A2, 0023/ 25
- S 2739 30309 s

JInCTOBKA HA npoaAyKTa: HHPOPMANLHS 32 NALHEHTA

Pozerun 10 mg / 10 mg pnamupanu rabaerku
Pozernn 20 mg / 10 mg puamupann TabaeTkn

Rozetin 10 mg/10 mg film-coated tablets

Rozetin 20 mg/10 mg film-coated tablets
po3yBacTaTHH/€3eTHMHO
rosuvastatin/ezetimibe

[IpoyeTeTe BHHMATE/HO UAJIATA JIHCTOBKA, NPE/H 2 3aM0YHeTe 12 IPHEMATE TOBA JIEKapCTBO, Thii
KaTo T ChbABbPKa BaxkHa 3a Bac nndopmanus:

- 3anaserte Ta3u JMCTOBKAa. MOXe J1a ce HaJlOKH 1 § IPOYeTeTe OTHOBO.

~ AKO HMaTe HAKAKBH [IOMbIHUTEIHH BLIPOCH, MonuTaiiTe Bamus nexap unu papmauesr.

- ToBa nekapcTBo e npeanucano nnuHo Ha Bac. He ro npeorcTbnsaiite Ha Apyru xXopa. To Moxe na
HM HaBpEC/H, HE3aBUCHMO Y€ MPHU3HALIUTE HA TAXHOTO 3a00JgBaHe ca ChlUMTe KaTo BaluuTe.

— AKO MOJIyYHTe HAKAKBH HEXeNaHH peakUuWH, yBeaomere Baius nekap wim ¢apmauest. Tosa
BKJIIOYBAa M BCHYKH BB3MOXHH HEXEJIaHH peaklHH, HEONKCAaHH B Ta3u JIMCTOBKA. BukTe Touyka 4.

KakBo ¢cbAbpkKa Ta3H JIHCTOBKA

Kakso npeacrasnsBa Po3eTHH M 3a KakBO ce W3NoJ3Ba
KakBo TpsbBa na 3Haete, npeau na npuemere PoseTuH

Kak na npuemare Po3erun

Bb3MOXKHHN HeXellaHH peakLuH

Kak na cexpansBare Po3eTnn

ChabpikaHHe Ha ONAKOBKAaTa M AOMbJIHHTENHA HHDOPMALIHS

ON T e O KD e

1. Kakso npeacraBiasBa Po3eTHn n 3a KakBo ce H3M0/13B2

PoseTHH cbabpxka ABe pa3nMuHM akTHBHH BeulecTBa B | Tabnerka. EJHOTO OT aKkTHBHMTeE BeLlleCTBA €
PO3yBacTaTHH, KOHTO NPHHA/IEKH KbM IPynaTa Ha Taka HapeYeHHUTe CTaTHHH, APYTOTO AKTHBHO BELLLECTBO
€ e3eTHMHO.

Po3eTuH nonmxkapa HUBaTa Ha 0OwKMs XosnecTepo, . Jouus™ xonectepon (LDL-Xxonectepon) u MacTHHTe
BELIECTBA, HApEUEHH TPHIIIMLUEPHAH B KpbBTa. B nonbianenne, Posetn noBuiuaBa HuBaTa Ha ,,100pus”
xonaecrepoa (HDL-xonecrepon).

Po3eTnH neiicTBa 3a HaMmansBaHe Ha XOJIecTepoJia M0 JBa HAYHHA: HaMaIfBa XxojnecrtepoJia, abcopbupaH B
XPaHOCMHJIATETHUSA TPAKT, KAKTO H XOJieCTeposia, 0Opa3yBaH OT CaMUsi OPraHU3bM.

XO0NeCTEPONbT € €1HO OT HAKOJIKOTO MACTHH BELIeCTBAa, KOMTO Ce HamupaT B.KpbBTa. OOwusT B
XoJiecTeposi ce CbCToH riasHo ot LDL- n HDL-xonecrepou.




CTCCHABAHE HA APTEPHHMTE, KOSTO J1a 3a0aBK MM Ja O10KHMpa MPUTOKA HAa KPBB KbM XH3HEHOBAXKHH OpraHu
KaTo ChpPLIETO H MO3bKa. ToBa 6noKHpaHe Ha MPUTOKA HA KPBB MOXeE /1a oBeAe 10 HH(APKT HNH HHCYAT.,

HDL-xonectepombT 4ecTo ce Hapuua ,,000bp” XonecTepos, 3aill0TO nomara 4a ce NPeAOTBPATH
HATPYNBAHETO HA NOLIKSA XONECTEPO/ B APTEPHHTE U NpeAnasBa OT ChpACYHH 3abongaBaHus.

TpurnduepuauTe ca aApyra ¢opMa Ha MazHUHK B KPBBTA, KOATO MOXE Ja YBEJIHYH PHCKA OT ChPACYHH
3a009BaH KA.

To31 nexapcTBEH MPOAYKT Ce€ W3MON3Ba MPH NALMEHTH, KOHUTO He MOTraT ja KOHTPONUpAT HUBATA HA
X0JIeCTEépONa CH CaMO 4pe3 xpaHuTenHa Aueta. BHHarn Tpabea na Obaere Ha xpaHWTeNnHa AMera 3a
MOHHXKABaHE HA XONECTEPONA, JOKATO NPHEMATE TOBA JIEKAPCTRO.

Po3eTiH ce u3nonssa B AONBJIHCHHE KbM BalllaTa JHETA 3a NOHHXABaHe Ha X0OJECTEPONA, aKO HMarTe:

— IloBuilcHO HHBO Ha XOJecTepol B KPbBTA ([IbPBHYHA XHMIEPXOJIECTEPOIEMHS [xeTepo3uroTHa
¢amunna 1 HedpaMuHa))

® 33 KO€TO CTe U3NMOJ3BAJIK CTATHH M €3eTHMHD KaTo oTaeHu TabneTku.

® NopaaH HacCNeACTBEHO 3abonsBaHe (XOMO3HFOTHA (aMUJIHA XHUIEPXONECTEPONEMHA), KOETO
MOBHLIABA HABOTO HA XONECTEPOIT B KPLBTAa. MoXe na nosyuuTe U APyrH NeYeHus.

— Cbpaeuto 3abonasane, PozeTHH Hamandsa pucka 0T HEGAPKT, HHCYAT, onepaunns 3a yBeanvaBaHe Ha
TPHTOKA HA KPBB KbM CBPLETO HIIH XOCMHTATIH3ALMA nopaax 60/ka B repauTe.

Poserun He Bu nomara aa orcnabuere.

3a MOBEYETO XOPa BUCOKHAT XONECTEPO/ HE BIMAE BbPXY HauHHa, 110 KOHTO Te ce 4YyBCTBAT, 3aL10TO HE
MPCAH3BHKBA HHKAKBH CHMNTOMH. AKO oDauye He Obaar leKyBaHH, MacTHHTE OT/araHMa MOTAT Aa ce
HaTpynar Mo CTCHHTE Ha KPbBOHOCHUTE BH CBbAOBE, KOETO Aa rd HaKapa Ja Ce CTeCHAT.

IloHgKora Te€3M CTECHEHH KPBBOHOCHH CbAOBE MOraT Ja OnjaT OnokupaHu, KOETO MOXE Jla npeKbCHe
KPhBOCHA0ZIABAHETO Ha CBPLETO HJIH MO3bKa M TOBA Aa A0BEE /0 HRMAPKT WK HHCYAT. AKO KOpHTHpaTe
HUBATa HAa XOJCCTCPONA, MOXKETE 1a HAMAJIHTE PUCKA OT HHGAPKT, HHCYNT MNK CBBP3aHH 3APABOCIOBHM
npodneMu.

Tpabea na npoxbmkute na npuemate PozeTuH, JOpH ako Tol Hamanw xonecrepona Bu g0 npaBunHoro
HHBO, THit KaTO TOH NPENOTBPATARA NOBTOPHOTO NOKauBaHe Ha HUBATA HA XOJECTEPONA, KOETO Aa JOBEAE
A0 0bpa3zyBaHeTO Ha MACTHH HaTPyNBaHHA.

Tpabsa obaue na cnpere npuemanero Ha PoseTnn, ako Bawusr nekap By kaxe na ro HanpaBuTe, UM aKo
3abpeMeHeerTe.

2. Kakso TpubBa aa 3naere, npean aa npuemete PozeTnn

He npuemaiiTe PozeTHn, ako:
— CTE¢ aNepru4Hy KbM €3eTUMHO, po3yBacTaTHH WM KbM HAKOR OT OCTaHAIH
nexkapcTBo (M30poeHH B Touka 6);

— HMarte YepHoaApoOHO 3abonaBane;




cTe OpeMeriHa MM KbpMHTE. AKO 3a6peMeHeeTe MO BpeMe Ha npueMa Ha PoseTHH, cnperte aa ro
npremare He3abaBHO M yBeaoMete Bawna nexap. Xenute tpabra na nibarsar 3abpeMeHsaBaHE No
BpeMe Ha npuema Ha PO3eTHH Ypes U3Mo3BaHe Ha MOAXOAAINA KOHTPALETILINA;

HMaTe TeXKH ObOpeuHy npobnemn;

NMaTe NOBTapALlA C& HITH HEOOACHHMA MyCKyIHa GoNe3sHEHOCT KN 6oMKH (MHONaTHs);

lIpHeMaTe nexapcTBeHa kKoMORHauus oT codocOyBHp/BeNNAaTaCBHpP/BOKCHIANPEBHD (M3NON3BA ce
3a IEYEHMETO HA BUPYCHA MHQEKLIMS Ha YepRUA Apob, HapeueHa xenatut C).

MPHEMATE JIEKAPCTBO, HAPECUEHO LIHKNOCHOPHH (U3N0N3BAHO, HANPHMEP, Cel TPAHCIIAHTALIHSA Ha
OpraHu).

AKO HAKOE OT H3OpOEHHTE Mo-rope OGCTOATENCTRBA CE OTHACH (MM Ce ChbMHSABATE, Ye ce oTHaca) 3a Bac,
MOJI%, BBPHETE C€ U C€ KOHCYATHpaiiTe OTHOBO ¢ Baiwuna nekap.

Iipeaynpexaenns H npeaAnazH MepKH
I"oBopeTe ¢ Bauins nexap unn papmauent, npean na npueMete PoseTun, ako:

HMaTe npobnemu ¢ 6n0penTe.
KOHCyMHpATE TrOJIEMH KOJMMYECTBA AIKOXOJ MM HAKOra CTE UManH 4epHoapobHO 3abonssaie.
Po3leTHhr MOXe Aa He e NoXoA4Ly 3a Bac.

CT¢ HMajlH NOBTapAINa Ce HAH HeoDACHMMAa MycKynHa OOoNe3HeHOCT WaM GOJNKH, JHYHA HIH
(haMuIHa aHaMHe3a 33 MYCKYJHM NpobneMH, HIH NpeAllecTBallla aHaMHe3a 3a MYCKYJIHH
npobneMu No BpeMe Ha NpreM Ha APYFH NeKapcTBa 3a NOHWXKABAHE Ha xonecrepona. Kaxkere Ha
Baiuus nexap He3abaBHo, ako UMaTe HEOGACHMMA MYCKYHA BONe3HEHOCT MU Donku, ocobeHo ako
CC NOYYRCTBATE 3/1€ WIH HMaTe Tpecka. Kakere cblio Ha Bawms goktop unn dapmauest, ako
HMAaTe MOCTONHHA MYCKYJIHa ciabocT.

IHTOBHAHATA BH X1e3a He GpyHKUMOHHMpa npaBHIHO.

HMaTe TeXKa AUXaTelHa HEAOCTATLYHOCT.

pHEMATE JICKapCTBa, U3N0A38aHH 3a 6opba ¢ X1B-undexnuns, Hanpumep putonasup c NOMHHABHD
W/MNK aTazaHaBup (Mons, BHxre ,,JIpyrd nekapcTea u Poszetun™).

CTe Ha Bb3pacT HaA 70 roAuHH (Toii kato BawnsaT nekap Tpabea aa H30epe NpaBMIHATA, TOAXOASINA
3a Bac HauanHa 103a Ha PoseTuH).

pHeMaTe JpyrH J€KapCTea, HapeueHH PubpatH, 3a 1a NOHKHXHTE XONECTEPONa CH (MONA, BHXKTE
»PYTH JekapcTBa U Posernn™).

ce Hanara fa Bu Obae n3BbplieHa onepauns, Moxke Ja ce HAJIOXKH Ja crpeTe npueMa Ha PozeTnH
33 KpaTKo.

CTC OT a3HATCKH NMPOHM3XOA - T.€. ANOHCKH, KHTAHCKH, PUIHNHHCKH, BHETHAMCKH, KOpelCKH M
HHAWACKK. Bamuat nexap tpalea na n3bepe npaeunnara, noaxoasiua 3a Bac HayanHa 703a Ha
PoseTHH.

NpUEMaTe K CTE NPHEMAIH Npe3 NOCNEeAHHTE 7 RHU JNE€KAPCTBO, HapeyYeHO (Yy3UA0Ba KHCEIHHA
(nexkapcTRo 3a OakTepHanna HHGEKUNR), Npe3 ycTaTa WK ypes HHXeKTHpaHe. KomOnHaluaTa ot
¢ysnaosa xucenuna u PoleTHH MoXke Ha A0OBEAE A0 CEPHO3HH MYCKYJHH 1pobiemu
(pabaomuonusa).

HAKOra CTE MMaH TEXBK KOXKEH OOpHB Wy OeneHe Ha Koxara, NOABA HA MEXYDU W/WIM S3BH B
yctaTa cieh npueM Ha Po3eTdH unu Apyru cBbp3aHH IeKapCTBa., '
aKO HMaTe WM CTe HMaJTH MHaCTeHHS (3a00aBaHe, KOETO Ce NpoaBsBa ¢ 00
B HAKOH CTyYaH BKNIOYBALLA H MYCKYJ/IHTE, KOUTO YYACTBAT NPH AHILAHETC




(3a00s1aBaHe, MpHUKHHABALIO cNaboCT HA OMHUS MYCKYJ), ThH KaTO CTATHHHTE NMOHAKOra MOraT aa
BJIOIIAT 3a00/ABAHETO UK Aa A0BEAAT A0 NOABa HA MMACTEHHA (BX. Touka 4).

Ob6bpHeTE cnelHanHo BHHMaHKke NpK M3non3BaHe Ha PoseTuy:

[1pn neyenne ¢ Po3eTnr ce cbobluasa 3a CEpHO3IHM KOKHH PeaKLHu, BKIIOYBALLH CHHAPOM HA CTHBBHC
JDKOHCBH H JlekapCTBEHa peakLd ¢ e03HHOGHNMA U cucTeMHn cumnTomu (DRESS) . Cnpere ynotpebara
Ha Po3eTnH n noTbpceTe He3abaBHO MEANLMHCKA NOMOILL, aKO 3a6e/1eXHTe HAKON OT CHMOTOMMTE, OMHCAHH
B TO4Ka 4.

Hokato npueMare ToBa ieKapcTBo, Bawnat nexap we Bu npocnensra sBHHMaTeNnHo, ako HMaTe anabeT N
CTE C PHCK OT pa3sBHTHE Ha AuabeT. BeposaTHO cTe U3NOXKEHH HA PHCK OT Pa3BHTHe Ha AHAbeT, ako uMare
BHCOKH HHBA Ha 38XapH H MasHHHH B KPBBTA CH, NMaTe HAAHOPMEHO TErI0 M BHCOKO KPBBHO HaATaHe,

[pn Manbk H6poii Xopa CTATHHHTE MoraT Jia NOBAHAAT HA YepHHA Apol. Tosa ce yCTaHOBSIBa Ype3 NPOCTO
H3CICNBAHE, KOSTO ThPCH MOBHUIICHH HHBA HAa YePHOAPOOHHMTE €H3UMH B KpbBTa. [lopaau Tasm npHuHHa,
BawuaT nekap 0OOMKHOBEHO i€ W3BbPLIBA TOBA M3CNEABAHE HAa KPbBTA (M3CNEABaHE Ha YepHOAPOOHATA
¢byHKLKS) TPeAn H NO BpeMe Ha neyenneTo ¢ PoseTun. BaxcHo e 1a nocewasate fICKapA CH 3a NPeANUCAHKHTE
NaboOPaTOPHHU H3CNEABAHNA.

Jdena u oHOIUIK
Ynotpebara Ha Po3zeTHH He ce npenopbyBa npu Zieua H IOHOIIH Ha Bb3pacT 1o 18 roaxnm.

Apyru aexaperea u PozeTnn
Nudopmupaiite Bawus nexap unv dpapMauesT, ako NpHeMaTe, HACKOPO CTe IPHEMaiTH MM € Bb3MOXKHO Aa
npueMate ApyrH nexapcTsa. Ilo-cneumwando, tpsabea na ysenomnte Bawmnsa nekap, ako npuemarte
NEKApCTBEHH CPEACTBA C HAKOA(H) OT CIEIHHTE AKTHBHY CbhCTABKMH:

—  UHKJIOCTIOpHH (M3NOJ3BAH 4ECTO, HANPUMEP, Cel TPaHCANAHTAUUA Ha opranu). He mpremaiite
Po3eTHH, 10KATO B3eMaTe NHKIOCTIOPHH;

— HaponyTaMmua (M3n0/13BaH 3a NeveHre Ha pakoBH 3abonsBaHus).

— JlexapcTea ¢ aKTHBHA ChCTaBKa 3a pa3pexAaHe Ha KPbBTA KATO BapapuH HIH KIONMAOIpen,
(heHNPOKYMOH, aLeHOKyMapon, GIyHHAHOH UK THKArPenop (aHTHKOAryIaHTH).

— Xo/necTHpaMHH (H3110/13BaH ChIIO 33 MOHWKaBaHE Ha XOJeCTepona), Thi KaTo 3acira HaYMHa Ha
geticreue Ha Poszetun,

— ©ubparu (xato rempubposun, deHodpubpaT) MMM BCAKO APYro NEKAPCTBO, H3NON3BAHO 32
NMOHHKaBaHE Ha xonecTepona (KaTo e3eTHMHO).

— JlexapcTa NPOTHB 1010 XPAHOCMHJIAHE, CbABLPXKALM ANYMHHKHA MM MarHe3uil (M3NON3BaHN 33
HCYTpPalIH3HpaHe Ha KHCETUHUTE B CTOMaxa).

— EpurpoMuuud (aHTHOHOTHK).

— Ilepopanuy KOHTpaLenTHBH (IPOTHBO3a4YaTHYHH TabneTkn).

—  XOpPMOHO3aMECTHTEJTHA TEPAITHS.

— Peropagenn® (u3non3saH 3a nedeHne Ha pakosu 3abongBaHu).

— Hskoe oT cieaHUTe nekapcTBa, H3NON3BAHH 3a JIEYEHHE HA BHPYCHH MHMEKUMH, BKIIOUHTENHO
XHVB-ungexuns unu xenatut C, CaMOCTOSTENHO HIH B KOMOHHALIHS (Bnxre , [Ipeaynpexaenus
MpeANasHd MEPKH'). PHUTOHABHD, JIONHHABHP, AaTA3aHABUD, cotocbyBup
OMOUTAcBUp, NapuTanpesup, AacaCyBHp, BENNATACBHD, MPasONpEBHP, €
NHOpEeHTaCBHP.




— Ako TpsbBa 1a npuemare npes ycrarta $y3naosa KHCEHHa 3a IEYCHHE HA GaKTepHaTHA HHbEKLHA,
e Tp2OBa BpEMEHHO /1a NIPEyCTAHOBHTE NPHEMa Ha TOBa NEKapCTBO. Bauar nekap we Bu kaxe
kora ¢ besonacHo Aa 3anouyHere oTHOBO PosetuH. IlpueMbT Ha PoseTHH ¢ dy3uaoBa KHCenuHa
MOXE B PEAKH CiTyyaH 1a 1oBeRe A0 MYCKYTHa cnaboct, bonesHeHocT unu Gonka (pabaoMuonusa).
BuxTte noseue nHpopMaura oTHOCHO pabaoMHONH3a B TOUKA 4.

Tpabea cbiuo xa cbobuinTe Ha Bceku nekap, KoHTo BH npeanncea HOBO J1eKapcTBO, Ye npueMate Po3eTHH.

bpeMEeHHOCT H KbpMeRe

He npuemaiite Po3eTHH, ako cTe OpeMeHHa, KbPMHTE HIIH CMATATE, Ye € Bb3MOKHO Ja CTe OpeMeHHa. Ako
3abpeMeHeeTe Mo BpeMme Ha Npuema Ha PoseTHH, cnipeTe fa ro npremare He3abaBHO W yBeaoMeTe Bairus
nekap. XKenute TpaOBa Aa n3barsar 3abpemeHABaHe O BpeMe Ha NpueMa Ha PO3eTHH upes u3NoN3BaHe Ha

NOAXOAALIA KOHTPpALEenLHA.

He npuemaiite Po3eTHH, f0KkaTo KbpMHTe, Thif KaTo He € W3BECTHO JANH NEKAPCTBOTO NPEMHMHABA B
KbpMaTa.

IlJodupane n pabora ¢ MaIIHEMK

He ce ouaxsa Posetun 1a nonpeuu sa cnoco6HoctTa B na wodupare win ga pabotiTe ¢ MALIHHH. TpabBa
obaye na ce HMa NPEBHA, Y€ HAKOM XOpa MOraT Ja NoJyyaT 3aMaiiBaHe cien nmpHeM Ha Po3eTHH. Ako BH
CE 3aBHe CBAT, roBopeTe ¢ Bawung nekap npeau na wodupate unm 1a paboTHTE C MALMHH,

Po3zeTHH CBALPKA 1AKT03a MOHOXHAPAT (BHA 3aXap) H BATPHI

Ako BawmsT nexkap Bu e ka3an, ye HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBbPXKETE CE C HETo npeau na
MpHEMETE TO3H JIEKAPCTBER NPOAYKT.

ToBa nekapcTBo ChbAbpxka no-manko or |1 mmol Hatpuii (23 mg) Ha Tabnerka, T.e. MOXE /13 Ce Kaxe, ye
MPAKTH4YECKH HE ChbABPXKA HATPHUH.

3. Kax aa npuemate PoleTnn

BuHaru npuemaiite ToBa ekapcTBo ToMHO KakTo By e kasan Bawnsar nekap unu dbapmanesT. AKO He cTe
CHTYPHH B HELNO, nonHTalTe Bawusa nexap win ¢apmaltiesr.

- Ilpenn na 3anouHere nevyeHHero ¢ PoseTnH, TpAOBa Ja cTe Ha AMeTa 3a MOHWKABAHE Ha Xo/ectepona

- TpabBa na ce npuabpkaTe KbM JMETATa 33 MOHHXKABAHE HA XONECTEPONa, 10KATO NpHemarte PoleTuH.

Bawmat nekap ute onpeaens nogxondiiata Jo3upoBka Ha TabnetkaTta 3a Bac, B 3aBucHMocT oT Baluero
TEKY WO JieyeHHe ¥ Baliug 1MueH pHCKOB CTaTyc.

[lpenopbunTennara no3a e enHa Tabnerka Po3eTuH BeaHDBXK IHEBHO,

PO3eTHH He € NMOAXOAALL 3a 3ano4YBaHEe Ha JieYeHHe. 3anoyYBaHeTO Ha JICYEHHETO HIIN KODHFUpaHeTo Ha
A03aTa, ako € HeobXxonumo, TpabBa aa ce U3BLPIUBA CAMO upe3 MPHIOKEHHE HAa aKTHBHHTE BElieCTBa
NOOTAENIHO KaTO MOHOKOMIIOHEHTH, KaTo cCncAd ONnpelRensHe Ha NOAXOAALLMATE I03H € BbIMOXHO
peMUHABAHETO KbM PO3eTHH B Noaxoas1laTa JO3HPOBKA.

Onuralite ce na npuemare Tabnerkara No €4HO H ChillO BpEME BCEKH €H, 3a Ja
MoxeTe na g2 npuemare cbe M 6e3 xpana. INormblalite Bcska Tabnerka nsnia




Axo BamuaT nekap e npeanucan PoseTH 3aenHo ¢ Apyro JekapcTBO 3a MOHMKABAHE Ha XONECTEpona,
CbALPXAINO AKTHBHATA ChCTaBKA XONECTHPAMHH WM APYro NEKapcTBO, ChABPXKAILO CEKBECTPAHT Ha
KTbYHA KHCENMHA, TpaOea Aa npuemate PoseTuH mone 2 yaca mpead wiu 4 uyaca clen npHeMa Ha
CEKBECTPAaHTa HA XUTbYHA KHCEJIHHA.

PeoBHE OpoBepKE HA X0/1ECTEPO.IA

BaxcHo e na mocewasatre Balus nekap 3a penoBHH NPOBEPKH HA XONECTEPONA, 3a [a CTe CHTYPHH, 4e
XOJCCTEPONBT € AOCTHTHAN H OCTaBa Ha NPaBHIHOTO HUBO. BaliMaT nekap Moxe Aa pelun Aa yBennum
no3ara By, Taka ye na npueMare noaxoaaioro 3a Bac konHuecTBo oT NekapeTBOTO.

AKO ¢Te NpHeJIH noBeyYe oT HeoGxoanmaTa A03a PoszeTrun
CeBpxete ce ¢ Bawns nekap WiH ChbC CNELIHOTO OTAC/NEHHE Ha Hali-6aK3KkaTa GOMHMIE, ThH KATO MOXe Aa

HMaTe HYXAa OT MEAHLUHHCKA NOMOLI]

AKO cTe nIponycHANH A3 npHemeTe PoseTnn
He ce nputecHaBaiiTe, npocTo B3eMeTe cheaBaillaTa cH Hacpo4€Ha 103a B TO4HOTO BpeMe. He B3emailite
ABOKHA 71033, 3a Aa KOMIICHCHpaTe NPOINyCHATaTa 103a.

AKoO cT¢ crnpein npuemMa Ha Po3zeTnn
I'oBopete ¢ Bawng nekap, Thii kaTo HHBaTa Ha XONecTEpoNa MOXKe Aa CE MOBHUIIAT OTHOBO, aKO cnpeTe

npueMa Ha PozeTHn.

AKO HMaTe HAKAKBH JOMBJIHUTENHHM BBLIPOCH, CBBP3aHK ¢ ymoTpebara Ha TOBa NeKapCTBO, MOMMTAHTE
Baumus nexap unu dpapmaresr.

4. Bb3MOXHEH HeXeJNaHH PeaKnuH

KakTo BCHUKH /IeKapCcTBa, TOBA IEKAPCTBO MOXKE /1A MPEAH3BHKA HEXENAHN PEaKUHH, BbAPEKH He He BCeKH
4 Nony4yansa.

CnpeTe nprema na PoleTnH n He3a6RBHO NOTLPCETE MEAHIBHCKA OMOLL, 2KO NOJIYYHTE HAKOA OT
CJeAHHTE HENEJAHH PEAKIIHH:

- 3aTpyAHeHO AHLIaHE Cbe MK 0e3 noayBaHe Ha JIMUETO, YCTHHTE, e3uKa WHIH FbPROTO; NMOAYBAHE HA
NHMLETO, YCTHHTE, €3HKa H/HNU IbPIIOTO, KOETO MOXKE Ja IPHYHHHU 3aTPY AHEHO NPErTbLIAHE, CHIIEH cbpbex
No koxara (¢ NoXYTHHH). ToBa Morat Ja 6bJaT CHMIITOMH Ha TEKKA AJEPrHUHA PEAKINA.

- Beaka HeoOacHMMa MyckynHa Gonka, 6onesHeHocT uan cnaboct. Topa e Taka, 3auIoTo B PEAKH Cly4yaH
MYCKYJIHHTE NPOONEMH, BKIKOYHTENHO MYCKYJHOTO pasrpaxcaaHe, BOAELIO A0 YBpexkIaHe Ha bsOpeunTe,
MOrat Aa 0bJaT CEpHO3HH W Aa c€ NPEBbPHAT B NOTEHUHAIHO KHBOTO3ACTPAINABALIO ChCTOSHHE.

- Jlynyc-nonoGeH cuHapoM (BIIIOUHTENHO 0GPHB, CTABHHM HApYILEHUS U eheKTH BbPXY KPBbBHHUTE KJIETKH).
- PaskbcBane Ha MyckynnTe.

- UepBeHnkaBu, HEHAAHTHATH, NOAOGHH HA MHLIEHA HIIH KPBLIJIM NETHA NO TAIOTO, YECTo LIEHTPAJTHO
pasnoNoxeHy MexXypH, beneHe Ha koxkaTa, A3BH B YCTAaTa, I'bPJOTO, HOCA, MO TeHHUTAIH Te. Tesn
CEPHO3HH KOXHH OOpHBM MoOrar JAa ce MNpealiecTBaT OT MOBHIIEHA TEMIe
CUMITTOMH (CHHAPOM Ha CTUBBHC J2KOHCHH).




- Obwnpen oOpuB, BHCOKa TenecHa TeMnepaTypa U yBenH4eHn nuMoHH Bb3nH (DRESS cuuapoM unm
CHH/POM Ha JIEKapCTBEHA CBPBLXYYBCTBHUTENHOCT).

HecTH (Morar pa 3acersat ao 1 Ha 10 ayum):

JAuapus; METEOPH3IBM; YyBCTBO Ha YMOpA; MOBMINECHHS B HAKOH nabopaTopHH KPBbBHH H3CNEABAHHA Ha
YepHOApoOHaTa (YHKUMA (TpaHcamMuMHasu); rnaBoGoNMe; CTOMALUHM OONKH; 3aneKk; rageHe; MycKyJaHa
Oonka; 4yBCTBO Ha cnabocT; BHEHe Ha CBAT, HabeT — nospata MY € M0-BEPOATHA, aKO UMATE BUCOKH HHUBA
Ha 3aXap 1 MAa3sHHHH B KpbBTA, HMATE HAAHOPMEHO TEMIO U BUCOKO KPbBHO HalAraHe. BamnsT Jekap Lue
B HaGuionasa, 10KaTo npuemare ToBa NeKapCTRo.

Heuectn (Morat na 3acersar ao 1 Ha 100 aymumm):

[MoBrLICHH HHBA NIPH HAKOH N1a6OPATOPHH KPLBHH TECTOBE Ha MycKynHaTta @yHkuua (CK); kawinuua; nono
XPaHOCMHIAHE; KHCENIHHH B CTOMaxa; O0JKH B CTaBUTE; MYCKYJIHH CHA3MH; 0OJKA BbEB BpaTa; HaMaJleH
aneTuT; bonka; 6o5ka B r'bpAHTE; rOpelliH BbIHH; BHCOKO KPbBHO HaNAraHe; ycellaHe 3a U3TpbNBaHe; Cyxa
YCTa; Bb3NANCHHE HA CTOMAaxa; CbpOex; 0OpHB; KONPHBHA Tpecka MM OPYIH KOXHM peakuuH; 6oKa B
rbpba; MyckyiHa cnaboct; Gonka B peuere H Kpakara: nonysaHe, ocOOEHO B pBUETE M KpaKaTa:
YBEJIHYaBaHe Ha KOJTMMCCTBOTO MPOTEHH B YPHHATA — TAa3M PeakLds 0OGHKHOBEHO Ce HOpMaJiH3dpa caMa no
cebe cH, Ge3 na ce Hanara cnupaHe Ha npuema Ha PoseTHn (camo npu npuem Ha posysacTathH 10 mg u
20 mg).

Penxn (Morar na 3acernar o 1 va 1 000 aywm):
HamanssaHe Ha Opos Ha KpbBHHTE KIETKHM, KOETO MOXe Na TIpUYHUHH XeMaTOMH/KbpBeHe
(TpoMbouMTONEHHA); cuiHa GoJKa B CTOMaxa (Bb3naneH naHkpeac).

Mnoro peaxa (Morat aa 3acersar ao 1 Ha 10 000 AYLWR):

Xunrennna (MOXbITABAHE Ha KOXKATa H OYHMTE); XeMaTMT (Bb3NaneH 4epeH Apob); crneau ot KpLB B
YPHHATa, yBPCHKIAHE HA HEPBHTE HA KPaKaTa H phLUETe (KaTO CIyYau Ha MITPBLNBaHeE); 3aryba Ha namerra;
FHHEKOMACTHA (yroJjieMsBane Ha IbPANTE NIPH MbXeTe).

C Hen3pecTHA TecTOTA (YECTOTATA HE MOXKE A Obae onpeneneHa Bb3 OCHOBA Ha HAJTHYHHTE OaHHH )
3aayx; noayBaHe; HapylIEHHS Ha CHHR, BKIIOYHTENIHO GE3CLHHE M KOLLIMapH; CEKCYANTHH 3aTpyAHCHHS:
AENpECHs; MPOONEMH C AMINAHETO, BKIIOYHTENHO MOCTOAHHA KAUMHWA W/ UK 3aJyX MIH TpPecKa;
HApaHABAHE HA CyXOXHIIHATA; MyCKYIHA caboCT, KOATO He OTUIYMABA H € NOCTOSHHA: MOBAHIHAT YEepBEH
OOpUB, HAZIUrHAT uYepBeH OGPHB, MOHAKOra C JE3MH, 0popMeHH KkaTo MHILEHa (epHTeMa MyJaTudopme);
MYCKYJIHa YyBCTBHTEJIHOCT, KAMBHH B XJIbYKATA HIH BBL3INANCHHE HAa XKITBUHHS Mexyp (xoero Moxe na
NPHYHHH KOpeMHa 00/ka, rageHe, nospblIaHe); MHACTEHUS rpaBuc (3abonsBaHe, mpHuYUMHABALIO obuia
MYyCKYNiHa CaboCT, B HAKOH ClIy4aH BKTIOHBAINA W MYCKYJHTE, KOHTO y4acCTBaT NPH AHLIAHETO), OYHA
MHacTeHHA (3abonsBaHe, NPpHYHHABAILO caboCT HAa OYHHS MYCKYN).

["'oBopeTe ¢ Bainus JICKAp, aKo U3nUTBaTe cnabocT B pbleTe UK KpakaTa, KOATO Ce BJIOLLIABA caen
EPHOAH HA aKTHBHOCT, UMaTe ABOHHO BUXKIAHE UM YBUCBAHE Ha KN€NavyuTe, 3aTpyAHEHO MperTbliaHe

MNH 3311y X.

CrobmaBaHe Ha HeXKeNANH peakuHH
AKO NONYYHTe HAKAKBH HEXeNIaHN IEKAPCTBEHH PEaKLHH, yBeaoMeTe Bawng nexkap unu dapmanesr. Tosa
BKJIIOYBA BCHKH Bb3MOXKHH HEOMMHCAHH B Ta3H JINCTOBKA HEXEIaHH PeakLiHHy. MoxeTg crmo
HEXETaHH peakny IUPeKTHO Upes MsmbanuTenna arenuus no nekapersara, yo. ,, JTaMande
Codus, Ten.: 02 8903417, yeGeaiit: www.bda.bg. Kato chobinaBare Hexenann pedkyy
CBOJ NPHHOC 32 NOJy4aBaHE Ha NoBeye HHQOpMauHg OTHOCHO De30NaCHOCTTA Hi
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S. Kak aa ebxpausBate Po3ernn

Jla ce cbXpaHsBa Ha MACTO, HEJOCTBITHO 3a Jielia.

He u3nosn3BaiiTe TOBa 1€KapCTBO Clie/l H3THYAHETO HA CPOKA HA FOJAHOCT, OTOENA3aH BbpXY KapTOHEHaTa
onakoBka u damcrepa cnea tekcra J"oaen 10:” (LEXP”). CpokbT Ha rogHocT OTroBaps Ha NMocJeAHUsA JAEH
OT MOCOYEHHS Mecell.

/la ce cbXpaHsBa B OPHUrHHAJIHATa ONAKOBKA, 3a J|a Ce Npe/nasd OT Bjara ¥ cBeTinHa. To3mn JIEKApCTBEH
MPOAYKT HE H3HCKBA CMELHATTHH TEMIepaTyPHH YCJIOBHS Ha ChXPaHEHHE.

He u3xBbpnsiite nekapcTsata B KaHaJM3alLMATa WIH B KOHTEHHepa 3a AomaliHu otnaabuu. [lonuTaiiTe
Bawus apmaneBT kak 1a M3XBBpJISTE leKapcTBaTa, KOHTO Bede He H3nosseate. Tesn MEPKH L€ CIOMOTHaT
3a OMna3BaHe Ha OKOJIHATa cpeja.

6. CbabpkaHHe HA ONMAKOBKATA H A0NMbJIHHTETHA HHGOPMA LHS

KakBo cbabpxka Poszernn
AKTHBHHTE BELLECTBA Ca: po3yBacTaTHH (rosuvastatin) u eserumu6 (ezetimibe). Beska Tabnerka ChAbpPKa
10 mg unu 20 mg posyBactaTuH (kaTto po3yBacTaTHH Kaiumii) u 10 mg e3eTUMHO.

JIpyruTe CbCTaBKH ca: MHKPOKpPHCTaNHA Leyo3a (E460), ciiiumeB JHOKCH, KOJOHIEH 6e3B01eH
(E551), maruesues creapar (E572), nosuaon (E1201), kpockapmenosa HaTpuii (E468), HaTpues
naypuncyngar (E514), nakro3a MoHoXHapar, Xunpomenosa,

Onanpaii bexxoso (10 mg/10 mg): xunpomenosa (E464). THTaHOB AHOKCHA (E171), makporon 4000
(E1521), xene3en okcua, xbat (E172), tank (E553b),

BusakoyT XXbaTo (20 mg/10 mg): xunpomenosa (E464); TuTaHOB AHOKCHA (E171); Tank (E553b),
makporon 4000 (E1521), xene3en okcua, xwar (E172).

Kak n3raexna Po3eTHH H KaKBO € ChABbPKa ONAKOBKATA

Posetun 10 mg /10 mg: BexoBu, Kpbrimn, ABONHO-H3MBKHAIN Gunmupann Tabnetkn ¢ aMameTnp OT
npubausuTenHo 10 mm u ¢ BarsOHaTo penedHo o6o3nauenne “EL4"0T ennata um CTpaHa.
Posetun 20 mg /10 mg: XK®aTH, KpbriM, ABOHHO-H3MBKHAIH ¢Gunmupann TabneTkH ¢ AMaMETBP OT
npubnusurenso 10 mm u ¢ Banb6HaTO penedro 0603Havenune “EL3” oT enqnaTta um CTpaHa.

Posetnn 10 mg /10 mg punmupanu tabnerku

Onakogkw ot: 10, 15, 30, 60, 90 u 100 puamupanu Tabnerku.
Pozerun 20 mg /10 mg

Onakogku ot: 30, 60, 90 u 100 puamupanu Tabnerky.

He BCHYKH BH0BE ONakoBKH Morar ja Obart nycHaTH B npojaxoa.

[IpuTexkaTen Ha pazpemienneTo 3a ynorpeba

Zentiva k.s.
U kabelovny 130,
Dolni Mécholupy

102 37, Prague 10
Hewka penybnuka

IlponsBoauTen

ELPEN Pharmaceutical Co. Inc.
Marathonos 95, Pikermi, 190 09
["bpums




ELPEN Pharmaceutical Co Inc,
Zapan, Block 1048, Keratea, 190 01,
["bpuus

Tosa nexapcTBo € pazpemteno 3a ynorpe6a B AbpkaBRTe-41eHKH Ha EBponefickoTo RKOHOMHEYECKO
NPOCTPAHCTBO NOJA CJAEAHATE HMEHA:

Xonanaua, Ectonus, Jlateus, Monwa: Rozesta

Ppadums: Quiloga

Yewka peny6nka, [Mopryranus, Pymbuus, YHrapus, Cnosakus: Rozetin
bbnrapus: Po3etux

JlaTa Ha NOCTEAHO NpPePAIrNeKAIHE HA JHCTOBKATA
09.01.2025




