JIncToBKa HA NpoAYKTa: HHGOPMANHSA 32 NALHEHTA

Po3zernn 10 mg / 10 mg dunamupann tabaeTkn
Pozerun 20 mg / 10 mg ¢puamupann Tabnerkn

Rozetin 10 mg/10 mg film-coated tablets
Rozetin 20 mg/10 mg film-coated tablets
po3yBacTaTHH/e3eTHMHO
rosuvastatin/ezetimibe

IIpoyeTeTe BHHMAaTE/IHO UNAJIATA JHCTOBKA, NPE/IH a2 3an04HeTe 12 NPHEMATe TOBA JIEKAPCTBO, Thii
KATO TH ChAbpPKa BakHa 3a Bac nundpopmanusn:

- 3anasere Ta3H JHUCTOBKA. MOXe J1a ce HAJIOKH J1a A NPOYETETE OTHOBO.

— AKO MMaTe HAKAKBH JIOMbJIHHUTEIHH BBIIPOCH, NonuTanTe Bawus nekap win dpapmaienr.

- ToBa nekapcTBO € npeanucado Ju4HO Ha Bac. He ro npeorcTbnBaiite Ha npyru xopa. To moxe na
MM HaBpeH, HE3aBHCHMO Y€ NMPH3HALUTE HA TAXHOTO 3abossBaHe ca chluTe KaTo Bamure.

- AKO MOJIyYHTE HSIKAKBH HEXeJlaHH peakuuH, yBeaoMere Bawus nexkap unu dapmaueBt. Tosa
BKJIIOYBA H BCHYKH Bb3MOXKHH HEXKEJIaHHU peaKLIMH, HEONMKCAHH B Ta3H JIHCTOBKA. BuxkTe TouKa 4.

T e P o el e i e =E w1 EE———— - -

KakBo ¢bAbpKa Ta3H JIHCTOBKA f .
‘ MS"I‘DHHW FIRA .ﬁ"F‘Hi!‘ A o ﬂHf ARTL |

" E— = ST ey TS SR —"r " s . o TR R I R L T .,t

JSluemoBka - Mpuac Jumm- !

I. Kako npeacrasnsisa Po3eTHH M 3a KakBO ce H3M0/13Ba |
2. Kakso TpsabBa 1a 3Haere, npeau na npueMmere Po3eTuH KM Poz. Ne . ga’\] Qj O l % 3) (;(: L\’ |
3. Kak na npuemare Po3eTun Y S ey

PaspeleHue Ne |
4. Bb3MOXHH HEXEJIaHH peaKLHH 9 2 [, 03- 2028 |

BG/MA/MP - 3_{5\-"'& -—3"2 ‘
5. Kak ja cexpansBare Po3etnH , ool - !
6. CbabpkaHHe Ha ONAKOBKATa M JOMbJIHHTEIHA HHPOPMALHA/GOODEHUE N oo/ oo}

1. Kakso npeacrasiasiBa Po3eTHH H 32 KaKBO Ce H3M0J/I13Ba

Po3eTHH cbabpxka JiB€ pa3iHYHH aKTHBHHM BellecTBa B | Ttabnerka. EAHOTO OT akTHBHUTE BelllECTBA €
pO3yBacTaTHH, KOMTO NpHHAJJIEKH KbM rpynarTa Ha Taka Hape4eHHTe CTATHHH, JIPYrOTO aKTHBHO BELLIECTBO

e e3eTHMHO.

Po3eTH nonukaBa HMBaTa Ha oOwMA XonecTepo, ,Jowus” xonecrepon (LDL-xonecrepon) u MacTHUTE
BELLleCTBA, HApEYEeHH TPHUITIHLUEPHAN B KpbBTa. B nonbanenue, Po3eTHH noBuiiaBa HUBara Ha ,,100pus”

xonecrepos (HDL-xonecrepon).

Po3eTuH aeiicTBa 3a HaMasBaHe Ha XOJiecTeposia M0 JiBa HAYMHA: HaMaJisBa XoJecreposia, abcopbupan B
XpaHOCMUJIATETHUS TPAKT, KAKTO U XoJiecTepona, oOpa3yBaH OT CaMHsi OPraHH3bM.

XO0JIeCTepOJbT € €1HO OT HAKOJKOTO MAacTHH BELIECTBA, KOUTO ce HamMupat B KpbBTa. OOmuAT Bw
xonectepoJi ce ¢bCeToH rnasHo ot LDL- u HDL-xonecreponn.

LDL-xonecreposbT 4ecTo ce HapHya ,,JJou" X0JecTepOJs, Thil KaTO MOXE Jla Cé HaTpymna 1o CTEHUWTE Ha
aprepuuTte, obpaszysaiiku niaka. C TeyeHHMe Ha BPEMETO TOBA HATPYINBaHE Ha IJlaka MOXe /1a J10Be
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CTECHABaHE Ha apTepHHTe, KOeTOo Aa 3abaBH UK Aa 6N10KHpa NPHTOKA HA KPBB KbM »XH3HEHOBAXXHH OPraHH
KaTO CbPLETO H MO3bKa. ToBa OJlOKHpaHe HAa NPUTOKA HA KPHB MOXKeE Ja AoBele A0 HHPAPKT HIH HHCYJIT.

HDL-xonecrepombT 4ecTO c€ Hapuuya ,A00Bp”° XonecTepon, 3alllOTO NoMara jAa c¢e€ NpeaoTBpaTH
HATPYNBRHETO Ha JIOLIHA XOJIECTEPO B apTEPHHTE U nNpena3pa OT ChbpAeYHH 3abonaBaHuA.

Tpurauuepuaure ca apyra popMa Ha Ma3HMHHK B KPBBTA, KOATO MOXKE Ja YBEIHYH PHCKa OT ChPACUHH
3a00/19BAHKA.

To3n nekapcTBeH MPORYKT C€ H3NON3BA NPH NMAlMEHTH, KOMTO HE MOraT Ja KOHTPOJHpaT HHMBATA Ha
XOIECTEpOia CH ¢aMO 4pe3 XpaHWTelHa JAuera. BuHard TpabBa aa Obaere Ha XpaHUTeNHa IMeTa 3a
NOHHKABAHE HA XOJIECTEPONA, JOKATO NPHEMATE TOB& JIEKApCTBO.

Po3zeTHH ce H3non3Ba B JOMTbJIHEHHE KBM BALHATa JUETa 3a NOHHKABaHe Ha X0JicCTCpOJia, akOo HMATC.

— TloBHiIneHO HMBO Ha XOJNecTeposl B KpbBTa (IbpBHYHA XHIEPXOJeCcTepoieMHs [XeTepo3uroTHa
(hamunHa ¥ HeQaMHaHA])

® 33 KOETO CTE U3NOA3BANH CTaTHH U €3eTHMHO KaTo oTAenHH TabneTkH.

® nopaau HacheAcTBeHO 3abonssaHe (XOMO3MroTHa (QaMHiHA XHIEPXOAECTEpONEeMHA), KOETOo
NOBHIIABA HUBOTO HA XOAECTEPON B KpbBTa. MOXe Aa NosiydHTe M APYTH JICHEHMA.

— Cobpaeuto 3abonasane, PozeTHH HaManaBa pucka oT HHQApKT, HHCYJT, ONepalids 3a yBeanyaBaHe Ha
IIPHTOKA Ha KPbB KbM ChPLETO HJIH XOCIHTANH3ALHNA nopanu 60nKa B repAHTeE.

Po3eTuH He Bu noMara aa orciadbHere.

332 NOBEYETO XOpa BUCOKHAT XONECTEpON He BIIHSE BbpPXY HauHHA, MO KOHTO Te ce UyBCTBAT, 3alIOTO HE
NpeaAU3BHKBA HHKAKBH CHMNTOMH. Ako oDaue He OBaar neKyBaHH, MACTHHMTE OTJAaraHMs MOraT Ja ce
HATPYIAT 110 CTERUTE Ha KPbBOHOCHHTE BY ChA0OBE, KOETO Aa ' HaKapa 21a C& CTECHAT.

[lonsixora Te3u CTeCHEHHW KPBHBOHOCHH CbJAOBE Morat Aa Obaat ONOKHpaHH, KOETO MOXeE /1a NMpeKbCHE
KpbBOCHA0AABAHETO Ha CHPLETO HIIH MO3IBbKa H TOBa Aa J0Beke 10 HHPAPKT HIH HHCYAT. AKO KOPHIHpaTe
HHBAaTa Ha XOJECTEPONa, MOXKETE Jla HAMAJIMTE PUCKA OT HHGAPKT, HHCYNT HIHM CBbP3aHH 31PpaBOCIOBHH
npobnemu.

Tpabea na npoanmxuTe na npueMare PoieTuH, Aopu ako Tod HaManu xojaectepona Bu [0 MpaBHAHOTO
HHBO, ThH KaTo Toli MpeAOTBpaTIBa NOBTOPHOTO NOKa4yBaHe HA HUBATa Ha XOJeCTepona, KOeTo Ja J0Bee
A0 00pa3yBaHETO HA MACTHH HATPYIIBaHHA.

Tpabea obaue aa cnpere npHemaneto Ha Po3eTHH, ako Bammusar nekap BH kaxke na ro HanpaBuTe, WK aKko
3abpeMeHeere.

2. Kaxpo Tpalsa na 3naere, npean 2a npueMete PoleTHH

He npaemaiiTe Polernn, axo:

— CTe anepruvHn KbM e3eTHMUD, pO3yBACTATHH HIH KbM HAKOS OT OCTAHAIMTE ChCTABKM HA TOBA
nexkapcTBo {(M30poeHH B ToUKa 6);

— HMare YepHoapobHo 3abonsBane;




— CTe OpeMeHHa HIH KbpMHTE. AKO 3abpeMeHeeTe no BpeMe Ha mpueMa Ha PoseTuH, cripere 1a ro
rnpuemare HezabasHo ¥ yBeaoMmerte Bauus nexap. XKenurte padpa 1a n3bdarear zabpemenssane 1o
BpEME Ha NpHeMa Ha Po3eTHH upe3 H3NoJi3BaHe Ha NOAXO0AA1lA KOHTpaLCHTIIHS;

— uMare Texkd 0pbOpeunn npobnemu;

— HMMare NOBTapalla ce Iy HeoOACcHUMA MyCKyaHa Dose3HEHOCT HiTH O0NKH (MHONATHA);

— [pHeMaTe JeKapcTBeHa KoMOHHauHa oT codocOyBup/BennaTacBHp/BOKCHIANPEBHDP (M3N0JI3Ba Ce
3a ICYCHHETO Ha BUpYyCHa HHeKLHA Ha yepHHa Apol, HapeyeHa XenaTtut C).

— IPHEMATE JICKAPCTBO, HAPECUYCHO LHIUIOCNOPHH (M3N0I3BAHO, HANPUMEP, Ced TPAHCIUIaHTalHA Ha
OpTaHH).

AKO HAKOE OT H30pOeHHTE Mo-rope 0OCTOATENCTBA Ce OTHACA (MM ce CbMHABATE, ue Ce OTHach) 3a Bac,
MOJIs, BBPHETE C€ H € KOHCYJTHpaHTe OTHOBO ¢ Bauuusg nekap.

IIpeaynpexaenns B OPeANA3HE MEPKH
I"'opopete ¢ Bauiua nexap unu dapMauenT, npeau aa npuemere PoseTHH, ako:

— uMare npobiemMu ¢ 6nbpeunTe.

— KOHCYMHpaTe rojieMH KOJHYECTBA ajKOXONl MJIM HAKOra CTe MManH yepHoapobHo 3abonspane.
Po3eTUH MOXe€ a He e Noaxoadll 3a Bac.

—~ CTe HWMaJd NOBTapsAlla ce HIH HeoOsCHHMa MyckynHa OonesHeHocT WK OONKH, JHYHA WU
¢amunHa aHaMHe3a 3a MYCKYJHM npoOneMH, HWIH NpeAllecTBalla aHaMHe3a 3a MYCKYJIHH
npobneMu NoO BpeMe Ha MPHEM Ha APYTrH JIEKapCTBa 3a MMOHHXKaBaHe Ha xonectepona. Kakere Ha
Bamusa nekap He3a0aBHO, aKO HMATE HEOOACHUMA MYCKYIHa DoNe3HEeHOCT UM DONKH, 0CODEHO ako
ce MOYYBCTBATE 31€ MM HMaTe Tpecka. Kakere chbuio Ha Bawung goxtop unv dapMauesT, ako
UMaTe NOCTOAHHA MYCKYHa ¢iabocT.

— wyroBHaHATa By xne3a He QyHKUHOHHPA NMPABUITHO.

— HUMATE TEXKA AHXATENHA HeJOCTATbYHOCT,

— MpHeMaTe JIEKapCTBa, H3non3BanH 3a 6opba ¢ XMB-uHpekuHsa, HanpHMep PUTOHABUD C IONUHABUP
H/UNY aTasaHaBup (Moas, BuxTe ,,JIpyru nexapcrea u PozeTnn™).

— CTeHaBb3pacT HaA 70 rogunu (T kaTo BaluusT nekap tpadsa na uibepe npaBunnara, noaxoaaula
3a Bac HavyanHa f103a Ha PoseTHH).

— npuUemare ApYyry jekapcTsa, HapeueHH HOpaTH, 3a Ja MOHMXKHUTE XOJECTepona CH (MO, BHXKTE
»APyru nekapcTea H Posetun”).

— c¢e Hanara aa Bu Obae u3pbplileHa onepaius, MOXe Ja Ce HaJIOXKH Aa cnpere npHeMa Ha PoseTuH
3a KpaTKo.

—~ CT€ OT a3sHaTCKH NpPOHU3XO0J - T.€. AMOHCKH, KHTANHCKH, PHUIHIMHHCKH, BHETHAMCKH, KOpeHCKH H
HHaulickd. Bawust nexap tpabBa na w3bepe nmpaBunHaTa, NOAXOAfAlLA 3a Bac HayanHa Jo3a Ha
PoseTHH.

— NPHEMATE UK CTE NPHEMaNnH npe3 NocNeAHUTe 7 AHH NEeKapCTBO, HapedeHo ¢y3rua0Ba KHCEIHHA
(ekapcTBO 3a DakTepuanHa HHPEKUUA), Mpe3 ycTaTta WK 4pe3 HHxekTHpaHe. KomOuHauuaTa ot
¢y3unosa kucennHa ¥ Po3eTHH Moxe faa JoBeAe 10 CEPHOIHH MYCKYJHH OpodneMu
(pabnomuonuza).

— HAKOra CTe HMalH TEXBK KOXEH OOpHB HNH OeneHe Ha KOXKaTa, NosABa HA MEXYPH H/HAH S3BH B
ycTarta ciefi npueM Ha PozernH Unu Apyryu CBBP3aHH AeKapCTBa.

—  aKO UMaTe HJIH CTe HMAJTH MHACTEHHS (3a00naBaHe, KOETO Ce NPoABKBa ¢ 001a MycKynHa cnabocrT,
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(3abonaBaHe, NpHUHHABALLO C1A0OCT HA OUHHMA MYCKYN), ThH KaTO CTATHHHUTE MOHAKOra MOraTt aa
pioiar 3abonaBaHeTO MM Ja JOBEAAT AO NOABA HA MUACTECHHA (BX. TOYKA 4),

OO0bpHeTe cneuralHO BHUMAaHHKe [IPH H3NoJA3BaHe Ha Po3eTHH:

I[Ipu nevenne ¢ Po3eTHH ce cboOLIaBa 3a CEPHO3HM KOKHH PEakLMH, BKIIOYBAWH CHHAPOM Ha CTHUBBHC
JDKOHCBH ¥ JlekapcTBeHa peaklun ¢ €o3nHoduina U cucteMHl cuMntoM (DRESS) . Cnpere ynoTpebara
Ha Po3eTHH H NoTBpceTe He3a0aBHO MEAMLIMHCKA NOMOIL, 2KO 3abenexure HAKoH OT CHMIITOMHTE, ONHCAHH
B TOuKa 4.

JokaTo npHeMare TOBa ieKapcTBO, BamwnaT nekap e Bu npocneasBa BHUMATENHO, ako UMaTe aAHaber uiu
CT€ C PHCK OT pa3BHTHe Ha AHaber. BepoaTHO cTe H3NOKEeHH Ha PHCK OT pa3BHTHE Ha AHaber, ako HMarTe
BUCOKHM HMBA Ha 3axapH H MasHHHH B KPbBTA CH, HMATE HAAHOPMEHO TErNO U BUCOKO KPBBHO HAJIATAHE.

[pn Manbx 6polt Xxopa cTaTHHHTE MOTAT Ja NOBIHAAT Ha uepHHA Apod. Toea ce ycTaHOBABA Ype3 NPOCTO
M3ClieABaHE, KOETO ThPCH NMOBHUIEHH HHMBA Ha 4epHOAPOOHHTE eH3UMH B KpbBTa. [lopaam Ta3u mpuunna,
Bainuat nekap o6HKHOBEHO lie W3BBLPLIBA TOBA H3C/ieABaHEe HA KpbBTA (M3CNeXBaHE HAa YepHoApoOHaTa
¢byHKUKA) MpeAY H N0 BpeMe Ha NieuerHeTo ¢ Po3eTHH. BaxHo e Aa mocewmiaBarte 1ekapa CH 3a NpeANnHCaHNTE
nabopaTopHH H3cneaBaHHA.

Jlena H 0ROIDA
Ynotpebata Ha Po3eTHH He ce npenopb4yBa NPH AcLia H IOHOIIK HA Bb3pacT noa 18 roguun,

JApyru aexapersa 8 PoleTnn
Undopmupalite Bawug nexkap uny papMalieBT, ako NPUEMATE, HACKOPO CTE NPUEMATH HIIH € Bh3MOXKHO /a
npueMare Apyru Jjekapctea. [lo-cneuuanHo, TpsOBa Aa yBeAoMHTe Bawus nexap, ako npuveMare
NEKAPCTBECHYU CPEeACTBA ¢ HAKOR(H) OT CIEXHUTE AKTHBHH CBCTABKH:

—  HUMKIOCNMOPHH (M3INON3BaH 4Y€CTO, HANPHMep, Clea TpaHcIulaHTauKus Ha opraHu). He npremaiiTe
Po3eTHR, A0KATO B3eMaTe HHKAOCTIOPHH;

— Jlapomyramua (M3n0J3BaH 3a NeYCHHE HA pakoBH 3abonasaxns ).

— JlekapcTBa ¢ aKTMBHA ChCTABKA 33 pa3pexIaHEe Ha KPpbBTa KaTo sapdapuH HUIM Knonuaorpes,
(eHNPOKYMOH, AaLleHOKYMapoJ1, GNYHHAHOH WIH THKarpenop (aHTHKOAryAaasTH),

— XoJecTHpaMHH (H3NOA3BaH CbHILO 33 NOHH)XAaBaHe Ha X0JIeCTepona), Thil KATO 3acAra HaYHHA Ha
AeficTBUE HA PO3ETHH.

-  Ondparu (karo remdubposun, ¢eHodubpar) MnxM BCAKO APYro JEKAPCTBO, H3NOJ3BAHO 33
MOHHXXaRaHe Ha XoJiecTepona (KaTo €3eTHMHD).

— JlexapcTBa NPOTHB JIOIIO XPAHOCMHIAHE, ChAbPKALLIHY ATYMUHUA HNH MarHeaui (M3NMOM3BaHU 3a
HEYTPANH3HPAHE Ha KHCEHHUTE B CTOMAXa).

-~ EputpoMuIidH (AHTHOMOTHK).

~— Tlepopanuu KOHTpAUENTHBH {MPOTHRO3AYATHLYHH TabNEeTKH).

—  XOpMOHO3aMeCTHTEHA TEPaITHA.

— Peropagenund (M3non3san 3a NeYEHHE HA PAKOBH 3a00/%BaAHNA).

— Hsakoe oT cneaHuTe nekapcTBa, M3NON3BAHM 32 JIEYECHHE HA BHPYCHH HHQEKLMH, BKIIOUYHTEIHO
XHUB-undekiing unu xenarut C, caMOCTOATENHO MM B KomOMHauRs (BHXKTe ,,[1peaynpexaexns 1
MpeaAnasHy MEpPKH™): PHUTOHABHD, JONHHABHP, ara3aHaBHp, codocOYBHpP, BOKCHNANPEBHP,
OMOMTACBHpP, NapUTanpesHp, JacabyBup, BennaTacBHp, rpa3onpeBHp, enbacBup, riexanpesup,
NUOPEHTACBHD.




~ Axo TpaOBa Ja npueMarte npe3 ycrata ¢py3u0Ba KHCEITHHA 3a Ie4eHHe Ha OakTepHanna HHdeKLus,
e TpadBa BpeMeHHO Ja NPEYCTAHOBHTE NMPHEMA Ha TOBA JIEKapPCTBO. Bamnsar aekap e By kaxe
Kora ¢ fe3onacHo Aa 3anouHeTe oTHOBO PoizernH. IlpuemsT Ha PozeTHH ¢ ¢y3uaoBa KHCEIHHA
MOXE B PEIKH ClIyuaH fa JOBee JI0 MyCKYJHa cnaboct, bonesHenoct nnu 6oska (pabgomuonusa).
BuxTe nopeue HHPOpMaLua OTHOCHO pabaoMHONH3a B TOUKA 4.

Tpabsa cbino Aa cLOOLIHTE HAa BCEKH Nekap, KoiTo BH npeanucea HOBO IEKapCTRO, 4e npHeMare Po3eTHH.

bpeMeHHOCT H KbpMeEHe

He npuremaiite Po3zeTnH, ako cte OpeMeHHa, KbpMHTE HIH CMATATE, Y€ € Bb3MOXKHO Ja cre OpeMeHHa. AKO
3abpeMeHeeTe Mo BpeMe Ha npHeMa Ha PoseTHH, cnpere Aa ro npuemare He3abaBHO H yBenoMere Baius
nekap. Xeuute Tpabsa aa u3barear 3adpemMensBane no BpeMe Ha NpHeMa Ha Po3eTHH ype3 H3Noa3BaHe Ha

noaxondiila KOHTpaucrinui,

He npuemaiite Po3zeTHH, A0KAaTO KbPMHTE, ThH KaTO HE € M3BECTHO a4 JIEKAPCTBOTO NpPEeMHHABA B
KbLPMATa.

Hlodupane u pabota ¢ MAIINHRA

He ce ouaksa Po3eTHH aa nonpeun Ha cnocobuocTtra By aa wogupare unu aa pabotute ¢ MallHHH. Tpabsa
obaue na ce ¥Ma IpeaBU], e HAKOKR XOpa MOrart Aa nojJiy4yar 3aMaiiBaHe cnep npHeM Ha PoseTuH. Ako B
Ce 3aBHE CBAT, rosopete ¢ Bauiva nexap npeau aAa wodHpare HIH Aa paboTHTE ¢ MALIHHA.

Po3eTHHE cBABLPKA JAKTO0IA MOHOXHAPAT (BHA 33XaAp) B HATpHIH

Axo BaiuusT nexap Bu e kazan, ye uMaTe HENMNOHOCHMOCT KbM HAKOH 3aXapH, CBbPXKETE Ce ¢ HEro nNpeay aa
npUeMeTe TO3M JIEKAPCTBEH NPOAYKT.

Tosa nexkapcTBO ChAbpKE No-Manko oT 1 mmol narpuli (23 mg) na Tabnerka, T.€. MOXeE 1a ce Kaxe, ue
NPaKTHYECKH He ChAbLPXKA HATpHii.

3. Kak aa npuemate Po3erun

Bunarn npueMa#iTe ToBa NeKapcTBO TOYHO KakTo Bu e kazan Bawuar nexap nnau ¢papManesT. AKO HE CTe
CUTYPHH B Hellto, nonuTaiTe Bauiva nexap nan gapmauesr.

- Ilpeau na sanoyHere neveHnero ¢ PoseTHH, TpabBa Aa cTe Ha AneTa 3a NOHMKABAHE HAa XOJIECTEpPONa

- TpaOBa na ce npuaAbpxKATE KbM AHETATA 33 IOHMXKABAHE HAa XONECTepoNa, A0KaTO npHeMare Poserus.

BamuaTt nekap e onpeneny NoaAxoAsilara A03HPOBKA Ha TabneTrkaTta 3a Bac, B 3aBucumMocT ot Bauero
TEKYLIO JeuyeHHe B Bainus JM4YeH pUCKOB CTaTycC.

IlpenopwunTenHaTta A03a € ¢aHa TabneTka PO3eTHH BeAHbX JHEBHO.

Po3eTHH He € NOAXOASI 3a 3aMovBaHE Ha JeveHHE. 3aNoYBAHETO Ha JICUEHHETO WJIM KOPHTHPAaHeTo Ha
no3aTa, ako ¢ HeobXxoauMo, Tpabpa na ce H3BLpPLIBa CaMO Ype3 NPHIOKEHHE Ha aKTHBHHTE BEILLECTBA
MOOTAENHO KaTO0 MOHOKOMIIOHEHTH, KaTO CJI€A OnpeaeiisHe Ha AOAXOAAINHTE J03H € Bb3MOXHO

NMpECMHHABAHCTO KbM Po3eTHH B noaxogaiara 103HpOBKA.

OnwurafiTe ce na npuemMare TabieTkata No €AHO H ChILO BPEMe BCEKH JIeH, 3a Ja 3alTOMHHTE Aa 4




Axo Baummat nekap e npeanucan Posetus 3aeiHO ¢ Apyro eKapcTsO 3a NOHIKABAHE HA XOJECTepona,
ChABPKAILO AKTHBHATA ChCTAaBKA XOJNECTHPAMHH WIH APYro JeKapcTBO, ChbABPXKALLO CEKBECTPAHT Ha
XJThbYHA KHCeNMHa, TpaOBa Aa npuemare Poserud noHe 2 yaca npead unud 4 yaca ciel nNpueMa Ha
CEKBECTPAHTAa Ha XITbYHA KUCEIHHA.

PenosHH NpoBepKH HA XOJECTEPOIAR

BaxHo € aa nocewmanate Baiuus jekap 3a peOBHH MPOBEPKH HA XONECTEPONA, 3a Ja CTe CUTYPHH, Y€
XONECTEPOTBT € AOCTHIHAI W OCTaBa HAa MPABHIHOTO HHBO. BallHAT Niekap MOXE A3 pELIH Ja YBCIHUH
no3ata Bu, Taka 4ye na npuemare noaxoqauioTo 3a Bac konuuecTBO OT JEKapPCTBOTO.

AKo ¢Te NpHeaH noBeve 0T ReobxoxAMATA 1032 PoleTnH
Ceppxere ce ¢ Balus nekap Wid cbe CNelHOTO OTAeNeHHe Ha Hall-OnKu3kaTa 6onHULA, Thil KaTo MOXe Aa

UMaTE HY X4 OT MCOHIIHHCKA [TOMOLl

AKO CTe NpounycHANH N2 npaemeTe PoseTHH
He ce nputecHaBaiiTe, NpocTO B3eMETE ClieBalliaTa CH HacpoueHa J03a B TO4YHOTO Bpeme. He Biemailite
ABOHA 1034, 3a Aa KOMITIEHCHpaTe MpONyCHATaTa 103a.

AKo cTe cnpesa npreMa Ha PozeTnH
I'oBopete ¢ Baiuug nekap, Thil KaTO HMBATa Ha XONECTEPO/]a MOXKE Aa C€ MOBHIUIAT OTHOBO, AKO CIPETE
npHeMa Ha Po3eTuH.

AKO MMaTe HAKAKBH JOMbIAHUTEIHH BBIPOCH, CBbP3aHH ¢ yrnoTpebara Ha TOBa JEKapCcTBO, MONMUTANTE
Bawus nexap uay papMaLeBT.

4. DBn3MOXKHE HeXKeJIRHH PeAKIHH

KaKkTo BCHYKH JIeKapCTBa, TORA JIEKapCTBO MOXe Ja NpeH3BHKA HeXKeNlaHH peakuii, BIIPEKH Y€ HE BCEKH
r'd NOJIy4yana.

CIIPCTE dpPHCMAa HA Po3leThn 1 He3abaBno NOTHPCETE MECIHIOHHCKA NOMOII, AK0 NOJYHMHTE HEAKOH OT
CACAHHATE HCKC/IAHH PCAKIIHA.

- 3aTpyaHeHO auuIaHe Cb¢ MM Oe3 noayBaHE Ha NHUETO, YCTHHTE, €3MKa W/HIHM I'bpJIOTO; NOOyBaHe Ha
JIALETO, YCTHHTE, €3HKA H/HIIH MBPAOTO, KOETO MOXE J1a NPHYHHH 3aTPYAHEHO NMperiblilaHe; CHAEH Chpdex
Mo KoXarta (¢ NogyTHHH). ToBa MOraT Aa ObAaT CHMIITOMH Ha TEeXKKA AJICPrHIHA PeaKInHi.

- Beaka HeobscHuma Myckynda bonka, 6onesheHoct uiu cnaboct. Topa € Taka, 3al0oTO B peIKH Cly4au
MYCKYJIHHTE nipobneMn, BKIIOYHTENHO MYCKYAHOTO pasrpaxjaaHe, BOACILO 10 YBpexaaHe Ha ObOpeuure,
Morar Ja O6bZaT CEpHO3HH H Ia C€ NPEBbPHAT B NOTEHUHATHO XHBOTO3ACTPALIABALIO CBCTOAHHE.

- Jlyntyc-noaobeH cuApoM (BKIIIOUHTENHO OOpHB, CTaBHY HAapyIUEeHHUd U eeKTH BLPXY KPBBHHTE KIIETKH ).
- Pa3kncBaHe HaA MYCKYJIUTE.

- YepBeHHKaBH, HEHAAMTHATH, NOAOOHY Ha MMILEHA WAH KpPBbIJIH METHA MO TANOTO, 4Y€CTO LEHTPANHO
pasnoyiokeHU MexXypH, OeneHe Ha KoxkaTa, A3BH B YCTaTa, MbPAOTO, HOCR, MO MEHHTAIMHTE K O4YHTE, Te3H
CEpHO3HH KOXXHH OOpHMBM MOrat Aa ce MpeuecTBaT OT MOBHUIEHA TeMneparypa d rpunonoaodHu
cUMIITOMH (CHHAPOM HAa CTHBBHC JDKOHCBH).




- O0mpen oOpHB, BHCOKA TenecHa TeMneparypa W yBeaudeHd nuMpun sw3an (DRESS cuHapoM uan
CHUHAPOM Ha NIeKapCTBEHA CBPbXYYBCTBHTEIHOCT).

YecTH (Morar ga sacersar 1o |1 Ha 10 ayuun):

JHapHa; MeTeopu3bM; YYBCTBO Ha YMOpa; NMOBHLIEHUS B HAKOM NabopaTopHM KpbBHH W3C/eABaHHA Ha
yepHoApoOHaTa QYHKUHA (TpaHCaMHHa2M); rnapobonue; croMalind Gonku; 3anek; raieHe; MYCKYJIHa
Honka; uyBCTBO Ha cnabocT; sBMeHe Ha CBAT; Auaber — nosBaTa My € NO-BEPOATHA, aKO HMaTe BHCOXH HHBA
Ha 3aXap U MasHUHH B KPbBTA, HMATE HAJAHOPMEHO TEIJIO M BUCOKO KPbBHO HansArane. Baumvar nekap uie
Bu nabnionaepa, nokaro npieMarte TOBa JIEKapCTRO.

He4ectTH (Morar aa 3acerHar Ao | Ha 100 ayuin):

[loBNiileHH HHBA NIPH HAKOH 1a00paTOPHH KPBBHH TECTOBE Ha MyckynHaTa ¢ynkunsa (CK); kalnuua; solo
XpPaHOCMHUJIaHe; KHCENHHH B cTOMaxa; OONKM B CTaBUTe; MYCKYJHH ¢na3MH; Oojka BbB BpaTa; HaManeH
aneruT; bonka; 605ka B repAUTE; FOPEILH BbJIHH; BUCOKO KPLBHO HAJIATaHe; yYCellaHe 3a U3TPbNBAHE; CyXa
yCTa, Bb3NaJNCHHE HA CTOMaxa; cbpOex; oOpHB; KONpPUBHA TPeCcKa WIM APYrH KOXHH peakiuuH; Oonka B
repba; MyckynHa cnaboct; Ooika B pwlUETEe W Kpakara; nOAyBaHe, 0co0eHO B pBLETE M Kpakara;
yBEJIHYABAHE Ha KOJMYECTBOTO NPOTEHH B YPUHATA — Ta3d peakuus OOHKHOBEHO Ce HOpMAaIH3Hpa caMa 1o
cebe cu, Oe3 na ce Hanara cnHpaHe Ha npueMa Ha PozetHH (camMo npm npHeM Ha po3yBactaTHH 10 mg u
20 mg).

Peaxn (Morat aa 3acerdar ao 1 Ha 1 000 aywn):
HaMmansBaHe Ha Opofs Ha KpPbBHHTE KJETKH, KOETO MOXe Ja MPHYHHHM XeMaTOMH/KbpBEHe

(TpoMOouHTONIEHNS); CHNHA OoNka B cTOMaxa (BBb3NANEH MaHKpeac).

Mpuoro peaxu (mMorat ga 3acerdar a0 1 Ha 10 000 gyus):

XerreHuna (MOKLATABAHE HA KOXKATa M OYHTE), XenaTHT (Bb3naneH uepeH Apod); cneln OT KpLB B
YPHHATA; YBpEeXKAaHe Ha HEPBHTE HA KpakaTa U pbleTe (KaTo CliyyaHn Ha H3TpBIBaHe); 3aryba Ha nmaMerra;
rHHEKOMACTHA (YroJieMsBaHe Ha I'bPAHTE MPH MbXKeETe).

C Hen3BecTHA 4eCTOTA (YeCTOTATA HE MOXE A3 OBAe onpeZienieHa Bb3 OCHOBA HA HAIMYHHTE AaHHH):
3anyx; MoAyBaHe; HAPYLICHHS Ha ChHA, BKIIOYHTENHO Oe3ChbHHE U KOLIMapH; CEKCYalHH 3aTpyAHEHHA;
aenpecus; npobieMH ¢ OMIIAHETO, BKIJIIOYMHTENHO MOCTOSHHA KAIMI2 W/HAH 33aJyX HIH TpPECKa;
HapaHABaHEe HA CYXOKHIHATA; MYCKYIHA c1aboCT, KOATO HE OTUIYMSABA K € NOCTOAHHA; NOBAMUIHAT YepBeH
oOpuB, HaAKrHaT YyepBeH OOpHB, MMOHSAKOTa € NE3HH, OPOPMEHH KAaTO MHILEHA (epUTeMa MYJITHGOpME);
MYCKYJIHa YYBCTBHTENHOCT; KAMbHH B XX/MBUKATA WM Bb3NAICHHE HAa XTbYHHA MeXyp (KOeTo MOXe na
NpUYHHU KOopeMHa 0oJika, rajicHe, NOBpRUlaHEe); MHacTeHMs rpasuc (3afonseane, nmpHuHHABalLO oOmwa
MYCKYJIHa c1abocT, B HAKOM CnydaW BKJIOYBALIZ W MYCKYJHTE, KOHTO Y4aCTBAT MPpH HHILAHETO); OUHA
MHUacTeHHsA (3abongBaHe, NPpHIUHABALLO ¢1AdOCT HA OYHHA MYCKYJ).

["oBOpete ¢ Bamus nekap, ako U3NHTBaTe cNabOCT B phLETE HIIH KpaKaTta, KOATO Ce BollaBa cnej
MEPUOAM HA AKTHBHOCT, HMaTe ABOMHO BUXIaHE WIH YBHCBAHE Ha KJEMAauMTe, 3aTPYAHEHO NPErbliane

HJIH 3a4YX.

Crofliapane Ha HeXKeJIAHA PEAKHHA

AKO MONYYHTE HAKAKBH HEXKEJIaHH IeKapCTBEHH peakuMH, yeeaomere Baiunsa nekap nnm papmanesT. Tosa
BKJIIOYBA BCHYKH BE3MOXXHH HEONHCAHHU B Ta3y MHCTOBKA HEXKENAHH peakKuHi. MoxeTe Cbio Ja chboOLIHTe
HEXKENIAHH peakUHH AUPEKTHO upe3 M3nbAHUTENHE areHUMA 1O 1eKapeTearta, yi. ,, Jlamsax ['pyes“ Ne 8, 1303
Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg. Kato crobitaBare Hexenanu peakliii, MoXeTe Aa AafieTe
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5. Kak na cexpausiBare PozeTun

Jla ce cbXxpaHsiBa HaA MSCTO, HEJOCTBITHO 3a Jela.

He u3non3saiiTe TOBa N1€KapcTBO Cjel H3THYAHETO HA CPOKa HA NOJAHOCT, OTOENA3aH BbPXY KapTOHEHaTa
onakoBka M Onucrtepa ciaen texcra ,,l'oaeH 10:” (,L,EXP”). CpokbT Ha roAHOCT OTrOBaps Ha NOCJEAHHUS JEH
OT MOCOYEHHA Mecell.

Jla ce cbxpaHsBa B OpMrHHa/lHaTa ONakoBKa, 3a Ja ce Mpejnasd OT Bjlara U CBETJIHHA. T03H JieKapCTBeH
MPOAYKT HE H3HCKBA CNELMAJIHU TEMIIEPATyPHHU YCIIOBHSA HA CbXPaHEHHE.

He u3xBbpasiTe JieKapcTBaTa B KaHaJIM3alMATa HJIM B KOHTEHHEpa 3a JAoMaluHu otnaabuH. llonuraiite
Bawns ¢hapmaueBT kak 1a U3XBbPIIATE JIEKapCTBATa, KOUTO BeYe He U3noJs3Bare. Te3u MepkH 1ie CrioMOrHar
3a OMna3BaHE Ha OKOJIHATa cpeaa.

6. ChbabpxkaHHe HA OMAKOBKATA H A0NbLJIHHTEIHA HHPOpMaUHs

KakBo ¢cbabpxka PozeTnH
AKTHBHHTE BELLECTBA ca: po3yBacTaTHH (rosuvastatin) U e3eTuMHO (ezetimibe). Beaka tabneTka cbabpka
10 mg unu 20 mg po3yBacTaTiH (KaTto po3yBacTaTHH Kaauuii) u 10 mg ezeTuMuo.

Jlpyrure cbCTaBKH ca: MUKPOKpHUCTaNiHA LieayJio3a (E460), cunuiueB Anokcua, KonouaeH 0e3BojieH
(ES51), marne3sues creapart (E572), nosuaon (E1201), kpockapmenosa Hatpuii (E468), HaTpues
naypuicyiadar (ES14), nakroza MOHOXHApPAT, XHIIPOMEI03a,

Onagpaii bexxoso (10 mg/10 mg): xunpomenosa (E464), tutanor auokcua (E171), makporon 4000
(E1521), xene3en okcua, kuat (E172), Tank (ES553b),

BusakoyT XXbaro (20 mg/10 mg): xunpomenosa (E464); Turanos auokcua (E171); rank (E553b),
makporon 4000 (E1521), xene3en okcua, xbuiart (E172).

Kak u3riexaa Po3eTHH H KaKBO € CbIbPKa ONAaKOBKATA

PozetuHn 10 mg /10 mg: bexoBH, KpbriiH, NBOHHO-U3NBKHAIH (UIMHpaHH TaOJNIeTKH C AHAMETbpP OT
npubausuTenrHo 10 mm u ¢ BaasOHato penedHo odosznauenue “EL47 0T eqHaTa UM cTpaHa.
Pozerun 20 mg/10 mg: XXBbaTH, Kpbriau, ABOHHO-M3MbKHaNM (HIMHpaHH TabNeTKH ¢ AMaMETBP OT
npubausuTento 10 mm u ¢ Bars6HaTO penedHo obo3Hauyenue “EL3” oT eanaTa UM cTpaHa.

Pozetun 10 mg /10 mg dunmupanu tabieTku

Onaxkosku ot: 10, 15, 30, 60, 90 u 100 punmupann TabneTkw.
Poszerun 20 mg /10 mg

Onaxosk# ot: 30, 60, 90 u 100 punmupann Tabnerku.

He BCHYKH BH0OBE ONAaKOBKH Morar Ja 0baaT nycHaTH B npojaaxoa.

IlpuTexkaTe Ha pa3pelieHHeTO 32 ynorpeba

Zentiva k.s.
U kabelovny 130,
Dolni Mécholupy

102 37, Prague 10
Yewka penybnuka

[Ipon3BoauTe.
ELPEN Pharmaceutical Co. Inc.
Marathonos 95, Pikermi, 190 09 T
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ELPEN Pharmaceutical Co Inc,
Zapani, Block 1048, Keratea, 190 01,

["upuns

RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.
P.O BOX 3012 Lanssa Industnal Area, Larissa, 41500

I spums

Tosa AekapcTBO € pa3peleHo 3a ynorpeba B AbpKaBHTe-qwieHKH Ha EBpone#ickoT0 RKOHOMHYECKO
NpPOCTPAHCTRBO NOA C/JICIHATE HMEHA:

Xonauaua, Ectonns, Jlateus, [lonma: Rozesta

@®panunsa: Quiloga

Yewka penyOuka, [lopryranus, PyMmbuusa, Yurapusa, Cnopakus: Rozetin
bbarapus: PoieTun

Jd2Ta Ha NOC/eRHO OpEpa3riekKiaHe HA JHCTOBKATA
19.12.2025




