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* Janasere vasn microsxal Moxe Aa ce Ramnoxit 4a 8 npoverere UTHOBo!
o AKO uMaTE HOMBAHUTENHN BBIPOCH, MOJIS, KOHCYATUPAHTE ce C Balms JicKkap i

Papmatiesr!

o TO NIEKaPCTEO € NPEAMMCaHo JIMYHO Ha Bac u He TpsabBa Aa ce npegoctass Ha Apyrv
Xopa. TOBa MOKe 43 HM HaBPEAN, A0pH U KO TE MMAT ChIRITE CHMTTIOMY KaTo Bac.

o [IpH rposiBa Ha TEXKG HEXEIGHa PEaKUNa nitk pyY Takapa, KOATO He e ofvcara B Tasin
JIMCTOBKS, MOJIS, MHQOpMIpaiTe Balums JieKap nitt apMaliesT.

Vabadin™ 40
Babapgur™ 40

Kakeo cegepya Baulero nekapcieo?

JleKxapcreeno BelliecTeo
Enna Tabnetka coaspka 24 mg simvastatin.

lToronrn setecTea

Crpuesvna Ha TabneTkata:

Jlakroza MoHOXugpaT, MMKpokpucranHa PH 101, mpexenatwHusupaHo Huvwecre 12500,
OyTun XMAPOKCHAHU3OS, ackopBuHOBa KMCennHa, NMMOHeHa KUCenuHa, KosiouaaneH 6e3sofeH
CWIMLMIA, TanK, MarHesxes creapar.

DUNMOBO NMOKPUTUE:
A1ApoKCUNPONMNMETUIILIENYNO3a (Pharmacoat® 606), XUAPOKCUNPONUAMETMALENYIIO3a

(Methocel® E15 LV Premium), UepBeH XeneseH OKCUA, XXbJTT JKENE3EH OKCUA, TPUETWI LIMTPaT,
TUTAHVIEB JWOKCHA, Tank, nosuaoH -30.

Orianosxa

BaBaguH™ 40 ca KepeMueHO-UepBEHUKaBY, OBanHy, [BOUHO-UMMbKHANM (GUAMUpaHN
TabneTKu.

TabneTkute ca onakosaun B GiucTepyn B KapToHeHa kyTus no 14, 28 wau 56 tabnetkn. He
BCUUKW FOMIEMMHIM Ha ONaKOBKUTE MOXKE fla Ca HannuHn,

Kak peictea Babagne™ 407

Simvastatin, neKkapcTBeHOTC BelecTBO Ha Babaguu™ 40, npuHainexXu KoM rpyna
NeKapcTea, M3BECTHW Kato cratvHu. CraTWHUTE HaMansBaT HUBaTa Ha Xonectepona WU Ha
onpenesiel MacTHU BEWECTBa B KPbBTa, Hapu4aHu TPUImnuepuan.

3a KaKBo ce N3nosizsa Babaanun™ 407

» 33 TIOHYIKaBaHe HWMBATa Ha XOMIECTepona M TPUINKWUEPWAWTE B KPbBTa Mpy Heycnex oT
HUCKOMacneHa auera Man apyrv Mepky ((UsHUECKM YIPaKHERNA 1 HaManeH1e Ha TenecHOTo
TErno);

* 33 MOHWXaBaHe Ha HacnencTBeHo BUCOKUTE HUBa Ha XONeCTeEpoa B KPLBTa (XOMO3MI'OTHB
dhaMunHa XUnepxonecTepornieMmst), 3aefHo CbC CrasBaHe Ha AVETa W ¢ Apyru nevedua (Hanp.
LDL-achepesa) unm ako Te3n Ne4eHns He ca NoAxXoasin;

e 33 NOHMKABAHE Ha pUCKa OT KOopoHapHa BONecT Ha CbpPUSTo NpU HanuuyKue Ha CTecHeHKue
Ha aprepuure (avepockneposa) wnu Auaber, AOPW MpK HOPMaRHK HMBA HAa XORECTEPOSa,
3ae1HO ChC Ca3BaHe Ha AueTa WU C ApYyro JiedeHue.

Kora ne TpsbBa pa ce ipyunara Babsgnn™ 40?

» aKO MMaTe aneprusl (CBPLXYYBCTBUTENIHOCT) KbM simvastatin win HAKoe OT MOoMOLHKTE
BEllecTBa Ha TabneTkaTa;

* KO WMMaTe YepHOAPGOHKM NpobneMu UK Mpu NpoaAbLX

4YepHOAPODHM eHaMMK (CEPYMEM TPaHCcaMuH3an);
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« KO Cre GpeMeHHa N KepMnTe;
* AKO fpuemate CnegHuTe JIEKApCTea:
- onpegeneHn NPoTMEOrbBUUHY NekapcTBa (KEeTOKOHAa30/, UTPaKoHason);
- OnpegeneHy nekapcrea 3a nevelue Ha CIWH (HIV-npoteasHy nixubutopu);
- ONpeaeneHy anTubrnoTuLM (EpUTPOMULIMH, KITEPUTPOMULUMH, TEIMTPOMULIMKHY),
- aHTUAEnpecaHTa HedasoaoH.
(BX. cbwo “KakBu B3aMMOAEWCTBMS MOXE fla uMa mexpy Babagun™ 40 v ppymm
JieKapcTea, KoUTo npuemaTte?”)

Kara e Heo6xopuMo 0cobeko BHMMaENE NPHU MPUROKERNE Ha Babzanu™ 407

» AKO no BpeMe Ha nevyeHne cbe simvastatin yceture HeobscHMMa MyckynHa Gorika,
YYBCTBMTENHOCT KbM HATUCK WK MycCikynHa crabocr. Simvastatin MOXe Aa npuumMHn MyCKYJSiHA
nApobneMu M MOHAKOTa YBPEXAGHE Ha MYCKYSa C MYCKYNHM Kpamny, BUCOKaE TEMRepaTypa W
YepBeHo-KaheHUKaRO OLUBETABEHE Ha ypWHaTa. PUCKET OT YBPEXAaHe Ha MycKyna & ro-ronsm
npy no-Bucoku [O3W. HesabaBHO ce KoHCyTvpaiTe c Bawms nekap, ako mnovyscTsate
MYCKYZIHW KpaMmnu, HYyBCTBUTERHOCT unKn ciabocT.

e AKO HaKoe OT M3bposHWTe ce oTHacs 3a Bac, MOXe fa e Hanuue MOo-ToRfM PUCK OT
YBpEXAAHE Ha MyCKyna:

- aKo CTe Ha Bb3pact Hag 70 roavHu;

- axo umate 6vbpeyuHy npobnemMu;

- aKo uMarte NpobneMu C MToBMAHaTa Xne3a (U He NpueMaTte fiekapcTea 3a Tosa);

- awo Bue unyu 6NM3LK poaHMHA CTpaja OT HACHSACTBEHO MYCKYNHO YBpEXAaHE;

- aKko npu feyeHne cbC simvastatin mnu c ApymM cratuhk win dubpatu (Apyry
XOSIECTEPON-NIOHMKABALLM NEKAPCTEA) CTE UManu MycKysiHu npobnemuy;

- aKo npuemare onpeaeneHn nekapcersa (BX. cbluo “Kakeyu B3auMozeiicTBus MOXE A3
uMa Mexgay Babagnr ™ 40 v [pyrv nexapcTea, KouTo npueMarte?”);

- aKO KOHCyMUpaTe rofleMy KOAVYECTBa afkoXosl n B MOMeHTa Wil npean cie WManu
yepHoapoGHu npobnemy wnu uvepHogpobHO 3abonspaHe. Simvastatin Moxe jpa
yBpean uYepHust ppob Gez caMm pga 3abenexure ToBa. Bawmar nekap Moxe Aa
MPOBEAe HAKONKO M3CreaBaHys Ha KpbBTa 3a MpeueHka Ha uepHoppobHata
OYHKLMS NMPesn Y CAel HAYanoTo Ha NEYeHKETO.

KoHcysivpaiite ce ¢ Bawms nekap, ako cre uManu Hakoi ot ropewsBpoenute (akroph
npeau.

Kaken BsaMMopciicTBHS MOXKE Aa nMa MexXpY Ba6agun™ 40 v fpyri nekapciBa,
KOMTO npuemare?

Tesn MpegynpexgeHns Morar 4a €€ OTHACAT M 33 JIEKGPCTBE, KOHTO CTe [IPHEMETH
HECKOPO MITH MOXE £8 MPHMEMaTE CKOpO.

H36poeHHTE NEKIPCTBE MOXe fa C3 BH [O3HaTH 110 Da3/MYHO MME, HaH-4ecTo —
TEPIOBCKO MMe. B TO3M TEKCT HE € CITOMEHATO TBPrOBCKOTO MME, 8 CaMo MMETO Ha
JIEKGPCTBEHOTO BEMECTEO WM [PYNaTa IEKGPCTBEHN BELLECTBE, 3aT0Ba BHHAM MpOBEPSBAITE
K3PTOHEHaTa KyTus WM JWMCTOBKaTa Ha JIEKGpCTBOTO, 38 [& PasbeEpere Koe € HeroBoTo
JIEKSPCTBEHD BEIECTRO.

PUCKBT OT MyCKynHM npobneMu Moxe fa 6bae no-ronsM, ako simvastatin ce nphema ceC
cnefiHUTe nekapceTea: (HAKoM ca criomenatn B “Kora He TpsGea pa ce npunara BabaguH™ 407")
- ubpaty (Apyru xonecTepon-fNioHWKaBally REKapCTea, Kato rempmbposun n 6esadubpar);

- HWaLWH unM HUKOTUHOBA KUCENUHA (ApYro XONecTepon-TioHWHABALWO JIEKapPCTBO) B FOSEMU
nosu (= 1 g aHesHo);

- uuKHoCnopuH (NeKapcTBo, M3MON3BaHD 38 NOTUCKEHE Ha MMYHHE Ma);

- onpepeneHn NpoTUBOrEOMUHN NeKapcTBa (KaTo UTPaKOoHaso,

- auTMBMOTMLMTE EPUTPOMULIMH, KNapUTROMUUMH U TENUT

- ONpepeneHy NeKapcTea 3a nedenne Ha CIYH (HIV npoT




- Aanason (NIEKApCTBO, M3MOJI3BAHO 3a JIEMEHUE Ha eHAOMETPMO3a M KUCTU Ha repadTe Y
JKEHK);

- auTupenpecaHTa HedasoaoH;

- @MMOAapOH, NIEKapCTBO, W3BMONA3BAHO NMPW HEMPaBUIIEH CbpAEUEH PUTHM;

- BepanaMui ¥ BWITWaseM (SIeKapciBa 38 JEYEHMEe Ha BMCOXO KDPBBHO HajisiraHe, rpbAaHa
6onka npy CbpAie4Ho 3a6onaBane WK ApYru Copgeuny 3abonsaBaHng).

Colwo Taka Tpabba Ba MHpOpMMpaTe NeKkaps cu, ako MpueMaTe NeKapcrBa, KOoWUTo
npoMAakTMpaT KPbBOCHCUPBAHETO (@HTUKOANy/laHTH, Hanp. aueHoKyMaposi u BapdapuiH).
Simvastatin Moxe aa yeenuun eexTa Ha Te3W NeKapcTea.

Mons, uhdopMupaliTe nekaps wny (apMalUeBTa, ak0o B MOMEHTa WAW Hackopo Cre
NpUEMany HAKaKBK ADYTY JIEKBpPCTEa, BKIIOHMTENHO U NEKapcTBa, 3aKyneHu 6e3 pelenta.

Kaksi BaaMMoaeiicTENA MOXXE fa MMa Mexxay BabagnH™ 40U XpaHy 1 HaniuTKA?

CokbT OT rpeindpyT cbAbpXa efHO WK MoBede BellecTBa, KOUTO MOraT fa yBenuyar
KOMMYeCTBOTO simvastatin B KpbBTa. [Mopaaw ToBa, He TpsbBa i@ npMeMate COK OT rpedndpyT,
Tbil KaT0 TOW MOXKE A2 YBENWUUM PUCKa OT MYCKYRHO yBpexaaHe.

Moxxe nv ga ce npwnara Babague™ 40 no BpeMe Ha 6peMERHOCT Y KbpMeHe?

He npuemaiite simvastatin ako cre 6peMeHHa, axko ce onuTeaTte fa 3abpeMeHesTe U axko
ce CbMHABaTE, Ye cre OpeMeHHa, 3alloTo He e AoKasaHa be3onacHoCTTa Y 6peMeHHN xeHu. AKo
3abpemeHeeTe no BpeMe Ha ynovpeba Ha simvastatin, Tpsbea BeAnara fa npeycraHoBUTE
npuemMa Ha TabneTkuTe W a e KOHCY/ITMpare C Baluna nekap.

HsiMa AaHHM 33 exckpeuusTta Ha simvastatin B kepMata. Thil KaTo MHOrO JlekapcTBa ce
EKCKpETUpaT B KbpMaTa ¥ MMa PUCK OT TEXKM CTpaHmuyHn edexty, He Tpabea fa KbpMute
AETETO CY ROKATO npyemMate simvastatin.

Koncynmupaitte ce ¢ Bawwums nexap wiv capMalesT npean ynotpebarta Ha HsKaKBo
FIexapcTBO.

llosnunaea nu Ba6agar™ 40 criocobHociTa 3a 1odupale u paborara ¢ MaluHN?

Simvastatin HAMa edexT wiv oOkasBa HeaHauuTeneH edekT BbpXy CrnocobHocTra 3a
wothupaHe v pabota c MatmHKu. Benpeky ToBa MMa AaHHN 33 PeaKy chydyay Ha 3aMasHocT npw
nalmeHTH, npreMally tabnetky simvastatin (BX. T. 4 “Kaxeu B3avMogeiicTBua Moxe fia uMa
Mexpy BabagnH™ 40 v gpyr nexkapeTsa, KOUTO npyemare?”). AKO Tasn HeXenaHa peakuus ce
nposasu n npu Bac, He tohupaiite ® He paboreTte C MallWHK, KOUTO UBUCKBET BHUMAHKE,

Kakeo Tpabea fa 3HaeM 3a ROMOLYHKUTE BewecTBa Ha Babagru™ 40?

OcBeH ApyrvTe BewecTsa, BabaguH™ 40 copbpka nakrosa. Ako cte mH{opmupaH, Ye
MMaTe HEeMoHOCUMOCT KbM ONPEeAencHK 3axapy, Ce KOHCynTpaiiTe C fekap, npeau
MPUROXKEHUETO Ha TOBA JIEKapCTBO.

Kak 1 xonko BpeMe TpabBa ga ce npunara BaGasgur™ 407?

Buxarn npuemalite TabAeTKMTE TOHHO CiiOpes WHCTPYKUMKUTE Ha sexaps. Tpsbsa na ce
KOHCynTMpaTe ¢ Bawms nekap win gapMalesT, ako He ce uyscTBate curypeH. ObuuaiiHaTa
nosa e ot 5 mg go 80 mg simvastatin gHeRHO XaTO efHOKpaTHa [03&, NpUeTa Bedep. Hanuue
ca W jenvMu TabneTky € NO-Masiko KOAMYMECTBO Ha JIEKApPCTBEHOTO BEIUECTBO FIPW
HEeOBXORMMOCE OT MO-HWCKM Z03v., AKO e Heobxoavmo, Nexapst e YBeM4M fo3ata Ha
MHTEpsany noHe 4 cegMuUM 8o makcumanHo 80 mg simvastatin AHEBHO KaTO €AHOKPaTHA BO3a,
npuerta Beyep. Jlo3a or 80 mg ce npenopsysa CaMo MnipyM NauueHT € MHOMO BUCOKWM HUBEA Ha
XOJIECTEPONia U BUCOK PUCK OT CEPACUHO-CbAOBN YCHOKHEHWS.

Haunn Ha yrioTpeba
Babaaur™ 40 Tpsbea ha ce npyeMa ¢ Boga. MpueMaiite Tabne
chieq XpaHexe,
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[TpORB/DKUTERHOCT H3 SISHEHHE
Bue Tpsbsa Aia npuemate Babagmy™ 40 npomabmMTENHO BpeMe. BawmaT siekap we By
uHopMUpa KONKO FEbnro TpsbBa Aa npuemare Babaaus™ 40.

Axo wMate 4yBCTBOTO, Ye edekThT Ha simvastatin e npekaneHo cuned wm cnab,
KOHCYRTUpaiiTe ce ¢ Baluus fiekap wiv hapMalesT.

Kakeo TpsabBa ja ce npaBy nipu npegosupane ¢ BaGagru™ 40?

AKO 1o rpeilika NpUeMeTe MHOIrC TabneTku BabaguH™ 40, KoHCynTupaiiTe ce He3abaBHo ¢
Bawwa nekap wnv hapmMaLest.

Kakeo Tps6sa fia ce MpaBu hpH RPoNyCKaHe Ha npuem va BaGaane™ 40?

AKO MponycHeTe ONPEeAEneH NPUEM M Ce CETUTE CKOpO CIIER TOBA, B3EMETe AeKapCTBOTO
BBEIMOXHO MO-CKOpO. Ako obaue Beue € MoYTH BPEMe fa mpueMere cnefipallata A03a, He
KOMMEHCUpaiiTe C MpYMEM Ha MponycHaTaTta Ao3a, a M34akaiiTe M B OnpedeneHoTo 3a ToBa
BpeMe B3eMeTe CeABallaTa [03a. AKO ce CbMHSIBaTE, KOHCYMTUpaiiTe ce ¢ Bamms nekap wim

dapMaleBT.
He npuemaifte gBOMHa A033, 38 Aa KOMMNEHCUpaTe NPonycHaThA NpueM.

Kaxeo Tps6Ba Aa ce NPaBy NPy NPpeyCciaHOBsSBaHe npueMa Ha Babagun™ 407

AKO BHE3ENHO MPEYCTAHOBUTE MpYeMa Ha TOBa JIEKaPCTRO, HUBATa Ha XONecTeposia Moxe
OTHOBO ga ce noBMILaT. ETO 3allo e BaXHO Aa Ce KOHCYATMpaTe C jiekap, npean fa chpere
NEeYeHNETO, IOpM 1 NpK NPOsABa Ha HAKAKBY Oruiaksahust. JlexapaT we obsichn aanu Moxe fa
CrpEeTe TOBa IEKapCTBO M Halt-go6pus HaumH Aa ro HanpasuTe.

AKO UMSTE LOIMB/HUTENHN BBIAPOCH 33 yIoTPeOara Ha TOBa JIEKapCTBO, KOHCYTTHPAHTE ce
¢ Bauwss nekap it QapmMaLesT.

Kakey He)xenany JIieKapCTBEHM peaKkuun MoXKe Aa npuMuun Babagur™ 4072

MonobHo Ha BCWYKW nekapcTesa, Babagun™ 40 Mowme p[a HoBefe [0  HeXenaHw
FIEKAPCTBEHW PEAKLMM, KOMTO HE Ce NposBsBaT y Beeky. [lOBEUETO HEXENaHW NexkapCTBehu
peaKLun Ca nexku 1 KpaTkoTpaitu. CregHuTe HeXeRaHu NeKapCTBeHn peakumun ca CbobliaBaly
psiaKo (py noeede ot 1 Ha 10 000, Ho no-Manko of 1 Ha 1000 maumexTa): aHeMus, CToMaLlHu
onnakeanus (bonka, 3anek, kopeMHa Ooska, rasoBe, rafgede, HapylleHO XpaHoCMWiiaHe,
AWapwsa, NOBpLLUAHE), Bb3nianeHue Ha NaHkpeaca {TEXKU KOpeMHU GOMKY, M3ITbBattK Ce KbM
rbpba, rageHe U NOBpblaHe), ¢iabocT, rnmasobonne, 3aMasHOCT, M3TPbNBaHe U 3aryba Ha
YYBCTBMTENHOCT B pblETe W Kpakara, 3aryba Ha koca, obpus, cbpbex, uepHoApo6HO
3abonseaHe (MOXe fia e NPosiBM C XbATEHNKEBO OLBETSBAHE Ha KOXaTa W/uAn CKnepure Ha
ouuTe), TEMHO OLIBETABAHE Ha ypuHata, 65iefo olBeTaBaHe Ha MaNpaXKHEHUATa, YBpEXBaHe Ha
MycKynuTe (BX. N0-g0Jiy), OTKHOHEHMS B KPbBHUTE M3CNEABAHMA Wi anepruiHa peakuus KoM
simvastatin. AnepruuHata peakums MOXE A2 Ce MpOosSBY C HAKOU OT CHefHUTE CUMITIOMM:
BHE3aMHO MOAYBAHE Ha NMLETO, €3WKa W [bPNOTe (8HrMoeseM, BX. MO-JoY), ONpefeneHo
KOXHO 3abonsBane (nynyc-nogobeH cnHapoM) ¢ obpue, BTpUcaHe 1 cTaBHu DOJIKK, Bb3nanexHue
Ha CTaBuTe M CbAoBeTe, GONKa B CTaBWTe, HeobuualiHW cuHMHKM, OBpMBKM MO KOX@ara, OTOK,
KONMpUBHE TpecKa, YYBCTBMTENIHOCT Ha KoXaTta KbM CIbHIE, BWCOKa TeMnepartypa,
3auepBaBaHe, 3aTPyAHEHNA B SUINAHETO MiK yMopa.

Hesabaesno ce KOHCynTupaiite C siekaps cu npy 6Goma, YYBCTBHUTENHOCT,
cnaboct WM KPaMrnM B MycKyJiniTe. B pefkn ciydan MyCKyNHOTO YBpEXAaHe MOXe fa €
Texko. OcBeH ToBa He3abaBHO Ce KOHCYNTUpalTe C siekaps cu Npn 6bP30 OTUYaHe Ha JIMUETO,
€3MKa W MprioTo (aHMMOoeAeM), KOETO MOXEe fa JoBefe A0 TEXKK 3aTpyAHEHUs B AWLIGHETO.
EfHOBpeMeHHO MOXe Aa Ce MosBI KONpUBHa TPECKa W OTOKBLT, E713:3aM04He A2 Cbpbu.
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AKo 3abenexure NposeaTa H3 KaKsaro # [jd € HEXE/IaHa PEaKLins, KOATO HE € CIIOMEHATE
B Tasu JIMCTOBKE, WM 3KO IPEUEHUTE, Y€ HIKOH OT H3BDOEHHTe CTPaHHYHK ediekTH e
CEDHO3EH, MOJS, HHGOpMUpaTe Baliusa JIeKap mimt (apMatest.

Kaxk na cxxparasare Babagun™ 402
Fa ce cbxpansiBa Ha MACTO, HRAOCTHNHO 32 Aeual
Oa ce cexpanaBa nog 25 °Ct

Harata Ha u3TUYaHe CPOKa Ha rogHOCT € OTNeYataHa BbpXy KapTOHEHATa KyTus U
Gnvcrepa. Ha He ce M3Moszsa Cnef Cpoka Ha rogHoct, obo3HauveH Ha orniakosBkaral

Koi1 nponseexxpna BaGaana'™ 40?2

flpurexaresi H3 paspellieHneTo 3a yroTpeda:
MENARINI INTERNATIONAL O. L. S.A.
1, Avenue de la Gate,

L-1611 Jioxkcembypr

PasnpocTpaHass ce or:
BERLIN-CHEMIE AG
BERLIN-CHEMIE (g[ENATNI VﬁquliP)
ienicker Weg 125
MENARINI 12489 Berlin, Germany

flo muyers #a Farmaprojects S.A., Barcelona, WicnaHus

Jata Ha nocreplarta pepakinsg Ha JIMCTOBKaTa
despyapu, 2006 r.




