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Rovasta Plus 5 mg/10 mg film-coated tablets
Posacra ILtioc 10 mg/10 mg ¢puamuapann TabaeTkn
Rovasta Plus 10 mg/10 mg film-coated tablets
Posacra ILtroc 20 mg/10 mg ¢puamupann TabdieTkn
Rovasta Plus 20 mg/10 mg film-coated tablets
Posacta ILtioc 40 mg/10 mg puamupann TabjieTKH

Rovasta Plus 40 mg/10 mg film-coated tablets

po3yBactaTuH/e3eTUMHO (rosuvastatin/ezetimibe)

[IpoueTeTe BHHMATEIHO HAJIATA JHCTOBKA, MPeIH 2 3aM04YHeTe Aa NPHEMAaTe TOBA JIEKAPCTBO,
Thil KATO TH CbABbPXka BaxkHa 3a Bac nadopmanusn.

® 3anasere Ta3Mu JIMCTOBKA. Moxke /1a ce HaJloXKH J1a i TPOUYETETE OTHOBO.

o AKO UMaTe HAKaKBH JIOMBJIHUTEJIHH BBIPOCH, NonuTaiTe Bawius nekap unu ¢apMalieBT.

® ToBa nekapcTBo e npeanrcano nu4HO Ha Bac. He ro npeorcrbnBaiite Ha npyru xopa. To Moxke
Jla UM HaBpeaHu, HE3aBUCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00JI1BaHEe ca chlUMTe KaTo Baiwure.

s AKO MNOJIyYHTE HAKAKBH HEXEJIaHW peakuuH, yBeaomere Bawus nekap wiu ¢gapmanest. Tosa

BKJIFOYBA U BCUYKHU Bb3MOXXHH HEXXEJIaHU peaKllMM, HEOITMCAHH B Ta3M JIMCTOBKa. Bukre Touka 4.

KakBo ¢cbaAbpxka Ta3H JIHCTOBKA
Kakgo npeacraenssa PoBacra [1nroc ¥ 3a KakBO ce M3M0Ji3Ba

Kakso Tps0Ba na 3Haere, npeau aa npuemere PoBacra [lmoc
Kaxk na npuemare Posacra [1mroc

B1b3MOKHHU HEXEJIaHHU peaKLuH

Kak na cexpansBarte PoBacra [Lntoc

CpabpikaHue Ha ONAKOBKATa M AOMbJIHUTEIHa HHpOpMaLUs

(PN i g L)

1. Kakso npeacrasasBa PoBacra ILioc u 3a KakBO ce H3M0.13Ba

PoBacra Ilnroc cpabpxka aBe pa3iMuHM aKTUBHHM BellecTBa B elHa ¢uaMupaHa tabnerka. EqHo ot
AKTUBHUTE BELIIECTBA € PO3YBAaCTaTHH, KOWTO MPHUHAMJIEKH KBM I'pyIa JIeKapcTBa, HAPEYE€HH CTATHHH;
APYroTo aKTHBHO BELIECTBO € €3eTUMHO.

PoBacra ILmoc € 1iekapcTBO, KOETO Ce M3MOJI3Ba 3a MOHWXABaHe Ha HUBATa Ha OOLIMA XOJecTepo,
,Jiouus™ xonecrepos (LDL xosnecTepon) ¥ Ha MaCTHH BelLlECTBA B KPbBTa, HApeYe€HH TPUIIIMLIEPHIH.
OceeH TOBa noBuillaBa CTOWHOCTHTE Ha ,,100pusa” xonecrepon (HDL xonecrepon). Tosa nekapcTso
JICHCTBA KaTo HamassBa Baums xonecrepos 1o 1Ba Ha4YMHA: HaMaJIsIBa XOJIECTEPOJIa, KOMTO CE YCBOsBA
B XpaHOCMMJIATEJIHUSA TPAKT, KAKTO U XOJIeCTepoJia, KOUTO TAJI0TO BHM npou3sexa.

[Ipx noBeuyeTo Xopa BUCOKHMAT XOJIECTEPOJ HE OKa3Ba BJIUsSHWE BbPXY HA4YMHA, M0 KOMTO CE€ YyBCTBAT,
3al10TO HE MpEeAW3BUKBA HUKAaKBH CUMNTOMH. AkO o0auye TOBa OCTaHe HeJIeKyBaHO, HaTPYIaHWUTE
Ma3HWHH MOraT Ja c€ OTJIOXKaT MO CTeHUWTe Ha Bamuure KpbBOHOCHM CBHIOBE M TOBa Ja JOBELE /0
CTECHSABAHETO UM.

[Tonsikora Te3u cTeCHEHH KPbBOHOCHHM CHJI0BE MOTaT J1a Ce 3aMyliaT, KOeTo MOXe /ja PeKbCHE MPUTOKA
Ha KPbB KbM CBPLIETO WK MO3bKa H Aa JoBeje 10 HHPapKT Wik MHCYIT. KaTo noHWwxkaBaTgsHeT 3ir
xonecrepona, Bue Moxke ga HamanuTe puUcKa OT MHQAPKT WIM WHCYJT, WIH CBbp34
3JIpaBOCJIOBHH INMPoOJIeMH.




Popacra IInioc ce M3non3Ba IpH NalMEHTH, KOHTO HE MOTAT Ja KOHTPOJNHMPAT CTOWHOCTHTE Ha
XOJIECTEPOJIa CH CaMO C XOJIeCTEpOI-NOHIkKaBalla auera. Tpabea aa mpoawibkuTe ga cnassare Baiara
MOHWXABAILIA XONecTepoia AHETa, JOKATO NMPHEMATE TOBAa NEKApCTBO. Bamuar jgekap Moxe 1a Bu
npeanuire Poeacra Ilmoc, ako Bede npHeMarTe po3yBacTaTHH K €3€THMHO B CHILUTE JO3H.

Popacta I1nmioc ¢e n3non3ea, ako UMarte:
® NOBHIICHO HHBO Ha XOJIECTEPOJI B KPBBTA (ThPBHYHA XHUIIEPXOIECTEPONCMHA ).

[Posacta IImoc HAMa na Bu nOMOTrHe Aa HaMATHTE TENSCHOTO CH TErNO.

2. Kaxso TpuOBa 1a 3maere, npean na npaemere Posacra ILmoc

He npremaiite Popacta IL1toc, ako:

° CTE AJIEPrHYHH KbM PO3YBACTATHH, €3€TUMHO WiIH KbM HAKOS OT OCTAHAIMTE ChCTAaBKU HA TOBA
JIeKapCcTBO (M36pOecHH B TOYKA 6)

. HMAaTe YepHOAPOOHO yBpeKIaHe

. HMare Texka popma Ha 6uOpeuHo yBpexnaHe

. HMMaTe MOBTAPAIIH ce, HEOOACHHMH MYCKYAHH O0kH (MHONaTHA)

. MPHEMATE JICKApCTBO, HAPEYEHO LMINIOCTIOPHH (M3MOJ3BEZHO HANPHUMEp CJed OpraHHa

TpaHCIUIaHTaUMA)
¢ cte 6peMeHHa WM KbpMUTe. AKO 3abpeMeHeeTe, JokaTo npueMate Posacra [Lmoc, Beqnara

cnpere npueMa W yBeaomere Bainus nekap. XKenure Tpabea na usbarear 3abpeMeHsBaHe, JOKATO
npuremat Posacta ILinioc, kaTo H3NoN3BaT NOAXOAAA KOHTpaLICLHA.

. aKO HAKOra ¢T€ MMaJIN TEXDbK KOXeH OOpHB uiH OeneHe Ha KOXaTa, MoABa Ha MeXYpPH W/HIH
fA3BH B yCTaTa cnen npveM Ha Poracta ILmoc wimn gpyru CBBp3aHH JIEKapCTBa.

B nombiiHeHHe, He npHeMalite posyBactaTuH 40 mg (Haii-BHcokaTa 103a), ako Bue:

° HMaTe ymepeHH Ob0peunu npobiemu (axo ce CbMHABATE, MOJIA, NONUTAlTe Bawug nexap)

. HMaTe LIHTOBHAHA XKJ/I€3a, KOATO He (PYHKLMOHMPA NPAaBWIHO {XMNOTHPEOHIHIBM )

. PEAOBHO MMHETE IOJIEMH KOJIKUECTBA AJIKOXOJI

. MMaTe a3uaTCKH NPOM3XOAd (AMOHCKH, KMTalCKH, GUAMIHHCKHM, BUETHAMCKH, KOpelCckH H
HHIHACKH)

. npHeMaTe ApYyrd JeKapcTsa, HapeueHU GubpaT, 3a Ja MOHIDKHTE XONECTEPOJa CH (BIDKTE

pasaen ,,JIpyru nexapcrea u PoBacta [ Lmroc*).

AKO HAKO€ OT FOpHHTE c€ OTHacH 3a Bac (M ce ceMHABare), MO, CBbpxkere ce ¢ Baumsa nekap.

IIpeaynpexneHnAs A NpeANA3ZHA MEPKH
["'oBopere ¢ Bauug nekap wid ¢apmauesT, npeau Aa npuemere Posacta Ilmoc, ako Bue:

J umare npobnemu ¢ 6s0peuuTe
. HMaTe npobJIeMHU ¢ YepHHUA Apod
. MMATEe MOBTAPALIA CE HIH HEOOACHUMH MYCKYNHH OONKH, THYHA WIH (aMHIHA AHAMHE3A 34

MYCKYNHH npobnemMn, WIH NpeAXoxkaaua aHaMHe3a 338 MYCKYJIHH TIpoGieMH, KOTaTo CTE€ NpHEMaH
APYTH TMOHWXKABALIM XOJECTEpONia NeKapcTBa. YBenoMere HezabapHO Bamua nekap, ako WMarte
HEOOACHHMH MYCKYJHH OONKH, 0cobeHO ako He ce uyscTBare nobpe HAM HMMaTe MNOBHLICHA
TeMnepatypa. YeeaoMere Bauxsa nexkap wnu ¢dapmauesr, ako 4yBCTBaTe MOCTOAHHA MYCKYJHA
cnabocr.

. HMAaTe WK CT€ UMK MHacTeHHA (3abonsaBaHe, KOETO ce NPoABABa ¢ 001a MyCKYJIHa ¢ad
B HAKOH CIy4ad BK/MOYBAIA H MYCKYJIHTE, KOMUTO YYacTBAT IPH OHIIAHETO), WIH OYH 3 JHIaC]e
(3abonsBaHe, NpUYMHABALLO cIABGOCT Ha OMHMA MYCKYN), Thi KATO CTATHHHUTE NMOHAKITS
BJIOLIAT 3a00/I9BAHETO WK 1a AOBEIAT 10 NOABa Ha MHACTEHHSA (BIDKTE TOYKa 4)

. CT€ OT a3HATCKH NIPOH3XOJ (AMOHLH, KUTai K, QUIMITHHLM, BUCTHAMIIH, KOpe .

’




. npueMare JIeKapcTBa, M3MO3BaHH 32 JieUeHHe Ha MHekuuH, BrnounTento HIV undexims
win xenatur C, Hanp. JONUHABHP/PUTOHABMP W/WIH aTa3aHaBMP WIH CHMETPEBHP, MOJA BIKTE
A PYyTH JekapcTBa H PoBacra Ilmroc

* HMaTe TeXKa OopMa Ha AMXATENIHA HEAOCTATBYHOCT

. npueMarte ApYru JleKapcTBa, HapeueHH ¢ubpaTh, 3a noHWkasaHe Ha Bammsa xosectepor.
Moans, Bixrte ,,JIpyru nexapcTea u PoBacta Ilmoc*.

° PEAOBHO MHETE rOJIEMH KOMHYIECTBA AlTKOXO0N

° LIHTOBHAHATA BH Xie3a He QyHKIMOHKHPA NPaBWIHO (XHNOTHUPESOHIHIBM )

. cre Hag 70 roauHu (TeH kaTo Baiums nexap TpabBa aa uibepe noaxonswara 3a Bac Hauanna
no3a)

o MpHeMare WIH Mpe3 MOCAEAHMTe 7 JHH CTe NpUEMaM JIEKApCTBO, HapeveHo ¢y3uaoBa

KHCEJIMHA (JIEKAPCTBO 33 JieueHHe Ha DakrepHanna HH(EKLH), NPe3 YCTAaTa WM 4Ype3 MHKCKTHpAHE.
KombunaumsTa ot ¢ysunosa xucennna u Popacra [Imoc Moxe 1a OoBefie 10 CEPHO3HH NPOBIEMH C

MYCKyJiHMTe (pabaoMuonusa).

AKO HAKO€ OT ropernocoYeHHTe ce OTHace 3a Bac (WM He cTe CHIypHH): KOHCYNITUpaiiTe ce ¢ Bawmmna
nexap wnu dapmaleBT, Ipeayd Ja 3a0uHeTe Aa NMPHEMaTe KakBaTo H Ja e Ao3a ot Poeacta ITmoc.

[Ipu manbK OpoH XOpa CTATHHKUTE MOTAT Aa 3acerHaT pyHKUMATA Ha YepHuA apo6. ToBa ce ycTraHOBABA
Ype3 JIECHO H3C/IEABAHE 3a HAJIMYHE Ha MOBHIIEHH CTOMHOCTH Ha YEpHOAPOOHHTE EH3UMH B KPBHBTA.
Ilopany Tasd mpHuMHa, BamMaT jekap me H3BBPIIBA OOHYAWHO TOBa KPBBHO M3CIE[BaHE
(yepHOAPOOHO DYHKLMOHAIIHO H3C/ICABaHE) TIPEAM H 10 BpeMe Ha neueHHe ¢ Poracra [Lmoc. BaxkHo e
Ja noceTute Baliusg siekap, 3a Aa By HazHauu 1abopaTopHH H3CIIEABAHHA.

Hpn nedenne ¢ Posacta [Litoc ce chobuiaBa 3a cepHO3HH KOXKHH peakiiM, BKIIOUBAIIM CHHAPOM Ha
CTuBbHC-JDKOHCHH H JIeKapcTBEeHa peakiius ¢ eosHHo(HIHs U cucteMul cumrrromd (DRESS). Cripere
ynorpebaTta Ha Posacta ILmioc u notrepcere He3abaBHO MEAULIMHCKA MTOMOLI, aKo 3a0esiexuTe HIKOMH
OT CHMIOTOMMTE, ONHUCAHH B TOUYKA 4.

JlokaTo npruemare ToBa JIeKapcTBo, Bamuat nekap me Bu Habmonasa BHMMAaTeNHO, B cy4yaii ye umare
nHabeT WIK pUCK OT pa3BUTHE Ha AMabeT. FiMa BepOATHOCT a CTE € PHCK OT Pa3BHTHE HAa AHabeT, ako
HMATE BHCOKH HHBA Ha 3aXapy M MasHHHH B KPbLBTA, HMaTe HAZJHOPMEHO TErJI0 H BHCOKO KPBBHO
HanAraHe.

Jena A 1oBOmMHA
Ynotpebara Ha Poacra Ilntoc He ce npenopbyBa npH Aelia M IOHOLIH Ha Bb3pacT noA 18 roausm.

JApyra aekapcersa n Posacta ILmioc
Tpabea na xaxere Ha Baums nekap wim ¢apmaueBT, ako npuHemare, HACKOpO CTE MPHEeMaTH WHIH €

BB3MOXKHO J1a MpHEMETE JPYTH JICKApPCTBA.

Kaxete Ha Banivs siexap, ako pHeMaTte HAKOE OT CJEIHHTE JIeKapCTRa:
. HHIJIOCTIOPHH (M3MON3BaH HanpuMep CJiel OpraHHa TPaHCIUIaHTaLMs, 32 Aa NpPeacTBpaTH
OTXBBP/IIHC Ha TpaHCIIAHTHpaHWa oprad). [leHCTBHETO Ha pO3yBaCTaTHH Ce 3acWiBa TNpH
eaHoBpemeHHa ynoTtpeba. He mpremaiite Popacta ILtioc, 10KaTO OpHeMATE NMHKIOCHOPHH.

. JIEKapcTBa 3a pa3pekJaHe Ha KpBBTa, KAaTO HampuMep BapdapuH, aLeHOKYMapoJ MM
(payrMHUOHOH (epeKTHT HM BBPXY pa3speKIaHETO HA KPBEBTa M PHCKBT OT KbPBEHE MOTAT A4 C& 3aCHJIAT,
KOraTo rd rpueMare eHoBpeMeHHO ¢ Posacta ILmoc), THkarpenop uinu knonuaorpen

. JpYTH JIEKapcTBa 3a NOHWKAaBaHe Ha XOJIECTepOJia, HapeyeHH pndpaTH, KOUTO KOPHTHPAT ChILO
KPbBHHTE HHBA Ha TpUINIMUepuanTe (Hamp. remdubposwn w apyrn apyru  ¢ubp
CAHOBPEMEHHA ynoTpeda edeKThLT Ha po3yBacTaTUH Ce 3aCHIIBA.

° KOJIECTHPaMHH (JIEKapCTBO 32 HaAMaJIgBaHe Ha XOJIeCTepoJia), 3al10TO TOBA
NeHCTBHETO Ha e3eTHMMO




. JICKAPCTBa NPH JIOLIO XpaHOCMHJIAHE, ChAbPXKAIIH ATYMUHHIT W MarHesuii (M3Mon3BaHHW 3a
HEYTpanu3xpaHe Ha KMCEJIHHUTE B CTOMAaXa, KOMTO HAaMAABAT IUVIA3MEHOTO HHBO Ha PO3YBacTaTHH).
To3zu edext MOXeE [Ja ce CMEKYH C IPUEMAHETO HA TO3H BHJ JIEKAPCTBO 2 Yaca clie/] pO3yBacTaTHH.

. epuTpoMHLIMH (aHTHOHMOTHK). JlelicTBHeTO HA pO3yBAcTaTHH OTCNabBa MpH eHOBPEMEHHATA
UM ynorpeba.
. ¢y3unoBa kHcennHa. Ako € He0OX0AMMO a mpHeMare nepopalHo Qy3HAOBA KHCEIMHA 3a

neyeHHe Ha GakrepHanHa HH$pekLMs, e TpaOBa BpeMEHHO Aa CIIpeTe a M3M0JI3BaTe TOBA JIEKAPCTRO.
Bamuar nexap me Bn kaxe kora e OesomacHo Aa Bb30OHOBHTE JedeHHero ¢ Pomacta ILmoc.
IIpuemanero Ha PoBacta [Lnioc eaHoBpeMeRHO ¢ @y3ua0Ba KHCEHHA B PeAKH CITyUaH MOXE J1a IOBeJe
J0 caabocT, YyBCTBMTEIHOCT Wid Oonka B Myckyaure (pabaomuonusa). 3a moBede HWHPOpMaLHA
OTHOCHO pabaoMHONM3aTa BIXTE pazaen 4.

. MepopanHy NpOTHBO3a4aThyHH TabneTkn. HuBara Ha MonoBHTE XOPMOHH, KOHTO C€ YCBOSABAT
OT TabJIeTKUTEe ce NOBUIIIABA.

° XOpPMOHO3aMECTHTENIHA Tepanisa (HHBATa HA XOPMOHHTE B KPBBTA C€ NOBHLIABAT)

° peropadeHud (M3M0/13BaH 3a JleUeHHe Ha PaK)

o Koero u e na e oT cneqHUTE NEKApCTBa, H3MOJN3BAHH 3a JIeYEHHWE HA BUPYCHH HMH(eEKIy,

pnounTeiHo HIV undexums v xematur C, caMOCTOSTENIHO WIH B KOMOHHALMA (MOJIA BHXKTE
»I1pEIYNIPENACHHNA M NPEANa3HH MEepKH): PHTOHABHpP, JONKHABHP, aTa3aHABHP, CHMETIPEBHD,
OMOMTACBMp, NapHTANpPEBHp, AacabyBUp, BEAMATACBHP, IPa3oNpeBHp, eN0ACBUp, IJIEKANPEBHD,
nubpeHTacBUp.

Axo nocrenure B 6onHKLIa WK By Ha3zHayaT JieyeHHe 3a Apyro 3abonsasaHe, KaKeTe Ha MEULIMHCKUSA
nepcoHan, ye npueMare Popacra [Lmoc.

Posacra ILrioc ¢ ankoxon
He npuemaiire Posacra ILlmoc 40 mg/10 mg ¢punmupanu Tabnerku (rali-BHCOKaTa 1033), AKO pEIOBHO

yrnorpebaBaTe rojieMH KOJIHYeCTBA aJIKOXOJI.

bpeMeHHOCT B KBpMeHE

He npuemaiite Posacra [Imoc, ako cre OpeMeHHa, onuTBare ce Aa 3abpeMeHeeTe WIH CMSTATE, Ye €
BB3MOXKHO Na cTe HpemeHHa. Ako 3abpeMeHeere, AokaTo npuemare Popacta ILlmoc, HezabaBHo cnipere
npueMa H ypegomere Bamms nekap. Ilo speMe Ha nedennero ¢ Popacra [Lmoc skeHuTe TpAOBa na
M3M10J13BaT NOAXOAALIH CPEACTBA NPOTHB 3abpeMeHABaHE.

He npuemaitne Poeacta ILimoc, ako kbpmuTe, Thit KaTo He € H3BECTHO AaNH JIEKAPCTBOTO NIPEMHUHABA B
KbpMaTa.

Iogupane a paboTa ¢ MAINHHHA
He ce ouaxsa Posacra [Imoc na oxaxe BausHue BbpPXy cnocoOHoCTTa 3a wodupaHe H pabora ¢

MauiiHH. BriipekH ToBa TpsaOBa 1a ce HMa NpeABH, Ye HAKOHM XOpa ce TyBCTBAT 3aMasiHH I10 BpEME Ha
neuyeHue ¢ Posacra Ilmoc. Ako ce nmodyBcTBaTe 3aMasHH, KOHCYJITHpaitTe ce ¢ Bamng sekap, npenu x1a
IO(HpATe WIK fa M3MOJ3BATE MAITHHH.

PoBacta IL110C cHhABPKA JTAKTO3A
[Posacta [Tmoc ¢unmupann tabieTkn ChABPKAT BUA 3aXap, HapeveHa jakto3a. Ako Bamuar nekap
Bu e ka3pan, ye MMaTe HEMOHOCHMOCT KbM HAKOM 3aXapH, CBBPIKETE C€ ¢ HEro, Npeau Aa fpHeMeTe

TO3H JIEKAPCTBER NPOAYKT.
Pobacta ILnioc chaAbLpkA HATPHHE

Tosa nexapcTBo cbaBpKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha Tabnerka, T.e. MOXKe [a Ce KaKe, ue
NPaKTHYECKH HE ChABP’KA HATPHIA.

3. Kak aa npremare Posacta Ilaroc




BuHary npuemaiite TOBa AEKapCTBO TOYHO KakTO BH ¢ kazan Bawuar nekap unu dapManesT. Ao He
CTE€ CHI'YPHH B HELUO, MTONUTaiTe Baius nekap unu ¢gapmaliepr.

Tpabpa na mpoawDKKTE Ja CHa3BaTe XOJIECTEPOJN-NIOHIDKABAINA JHETa U Ja NPABHUTE YNPaKHEHUH,
IOKATO npHeMare Posacrta [Duoc.
IlpenopruntenHara AHEBHA 034 3a BL3PACTHH € €IHA TableTka OT HazHaueHaTa KOHLIEHTpaLuA.

IIpremaiite PopacTa IL1ioc BeARBLK AHEBHO.
Moxete Oa fMpUeMaTe JIEKapCTBOTO MO BCAKO BpEeME Ha ACHA, CbC WIM Oe3 xpaHa. ITornnmaiite

TabjerkuTe HENH, C BOAA.

[Ipuemaiite nekapcTBOTO CH MO €IHO H CHINO BpeMe BCEKH IEH.

Posacra Ilmoc He € noaxomdm: 3a mbpBoHauanHO jaedeHHe. [Ipy HeoOxoaMMOCT HawanoTo Ha
JICYCHHETO WIH aJanTHPAHETO Ha J03aTa TpAOBa ja C¢€ M3BLPLUBAT CAMO KaTO Ce AaBaT aKTHBHHTE
BEIIECTBA NNOOTAEIHO H CNIER KATO CE ONPEAENAT NOAXOAALIHTE J03H € Bh3MOXKHO NPEMUHABAHETO KBhM
TabneTkn PoBacta [Imoc ¢ noaxoasima KOHUEHTpaLUA.

MaxkcumManHaTa qHeBHa 1034 po3yBacTaTHH € 40 mg. T4 e npeaHazHaueHa caMO 3a DALHEHTH ¢ BHCOKH
HUBAa Ha XOJIECTEPON U BHCOK PHCK OT MH(APKT WIH HHCYIT, YHHTO HHBA Ha XOJIECTEPONA HE CE

MOHWKABAT JOCTATBYHO C J03H OT 20 mg.

Axo Bamuar nexap Bu e npeanucan Popacra ILmoc 3aeqHo ¢ apyro nexkapcTBO 3a NMOHHXKABAHE HA
XOJIeECTEpOIIa, ChABPIKALIO AKTHBHOTO BEIIECTBO XOJIECTHPAMHH, WIM APYTO JIEKAPCTBO, ChABPKALILO
CEKBECTPAHT Ha MUTbYHHTE KHCEIUHH, Tpabra na npuemare Poracra [Imoc noHe 2 yaca npeau wnu 4
yaca cjiell TaKMBa JICKapCTBa.

Pe10BHHE NpPOBEePKH HA X0JIECTEPOJIA
BaxHo € na mocewaBare Bainng nexap 3a pexoBHM NMPOBEPKH Ha XOJIECTEPOJIA, 32 JIa C€ YBEPHTE, Y€
Bammuar xonecTepon € JOCTHUrHAN H ce 3aabpKa Ha MPaBHIHOTO HHBO.

AKoO cTe NpHeJn HoBeYe OT HeobOxoaumMaTa 103a Posacta Ilmioc
Ceupxere ce ¢ Baims nekap WK CIEMIHOTO OTAEIEeHHE Ha Hali-Onu3kaTa OONHULA, THH KaTo MOXe [a

c€ Hy)KJaeTe OT MeAHLIMHCKa MOMOLI.

AKo ¢Te nponycHAJH &a npHeMeTe PosacTa ILmioc
He ce Tpepoxere, He mpHeMaiTe NMpOMyCHATAaTa J03a, a B3eMere Bamara cinegpama no3a B TOYHOTO

Bpeme. He p3uMaiiTe ABOIHA 1034, 332 Ja KOMIICHCHpaTe MPOoIycHAaTaTa J034a.

AKo cre cupeJsn npueMa Ha Popacra ILtroc
['oBopere ¢ Bammusa nekap, ako uckate na cnpere npHemMa Ha Posacra Ilmoc. Husara Ha Bawmns
XOJIECTEPOJ1 MOXKE OTHOBO Jia c€ MOBHMINAT, aKo cnpeTe nprema Ha Poracra Ilmoc.

AKO MMaTe HAKAKBH JOITLIHUTE/IHH BBIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa 1IEKapCTBO, MOMUTANTE
Bamus nekap wim ¢papMalieBT.

4, Bn3iMoXxHR HeXeJIJAHH PeAKIHHA

Kakto BcHUKHM TeKapCcTBa, TOBA JIEKAPCTBO MOXKE Ja MPUYHHH HEXXEJTAHH peakLiH, BEIPEKH e He BCEKH
I'4 MOJTyuaRa.
BaxHo e aa 3HaeTe KaKBH MOraT Aa ObJaT Te3H HeXelaHH PeaKIMH,

HAKOA OT CJIEAHHTE &NICPruvHH pEAKIIHH.

Cupere npuema na PoBacta ILtioc 1 He3a68BHO NOTHpPCETE MEIHMHHCKA TMOM( nﬂ-'s
. 3aTPYAHEHO OMILIaHe, ChC WM Oe3 moJayBaHe Ha JTHLETO, YCTHHTE, €3HKa Wi E..




. OTOK Ha JIHLIETO, YCTHHTE, €3HKa H/HIH MbPIOTO, KOSTO MOXKE Aa NPHYHHH 3aTPY/AHEHO AMIIAHE
H NMperrpliate

. CHWIEH ChpOEX Mo koxkara (¢ HaANrHaTH OYYKH)

. YepBEHHKABH, HEHAJMrHaTH, NOAOOHM HA MHIICHA WIHM KPBIJIH NETHA M0 TAIO0TO, 4eCTO
LICHTPAJIHO pa3rofioKeHH MEXYPH, O¢leHe Ha KoxaTa, 3BH B YCTaTa, I'bpAOTO, HOCA, 110 NeHHTATUHTE
H ouMTe. Te3n cepuo3HM KOXHH OOpMBH MOTaT 1@ ce MPEeRIIECTBAT OT MOBMIIEHA TeMIepaTypa H

rpunonoaoOHu cuMnroMu {CuHapom Ha CTHBBHC-/DKOHCHH).
. o0mupeH oOpHB, BHCOKA TeNleCHa TeMIIEpaTypa H yBelHueHH JHMQHH Bb3nH (DRESS

CHRIPOM HWJIH CHHAPOM Ha JIEKapCTBCHA CBPBXUYBCTBHTEITHOCT).

Ocsen ToBa cupere Aa npaemaTe PoBacta ILmioc B ce cBLpAeTe Beanara ¢ Bamuasg jexap:

. aKo HMATe HeoOn4YaliHH MycKkyaHm OoakH UnM OONKH, KOMTO MPOAB/DKABAT MO-IBITO,
OTKOJIKOTO OYakBare. MyCKyJHMTE CHMNTOMH Ca MMO-YECTH IpPH Iella M IOHOLIH, OTKOJKOTO TpH
BB3pacTHU. KakTo npu ApyrUTe CTATHHHM, MHOrO Marbk Opoli Xopa ca HMand HENPHUATHH MYCKYITHH
eEKTH H PAAKO T Ca Ce MPEBbPHAH B MOTEHIMAIHO JKMBOTO3ACTPALIABALIO MYCKYJIHO YBPEKIaHe,
H3BECTHO KaTO pabaoMHONMMN3A.

. AKO NOJTYYHTE PA3KbCBAHE HA MYCKY.JIMTE

. a2K0 HMAaTe Jymyc-noAoOeH CHHAPOM (BKIIOYHTENHO OOPUB, CTABHM HapylIeHHA H edeKTH

BBPXY KPBBHHTE KIIETKH).

CnenauTe TEpMHMHH Ce W3MON3BAT, 32 Ja CE€ OMNMIIE C KAKBA YECTOTA ce ChOBIHABAT HEKETAHHTE
peaklHH:

° Mmoro yectH (Morat fa 3acerHar noseude ot | Ha 10 aymmn)

Yecru (Morar na 3acerHar 10 1 Ha 10 qymm)

HeuecTu (Morar na 3acersar ao 1 ra 100 myum)

Peaxu (Morat na 3acersar o | na 1 000 mymum)

MHoro peaxd (Morat Aa 3acerHat Ao 1 Ha 10 000 qgymiu, BKI. eJMHHUYHH CHOBILCHNUS).

HecTH HeXKe/IAHM PEAKIAH

rnaBobonue

3aMneK

rajcHe

MYCKYJ/IHa 0oJika

YyBCTBO Ha ciabocT

3aMasgHOCT

anaber. Ilo-BepoATHO € Nla ce pasBHe, akO UMaTe BHCOKH HHBA HA 3aXapH M MA3HHHH B KPHBTA,
aKO CTe ¢ HAZHOPMEHO TerJi0 H UMaTe BHCOKO KPLBHO HandraHe. Bawmuar nekap me Bu HaGmonaga,
JOKaTO NpHeMaTe TOBA JIEKapCTBO.

- OONKH B cTOMAaxa

. OHapUA

o MOAYBAaHE Ha KOpeMa (OT MoJsIMO KOJIHYECTBO Ia30BE B YPEBHUA TPAKT)
o YYBCTBO Ha YMOpA

®

MOBHUIABAHEC HAa HAKOM KPBLBHHM JIaDOpaTOPHM H3C/IEABaHMA 3a 4HepHOApPoOHATa (PyHKLMS
(TpaHCaMHHA3M)

° MOXe Jia ce Ha0nionaBa TMOBHIIGHO KOMHYECTBO Ha OeNTHK B ypHHata — OOMKHOBEHO ce
HOpPMaJIM3Hpa CMOHTaHHO, 0e3 na € Heobxoaumo aa cnupare npuema Ha Pomacra ILmoc (camo 3a

Popacrta [1moc 40 mg/10 mg)

HevecTH HexeIAHHE PEAKIHA

. 00puB, CBpOEXK, YpTHKApHI
. MOXe Ja ce HabmoaaBa MOBHIICHO KONMHYECTBO Ha OENTBK B ypMHATA -
HOpMAaJIH3Hpa CNOHTaHHO, 0e3 2a e Heo6XOoAUMO Ia CrHpaTe NPHEMAa Ha po3y

Posacra ILmroc 5 mg/10 mg, 10 mg/10 mg u 20 mg/10 mg)




NMOBHLIABAHE HA HAKOH J1aDOpaTOPHU KPBBHH H3cCIeABaHHUA 3a MyckynHaTa pyHKLHA (KK)
KallLTHLA

JIOIIO XpaHOCMHKJIaHE

KUCETTHHU

CTaBHH DONKH

MYCKYJIHM CMa3MH

Oonka BbB Bpara

HaMaJIeH aneTHT

6onka

Obonka B repauTe

ropelny BhjIHH

BHCOKO KPBbBHO HajlAraHe

yCelllaHe 3a M3TphIIBaHe

CyXOTa B yCTara

BBL3MAJIEHHE Ha CTOMAXa

Oonka B repba

MYCKYJiHa ¢1abocCT

OONKM B pblieTe H KpaKaTa

OTOLH, 0CODEHO Ha PBLETE H KPaKaTa.

Peaxn Bexe1ann pPeakKnHHR:

. Bb3NaJICHHE Ha [aHKpeaca, KOETO NpeJH3BHKBA CWIHA CTOMALIHA 60NKa, KOATO MOXeE Aa ce
pasnpocTpaHsBa KM repba

° HaMaJisBaHe Ha Opod Ha TPOMOOLIMTHTE B KPLBTA

. Tynyc-noodeH CHHAPOM

. pa3sKbCBAHE Ha MYCKYJIHTE.

Mpuoro peaks HeXe/IAHH PEAKDHA:

° KBITCHHLA (NTOXKBJITABAHE HA KOXKaTa M OYUTE), Bb3NaIeHUe Ha YepHHUA Apol (XenaTHr), ciieam
OT KpbB B YpHHaTa BH, yBpe)xIaHe Ha HEPBHTE Ha KpakaTa H pbLeTe Bu (kato ckoBaHoCT), 3aryba Ha
IIaMeT, YroJIEMABAHE Ha I'bPAUTE NPH MBbakKe (FrHHEKOMAacTH ).

C HeB3BeCTHA YeCTOTA:

. 3a]1yX; OTOK (NoAyBaHe); HapYLICHHA Ha CbHA, BKIIOYHTENHO He3chHUe M KOMIMAPH; CEKCYATTHH
3aTPYAHEHHA; ACNPECHA; THXATEIHN NpoONeMH, BTIOYMTEITHO YIIOPUTa KAUUTHIA MMM 3aJyX WIH
BHCOKA TEMIMEpATypa; TPaBMa Ha CYXOXKHIMATE; MYCKYJIHa ¢1aboCT, KOATO € MOCTOSHHA, KAMbHU HIH
BB3MAJICHHE Ha MUTHUHHA MeXYp (KOETO MOXKe JAa nmpeau3BMKa 0OJiIKa B KOpeMa, rajicHe, NOBpPbILAaHe);
MHACTEHHS rpaBuc (3abosisBaHe, MpUYMHABALILO 00la MYCKY/IHa cnaGoCT, B HAKOH CAlydaH BIUTIOYBALIA
H MYCKYJIMTE, KOMTO Y4YacTBaT NNPH NHLIRHETO); OYHAa MHACTeHUA (3abonaBaHe, MpHYHHABALLO clnabocT
Ha OMHHUSA MYCKY).

I'osopere ¢ Bawus nekap, ako u3nureare ciabocT B phlieTe WM KpaKaTa, KOATO CE BJIOLIABA Ciej
Nepuoad Ha AKTHBHOCT, MMAT¢ JBOHHO BIJKJAHE WIM YBHCBaHe Ha KJIEMA4MTe, 3aTPYAHEHO

NperrbUAaHe WIH 3aJyX.

ChLobmaBane HA He:XXeJIAHH PeaKNHH
AKo0 nomxyuwTe HeXelaHM NEeKapCTBEHH peakuuH, yBeaomere Bawwsa nekap mnu ¢dapmauerr. Tosa

BKNKO4YBA BCHHYKH BBH3IMOXKHH HCOIHCAHM B Ta3W JINCTOBKA HEXEJIaHH pPCaKIHH. Moxere

H3meIHHTENHE areHLUa 110 JIeKapCTBaTa
yn. ,,Jiamax I'pyes” Ne 8§

1303 Codpusn

Ten.: +359 28903417




yebcalT: www.bda.bg
Kato cpoOiaBate HexeNlaHU peakuM¥ MOXeTe Ja AaJeTe CBOA NMPHHOC 33 MOJIy4aBaHe Ha MOBEYe
HH}OPMALIMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKApCTRO.

S. Kak pa cexpanssare Poacra ILmoc

Jla ce cbXpaHsaBa B OpHTHHAIHATA OTIaKOBKa, 34 /1a Ce MPeRNa3H OT BJara H CBeTIMHA. TO3H JeKapCTBeH
NMPOAYKT HE U3UCKBA CTIELMANTHU TEMIIepaTYPHH YCJIOBHA HAa ChbXpaHEeHHeE.

Ha ce cbXpaHdBa Ha MACTO, HEAOCTBITHO 3a Aela.

He n3nonseaiire TOBa JIEKapCTBO CNEA M3THYAHE HA CPOKA HA FOLHOCT, OTOENA3aH BLPXY KAPTOHEHATA
onakoska M OyTwikara cien ,JoaeH no:”“. CpoKbT Ha MOJHOCT OTTOBaps Ha MOCHEIHHA JEH OT
MOCOYEHHUA Mecell.

He H3xBbpasiite neKkapcTBaTa B KaHATM3AUMATA HIHM B KOHTeliHepa 3a oMalliH4 otnaabuy. Ilonuraiite
Bamna ¢apMaueBT Kak Aa M3XBBPJATE JICKapCTBaTa, KOMTO BEYe He H3Mon3pare. Te3n Mepku Ine
CIIOMOTHAT 38 ONa3BAHE Ha OKOJIHATA Cpeja.

6. Coabnpxande Ha ONAKOBKATA H JONLJHATENHA HHOpMaNHS.

Kaxso cuabpxa Popacra ILlmioc

o AKTHBHHUTE BCIIECTBA Ca pO3yBacTaTHH (rosuvastatin) (kaTo posysacTaTHH Kanuuit) H
e3eTMHO (ezetimibe).

Popacta ITmoc 5 mg/10 mg ¢unmupann TabeTkH:

Besika Tabnerka cpabpxka 5,20 mg posyBacTaTHH Kallpii (EKBUBANICHTEH Ha 5 mg po3yBacTaTHH) H 10
mg €3¢THMHO.

Posacta [Lmoc 10 mg/10 mg dunmupany Tabnerxu:

Beaka tabnetka ceappka 10,40 mg posyBacTaTvH kaimii (eksuBanenTed Ha 10 mg posyBacTaTiH) u
10 mg ezeTuMHo.

Posacra ITrroc 20 mg/10 mg puaMupany TabneTku:

Bceaka Tabnetka coaspka 20,80 mg posyBacTaTHH Kanumii {(eKsuBaneHTeH Ha 20 mg po3yBacTaTUH) H
10 mg ezeTumub.

Posacra I'lnioc 40 mg/10 mg dwiMupann Tabnetku:

Bceaka tabnerka chabpxa 41,60 mg posysacTaTHH Kanumii (ekBuBaneHTeH Ha 40 mg po3yBacTaTHH) H
10 mg e3eTumMud.

. HApyruTe CLCTaBKH Ca: 20po Ha mabnemxama (3G 6CUNKYU KOHYEHMpayuu). MEKPOKPHCTANIHA
uenynosa (E460), cuwiHumes nnoxcha, konoupeH Oespomen (ESS51), Marnesues creapar (E572),
nosuaoH (E1201), kpockapmenosa uatpuit (E468), natpues naypuncyndar (E487), naktosa
MOHOXMApAT, XHnpoMenosa (E464); gurmoeo noxpumue: Onaapaii xwiro (5 mg/10 mg): xunpomenosa
(E464), Turanos auokcun (E171), makporon (E1521), xwsar xenesen okcun (E172), Tank (E553b),
uepseH xene3eH okcHa (E171), Onagpait 6excoro (10 mg/10 mg): xunpomenoza (E464), TTaHoB
nuokcua (E171), makporon (E1521), xwat xkenesen okcua (E172), Tank (E553b), BusakoyT xbaro (20
mg/10 mg): xunpomenosa (E464), turanos auokcua (E171), makporon (E1521), 3KBIT jKemne3eH OKCH/I
(E172), ranx (E553b), Onanpaii 6a10 (40 mg/10 mg): nakroza MoHoxuapar, xunpomenosa (E464),
THTaHOB nuokcHa (E171), makporon (E1521).

Kak mirnexna Popacta ILaioc H KAKBO ¢CHLABPXKA OHAKOBKATA
Posacta Ilmoc 5 mg/10 mg ¢namupann tabneTkn: CBETIOKEBATH, KPBIJIH, ABO
¢unmupanu Tabnerku ¢ nMameTsp npubauzurenno 10 mm u BATBGHATO penedHoO O
5" ot enHaTa cTpaHa.




Poeacra [1moc 10 mg/10 mg punmupans tabnerku: 6exoBU, KPBIVIH, ABOHHOH3INBEKHANHA QWIMHPaHH
TabneTk ¢ guameTsp npubnusurendo 10 mm u saTL6HaTO penedHo obozHauenue "EL 4" ot ennaTa
CTpaHa.

Poeacra ILmoc 20 mg/10 mg dpunMHpany TabieTky: KBITH, KPBIVIM, ABOHHOU3IBKHANK JUAMUpaHH
TabJeTkH ¢ AuameTsp npHbnusuTenno 10 mm u BuTE6HATO penedro obo3nauenne "EL 3" or eanara

CTpaHa.
Poeacra ILmoc 40 mg/10 mg dunmupanu tabnerky: 6enu, KpbIH, ABOUHOM3ITEKHAMH (PHIMHpPaHH

TabneTkn ¢ pHamMeTsp npubnusyrento 10 mm u BoTBOHATO penedro obosnayenue "EL 2" ot ennara
CTpaHa.

Onaxopks ¢ 30 wnu 100 punmMupann TabneTkw.
He BCHUYKM BHAOBE ONAKOBKH MOrar Aa ObIaT NyCHaTH Ha a3apa.

HpuaTexaren Ba pa3pemeHHeTO 338 YNOTpe6a H IPOH3IBOAHTEN

IIpuTexcares Ha pa3penIeHHETO 3a ynoTpeba
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunsp

IIpon3soanTe:
Elpen Pharmaceutical Co.Inc., Marathonos 95, 190 09 Pikermi, I'spums

Rontis Hellas and Pharmaceutical Products S.A., p.o. box 3012 Larissa Industrial Area, Larissa,

41500, I'epuus
Jdara Ha DoC/IeAHO mpepasriexiane HA JHCTOBKATA: HoeMBpH 2024,




