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IlucToBKa 3a naLueHTa

CumBacratuH AL 40 mg, punmupaHu Tabnertkn
Simvastatin AL 40 mg, film-coated tablets

CumBacTaTtuH (Simvastalin)

npO‘-IETETe BHAMATEJIHO uanarta JIMCTOBKa npeau Aa 3anovyHeTe Aa npyemMaTte ToBa

NeKapcTBo.
— 3anaseTe Tasn nuctoska. Moxe ga ce HanoXxw Aa s NpoyeTeTe OTHOBO.

— AKO UMaTe HAKAKBU AONBNHUTENHU BLNPOCK, NonuTanTe Balumna nekap mnu
chbapmaLresrT.

— ToBa nekapcTso e npeanucaHo nuyHo Ha Bac. He ro npeoTcTbnBanTe Ha Apyru
xopa. 10 MOXe Aa UM HaBpeu, HE3aBUCUMO OT TOBA, Y€ TeXHUTE CAMMTOMU ca
chLUUTE KaTo Baumre.

— AKO HAKOSA OT HeXenaHUTe NeKapCTBEHU peakuumn cTaHe cepuosHa, unm sabenexuTe
Apyru, HeonucaHu B Tasn NUCTOBKA HEXenaHn peakumu, Mona ysegomete Bawms

nekap wnv dapmauesT.

B Ta3u nucToBKa:
KakBo npeactaenssa CumesactaTtuH AL 40 1 3a KakBo ce U3non3ea

Mpeagv pa npnemete CumBactatnH AL 40
Kak ga npuemate CumsacTtaTtH AL 40
B13MOXXHWU HEXEernaHn peakuuu

Kak fla cbxpaHasate CumBactatid AL 40
dontnHuTenHa nHgopmaums

OO hAhWON -

1. KakBo npeacrasnsasa CumBactatuH AL 40 U 3a KakBO Ce U3norsBa

CumBactatnd AL 40 npuHapnexy KbM TpynaTa Ha NekapCTBeHU NPOAYKTM HapUudaHu
HMG-CoA pepykTasHm wuHxubutopu. Tesm nekapcTtBa nNoHWXKaBaT HUBOTO Ha MacTuTe
(nunugute) B KpbvBTa. CumBacTatuH AL 40 noHMKaBa NOBULIISHUTE HUBA Ha Xonectepona
B KPbBTa, KOrato cnasBaHeTo Ha aumeta W (pu3nyeckata akTUBHOCT MNPUNOXEHU

CaMOCTOATENHO Ca HEeAOCTaATbYHIA.

CumsacTatuH AL 40 ce nsnonasa npu naumMeHTu:
- C MOBULLEHU HUBA HA XONECTEPON B KPBbBTA (XMNEpxonecTeponeMma) unm

komBuHMpaHa aucnunuaemust (NoBULLISHNTE HUBA Ha obLLus xonecTeport,
TPUFNMLUEDUAM, NIUNONPOTEUHM C HUCKA NMBTHOCT U NKMONPOTENHU C MHOTO HUCKA
MAbTHOCT B KPbBTA), B KOMBMHALMA € AueTa, KoraTo NOBNUABaHETO OT CrnasBaHe Ha
aveTa unu gpyru HedapmakonoriH1 Mepku (Hanp. qmsw-lecuo HaTOBapBaHe Unn
HaMansBaHe Ha TernoTo) € HefoCTaTbYHO PR s

- MPY NevYeHvne Ha XOMO3UroTHa hamunHa Xxunepxor meponemm (Hacne,qCTBeHo
3abonsBaHe KoeTo MoByLLaBa HUBATA Ha XOnecTe a B Kp'bBTEl) B: mMﬁnHauwﬂ C




AneTra U apyro nununao-noHnKaeatlo nedexune (Hanp. LDL- agpepesa) nnu ako

TakoBa NeYeHue e HeNnoaxoasLLo.
3a npodunakTuka Ha 3abonasaHnsa Ha CbPLETO U KPBLBOHOCHUTE CbAOBE
(cCbpae4HO-CbAOBM 3aboNABaHUA), KakTo U B fobaBka 3a kopurmpaHe Ha gpyrw
PUCKOBW (baKTopu ¥ Apyra xapanonpoTekTUBHa Teparnus.

2. NMpean na npuemere CumBacrtaTuH AL 40
He npuematme Cumeacmamun AL 40:

AKO CTe aneprudHi (CBPBbXUYBCTBUTENHN) KbM CUMBACTATHUH NI KbM HAKOE OT
MOMOLLHUTE BeLleCcTBa U3NON3BaHW B TO3W NeKapCTBEH NPOoRyKT (BX. T. 6.
LIONBITHUTENHA UHDOPMAUNS™ B KPas Ha Tasu FINCTOBKA).
AKO cTpagate oT depHoapobHo 3abonasaHe wnu ako Bawwute 4vepHoapobHY
hyHKUMOHANHN TecToBe (KPpbBHM TECTOBE, KOUTO NOKa3BaT Kak paboTy yepHua Bu
apo6) nokassar OTKNOHEHUA.
AKo cTe bpemeHHa uin KbpMuTe (BMX T. bPpeMEeHHOCT U KbpMEHE).
AKO npuemaTte eaHOBPEeMEHHO KakKBOTO WM Aa e nekapcTBo MHxubupaulo
yepHoapobHus eHaum CYP3A4. ToBa e eH3nMm B YepHus apob, KoMTo cnomara 3a
eNUMUHUPpAHETO Ha NlekapcTeaTa OT opraHu3sma. JlekapcTBaTta uHxmbupay To3u
eH3um BKNuBaT (BX. T. [puem Ha Apyru nekapcTea).
- UTpaKOHAa30n Ui KeTOKOHA30/1, (NeKkapcTea U3NonN3saHu Npu neveHve Ha
rOUUYHKM 3abonasanuns);
-  HiV-npoTteasHu uHxnbutopu (nexkapcrsa KU3NON3BaHWU Mpv NevyeHue Ha
wHdekuwn ¢ HIV, supycwT npegunssuksawy CIAH);
- ePUTPOMULMH,KNaPUTPOMULINH, TEMUTPOMULIMH (aHTUDKOTULIN);
- Heda3040H (M3NON3BaH NpU NeveHne Ha genpecus)

O6bpHeTe cneuManHoO BHMMaHue npu ynotpebara Ha CumBacraTtuH AL 40

BaluMAT nexkap Moxe Aa HasHavyn KpbBHM TecToBe, 3a Aa MpoBepyu CbLCTOSHUETO Ha
kpbBTa Bu npean n no Bpeme Ha neyeHuweTo cbe CumsactatuH AL 40. Ton we pelum
KOJIKO 4ecTo f[a ce npoBexaaT Te3W TecToBe C MNOMOoLWUTa Ha uWHopmauuaTa

npegocraseHa My oT Bac.
Monsi nHchopmmpanTe Bawuma nekap:

AKO nmate UnMU Ccte MManum HRKoe OT cnegHuTe MeauLUHCKKW CBbCTOosHMA WUnuv

zabonsasaHusA
o MycKynHu sabonasanua (muonatus nnu pabaommonusa).

CuMBacTaTMH MOXe Ja nNPUYMHM  NOHAKOTa CEePUO3HUM  MYCKYITHM
sabonsaBaHusa, ocobeHO B criydauTe, KoraTo ce fApuemMa eaHOBPEMEHHO C
ornpeaenexHn nekapcrea (BX. T. [lpueM Ha Apyru nekapcTea, no-aony).

Mons uHdopmupante Bawusa nekap, B cnydvail ye Bue unu Bail 6nvsbk
DOAHUHA UMa WU € uMan 3abonaBaHe Ha MyCKyFUTe.

Obapete ce HA Bawus nekap HezabaBHO, ako NOYyBCTBaTEe HEOOACHUMWK
MYCKYTHW GOMNKK, MyCKYNHa YyBCTBUTENHOCT, cnaboetT unu Kpamniu no speme
Ha npwema Ha CumesacTtatuH AL 40. B Takb "cny‘-laﬁaau.:m#'rngkap MOXe a3
petun ga 6vae CnpsaHo unu NMPOMEHEHO It e,fﬁ;MeT'q.- Toiw/Ta '=~Liigu$a|<e CbLUO na
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Ha3HA4YM AOMBLAHUTENHUM KPbBHM TECTOBE, 3a Aa NPOBEPU 3a MYCKYITHM
HapyLLEHUs1 (M3MEpPBaHe Ha HMBOTO Ha KPpeaTUH KWHaz3aTa).

~ AKO CTe mmanu MyCKynHu npobnemu npu npueM Ha cratvHu unu ¢pubpaTtn (apyr
BU NeKapcTBa NOHMXKABALLM HUBOTO HA MACTHU BeL|eCTBA B KpbBTA

— YepexpgaHe Ha 66peuuTe unu 6vbpeysa HeQOCTATLYHOCT

- XunotupeouaAnsbMm (aKO Bawiata TUPOMAHA XKMNe3a He MNnpuTeXaBa A[ocTaTbuHa
aKTUBHOCT ¥ TOBA CbCTOAAHWE He & DUNo neKkysaHo)

— 3abonasanus Ha yepHUAa gpob

o CwumBacTaTMH MOXe aa npegusBuka yBenyeHue Ha HuBatTa Ha
YepHOApPODHUTE eH3UMMN (KPBBHW TEeCTOBE noKassaluyn fann vephHus apob
paboTu HopmanHo). 3apaau ToBa We Bu 6baar HasHavyeHW KpbBHYM TECTOBE,
3a ga ce npocneanm 4epHoapobHaTta yHKUWMA nNpeay U No BpeMe Ha
nevyeHueTo.

— AKO HSIKO€ OT criegHuTe YCHOBUS € NPpUnoXXmMo npu Bac:

o AKO cTe Ha Bb3pacT Hag 70 roanHm

o AKO npuemMarte 3HaYMTenHu KonundecTBa ankoxo/

— AKO pasBueTe cepuoseH 30paBocnoBeH npobnem unu TakbLs U3NCKBALL XUPYPrdHa
Hameca TpsibBa BpeMeHHO Aa npeycranosuTe ynotpebata Ha CumBacTtaTtuH AL 40.
Ako Bu npencrtoum onepatMBHO nedeHwe TpaOBa BpeMeHHO Aa npeycTaHoBUTe
ynotpebara Ha Cumsactatud AL 40 HAKONKO AHU Npean onepaymaTa.

[puem Ha Apyru nekapcrea:
Mons uHdopmupanTe Bawma nekap unu bapmaueBT, ako npuemaTe unm cte npuemManm

HaCKoOpO KaKBUTO U Ba € Apyru NeKapcTBa, BKMOYUTENHO TakuBa oTnyckatum ce Hes

nekapcko npeanucaHue.
Heobxogumo e pa o6bpHETE cheunanHO BHUMAaHWE, ako npuemarte HAKOE OT cneaHuTe

nekKapcrsa:
* remcpubposuni u gpyru pubpatn (nekapcrtBa NOHWXKaBalLLM KOJIMHECTBOTO Ha

MaCTHW BeLLEeCTBA B KPbBTA)
" HUALMH (HUKOTUHOBA KACENWHA U3NON3BaHa 3a NOHWXKaBaHe Ha KONMUYEeCTBOTO Ha
MAaCTHM BellecTBa B KpbBTa) NnpueMaH B 4o3a 1g AHEBHO UMK NO-BUCOKA
" amuogapoH(npu NedYeHne Ha HapyLleHUa Ha CbpaevHUs pUTbm)
* fekapcrsa KouTo cnabo nHxmbupat yepHoapobuus ensum CYP3A4. BawumaTr nekap
LS 3Hae KOU ca Tesn neKkapcrea. e BKN4YBaT, Hanpumep:
UTPAKOHa30n UM KETOKOHA30M (NeKapcTBa U3nonssaHn npyu roduyku)
epPUTPOMULIVH, KNApUTPOMULIMH UITM TENUTPOMULUH (aHTUBNOTULIN)
HIV npoTeasHun nHxubutopu (nekapcrea nsnonssadn npu neyexune Ha Clr1nNH)
nefazodone (aHTngenpecaHT)
LUUKNOCNOPUH(NEeKapCTBO U3NOMN3BaHo 3a NOTUCKAHE Ha UMYHHATa cucTema)
BEpanamMni Mny guntuasem (NeKapcTsa U3NOon3BaHyn 3a NeveHne Ha CbpLUEeTO)
naHason (CUHTeTWYeH CcTepoua W3nonisaH 3a nevYeHune Ha eHOaoMeTpuosa U
KACTa HA rbpAaTa npu XeHwu) o |
KYMapuHOBM aHTukoarynaHtu (M3nonspaHu 3a paapemn,aHe Ha }(p'bETa) [pwn
3anoysaHe Ha nedyeHue cwvc CmmBacTaTuH AL 0 kpbBHMTe Tecmse we bvaar
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npoBeXxgaHu no-4yecto or obuyanmHoto, 3a gOa ce  KoHTponupa
KPbBOCBCUPBAHETO.

[Mpuem Ha CumsacratvH AL 40 ¢ XpaHa 1 HaNUTKY
[ipekoMepHaTa ynorpeba Ha ankoxon nosuwasa pucka oT Muonatua (3abonsiBaHe Ha

MYCKYITUTE).
3aToBa Bue He TpabBa ga ynotpebsiBaTe ronemMu konuvecTsa ankoxon no Bpeme Ha

nevyeHneTo C TOBa NexapcTeo.
Bue tpabsa na u3bareate npuema Ha CoK OT rperndpyT NO Bpeme Ha nevyeHue C ToBA
NeKapcTeso, ThM KaToO TOBA MOXE Aa AoBede A0 noBMWaBaHe Ha KOHUEHTpauusaTa Ha

CUMBACTATUH B KPbLBTA.

bpeMeHHOCT U KbpMEHe
CumBacTtaTuH, akTUBHOTO BelwlectBo Ha CwumeactatmH AL 40 wmoxe pa yeBpeaw

HEPOAEHOTO AeTe.
Bue He Tpabea pga npuemate CumeactatvH AL 40 no Bpeme Ha DpeMeHHOCT, ako cunTaTte,
ye Moxe bu cte DpemeHHa WM ako nnaHupare bpemeHHOCT. Ako 3abpemeHeeTte no
Bpeme Ha ynotpebaTta Ha CumsacTtaTtuH AL 40, Bue tTpabea He3abaBHO aa cnpeTe npuema

Ha TOBA NeKkapcTBO U Aa uHgopmuparte Bawums nekap.
CumBacTaTUH MOXe Aa AaocturHe Ao eaweto Oebe npm kbpmeHeTo. 3aTtoBa, Bue He

TpFIGBa Aa npuemMarte ToBa JieKapCTB0O 4OKAaTO KbpPpMUTeE.

Jeua ¥ IoHOWN
CumBactatuH AL 40 counmupanu Tabnetkm He ce npenopbyBa 3a ynotpeba npu aeua wu

IOHOLL noA 18 roguHu.

LllodupaHe U paboTa ¢ MaLUMHW
Hama pawHu, ye CumeactatmH AL 40 cunmupaHu Tabnetkm uma BnUAHUE BBLPXY

cnocobHOCTTa 3a WwodupaHe u padboTta ¢ MalmMHi. Bce nak HAKoW CTpaHU4YHU eeKkTn KaTo
4yBCTBO Ha 3aMasiHOCT ca Ounu crobujaBaHu. AKO yceTUTe 3aMasiHOCT NO BpeMe Ha
ynoTpebarta Ha TOBa NexapcTeo, MONIA UHpoOpMUpanTe Bawuns nekap u He Loupante

unu paborere ¢ MalWnHu.

BaxxHa nHcopmaLna OTHOCHO HAKOW OT nomoLHuTE Bewecrea Ha CumBactatuH AL 40

Mneuusa 3axap (nakrosa).
To3n nekapcTeeH NPOAYKT CbAbpPXa NakTo3a (MNedHa 3axap).
Ako cTe Bdunu uHdopMmupanHu oT Bawwma nekap, 4ye umaTte HENOHOCUMOCT KbM HAKOM

3axapu, MONA KOHCYNTUpaiTe ce C Hero npeay aa npuemare ToBa NeKkapcrso.

3. Kak na ce npuemate CumpactatuH Al. 40

Bunaru npuemante CumsactaTtuH AL 40 TOYHO KaKTO € ykasaHO OT-NekysalumaT By nekap.

AKO nmaTe CbMHEHUST U BLAPOCU, ODBpPHETE Ce KbM nekysampm Bm néKap unis
hbapmauesT. Bue TpabBa ga npoAblKUTe cnasBaHeTo Ha xo ecTepen-nDHMmaBaLuaTa

aMeTa no Bpeme Ha NeYeHneTo ¢ TOBa NeKapCTBo. f(
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QOSHEOBKG:

Hosuposkata moxe Aa Bapupa oT 5 go 80 mg cumBacraTuH gHeBHO. BawmaT nekap e
3anoyHe neYeHneTo C NO-HUCKa A03a U We A aganTupa KbM BalumTe HyxXau. ObuyaitHo
BUE LLe npuemarte eguHuYHa 03a CUMBaCTaTUH BeuYep.

Bue He TpsibBa aa npuemate noeeue oT 80 mg cumeacTaTMH AHeBHo. [lo3a oT 80 mg
CMMBAacTaTuH We BU bbAe npegnucasa camo B CNy4an 4e HMBaTa Ha XOnecTeposn npy Bac
ca C MHOTO BUCOKW CTOMHOCTM.

PeXxuMbT Ha fo3npaHe MoXe Aa 6bae ApOMEeHEeH B 3aBUCUMOCT OT TOBA KaK BalUUTe HUBA
Ha xonecrtepon ce NOBNUABAT OT NeYeHUeTo. AKo ca HeobxoauMn NPOMEHN B peXXnma Ha
Ao3npaHe Te We dDbaaT HanpaseHn Ha UHTEPBATK HE NO-Malku OT 4 cegMmuun.

JieueHve Ha BUCOKN HMBA Ha XONecTepor (xunepxonecreponemmsi)

Hauankata gosa e obuyainHo 10 mg A0 20 mg AHEBHO, NPUETU KaTO eOUHUYHA 1033
Beuep. AKO HMUBaTa Ha xonectepon npu Bac ca MHOro BUCOKW, HaYanHaTa 4o3a MoXe aa
Ovae ysenunyeHa Ha 20 mg Ao 40 mg cumBacTaTuH OHEBHO, NpUEMAaHA KaTo €AUHWYHA

0033 Beuep.

JlevyeHre Ha xoMO3UroTHA hamMunHa xunepxonecTeponeMmms

XOMO3UroTHata hamunHa xmnepxonecreponemMma e HacnegcTeeHo 3abonssaHe BoaeLUO
A0 MHOrO BMCOKW HUBA Ha XONECTEPON B KpbBTa U MOXE Oa AoBeae A0 paHHa NosiBa Ha
cbpaedHo 3abonasaHe. lpu ToBa 3abonsABaHe npenopbuuTeEnHaTa fAosa e 40 mg
CUMBAaCTaTMH AHEBHO Bevep unu 80 mg cuMBacTaTMH AHEBHO NPWETU KaKTO cneaea:

- 20 mg cumBacTaTUH CYTPUH

- 20 mg cumBacTaTuH Ha 06584

- 40 mg cuMmBacTaTUH Be4ep
[lpocbunaktuka Ha cbpaevHo-cbAoBU 3abonaBaHua _(3abonasaHus  HA  CbPUETO W
KPBHBOHOCHUTE CbA0BE)
CumsactatuH AL 40 moxe ga 6bae npunaradH 3a HamarnsBaHe Ha pucka OT MNosABa Ha
cbpaeyeHd npuctbn. ObuyanHata fgosa € 20 mg ao 40 mg cumBacTaTMH AHEBHO,

NPpNEmMaHa KaTo eQnHNnHHa 403a Be4ep.

[launeHTr ApuemMallun 2pyrn nekapersa
Konuyecteoto Ha CumeacTtatuH AL 40 pocTturawlo kpbBTa By, ce Hamansiea oT nekapcrea

HapevYeHuTe CeKBecTpaHTU Ha XITbYHUTe KucenuHu (kato colestyramine). Bue tpsbea ga
npuemeTe cborBeTHaTta gosa CumsactatuH AL 40 Han-manko 2 4aca npeav unu Hai-
Manko 4 yaca cnepg npyuema Ha CekBeCTpaHTU Ha XXNBbYHUTE KUCESTUH.

Buwe He TpsibBa ga npuemarte noeede oT 10 mg cumBacTaTMH AHEBHO, aKO Beuye npuemare

HAKOE OT cnegHnTe nekapcrea.

- UMKNOCNOPUH
- HuauuH (Nnpuemad B A03a 1 g 1 no-suncoka)
- remcpubposun unu gpyri pmbpaTty (nekapcrsa NoHykKaBalm HABOTO HA MACTHUTE

BewlectTsa (NMNUAUTE) B KpbBTA)
He s3emaiiTe noseue ot 20 mg AHEBHO, ako Npuemate eaHOBPEMEHHO aMMoAapoH Unu
Bepanamun (nekapcrsa npuemMaHu npu sabonnsaHmnsa Ha c:'bpueTo)

[laumneHTH ¢ yBpeaeHa OubpeyHa pyHKUUA
He ca Heobxogumu kopekumu Ha gosaTa, ako Bue crpapare 01' ymepeHo yape aHe Ha
bbvbpeuHaTa yHkUMA (DbOpeyHa HegocTaTLYHOCT). AKO By LmaTe T&}I{I{O yam aHe Ha
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6bbpeuuTe (6BOpevHa HepocTaTLYHOCT) AO3UPOBKa Ha cumeacTatuH Han 10 mg gHeBHo,
TpsibBa Aa 6bae npeleHeHa BHUMaTerHo,

MpoaABLNKUTENTHOCT HA NeYeHNeTo
XonecTepon noHwxaeallara tepannsa € 0OMKHOBEHO NPOgLIKUTENHA.

AKO cTe npuenu noBede oT HeobxoauMaTa ao3a CumBacraTmH AL 40
AKO cTe npuenu TBbpae MHoro Tabnetku odObpHeTe ce HesabaBHO KbM Balwua nekap wnu

Han-bnu3koTo 3BeHO 3a chelwHa MeANLMHCKA NOMOLY,.

Ako cTe nponycHanu aa npuemete Cumeactatun AL 40
AKo cTe nponycHanu ga npuemetre CumsactatnH Al 40, s3emeTe cneppalyara [o3a B
obu4anHoTO Bpeme. He ce onuTBanTe fga HaBakcaTe nponycHartata A403a U He B3emanTe

ABE 003U HaBeAHBbX. |
AKoO cTe cnpenu npueMa Ha CumBacTtatuH AL 40

He cnupaiTe n He NPOMEHsUTE NeYeHnETo nNpeaun Aa ce nocbBeTBaTe ¢ Bawua nekap.
AKO VMaTe JOMbNHUTENHW BBAPOCK OTHOCHO ynoTtpebaTta Ha To3u nexkapcTBeH NpoaykKT,

nonuTanTe Baluma nekap unu dapMmallenT.

4. Bb3MOXHMW HeXeNaHM peakuum

[MonobHo Ha BeuukK nekapcetea, CumBactatuH AL 40 MOXe ga npeans3BunKka CTpaHudHn
echekTi, BbNpekn 4ye Te He ce npossABaT NPU BCeKM NeKyBaH C TOBa NieKapCTBoO.
OueHKaTa Ha HeXxernaHuTe nekapcTeeHu peakyum ce basupa Ha cnegHarta knacudukaums

no YecToTa Ha nposiBaTa UM:

MHOro 4YecTu: [Tpn noBeue o1 1 Ha 10 nekysaHu nalneHTH

UecTu: [Mpu no-manko oT 1 Ha 10, HO noseye oT 1
Ha 100 nekyBaHU nayneHTH

HevecTtw: Mpw no-manko ot 1 Ha 100, HO noseye OT 1
Ha 1000 nexyBaHU hauneHTw

Pepaku: Mpw no-manko o1 1 Ha 1000, HO noeeye oT
1 Ha 10 000 nekyBaHu nauveHTK

MHoOro pegku: Mpw no-manko ot 1 Ha 10 000 nekysaHu
nauneHTU, BKITIOYUTENHO N30NUPaHM
cny4amu

C HeusBecTHa 4yecroTa OT HanuyHUTE QaHHKU He MoXe aa bbae

HanpaeeHa oueHka

Peaku:

- HamansaeaHe Ha 6pos Ha YepBEeHUTE KPBBHU KNETKN,KOSTO MOXe Aa AoBeae a0

dnegHoct,cnaboct nnu 3agyx (aHemms)

- rnasobonue |
- V3TPbMBaHe, MpaBy4KaHe Ha pbueTe n KpakaTa (napecrtesus)

- 3aMasiHOCT
- HapyLleHue Ha HepBUTe, KOeTO MOXe fa fosene Ao cnaﬁoc:'r M3prnBaHe nnm

MpaBy4dkaHe (nepudepHa HeBponaTus) S | ‘
- KOHcTUNauuA (3anek B pesynraT Ha HepeaoBHU ABMKE '_ 51 Ha ,ueﬁenom

YepBO,TBBPAU U CYXU N3NPaXKHEHUSA) - -
- KopewmHa bonka




Hann4me Ha NOBULLIEHO KONMWYECTBO rasoBe B cToMaxa Win YepsaTa
(cbnaTyneHuun)

NOLUO XpaHocmunade (qucnencus)

avapus

rapgeHe (nosauraHe)

noBpblUlaHe

Bb3naneHune Ha naHkpeaca (naHkpearnT)
XenaTtuT (Bb3naneHne Ha 4epHua apob)/ xuvnreHuua (NOXXeNTsBaHe Ha KOXaTa U

OsNOTO HA OUMTE, NPUYMHEHO OT Npobnemu ¢ YepHUa Apod nnNn KpbLBTAa)
obpus

cpbex (NpypuTycC)

onajlaHe Ha KOCMUTe HaW-4YeCTo Ha rnasara, onnewuesasaHe (anoneums)
mMuonartusi (MyckynHo 3abonasaHe NpoTUYaLLo CbC CUMMTOMM KaTO MYCKYNHa
Hbonka,MyckynHa ¢crnabocT unm kpamnm)

pabaoMuonnsa (HeecTeCcTBeHO paspyluaBaHe Ha MyCKynuTe, KoeTo MOoXe Aa
nosepe no 6uLO6pevnn npobnemn)

MYyCKyfnHa bonka (Mmuanruq)

MYCKYIHN KpaMnu

6eacunue, obwa cnabocT (acTeHus)

anepriuJyeH (Ha CBpbX4yBCTBUTESMHOCT) CUHAPOM KOWUTO BKIIOMBA €4UH UMK noBeYe

OT cneagHnTe CUMINTOMM:
- aHrnoegem (OTOK Ha KOXaTa, YCTHUTE UNK e3UKa)
- nynyc nogobeH cuHapom (aBTOMMYHHO 3abonaBaHe KOeTo 3acaAra
KoxarTa,cTaBuTte, cbpueTo,benute gpoboee,OLOpeunTe N MO3LKa)
- nonuMmuanrus peemaTtika (pesMaTuyHo 3abonsaBaHe CuNposoAeHO ¢ bonka u

CKOBaHOCT Ha MYCKynuTe B paMeHHaTa u TasobeapeHa obnacr)
-  AepMaTOMMO3UT (XPOHUYHO Bb3nanutenHo sabonaeane Ha ckenetHaTa

MyCKynaTypa ¥ Koxarta)

- BaCKynuT (Bb3naneHne Ha KpbBOHOCHUTE CHAOBE)

- TpombouuToneHus (HamanspaHe Ha bpoa Ha TpombouuTUTE, KOETO
NOBULLIABA PUCKA OT KbpBeHe unuv obpasysaHe Ha CUHNMHW)

- eo3nHodhunna (nosuLLaBaHe KOAUYECTBOTO Ha e03nHOPUNUTE (onpeseneH

BU NEBKOUMUTU) B KDBbBTA)
- yBEenu4YeHa CKOPOCT Ha yTasiBaHe Ha epuTpouuTuTe (KpbBEH TEeCT noxassall|

Hanu4ue Ha Bb3nasITENEH Npouec)
-  apTpuT (Bb3naneHue Ha ctaBuTe) un apTpanrma (borka B cTaBuTe)

- KonpueHa Tpecka, 0bpus (ypTukapus)
- YyBCTBUTENHOCT KbM M3NaraHe Ha cnbH4YeBa CBEeTNUHa

((pOTOYYBCTBUTEITHOCT)
- Tpecka
- YepBeHUHa, pyMEeHMHa Mo NULIeTo (eHXn3oma)
- 3aTpyAHEeHO auuiaHe, 3agyx (AUCTHes)
- cbusnyecko HepasnonoxeHue (MysBcTBO Ha obwa cnabocT)
cnegHuTe KPpbBHU TECTOBE MOraT fa nokKakaT NOBULUEHN CTOMHOCTU NO BpemMe Ha

neyexue cbe Cumsactati AL 40:
- KPBbBHU TECTOBE Npu uscnegsaHe Ha yepHogpodbHaTta pyHKLUUA: cepymHa

TpaHcaMUHa3a, ankanHa pocdaTasa
- KPBbBHM TECTOBE NpU U3cnenBaHe 33 MYCKYNHU 3abonaBaHua: HMBaTa Ha

KpeaTuH KuHas3aTta



AKO HAKOA OT U3bpoeHUTE B TAa3n NUCTOBKA HEXENaHW peakuyun ce 3aabnboum nnm ako
3abenexuTe Apyru, HEOMTUCAHN B TA3WN IMCTOBKA HEXESAHW peaKkunu, Mons

uHdopMmmpanTe nekysawms Bu nekap wnv papmaLesr.

5. Kak pa cbxpansiBate CumBactaTvH AL 40
Ha ce cvxpaHsiBa Ha MACTO HEAOCTLNHO 3a Aeua.
To3u nekapcTBeH NPOAYKT HE U3UCKBA CNeLnanHn yCrioBUs Ha CbXxpaHeHue.

Ha He ce n3nonssa CumeactaTuH AL 40 cnep natudaHe Ha cpoka Ha roaHocT. [ataTa Ha
U3TUHaHe Ha Cpoka Ha roaHoCT € oTbenssaHa BbpXxy KyTnsata v bnucrepa cnes Tekcra
. ofeH ao: . [latara Ha n3TnyaHe Ha cpoka Ha roaHOCT Ce OTHAaCS 3a NocfNeaHMAa AeH Ha

oTbensasaHna MmeceLl.
Heusnon3ssaHaTa 4acT OT nekapcTBaTa He DUBa ga ce u3xXBbpis ¢ oTNagHUTe BOAW UK
outoBuTe oTNaaruu. [onutante BawmaT apmaneBT Kak aa ce ocsoboaute oT

nekapcTeaTa, KoMTO noseue He ca Bu Heobxoaumu. ToBa e noMorHe Aa 3awuTum

OKoNnHaTta cpeaa.
6. Jonbnuurenna uidpopmaymn

Kakeo cueaAbpxa CumBactaruH AL 40

AKTUBHOTO BELLECTBO € CMMBACTATUH.

Bcaka punmupana tabnetka cvabpxa 40 mg cumeacTaTvH

[ToOMOLIHM BeuwlecTsa:
Aanpo Ha TabneTtkara:

be3BoiHa NakTO3a, MMUKPOKPMUCTanNHa Uenynosa, npexenaTUuHU3UpaHo LapesuyHo
HULWecTe, DyTunxnapokcuanuson (E320), marHesnes cteapaT, Tank,

O6BuBKa Ha TabneTkara:
Xuapokemnponunuenynosa, XunpomMenosa, Tank, TutaHos amokeng (E171).

Kak narnexaa Cumpactatud AL 40 un KakBO cbALpXa Herosarva ornaxkoBkKa

benun, npogbnrosatn, ABOWHO U3MbKHaANK hunmupaHn TabneTtku, ¢ genurenda yYeprta oT

elHaTa cTpaHa 1 N3nbKHano penegHo o3HaqeHue ,SVT* n ,40°
CumsacTtaTtud AL 40 ce otnycka B onakosky oT no 30 1 50 comnmmpanmn tabneTku.

MpuTexaTen Ha pa3pelleHKneTo 3a ynorpeba n npoussoauTen:
ALIUD® PHARMA GmbH

Gottlieb-Daimler-Str. 19,

D-89150 Laichingen,

fepmMmaHus

Hara Ha nocnegHo oao6peHune Ha nucroBkaTta: Anpun 2009



