JUCTOBKA: HH®OPMAIIUA 3A ITIOTPEBUTEJIA

ACTAT 10 mg duamupann Ta0JIeTKR ASTAT 10 mg film-coated tablets
ACTAT 20 mg duamapanu rabiieTkn ASTAT 20 mg film-coated tablets
ACTAT 40 mg puamupann Ta0eTKH ASTAT 40 mg film-coated tablets

Atopsacrarus (Atorvastatin)

IIpouerere BHHMATEANHO NAJIATA JIHCTOBKA NPEJH Aa 3aN0YHETE 12 IPHEMETe TOBA JIEKAPCTRO,

- 3anaseTe Ta3H JMCTOBKA. MoXke fa ce HaOXKH Ja A NPOoYETETS OTHOBO.

- AKO MMaTe HAKAKBU AOIBIHUTEIIHH BBIPOCH, onuTaiite Bamusd nekap win papMalienT.

- ToBa nexapcTBo € npeanucano nu4Ho Ha Bac. He ro npeoTrcrenBaiite Ha apyru xopa. To Moxe ja UM
HaBpEAH, HE3ABUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca ¢hIIMTE KaTo Balnure.

- AKO HSAKOSL OT HEXEJaHHUTE JICKAPCTBEHM peaKkUWd CTaHE CEePHO3Ha, WM 3abenexuTe JPYTH,
HEOIKMCAHH B Ta3H JIMCTOBKA HEXKEJIaHW peakuuH, Mo yBeaoMeTe Bawys jiekap win gpapManesT.

B Ta3m aHCcTOBKA;

Kakpo nipeacrasnsisa ACTAT u 3a kakBO ce HU3MNOJI3Ba . < |
IIpeau na npuemere ACTAT . .DoPLC.. -
Kak ga npuemare ACTAT MATA LS. 0%, 39
B13MOXKHHN HEXKEJTaHH peaKLUH T i
Kak na ¢vxpanaBate ACTAT

JonbaHUTEAHA HHQOPMALIHS

Al

1. KAKBO IIPEACTABJIABA ACTAT H 3A KAKBO CE H3I10OJI3BA

ACTAT e nekapctBo, NOHWXKaBamo MazHUHUTE B KpbBTa. ACTAT ce m3non3ea Kato AONLIHEHHE KBM
[MpOMsAHA B JHETaTa 3a HaMaliBaHE KOJMYECTBOTO HA MAa3HMHHUTE B KPBbBTA KAaTO XOJECTepoJa M
TPUITIMLIEPHAHN, KOTATO AWETaTa C HUCKO CBHABPKAHAE HAa Ma3HWHH H JPYrH CPEACTBa KaTo (PU3HYECKH
YIPaOXHEHUS U HOB CTHJI Ha XXHWBOT HE Ca JOBEJIM 0 3aA0BOJMTeNIHU pesyiaratd. OceeH Tora ACTAT ce
M3M0JI3BA ¥ KAaTO JOMBJIHEHHE KBM JIPYTH JIMTIHAONOHDKABAIIH JICKapCTBA.

2. TIPEJU JIA TIPUEMETE ACTAT

He npuemaiite ACTAT

- aKO CTE AJICPTrHYHHU {(CBPBHXUYBCTBHTE/IHH) KbM aKTHBHOTO BEINECTBO HJIM KBM HAKOS OT OCTAHAJIMTE
c¢heTaBkd Ha ACTAT

- aKo C€ € MOABWIA alepruyHa peakuus (Ha CBPBXUYBCTBUTEIHOCT) BBB Bpb3Ka C ynoTpedaTa Ha

nogoOHN MTUNHACTIOHKABAIIH JIEKAPCTRA

- aKo UMaTe YepHoaApoOHO 3abonsaBaHe

- aKO CTpajaTe OT MYCKYJIHO HapyuleHHe (MUONaTH)

- o BpeMe Ha OpeMeHHOCT U KbpPMEHE

- aKo CTe JKECHA, KOSTO MOXe 1a 3abpeMeHee U He U3MOJI3BATE CUIYPHH KOHTPALIENITUBHU CPeACTBA

- ako UMaTe HEOOACHUMO aDHOPMEHH pe3yIITATH HA U3CJICIBAHUATA HA YepHOAPoOHATA (PYHKLMS.

O0npHeTe cieunanno saumanne npu ynorpetara Ha ACTAT
- axo Bue cte umanu 3afonsABaHe Ha YepHUA APoO WM KOHCYMHpPATE FOAEMH KOJIHYECTBA AIKOXO0
- aKo MMaTe HapylieHa pyHKuMs Ha OnOperinTe
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AKO yCTaHOBHTe HeoOsCHMMM OOJIKH B MyCKyauTe (MHAITMA), KpaMIlH (CxBalaHHs), OOJIC3HEHOCT HIIH
ymopa o0co0eHO, ako ca NPUAPYKESHH OT OTHMAJHAIOCT WIM BHCOKa TeMIeparypa, He3abaBHO ce

KOHCYITHpaliTe ¢ Bamus nekap, Thil KaTo MOXE J1a ce HAJIOXKHM NpeKpataBaHe Ha jedeHHeTo ¢ ACTAT umn
HaMaJIABaHE HA J03aTa.

BepoatHo npeayd 3ano4ypaHE M B XOAa HA JieHMeHUeTO, BalllMAT JieKap Ie HMCKa Ja H3MEpBa XOJICCTEPOJIa,
KPbBHUTE TIOKA3aTENH M YepHOApOOHN BH pyHKUHH.

IIpueM HA APYTIH JeKapCcTBA

Mons nHpopMupaiiTe Bawmga nexap unu ¢gapmauesT, ako NMpUEMaTe WA HACKOPO CTe INPHEManH JIpyrH
JIEKapCTBA, BKJIOYWHTEIHO M TAaKHBAa, OTHyCKaHu Oe3 peuenra. Haxkom nexkapcrsa Morat ga NpOMEHAT
epextrre HAa ACTAT u ACTAT Moxe fa npoMeHH eQeKTHTE Ha IPYrH JIEKapCTBa.

OO0npHere BHAMaHHe Tpu egHOBpeMeHHO npueMaHe Ha ACTAT u cnennure JekapcTBa, Nopaau MOBUIIEH
PHCK OT MHOMNATHs, KOETO B PEAKHM CIyYyaH MOXE Ja CTAaH¢ CEPHUO3HO M Ja NPHYUHH YBPEXKJAHE Ha
OBbpenure:

- IMKJIOCHOPHH (MMYHOCYIIPECOD)

- HSAKOHM aHTHOMOTHLH (€PUTPOMMIINH, KJIAPUTPOMHUIIHH)

- HAKOM NPOTHBOIBOWYHM cpecTBa (MTPaKoHA30J1, KETOKOHA30)

- HedazoJ0H (aHTUAEMIPECAHT)

- HUAUWH (JIEKapCcTBO, MOHKWKARAILO XOJICCTEPO.1a)

- ¢ubpaTH (1eKapcTBa, TOHKABAIH XOJIECTEPOIA)

- HIV-nporea3Hu nHxubuTOpH.

Uudopmupaiite Bamms nekap, ako npuemare BapdapuH (aHTHKOAryiaaHT), JUIOKCHH (aHTHAPUTMHYHO
NIEKapcTBO), TMEPOPATHH KOHTPAUENTHBH (CHABPMAILM HOPETHCTEPOH W/HIH CTHHHI eCTpajuqon),
KOJICCTHIION (JIEKapCTBO 3a NMOHWKABAHE Ha XOJIECTEpPOJia) WM aHTHALMIAH (CBABPKALIA MarHe3ueB M
ATTYMHUHHEB XWIPOKCH), Thil KaTo epMKACHOCTTA HA T€3H JIEKapCTBa MOXKE ia ObJe MOBHILIEHA.

Hpuem aa ACTAT ¢ xpann 0 HANHTKH

ToBa JIeKapCTBO MOXKE JIa ce pueMa ¢ WiM be3 xpaHa.

He nwuitte TBBpAE MHOro cOK oT rpedindpyr no speme Ha jeuyeHHeTo ¢ ACTAT, TBH Karo COKBT OT
rpeindpyTt moxe Aa npoMeny epekta Ha ACTAT.

bpemennocT

He npuemaiite aropsACTATuH no speMe Ha OGpeMeHHOCT. JKeHH, KOUTO Morat Ja 3abpeMenesT TpiabBa Jia
H3TIONM3BAT CHIYPHH KOHTPALENTHBH 110 BpeMe Ha jedeHHeTo ¢ aToppACTATHH. ITochBeTnakiTe ce ¢ Bawus
nexap Wik ¢papMauesT npeau yrnotpebara, Ha KOETO U Aa € JICKapcTBO [0 BPEeMe Ha OpeMEHHOCT.

KnpmeHe
He mnpuemaiite ACTAT, ako kwvpmute. IloceBerBaiite ce ¢ Bamua siekap WiM (apMaueBT npea
ynotpebaTa, Ha KOETO M Aa € JIEKapCTBO.

llodrpane u paboTa ¢ MAIWHEH
ACTAT He noenugsa cnocobHocTTa 3a modupaHe U padoTa ¢ MaLIMHH.

3. KAK JIA IIPUEMATE ACTAT

Bunary npueMmaiite ACTAT ToyHo, xakto Bu e kazan Bammusa nekap. Ako He crte CHI'ypHH B_HEILO,
nonxraiTe Bamuna nexap wiv papMauesT. e PR, ;H“
ACTAT ce npuema Beaawmk aAHeBHO. ACTAT Moxe na ce npuema 1o BCIKO BpeMe Ha ,ﬂefm, G*“Hﬂﬁ“ﬁe?ﬂ
xpaHa. He 3abpaggiiTe na npoab/oKMTE Ja CMAa3BaTe CMELHMaIHATa JWeTa M NPOMEHEH cmﬂ? i;m »)KP;BGT"HQ

ppeme Ha eueHHeTo ¢ ACTAT. g’f J [ e




HauyanHata fo3a ce OCHOBaBa HAa HMBOTO Ha XOJIECTEpOJa H TIOCTARCHATA Lie] Ha neveHHeTo. OOuuaiiHaTa
HayaitHa fAo3a ¢ 10 mg aneno. Tasu no3za Moxe aa Obae NpOMEHEHa Ciea 4 WM MOBeUe CSAMHULIH IO
penopbka Ha Bamus nekap.

Makcumanuara JHeBHa 1033 € 80 mg BEAHBXK JHEBHO.

JIHeBHATa 1034 MOXE Aa Ce [IPHEME HABSAHDbX.

YBpenena 0b0peuna pyaknnsd
He ce nanara xkopekuus Ha go3ata. CreaBaiite npenopeKUTe Ha Balus nekap.

Hena H wHOIIH HA BB3pacT 4 — 17 rogunn
Ynorpebara Ha aTopBACTATuH npu aeua Tpabea aAa 0b1¢ NoA HEeNOCPEACTBEHHS KOHTPOJ OT CIIELIMATHCT.

AKO cTe npueaH noseye ot Heobxogumara xo03a ACTAT
AKko cTe TpHenH noseye oT HeoOxoauMoTo konudectBo ACTAT, obagere ce Ha Bamusa nexap, ueHThp 3a
CMEIUHA MOMOII WK alTeKara.

ARo cre nponycHaan aa npaemere ACTAT

AKO ¢Te NpoITyCHAJIU 1a B3EMETE 1038, B3EMETE 4 KOJIKOTO € Bb3MOXKHO NO-CKOPO, OCBEH, AKO HE € BpeMe 34
CJIEIBAIIATA J03a.

He B3emaiite nBoiiHA 1034, 32 ]a KOMIIGHCHUpATE MPOITycHAaTaTa J103a.

AKO UMAaTe HAKAKBHU JOIBJIHUTEIIHA BBIIPOCH CBBp3aHU ¢ ynoTpedarta Ha TO3M NMPOAYKT, MOJS MONMTANTe
Bainus nexap unM gapmaLesT.

4, Bbh3MOKHHU HEXEJAHH PEAKIIMHA

Kakro Bcuuku nekapctBa, ACTAT Moxke Ja mpeiu3BMKa HEXKENaHH peakUMH BBIPEKH, Y€ HE BCEKH I'M
Mo Ty4aBa.

Ako HabmogapaTte HEOOACHUMH OONKH B MYCKYJIHTe (MHANTHA), KpaMIM (CXBallaHWA), 00¢3HEHOCT HIH
ymMopa 0Cco0€HO, ako ca MPUAPYKCHHU OT OTHAJHANIOCT WiH NOBHIIEHA TeMIlepaTypa, He3abaBHO ce obanere
Ha Bamus nekap.

Cvobuenu ca crednume HeJNCENAHU PeaKYUUL.

Yecmu (nossseam ce npu 1-10 na ecexu 100 nayuenma): 3amek, razoBe, AUCIENCHA, TalieHE, AUapus,
CBPBXYYBCTBUTEIIHOCT, O€3ChHUE, raBoOOIUe, 3aMaiBaHe, KOXKHA peakiiMs KaTo napeHe, OomkaHe, cbpbex
WM MpaBydkaHe 0e3 BHAMMA ¢U3MKaHA MPUYWHA (MApecTe3us, NOHWKEHA YYBCTBHUTENHOCT MPH JOIHP),
obpue, cepbex, bonka B Myckynure (Muanrus), 6onxa B craBute (apTpairus), ymopa, 0oika B I'bpIuTe, B
repba u nepudepeH OToK.

Heuecmu (nabmooasam ce npu 1-10 na ecexu I 000 nayuenmuy): 3aryba Ha aneTur, NOBPBINAHE, HAMAIIBAHE
Ha CMOCOOHOCTTAa 32 ChCHPBAHE HAa KpBBTa (TPOMOOLIMTOIEHHA), KOCOIAZ, OIUICIIHBSBaHE (anonenus),
MOBHILEHO WM IMOHKMXKEHO HUBO Ha KPBBHATA 3axap, Bb3MAJICHUEC HA 3aJCTOMAalIHATA Xae3a (TaHKpeaTHT),
HapylUIeHHA Ha HepBHaTa cucrema (nepudepHa HEBpoMaTHs), chpOsalLl KOKeH 0OpuB (ypTuKapus), 3aryba Ha
naMerra (aMHe3nd), 3BbHEHE WM WIYyM B YHIUTe (THHUTYC), MHOMATHsA, T.e. DOJIe3HEHOCT H ciabocT B
MYCKYJIMTE, OTNAHAIOCT, NIOBHUILIABAHE HA TErJIOTO, HMIIOTEHTHOCT.

Peoxu (nabmooasam ce npu 1-10 na ecexu 10 000 nayuenmu): Bb3NajicHHe Ha 4epHHA Apo6 (xemaTur),
XOJIeCTa3HA XKBJITEHULIA, BE3NMAIEHHE HA MYCKYJIIUTE {MHO3UAT), MYCKYITHH KpaMIy (CXBalllaHKA) WITH cnaboct
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AKO HAKOS OT HEXEHAaHHMTE JIEKAPCTBCHU PCakLMU CTaHe Cepuo3Ha, WIH 3a0eNie)KuTe APYrd, HEOTHCAHU B
Ta3H JIMCTOBKA HEXKE/IaHU peakU Uy, MoJid yReoMeTe Banug nekap unu papMalleBr.

3. KAK JA CBXPAHJBATE ACTAT

CoeXxpaHsaBaiTe Ha MIACTO, HEAOCTHIIHO 32 AeLA.
To3u nexapcTBeH NpOoYKT HE U3UCKBA CITIELHAJIHM YCIIOBHA Ha ChXpaHEHUE.,
He u3noniBaiiTe ToBa JEKApCTBO ¢l CPOKa Ha roAHOCT 0TOENA3aH BEPXY OMAaKOBKATA.

JlekapcTBaTta He TpaOBa Ja ce M3XBBP/AT B KAaHAIM3AlMATAa WIM B KOHTeliHEepa 3a JOMaHIHH OTIAXBLH.
[Tonuraiite Bamusa ¢apMalieBT kak Aa YHULIOKUTE HEHY>KHUATE Bu nekapctBa. Te3u Mepku mie crioMorsar
3a OMa3BaHe HA OKOJIHATA Cpela.

6. AOITBJIHUTEJTHA HHPOPMALIUA
Kakso coanpxka ACTAT:

- AxTUBHOTO BellecTro € aTopeACTATUH (aforvastatin).

- Jlpyrure CbCTaBKH ca: chbplieBHHA Ha Tabserkara: manuton (E 421), MUKpOKpHCTaNHa LENIYN03a,
kanuuer Kapoonar (E 170), noBuaon (tun K-30), xpockapmenosa HaTpui, HaTpUEB Jaypwicyadar,
CHJIMLIMEB AMOKCHI, KOJIOMAEH Oe3BOJieH, MarHe3ueB creapar; oOBHUBKA Ha TabjeTkaTa. XHIIPOMENo3a
6 cP (E 464), turanoB auoxcuna (E 171), makporon 6000.

Kax m3rnexaa ACTAT m kakBo cbaABPXKA ONAKOBKATA

10 mg: 6enn, kpbriau, SMKOHBEKCHU $HUAMUPAHHU TAONETKH, 7 mm B AHAMETHP.
20 mg: 6enn, Kpbrav, OUKOHBEeKCHU (HIMHpaHH TabneTkd 9 mm B gUuaMeTsp.
40 mg: 6enn, oBaJHM OUKOHBEKCHH {uriIMHpaHH TabneTku ¢ pasmepu 8,2 x 17 mm.

bnuctepu (OPA-AI-PVC/Al) no 4, 7, 10, 14, 20, 28, 30, 50, 56, 84, 98, 100, 200 (10 x 20), 500 3a Bcaka
pa3jiu4HA KOHLIEHTPALHA.
[Inactmacosu 6ytiku (HPDE) cwe snap-on kanage (LDPE) o 10, 20, 30, 50, 100, 200 3a Bcaka paznuuHa
pa3jin4yHa KOHLEHTPAaLMA.

He BCcHMKM BUAOBE ONIAKOBKM MOrar Aa 6baar mycHaTd B npojaxoa.

[IpuTexkaTen HA pazpelieHHETO 32 yNOTpeia
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To3m JgexapcTBeH NPOAYKT € paspemieR 3a ynorpeda B CTpPaHHTe, WieHKH Ha Epponeiickara
HKOHOMHYEeCKa OOIIHOCT MO CJIeAHHTE HMEHA:

Hcnaugus — Notacor

boarapusa — ACTAT 10 mg punmupann Tabnetkn; ACTAT 20 mg duwimupanu tabneTku
ACTAT 40 mg ¢punmupanu TabneTku

Ectonus — Atilen 10 mg; Atilen 20 mg; Atilen 40 mg

JIntea — Atilen 10 mg plévele dengtos tabletés; Atilen 20 mg plévele dengtos tabletés;

Atilen 40 mg plévele dengtos tabletés
Jlateusa — Atilen 10 mg apvalkotas tabletes; Atilen 20 mg apvalkotas tabletes
Atilen 40 mg apvalkotis tabletes

Crnosenus — Atilen 10 mg filmsko obloZene tablete; Atilen 20 mg filmsko obloZene tablete
Atilen 40 mg filmsko obloZene tablete

Cnopakus — Atilen 10 mg; Atilen 20 mg; Atilen 40 mg

Jdata Ha moceAHo0 0q00peBHEe HA JIMCTOBKATA
Anyapu 2009




