBIIH CMBPT;

. PeaKLIMHUTE HA CBPBXUYYBCTBUTETHOCT (AIEprUdHM peakiiii) BKIOYRAT:

O TMOAYBaHe Ha JIHLETO, €3HKA H IbP/0TO, KOETO MOXE Aa NIPHYMHM 3aTPYAHEHO AULLIAHE
(aHrnoeneM);
CHJTHA MyCcKynHa §0ika 0GHKHOBREHO B rupba H XBI0OKa,
OOpHB CBC ¢T1abOCT B KPARHHITTE ¥ MYCKYIIMTE Ha BPATA;
OonKa wny BB3NATICHHE Ha CTaBUTE (PEBMATHYHA TIONTUMUAATHA ),
Bb3NAICHHES HA KPBBOHOCHMTE CHIOBE (BACKYJIHT);
HeOOHYaHHO NOCUHIABAHE, KOXKHH 00PHBU WIH NIOAYBAHe (J€PMATOMHO3KT),

KOIIPHBHA TPCCKA, IIOBHIICHA HYBCTBUTCIHOCT HAa KOXKATA KBM CIILHIIETO, TPECKA,
3AYCPBABAHC,

3a7yX (AUcnHesA) U HEPARNOJIOKEHHE,;
O Jymy¢ noAe0eH CHHAPOM (BKIIOYBAIL OOPUB, CTABHH CMYIUEHHS M NMPOMEHHU B KPLBHHTE
KNETKH);
® BBINAJCHHE HA YEPHHA JPOD CBC CIeHHTE CHMITTOMH: MOXLITABAHE HA KOXKATa U OYMTe,
CbpOeX, TBMHO OLIRETEHA YPHHA WIIH CBETITH W3NPAKHEHKA, UYBCTBO HA yMOpa HIM ciabocr,
3ary0a Ha aneTHT, YePHOAPOOHa HEAOCTATEYHOCT (MHOIO PAAKO);

® Bb3NaJeHHE HA MaHKpeaca YecTo ChC CHITHA KOpeMHa 60JIKa.

C OO0 0060

o

ChOOLUEHH ca CIEAHNTE MHOTO PeKH CEPHOIHH HEXEIAHH PEaKIInK:

¢ CEPHO3HA AIEPTHYHA PEAKLIMA, KOATO MOKE Ja IPUYMHM 3aTPYAHEHO AHIIaHe
(aHagunakcug);

¢ 00puB, KOHTO MOXKE /1a CE MOABH NO KOKATA WK PAHM B ycTaTa (JIMXEHOH
EPYILHMH);
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*  MYCKYJIHA PymTypa;
¢ THHEKOMAcTHA (YrojleMaBaHe HAa MbPANTE MPH MBXKE).

CrnenHure He)XeJaHH peakLMK CHIIO ¢a ChOOIABaHE PAIKO:
. HamaJsieH OpoHl YepBEHH KPHBHU KIIETKH (aHEMHA),
H3TPBIBaHe HIH CT1a00CT B PBLETE M KPaKaTa;

* riaBo0OJTHE, YYBCTBO Ha H3TPBHIBAHE, BHEHE HA CBAT,

» 3aMBIVIEHO BWKIAHE, HAPYILICHO 3PCHE;

J XpaHOCMHJIATENHH CMYIueHH (bonka B kopeMa, 3anek, crOupaHe Ha ra3ose, JIOIIo
XPaHOCMMWIAHE, AHApH4, rajieHe, MOBPBIIAHe);

» KOCOTIAZ, HAAUTHAT YepBeH OOPHUB, MOHAKOTA C Je3HM (epHTeMa MyaTHhOpMe); OTIIATHATOCT;

. CMYILEHHA B CBHA (MHOTO PAAKO);

. oTcnabsane Ha rlaMeTTa (MHOI©O psJIKo), 3aryba Ha mamerra, OObPKBaHe.

Cneanute HexelaHM peaklMH CBIIO ¢a ChOOIIEHH, HO YeCTOTAaTa HE MOXKE Aa OBbAe OLEHEHA OT HATMYHHATE
JaHHHU (C HEM3BECTHA YECTOTA):

® ePEKTHIIHA JHChYHKLU;

. aernpecus,

o BB3MIAICHHE Ha Oennte qpoboBe, MPHYIHHABRAILO AHXATEIHH IPOGIeMHU, BKIIOUHTEIHO
NEPCHCTHPAIIA KaUUTMLa WK 3a1YX HIH TPecKa;

. npoliieMu CBC CYXOKHUNUATA, TIOHAKOTA YCIIOKHEHH ¢ PA3KLCBAHE HA CYXOKHIMETO;

. MHACTEeHH rpasuc (3abonsBane, NPUUHHABALLO 00IIa MyCKy/IHa ¢nabocT, B HAKOM C/IyYau
BKJIIOUBAIIA M MYCKYJIMTE, KOUTO YYACTBAT NIPH JULIAHETO );

o OYHa MMACTeHHH (3abonaBaHe, NPUUUHABAIIO CNAabOCT Ha OYHHA MYCKYIT).

I'oBopere ¢ Bamus nexap, ako M3NUTBaTe CIaboCT B pBLETE WIHM KpaKaTa, KOATO ¢€ BIOLIABA e/ NEPHOAH
Ha aKTHBHOCT, HMATe ABOHHO BIXKAHE WIH YBHCBAHE Ha KIIeNa4uTe, 3aTPYAHEHO NMPErIbLIaHe HIIH 3aTyX.

JONBIHHTEIHO ca CHOOIUEHH BE3MOYKHH HEXKENIAHU PEaKIMH MPH HAKOU CTATHHY:
® HapyLIeHH B ChbHA, BKIIOYHTENHO KOLUMAPH, HapylleHa CeKeyasiHa QyHKIHs;
¢ 1uabeT. TOBa € NO-BepOATHO, aKO HMaTe BUCOKU HHBA HA 3aXapy M MasHHHHU B KPBBTA, aKo CTe ¢
HaJAHOPMEHO TETJI0 M MMaTe BUCOKO KPBBHO HasisraHe. BauiuaT nexkap e npocnenssa ¢bCTOAHHETO
BH, 1oxaTo ippeMare TOBRa JIEKapCTBO;

* MycKysHa Oonka, Sone3HeHOCT HiTH cnabocT, KOATO € TIOCTOSHHA 1 MOXKE 14 HE OTILYMH cnej,
criipane Ha CuMBacTaTuH AL (C HEH3BECTHA YECTOTA).

H3cnedsanun

HalmonaBany ca HOBHIIEHH CTOHHOCTH Ha HAKOH KPBHBHYU TECTOBE 32 YepHONpOOHATa QyHKIMSA H MyCKYJIHH
€H3UMH (KpeaTvH KWHa3a).

CrofmaBane Ba HexxeJAHN PeaKIHH
AKO nony4dTe HAKAKBU HEXENAHU NEKAPCTBEHH peakiivy, yseaoMeTe Bawms nekap win> (apmanerr. Tosa
BKJIIOYBA BCHYKH BE3IMOXKHH HEOTIMCAHH B TA3M JINCTOBKA HEXENIaHH peakuid. Moxere CBIO Aa crobuiuTe
HeXenaHu peakUHH JHPEKTHO Ype3:
H3anbaauTenHa areHius no JeKkapeTpara
yi. , Jlaman I'pyeB” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yebcaiitT: www.bda.bg

Kato crobuiasare ne)xenany peakLyH, MOXKeTe Aa JaAeTe CBOA IPHHOC 3a MOTy4
MH(}pOpMalLsg OTHOCHO De30macHOCTTa Ha TOBA 1eKAPCTRO.




5. Kak aa chxpannBate CamBacraTun AL 40
Jla ce ceXpaHiaBa Ha MACTO HEJOCTBHIIHO 34 Jela.
Tosu JiekapcTBEH MPOAYKT HE M3UCKBA CNELUANTHH YCIIOBHS HA ChXpaHEeHHe.

He u3nomspaiite ToBa N1ekapcTBO Clel CpPOKa HAa TOAHOCT, OTOENI3aH BEPXY KApTOHeHaTa onakoBKa. CpOKBT
HAa FOJHOCT OTIOBApA Ha MOCIEeAHHA A€H OT MOCOYESHHUS MECell.

He H3XBBpIAHTE JIeKapcTBAaTa B KAHATH3ALMATA WM B KOHTEHNEPA 38 ROMAIIHH otnaxbuu. [lomuralite
Bamns (apManesT Kak Na H3XBBLpIIATE JIEKapCTBaTa, KOWTO BEYE HE HIMON3BATE, Te3H MEPKH Ie CIIOMOrHAT
33 OINA3BAaHE Ha OKOJIHATA Cpefa.

6. Crabpxande HA OMAKOBKATA H JONBJHATEARA HHPOpMAIHS
Kakso chabpxa CamBacratan AL 40
AXTHBHOTO BellIECTBO € CHMBACTATHH.

Besxa punmupana tabnerxa cpappika 40 mg cHMBacTaTHH,

IHomomuy BemecTRa:
SAnpo Ha Tabnerkara:

JlakT03a, MHKPOKpPHCTAIHA 1IENTY/I034, NPEKEIATHHHIMPAHO HAPEBHYHO HHIIECTE, GYTHAXHAPOKCHAHU3OM
(E320), Marde3ues creapar, TajK, .
O6BnBKa Ha Tafnerkara:

XUAPOKCHNPOMHILIENYIO38, XKIIPOMEN03a, TAJK, THTAHOR ZHoKeH (E171).

Kax m3raexaa CampactaTud AL 40 ¥ KAKBO ¢BABPAA HETOBATA ONAKOBKA

benu, mpoabarosarH, ABOHHO W3NBKHATH HWIMHPaHU TaONEeTKH, ¢ AEMMTENHA Y4epTa OT eIHATA CTPAHA U
H3ITEKHAJIO penedHO o3HayeHue ,,.SVT™ u ,.40%,
Cumsacratun AL 40 ce oTmycka B onakoBku ot no 30 v 50 ¢punMupany Tabnerk.

IlpuTekaTes HA pazpeuwieHHeTO 32 ynorpeba:
ALIUD® PHARMA GmbH
Gottlieb-Daimler-Str. 19,

89150 Laichingen,

['epmanus

IIponiBoanrenn:

Hemopharm GmbH
Theodor-Heuss-Strasse 52
61118 Bad Vilbel

I'epmanns

JaTa HA NOCAEHO NPEPA3rIe:KIAHE HA JHCTOBKATA®
03/2023




