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JIncTOBKA HA NpoaAyKTa: HHGOPMALIHA 32 NALHEH

Po3zernn 10 mg / 10 mg puamupanu tabieTku
Posernn 20 mg / 10 mg puamupann tabieTkn

Rozetin 10 mg/10 mg film-coated tablets
Rozetin 20 mg/10 mg film-coated tablets

pO3yBacTaTHH/€3eTHMHO
rosuvastatin/ezetimibe

[TpoyereTe BHHMATE/JHO USAJIATA JHCTOBKA, NPe/iH /1a 3aN0YHeTe 1a NPHEMAaTe TOBA JIEKAPCTBO, Thii
KAaTO TH ChAbPKa Ba)KHa 32 Bac undopmanun:

3anasere Ta3H JIHCTOBKA. MoxXe /1a ce HaJlOXKH J1a sl MpoYeTeTe OTHOBO.

AKO UMaTe HAKAKBH JONbJIHUTEIHN BBIPOCH, monuTaiite Bawmus nekap niau ¢apmanesr.

Tosa nekapcTBo € npeanucano au4HO Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxe aa
HM HaBpeJH, HE3aBHCHMO Y€ NMPH3HALIHTE Ha TAXHOTO 3a0ossiBaHe ca chbiuTe Kato Bawure.

AKO MNOJIy4ynTe HAKAKBH HEXEJIaHW peakuuu, yBeaomete Bawuns nekap uam ¢apmauestr. Tosa
BKJIOYBA H BCHYKH Bb3MOXKHH HEXEJIaHH peakL Ui, HEONMUCAHH B Ta3H JIMCTOBKA. BuxTe Touka 4.

KakBo cbaAbpka Ta3H JIHCTOBKA
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KakBo npeacrasissa Po3eTHH M 3a KakBO ce H3I10/13Ba
Kakso Tps0Ba na 3Haere, npeau aa npuemere Po3eTnH

Kak na npuemare Po3eTuH

Bb3MOXXKHHM HexeNnaHU peaklvu

Kak na cbxpansBare Po3eTun

CbabpxkaHue Ha OMaKoBKaTa W AONMbAHUTENIHA HHOpMaL s

1. Kakso npeacrasiasBa Po3deTHH H 3a KAKBO ce H310.13B2a

Po3eTHH cbabpka ABe pa3iM4YHM aKTHMBHHM BelnecTtBa B | Tabnerka. EAHOTO OT akTHBHHTE BelllecTBa €
pO3yBacTaTHH, KOWTO NPHHALJIEKH KbM I'pyraTa Ha Taka HApEYEHHUTE CTATHHH, APYTrOTO aKTHBHO BELLECTBO
€ e3eTUMHO.

Po3eTHH moHnkaBa HHBaTa Ha obuins xonectepod, ,jowus” xonecrepos (LDL-xonectepon) u MacTHHTE
BELleCTBA, HApE4YeHH TPHIJIHLEPHIAH B KpbBTa. B nonbiHeHne, Po3eTHH noBuliaBa HMBaTa Ha ,,00pus”
xonecrepon (HDL-xonecrepon).

PoseTnH aeficTBa 3a HamassiBaHe Ha XOJIECTEPOJIa MO /1Ba HAUYKWHA: HamaisBa XoJsiecTeposa, abcopoupaH B
XpaHOCMUJIATE/IHHS TPAKT, KAKTO H XoJecTeposa, oOpa3yBaH OT caMHsi OPraHH3bM.

XO0JeCTepOIbT € €HO OT HAKOJIKOTO MAacTHH BELIECTBAa, KOMTO Ce€ HaMmupar B KpbBTa, -O0HAT: By

XoJiecTepos ce ¢bCToH raasHo ot LDL- u HDL-xonecrepon. /77 ooV O e, NN



LDL-xonecrTeporsT 4€CTO CE HApPHYA ,JIOW™ XONecTepon, Thi kKaTo MOXe Ja ce HATPyna No CTEHHUTE Ha
aprepuure, oOpasyBaliku nnaka. C TeyeHHe HA BPEMETO TOBA HATPYNBAHE HA ILUIaKa MOXe Aa J0Bele A0
CTECHSBAHE Ha APTEPHHUTE, KOETO Aa 3a0aBu WM Aa OM0KHpa MPHTOKA Ha KPBB KbM XKH3IHCHOBAXHK OPraHH
KaTo ChPLIETO ¥ MO3bKa. ToBa O10KHpaHe Ha [TPHTOKA HA KPBB MOXKE J1a AoBeJe A0 HH(ApPKT KN HHCYAT.

HDL-xonecreporbT 4e€CTO c€ Hapu4ya ,a00bp” XoJjectepos, 3allOTO noMara Ja ¢e NpeaoTBpaTH
HATPY!IBAHETO HA JIOIIHA XOJIECTEPO B APTEPHHTE H NPEANA3BA OT ChbPACHHH 3a00IABAHNA.

Tpurnuuepuaure ca apyra ¢gopMa Ha Ma3sHHHH B KPbHBTA, KOSTO MOXE Ja YBEIHYH PHCKa OT ChbPAEYHH
3a00ngBaHu4.

To3u nexapcreeH NPOAYKT €€ M3MNOM3BA NpPH NALMEHTH, KOHTO HE MOTAT Ja KOHTpONHpaT HHBaTa Ha
XonecTepona CH caMo 4pe3 XpaHHTenHa aAuera. BuHard TpaOea na Opaere Ha XpaHHMTENHa AHETa 3a
NOHHXXABAHE HA XO0NeCTepoa, AOKATO NPHEMATE TOBA JIEKAPCTBO.

Po3eTHH ce H3n0M3Ba B AONMBJHEHHE KbM BalllaTa AMeTa 3a IOHIKAaBaHe HA XCOJECTEPOIa, aK0O HMaTe:
— TloBHIIEHO HHBO Ha XONECTEPON B KpbBTA (ITEPBHYHA XHMIIEPXOJECTEpPOJEeMHS [XeTepo3uroTHa
damunHa H HedamMunHa))

® 33 KOETO CTe M3NON3BaAN CTATHH H €3eTHMHO KaToO OTAENHHN TabNeTKH.
® MopaiH HacAeAcTBeHO 3abonspane (XOMO3uMroTHa GammHa XHIIEPXONECTEPOJAEMHA), KOETO
NOBUIIIABA HHBOTO HA XOJNeCTepon B KpbBTa. MoXe 1a MONydHTE H APYTH JEUSHHA.

PozetuH He BH nomMara fa orcnabHere.

3a noseyeTo XOpa BHCOKMAT XOECTEPON HE BIHAE BbPXy Ha4yHMEa, MO KOHTO Te ce YYBCTBAT, 3a0TO HE
Npean3BHKBA HHKAKBH CHMNTOMH. Ako obauye He Obaar jieKyBaHH, MACTHHTE OTJaraHHs MOraT Ja ce
HaTpyNAT N0 CTEHUTE Ha KPbBOHOCHHTE BH ch0BE, KOETO Aa 'k HAKAPA Aa C€ CTECHAT.

[Tonskora Te3d CTECHEHH KPBBOHOCHH CBJOBE Morar ja 6naar ONOKHpaHH, KOETO MOXeE Ja MpeKbCHE
KpbBOCHAOAABAHETO Ha CHPLETO WiIM MOTbKa H TOBa Ja A0BEAE 0 HHPAPKT WIH HHCYNT. AKO KOPHrHpaTe
HMBATA Ha XOIECTEPONIa, MOXKETE 1a HAMAIMTE PUCKA OT HHGAPKT, HHCYJIT WIH CBBP3aBH 3APABOCIOBHH

npobneMs.

Tpabpa na npoxwKUTE Aa NpHeMare Po3eTHH, JopH ako ToH HaManm xonectepona Bu A0 npaBHIHOTO
HUBO, Thil KaTo TOl NPeOTBPATABA NOBTOPHOTO NOKAYBAHE HA HUBATA HA XOJNECTEPOJIa, KOETO Aa AOBee
o 0bpasyBaHETO Ha MACTHH HATPYTIBAHHSA.

TpabBa obaue na cnpere npHeMaHeTo Ha PosernH, ako BawiusaT nexkap Bu kake Aa ro HanpaBHTe, KK aKO
3abpeMeHeeTe,

2. Kaxkpo rpuabsa aa 3naeTe, npean ga npreMete PoleTHH

He npaemaiite Posernd, axo:
— CTE aNepruiHH KbM €3¢THMHO, pO3yBACTATHH WM KbM HAKOS OT OCTAHAIMTE
nekapcTRO (H36poeHH B TOUKA 6);

— uMmare YepHoapodOHO 3abonaBane;




cTe 6peMeHHa WM KbPMHTE. AKO 3a0peMeHeeTe MO BpeMe Ha npueMa Ha Po3seTHH, crpere Aa ro
npueMarte He3abaBHO # yBeaomere Bamus nexap. XKenure Tpabsa aa u3bdbarear 3abpemeHspaHe no
BpeMe Ha nmpHeMa Ha Po3eTHH upe3 H3No/13BaHe Ha NOAXOAAINA KOHTpallenLiuA;

uMare TexkH 6u6pednu npobnemu;

HMaTe NOBTapAILA Ce HIH HeoOACHHMA MycKyiHa GonesHeHOCT wnn 60/kK (MHONATHA);

npHeMare NekapcTBeHa koMOuHauua or codocOyBHp/BennaTacBHp/BOKCHNANIPEBHP (M3MOA3BA ce
3a JIeYCHHETO HA BHPYCHA mudeKxins Ha yepHus Apob, HapeueHa xenarut C).

npHEMaTe JIEKaPCTRO, HAPEUEHO IHKNOCNIOPHH (M3MO3BaHO, HANPHMED, CNIC/l TPAHCIIAHTALHA Ha
Oprasu).

AKO HAKOE OT H30poeHHTe no-rope 0O0CTOATENICTBA ce OTHACH (HIH Ce CBMHSBATE, Y€ ce OTHACA) 3a Bac,
MOJIf, BLPHETE Ce # ce KOHCYJITEpalite oTHOBO ¢ Bamma nekap.

IIpeaynpexnenns 8 NpeANA3ZHE MEPKH
I"'osopere ¢ Baiina aexap wiH ¢apMaleBT, npeau na npuemere PoseTuH, ako:

umaTte npobnemu ¢ 6nbpenure.
KOHCYMHpATE IMOJIEMH KOJIMYECTBA AJIKOXOJ KWK HAKOra CTe MManH yepHoapobHO 3abonsBaHe.
PoseTuH MOXKe Ja He e MOaXOA41ll 3a Bac,

CTe MMali NOBTapAlla ceé HWIH HeoOsCHHMAa MycKynHa OosiesHeHOCT MM OoskH, NMYHA WM
¢amMuiIHa aHaMHE3a 3a MYCKYJAHH npobnemm, HIB NpeqmecTsBalla aHAMHe3a 3a MYCKYJHH
npobseMHy No BpeMe Ha NMPHEM Ha JPYTH JIEKapCTBa 338 MOHHXAaBaHe Ha Xonectepona. Kakere Ha
Bamua nexap He3abasHO, ak0 HMaTe HeoOACHAMA MyCKYIHA 60J1e3HeHOCT HITH 60/1KH, ocobeHo ako
ceé MOYYBCTBAaTe 3ie MJIH MMare Tpecka. Kaxkere chino Ha Bamus AOKTOp WiH (apMaleBT, ako
MMAaTe NOCTOAHHA MYCKYJIHa ¢1aboCT.

IDHTOBHAHATA BH xe3a He QYHKIMOHHPA NPABHIIHO.

MMATE TEXKA AUXATENHA HEAOCTAThbYHOCT.

IpueMare JexapcTsa, H3nomsaHu 3a oopba ¢ XHB-undexius, HanpuMep pHTOHABHD € JIONTHHABUD
w/unM araszaHasup (Mons, BXTe , JIpyru nekapcrsa H PoseTun™),

CTe Ha Bb3pacT Haa 70 roaunu (Thi# xaTo BamusT nexap tpabpa aa u3bepe npaBraHaTa, MOAXOIALLA
34 Bac HaganHa A03a Ha Po3eTHR).

npueMarte ApYTH JIeKapCcTea, HapeueHH GubpaTH, 3a Aa MOHHXKHUTE XoNecTepona ¢H (MO, BHXKTe
~APYrR nexkapcrsa U Po3eTun”).

ce Hajara 1a Bu 6bae u3pbpuieHa onepalus, MoXe Ja ce HAJTOXKH Ja crpere npuema Ha Poserun
38 KPaTKoO.

CT€ OT A3HATCKH MPOH3XOJA - T.€. AMOHCKH, KHTalcKH, QHAHNHHCKH, BHETHAMCKH, Kopelicku M
HHaMiickH. Bamust nekap Tpabsa na u3bepe npaBHiHATA, NOAXOAAIA 38 Bac HavyanHa ao3a Ha
Pozetus.

NpHEMAaTe WIH CTe NIPHEMAH Npe3 MOCNCAHUTE 7 AHH JEKapCTBO, HapeueHo Qy3HAoBa KHCENHHA
(nexapcTBO 3a OaKTepuanHa uHQeKLHA), Npe3 yeTara WIH Ypes HHkekTHpaHe, KomMOunauusTa ot
dysnaoBa xucenmuHa W Po3leTHH Moxe Ja J0BeAe OO CEpPHO3HH MYCKYNHH npobnemu
(pabaomMuonunsa).

HAKOTa CTe HMaNH TE&XBbK KOxkeR oOpuB Hin Genene Ha Koxkara, NoABA HA MEXYPH HW/MNH A3BH B
ycTarta ciiej npHeM Ha Po3eTHH WM ApYrH CRbpP3aHH JICKapCTBa.
aKo MMAaTe HJIH CTe HMATH MHacTeHHA (3a00/19BaHe, KOTO ¢e NpoABiBa ¢ 001LIa
B HAKOH CJTy4au BKJIIOYBALIA H MYCKYJIHTE, KOHTO Y4acTBaT NpU JUILAHETO),




(3abongBaHe, NPUMHHABALIO cNAbOCT Ha OYHHA MYCKYJ), ThH XKaTO CTATHHHTE NOHAKOra MOTAT Aa
BaomaT 3abonsgBaHeTo WIH Aa JOBEAAT A0 NOABA Ha MUACTEHHA (BXK. Touxa 4).

O6bpHeTe cnennalHO BHHMAHHE NPH H3NMON3BaHe Ha Po3leTHHR:

[Ipn nevenne ¢ PosernH ce cbo0lnapa 3a CEPHO3HH KOKHH PEaKlHH, BKIIOYBAH CHEAPOM Ha CTHBBHC
JDKOHCBH H NeKAPCTBEHA peakius ¢ eosuHopunma ¥ cucreMHn cumnromu (DRESS) . Cnperte ynorpebara
Ha Po3eTHH H noThpceTe He3abaBHO MeAMIIHCKA MOMOLI, ako 3abenexuTe HAKOH OT CHMITTOMHTE, ONHCAHH
B TOYKA 4.

HokaTo npueMare ToBa JIeKapcTBo, BamuaT nexap me Bu npocnenasa BHUMATENHO, aKO HMaTe JHabeT uaH
CTe C PHCK OT pa3BHTHE Ha Auaber. BepodaTHO CTe HANOXKEHH HAa PHCK OT Pa3BHTHEe Ha aualer, ako HMare
BHCOKH HHPA HA 38XapH H Ma3HUHH B KPBBTa CH, HMaTe¢ HAAHOPMEHO TEr10 H BUCOKO KPBBHO HAIATaHe.

Ilpu mamsk Opoli xopa CTATHHHTE MOTaT Aa NORMHAAT Ha YyepHus Apod. Tora ce yCTaHOBABA Ype3 NPOCTO
H3CJieiBaHe, KOETO ThPCH MOBHILCHH HHBA Ha YEpHOAPOOHHTE €H3HMH B KpbBTra. [lopaau Ta3n npu4MHa,
Bamuat nexap oOMKHOBEHO IIle H3BLPIIBA TOBA H3CNE[BaHe Ha KPbBTa (M3CNEABAHE HA YepHOApOOHaTa
$yHKIMA) NpeIN ¥ Mo BpeMe Ha ieueHueTo ¢ PoseTHH. BaxHo € Aa nocemapaTe eKaps CH 338 NPEANHCAHATE
nabopaTOpHH H3CAEABAHMA.

Hena 5 onomnA
Ynorpebara Ha Po3eTHH He ce MpEnophyBa NPH LA H IOHOIIH Ha BB3pacT noA 18 roauuu.,

Apyra jexapcTa 8 PozeTnn
Hudopmupatite Bamus nexap win papMaleBT, aKO NPHEMATE, HACKOPO CTe MPHEMANTH HIH € Bh3MOXKHO /a8
npHemare Apyrd nexapctea. [lo-cnenmanHo, TpsOpa aa yseaomure Bamus nekap, ako npHeMmare
NEKAPCTBEHU CPEACTRA C HAKOA(H) OT CIEOAHNTE aKTHBHY ChCTABKH!

— [OMKJIOCTIOpHH (H3MO0JI3BAH YeCTO, HanpHMep, Clel TpaHCIUIaHTauus Ha opraxy). He mpuematite
Po3eTRH, Z0KATO B3eMaTe NEKI0OCOOPHH;

- Haponyramng (M3n0/13BaH 34 JIeweHHEe Ha PAKOBH 3a00/1BaHNA ).

— JlekapcTBa ¢ 8KTHBHA CBCTaBKa 3a pa3pexiaHe HA KpPbBTAa KAaT0 BapdapuH WIM KNONMHAOTpe,
PeHnpOKyMOH, alleHOKYMapol, QIyHHAHOH WIH THKArpenop (AHTHKOAI'YIaHTH ).

— XonecTHpaMMH (M3MON3BAH CHIIO 328 NOHIKABAHE HA XOJECTEpONa), Thif KATO 3acAra Ha4yHHa Ha
neHicTeHe Ha Po3eTHH.

~ Oubpath (xaro remdpubposun, ¢eHodubpar) MIH BCAKO APYro JNEKAPCTBO, H3MOJ3BAHO 34
MOHHXABAHEe HA XOJecTepona (KaTo e3eTHMHO).

— JlexapcTBa NpOTHB MO0 XPpaHOCMMIIAHE, ChABPKAIIM alYMHHHH MnH MarHesul (M3noa3BaHH 3a
HEYTpaIH3HpaHe HA KHCCJIHHHTE B CTOMAXR).

— EputpoMHUHH (AHTHOHOTHK).

— Ilepopannu KOHTpaLENTHBH (NMPOTHBO3aYATHYHH TabNeTKH ).

— XOpMOHO3aMECTHTEIHA TEparnus.

— Peropagerub (13n0n13pad 3a jieHyeHHe HA pakoBH 3a00/19BaHHA).

— Hsaxoe oT cieaHuTe JIEKapcTBa, M3NON3BAHM 34 JieYeHHE HA BHPYCHH Hm])emmn,
XHUB-pHbexuug unn Xenatut C, caMoCTOATeTHO HIN B KOMOHHAaLKS (BiokTe ,,[Ipges
NPCANAa3sHH MEPKH”). PHTOHABHD, NONHHABHD, AaTa3aHaBHp, codocOyBHuE
OMOUTAacBRp, NApHTANPEBHP, AacalyBHp, BEJNATACBHP, rpasonpeBHp, enba
nHOpeHTACBHD.




— Axo Tpa6Ba 1a npHeMare npe3 ycraTa ¢py3uaoBa KHCENHHA 34 ledeHHe Ha OakTepHanHa HHpekius,
e Tpadea BpeMEHHO [a NMpeyCTaHOBUTE NIPHEMa Ha TOBA JICKApCTBO, BamusT nekap me By kaxke
xora ¢ OesonacHo Aa 3anouyHere oTHOBO PosetuH. [IpHembT Ha Po3eTHH ¢ ¢y3unoBa KHcenHHA
MOKe B PeAKH CITY4aH Aa NoBeAe 10 MycKyJiHa cinabocr, bonesnenoct unu 6onka (pabaomuonusa).
BmxTte noseue nrdopManHs 0THOCHO padaoMHONIN3a B TOMKa 4.

Tpabea ceino aa ceolmuTe Ha BCekH jiekap, KoHTo Bu npeanicea HOBO 1ekapCTBo, 4e npHeMarte Poserun.

BpemenBOCT H KLpMeRe

He npuemaiite Po3eTuH, ako cTe 6peMeHHa, KbpPMHTE HIH CMATATE, Y€ € Bb3MOXKHO /1a cTe OpeMeHHa. AKo
3abpeMeHeeTe o BpeMe Ha npueMa Ha PoseTHH, cnipere na ro npHemare He3abaBHO H ysefoMere Bawnus
nexap. Xeuure Tpabsa na u3barear 3abpeMenspane o BpeMe Ha npHeMa Ha Po3eTHH ypes u3nos3BaHe Ha

NOAXOALIA KOHTPALIETILIUA.

He npuemalite Po3zeTHH, AOKAaTO KbpPMHTE, Thil KaTO HE € H3BECTHO JAJNH JIEKAPCTBOTO NMPEMHHABA B
KbpMara.

IHodupane n pabora c MAIIRERA

He ce oyaxBa PosetnH na nonpedu Ha cnocobHocTTa Bu na modupare unn aa paboture c Mainuun. TpaGea
obaue na ce HMa NpeaBHA, Y€ HAKOH XOpa MOFaT Jia NOJIy4AarT 3aMaliBaHe cien nmpuem Ha PoszeTH. Ako BY
ce 3aBHE CBAT, ropopere ¢ Bamus nekap npeayd Aa wodupare Win ga paboTHTE ¢ MAITHHHA.

PO3¢THE CHABLPAAR JAKTO38 MOROXHAPAT (BH] 3aXap) R HATpHi

Axo Bamuar nexap Bu e kasaj, 4e nMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, CBEPKETe Ce C HEro Npeax Aa
NpHEMETE TO3H JIEKAPCTBEH NMPOAYKT.

ToBa nekapcTBO Chbabpaa Mo-Manko or 1 mmol Hatputt (23 mg) Ha Tabnerxa, T.€. MOXe Aa ce Kaxe, ye

MpaXTHYECKH HE ChAbpXKa HATPHUH.
3. Kak xa npaemate PozeTan

Bunaru npuemaliTe ToBa 1€KapcTBO TOMHO KakTo Bu e xazan Bamuar sexap win dapManesT. AKO He cTe
CHIYPHH B Hello, nonuratite Baimus nekap nwimu gapManesrT.

- [Ipenn na sanouHere neveHneTo ¢ Poserun, TpabBa Aa cTe Ha JueTa 33 MOHMKABAHE HA XONECTEpoa

- TpabBa na ce npuabpAKaTe KBM AHETATA 34 TOHMXKABAHE HA XOJNeCTepona, 1oKaTo npHeMare Pozerun.

BamusT nekap e onpeseny noaxoasmara A03HPOBKa Ha Tabnerkara 3a Bac, B 3aBucHMocT ot Bamero
TEKyINo JieueHue ¥ Bainus nuueH puckoB CTaTYC.

[IpenopbuuTeNHaTa 2034 € eaHa Tabnerka PozeTnH BeaNbLK AHEBHO.

PoseTHH He e moaxonsi 3a 3amoYBaHe Ha JevYeHHe, 3ano4YBAHETO HA JIEYEHHETO MJIH KOPHIHPAHETO Ha
no3ata, ako ¢ HeobxoauMo, TpaOEa fa ce H3BBPIIBA CAMO 4pe3 NPHIOKEHHE HA AKTHBHHTE BelLecTBa
NOOTAETHO KAaTO MOHOKOMIIOHGHTH, KATO CJeJ ONpeAcifsHe Ha IOAXOAAIUHMTE fM03H € BBL3MOXKHO
NpeMHHABAHETO KbM PO3ETHH B NOAXOAAIATA JO3HPOBKA. G

OnwuraliTe ce a npHeMare TabjieTkaTa N0 €AHO H ChIIO BpeMe BCEKH AEH, 3a a 3all
Moxere 1a 9 mpremMare cb¢ WM 6e3 xpana. [TorreinaliTe Beaxa TabneTka Lgna ¢ no




Axo BamuaT nekap e npeanucan Po3eTHH 3aeAHO ¢ ZPYro JEKAPCTBO 3a MOHWKABAHE Ha XO0AeCTepoia,
ChIbPKAINO AKTHBHATA CHCTABKA XONECTHPAMHH HJH JAPYroO JNIEKAPCTBO, ChAbPXALIO CEKBECTPAHT Ha
KJTbYHA KHCeNnHHa, Tpabea Ja nmpreMare PoleTHH noHe 2 4aca nipead MJIH 4 4aca ciel npHeMa Ha
CEKBCCTPAHTA HA XKJTbUHA KHCENHHA.

PenoBHE nNpoBepKH HA X0J1ECTEPOJA

BaxsHo e aa noceinasare Bamus nekap 3a peJOBHH NPOBEPKH HAa XOJNECTEPONa, 3a Aa CT€ CHUT'YDHH, Ue
XOeCTepOTbT € JOCTHTHAM M OCTaBa Ha NPAaBHAHOTO HHBO. BallMAT nexap MoXe 1a pemd Aa YBeludu
n03ata Bu, Taka ue ja NnpHeMare noaxoasmoTo 3a Bac xona4ecTBO OT JIEKAPCTBOTO.

AKO cTe NpReJR noBeve oT HeobxoaARMaTA N03a PoleTHH
Cabpikere ce ¢ Bamns nexkap WiH Che CNEMHOTO OTAENCHRE Ha Hali-6i3kara 6oaHnna, THH XaTo Moxe Aa

HMAaTe HYXKJa 0T MCAHIIHHCKA IIOMOIL]

AKo0 cTe BponycEaJIH Aa npEeMeTe PoseTHR
He ce npurecHaBaliTe, NpocTO B3eMETe CNCABAIATa CH HACpPOYEHa 1033 B TOYHOTO Bpeme. He B3emalite
ABONHA 71034, 38 a KOMIIEHCHPATE NPOMYCHATATA J034.

AKO CT¢ cupean npaeMa Ha PozeTun
I'oBopere ¢ Bawus nexap, Thil KaTo HHBATA Ha XOJECTEPONa MOXKE Ja c€ MOBHINAT OTHOBO, 8KO CIpeTe
nprueMa Ha Po3eTHH.

AKO HMMare HAKAKBH JOITBJIHHTENIHH BHIIPOCH, CBBP3aHH ¢ yrnoTpebara Ha TOBa JIEKAPCTBO, MOMHTANTE
Bainns nexap wau papMaliesT.

4. BbIMOXKHE HCARCIARH PEAKIHH

KakTo BCHUYKH JICKApPCTBA, TOBA JICKAPCTBO MOXKE Aa NPCAH3BHKA HEXCNAHH PCAKIHH, BRNIPEKH Y€ HE BCEKH
I'H ftonyyaesa.

Cupete npaema Ea PozeTeE B Be3a0aBHO NOTHPCETe MEAREBRHCKS IOMOI, AK0 HOJYIHTE HEKOS OT
CACAHNATE HeKeJARH PEAKIHN:

- 3aTpyAHEeHO AHiaHe ChC HiIH Oe3 moAyBaHe HA JIMLETO, YCTHHUTE, €3HKA W/WIH I'bplOTO; NOAYBAaHE Ha
JIMLETO, YCTHHTE, €3HKA U/HITH I'bPIIOTO, KOETO MOXeE /18 NPUYMHH 3aTPYAHEHO NpernsinaHe; CHaeH chpbex
no koxaTa (¢ NoJyTHHH), ToBa MOraT ia OpaT CHMITTOMH Ha TEXKKS AJEPrEYHA peaKkinug.

- Beska HeobacHHMa MyckynHa Gonka, GonesneHoct uimn cnaboct. Topa e Taka, 3al[0TO B peAKH CIy4YaH
MYCKYJIHHTe npobneMu, BKIIOYHTENHO MYCKYJIHOTO pasrpaxaane, BOJEmIo A0 YBpexaaHe Ha OnOpeunTe,
Morat aa 6baT CepHO3HH K Aa Ce NPEeBbPHAT B HOTCHI{HANHO KMBOTO3aCTPALIABAIIO CHCTOAHHE.

- Jlynyc-noaoben cHHAPOM (BKMOYHTENHO OOPHB, CTABHH HApYLIEHUS H €(eKTH BhPXY KPHbBHHTE KJIETKH ).
- Pa3KpCBane HA MYCKYJIHTE.

- UepBeHHKABH, HEHANAMIHaTH, NOAOCOHH Ha MHINEHA HIH KPBLIVIH METHA MO TANOTO,
pa3nNooKEHH MEXYPH, OesicHe Ha KOKAaTa, S3BH B YCTaTa, MbPJOTO, HOCA, 110 FNeHHTAN
CEpHO3HH KOXHH OOpHBM MOraT Za ce NpeAlnecTBaT OT MOBHIIEHA TeMnepaTy
caMITOMH (CHHApOM Ha CTHBLHC [[)KOHCHH).
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- Obmupen obpuB, BHCOKa TenecHa Temneparypa H yBenHveHH JuM(HA Bb3An (DRESS crHuapoMm wiu
CHHAPOM HA JIEKAPCTBEHA CBPBHXYYBCTBHTEIHOCT).

HecTn (Morar na 3acersar ao 1 Ha 10 aymn):

JlHapus; METeOpH3bLM; YYBCTBO HA YMODA; NOBHIIEHUS B HAKOM JAGOPATOPHH KPBBHHM M3CJICIABAHUS HA
yepnoapoOHaTa Qyrkums (TpaHcamuHasH); rnaeobonne; cTOMalIHH GOJNKH; 3anek; rafeHe; MYCKyJHa
Gonka; dTyBcTBO Ha Cl1abOCT; BHEHE Ha CBAT; AHA0ET — MOABATA My € MO-BEPOATHA, AKO HMATE BACOKH HHBA
Ha 38Xap H Ma3sHHHH B KPbBT4, HMATE HAAHOPMEHO TENIO H BUCOKO KPBBHO Hanaraxe. BamusaT nexap e
Bn Habnionaea, nokaTo npHeMare TOBa JEKAPCTRO.

HeuecTn (Morat na 3acersar ao 1 na 100 aymn):

[loBHIIEHH HHBA MPH HAKOH 1abOPAaTOPHH KPBBHY TECTOBE HAa MYCKYAHATA GyHKIHA (CK); kauHua; rotno
XpaHOCMHJIAHE; KACSJIHHH B CTOMaxa; 60JIkH B CTaBHTe; MYCKYJHH cna3MH; GOJIKa BEB BpaTa, HaMalcH
arneTnT; Goska; 60/1Ka B rbpANTE; rOpEIH BbJHH; BACOKO KPbBHO Halfirane; ycemase 3a H3TPBIIBaHe; cyXa
yCTa; BR3NANCHHE Ha CTOMaXxa;, cbpbex; ob6pus; konpuBHA Tpecka WM JPYTH KOKHH peakunH; Oosika B
ropba; Myckyasa cnabocr; 6onka B phueTe H KpakaTa; MOAyBaHe, OCOOEHO B pbliETE€ M KpaKaTa;
yBeJlHMaBaHe Ha KOJIHYEeCTBOTO MPOTEHH B YPHHATA — TA3H peaKuus OOHKHOBEHO Ce& HOPMATH3IHPa CaMa No
cebe cH, 6e3 na ce Hamara cnupaHe Ha npHema Ha PosernH (camo mpu mpueM Ha posyBactaTuH 10 mg u
20 mg).

Penxu (Morat ga 3acersart a0 1 #a 1 000 qyinn):
Hamanspane Ha Opos Ha KPBEBHHTE KJIETKH, KOETO MOXEe /Ja NPHYHHH XeMaTOMH/KbpBEHE
(TpomMbounTONEHNA); CHIHA Ooika B cToMaxa (Bh3naieH NnaHKpeac).

Mpuoro peaxn (Morar za 3acersar a0 1 Ha 10 000 xymu):

XbnTeHHLa (MOXBJITABAHE HA KOXATA H O4YMTE);, XeNaTHT (BB3NaNCH 4epeH Jpob); cread oT KpbB B
YPHHATA; YBpeX/1aHe Ha HEPBHTE HA KPAaKaTa H phLETe (KaTo Cy4yaH Ha M3TphhBaHe); 3aryba Ha maMerTTa;
I'HHEKOMACTHA (YroJeMaBaHe Ha bPAUTE IIPH MBXKETE).

C menssecTna uecroTa (HecToTaTa He MOXe /18 Ob/ie oNpe/ieNieHa Bb3 OCHOBA HA HAIMYHATE A8HHM):
3aayx; NoAyBaHe; HAPYWIEHHA HA CHHA, BKMOYMTENHO Ge3ChbHHE H KOLIMAPH; CEKCYAIHH 3aTPYAHCHNS;
AenpecHs; NpobaeMM € AHIIAHETO, BKTIOYMTENHO MOCTOSHHA KAITMIA HW/WIH 384yX MM TpECKa;
HapaHABAHE HA CyXOXHIHATA; MyCKyNHa cnabocT, KOATO He OTIIYMABA U € NNOCTOAHHA; HOBAHI'HAT YepBeH
OOpHB, HaJITHAT YepBeH OOPHB, MOHAKOra C JIe3HH, OPOPMEHH KATO MHILEHa (epuTeMa MyaTHHOpME);
MYCKYJIHa YyBCTBHTEJIHOCT, KAMBHH B XTHbUKATA HIH PH3NMAJICHHE HA HUTHYHHA MEXYyp (KOeTo Moxe Aa
NpHYHHH KopeMHa Oonka, raaeHe, MOBpbIIAaHE); MHACTEHHA rpaBHC (3aGoisBaHe, MPHYHHABAINO OOIa
MYCKYJIHa C1abOCT, B HAKOM CIyYaH BKJNIOYBAINA H MYCKYJIHTE, KOHTO YYACTBAT NpH AMIIAHETO); OYHA
MHacTenus (3abongsane, NPUYHHABAINO CJA0OCT HA OYHHA MYCKY).

["oBopere ¢ Bamns nexap, ako H3nuTBaTe CNAGOCT B phiETe WK KPaKaTa, KOATO ce RIOLIABA Cle]
MEPHOAU HA aKTHBHOCT, HMaTe ABOKHO BIXKaHE WIH YBHCBAHE Ha KIIEMAYHTE, 3aTPYAHEHO NIPerTbllaHe

HJIH 3]y X.

Crofmasane HA HOKETAHN DEAKHHA
AK0 NOJTyYHTE HAKAKBH HEXEeJAHH JIEKAPCTREHH PeakLMH, yeeaoMeTe Bawns nexap
BKIIOYBA BCHYKH Bb3MO)XHH HEOITHCAHH B TA3H JHCTOBKA HEXEJIaHH peakiHu. Mox
HEXEJIaHH peakiiH AMPEKTHO Ype3 U3msnHHUTE1HA areHIMA N0 JeKapcTBara, yiI. ,
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Codus, ten.: 02 8903417, yebceaiit: www.bda.bg. Kato cbobiiaBare Hexxenanu peakiiui, MOXKeTe J1a 1aJ1eTe
CBOS PHHOC 3a MoJly4aBaHe Ha noBevye HHPOpPMaALIHA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRBO.

5. Kak aa coxpausBate Po3eTun

Jla ce cbxpaHsBa Ha MACTO, HEJOCTBHITHO 3a Jela.

He w3nonsBaiite TOBa J€KapcTBO CJieJl H3THYAHETO HAa CPOKa Ha NOAHOCT, oTOeNsA3aH BbPXY KapTOHeHaTa
onakoBka u Onucrepa caea tekcta I 'oaen po:” (,,EXP”). CpokbT Ha roAHOCT OTroBaps Ha NocjieAHNS JIeH
OT NOCOYEHHUSA Mecell.

Jla ce cbxpaHsiBa B OpUIHHA/IHATa ONAKOBKA, 3a J1a ce npeanasd OT Bjara W cBeTiuHa. To3u nekapcTBeH
NMPOJAYKT HE H3MCKBA CMNELMAIIHA TEMIIEPATYPHH YCJOBHSA HA CbXPaHEHHE.

He u3xBbpasiiTe nekapcrBata B KaHajau3alMaTa WM B KOHTEHHepa 3a AoMalmiHd otnaabuu. [lonuraiite
Bawus papmaneBT kak Ja H3XBBPJIATE IeKapCcTBaTa, KOUTO Beue He U3noJizBaTe. Te3u MepKH Lile CTOMOrHaT
3a Ona3BaHe Ha OKOJIHATa cpeja.

6. C’b.[l'l:-p}l(ﬂlllle HAa ONAKOBKAaTa H JONbLJIHHTEJIHA HHliJOpMﬂl.lHﬂ

Kakso csabpxa Posernn
AKTHBHHTE BELIECTBa ca: po3yBacTaTHH (rosuvastatin) 1 e3etumMu0 (ezetimibe). Beska Tabnetka cbabpxka
10 mg win 20 mg po3yBacTaTHH (KaTo po3yBacTaTHH KaiuMii) H 10 mg e3eTumMuo.

Jlpyrure cbCTaBKH ca: MUKpOKpHcTaiHa uenyaosa (E460), cunuuneB AHOKCH, KOJIoHAeH 6e3BoeH
(E551), marnesueB creapar (E572), noeuaon (E1201), kpockapmeno3a Hatpuii (E468), HaTpues
naypuiacyiagar (E514), nakro3a MOHOXUApAT, XHITPOMEN03a,

Onaapaii bexkopo (10 mg/10 mg): xunpomenosa (E464), tutanoB auokcua (E171), makporon 4000
(E1521), xene3en okcua, xuat1 (E172), Tank (E553b),

BusakoyTt XbaTo (20 mg/10 mg): xunpomenosa (E464); Turanos auokcua (E171); rank (E553b),
makporon 4000 (E1521), xene3eH okcun, xuat (E172).

Kak n3riexaa Po3eTHH H KAKBO € CbAbPKa ONAKOBKATA

Poszerun 10 mg /10 mg: bexoBH, Kpbriu, ABOHHO-H3NbKHAAHW (HIMHPAHH TaOJNEeTKH C JHAMETbhp OT
npubauzutenHo 10 mm u ¢ BUTEOHATO penedHo 06o3HavyeHne “EL4"0oT eqHara um crpana.
Poszerun 20 mg /10 mg: JKbaTH, Kpbriu, ABOHHO-M3MBbKHAIM (UIMHpaHH TabNeTKH ¢ AHAMETBD OT
npubausurenyso 10 mm u ¢ BAnbOHaTO penedHo o603nayenue “EL3” oT eHaTa M cTpaHa.

Pozetun 10 mg /10 mg ¢punmupanu tabnetku
Onakoskwu ot: 10, 15, 30, 60, 90 u 100 puamupanu TabneTkwu.

Pozerun 20 mg /10 mg
Onakogku oT: 30, 60, 90 1 100 dpunmupanu TabneTkH.

He BcHukH BHIOBE OMAaKkOBKH Morart Aa ObJaT nycHatH B npojaaxoa.




IIpaTexaTen HA pPa3pemIeHNETO 32 yoTpe6a

Zentiva k.5.

U kabelovny 130,
Dolni Mé&cholupy
102 37, Prague 10
Yemxa penybnuka

IIpom3soanTen

ELPEN Pharmaceutical Co. Inc.
Marathonos 95, Pikermi, 190 09

I'spuns

ELPEN Pharmaceutical Co Inc,
Zapani, Block 1048, Keratea, 190 01,
Mppuns

ToBa JexapcTBO ¢ pa3pemeno 3a ynorpeba B AbpxaBETe-LIeEKE Ba EBponelick0oTo HKOROMHYECKO
NPOCTPAHCTBO HOA CJACAHETE HMEHA:

Xonanausa, Ecrouna, Jlateua, ITommupa: Rozesta
Yemxa penmybuka, [Topryranus, Pymsuus: Rozetin
bobarapua; Pozerus

JATA HA MOCJEAHO NPEPAITICKAIHE HA JHCTOBKATA
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