W3NLNHKTENHA ATEHLIR N NEKAPCTBATA

Nucmobka - MNpusowarua 2

Kow Poz. Ne 950;4404?3/.?‘/

BG/MA/MP - -:\’C:{(G —/JF/ 16 -04- 2028

JIncToBka HAa NPoAYKTA: HHPOPMANMS saslRed N

Posetnn 10 mg / 10 mg ¢puaMupann TabaeTkn
Posernn 20 mg / 10 mg puamupann TabaeTkn

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

IlpoyeTeTe BHHMATE/IHO USAJIATA JIHCTOBKA, NPEAH /12 3aM0YHETe 1a NpHEeMaTe TOBA JeKAPCTBO, Thil
KAaTO TH ChALPXKA BaxkHa 32 Bac undopmanns:

3anaszere Tasu aucTOBKA. MOJKe J1a Ce HANOXKH Ja A TIPOYETETe OTHOBO.

- AKo MMaTe HKaKBH JOTbJAHHTEHH BBIPOCH, nonutaiite Bauns nexap unu dapmauest.

ToBa nekapcTBO € Mpeankcalo JM4Ho Ha Bac. He ro npeotctbnBaiite Ha apyru xopa. To Moxe aa
MM HaBpeH, HE3aBHCHMO Y€ NMPH3HALMTE Ha TAXHOTO 3abonsBaHe ca chiuTe Kato BaumuTe.

AKO nony4yuTe HAKAKBH HeXeNaHH peakunH, yBeaomere Bawusa nexap wnu ¢apmauest. Tosa
BKJIKOYBA H BCHYKH Bb3MOKHH HEJKelaHH PeakUMH, HEOMHCAHH B Ta3H JMCTOBKA. BrxTe TOukKa 4.

Kakso CbABPAKA Ta3H JHCTOBKA

Kakso npencrasnssa Po3eTHH 1 3a KakBO ce H3MONI3Ba
Kakso Tps0Ba 1a 3HaeTe, npeau aa npuemerte Po3eTHH

Kak na npuemare Posetun

Bb3MOKHH HeKeNaHH peakiunn

Kak na cbxpansiBate Pozetnn

ChbabpikaHue Ha ONIAKOBKATa W AOMbJIHHTENHA HHpOpMaLHs

BN O i i =

1. Kakso npeacraB/ifBa Po3eTHH H 32 KAKBO ¢¢ H3M0/13Ba

PoseTHH cbabpika [Be pa3iM4HH aKTHBHM BellecTBa B | Tabnerka. EnHOTO OT akTHMBHHWTE BelllecTBa €
po3yBacTaTHH, KOHTO NpHHAANEKH KbM IPYNaTa Ha TaKa HAPEUEHHTE CTATHHH, APYTOTO AKTHBHO BELIECTBO
e e3eTUMHO.

Po3eTHH noHM:kaBa HMBaTa Ha o0lMsA XonecTepol, ,Jowns™ xonectepon (LDL-xonectepon) 1 MacTHHTE
BELIECTBAa, HAPEYEHH TPHIJIHLEPHH B KpbBTa. B nonbaHenue, Po3eTuH moBuiuaBa HuBarta Ha ,,100pus”
xonectepon (HDL-xonectepon).

PoseTnH feiicTBa 3a HamallsBaHe Ha XOJIECTEpoJIa Mo JiBa HaUMHA: HamansBa xonectepona, abcopbupan B
XPaHOCMHJIATENIHHA TPAKT, KAKTO M XoliecTeposia, 00pasyBaH OT CaMHS OPraHH3bM.

XonectepolbT € eaHO OT HAKOJIKOTO MAacTHH BelIecTBa, KOMTO ce Hamupar B kpbBTa. OOwuaT Bu
xonecteposn ce ¢betou raBHo oT LDL- u HDL-xonecteponn.

LDL-xonecteponsT YecTo ce HapH4a .10l XONecTepos, Thil KATO MOXKeE Ja Ce HaTpyna 1o CTEHHT




CTECHABAHE HA APTEPHHTE, KOETO A4 3aDaBH uiH fa B1oKHpa MPHTOKA HA KPbB KbM HKH3HEHOBAKHH OPraHH
KaTo ¢bpleTo i Mo3bra. Tosa Gnoknpane Ha NpHTOKA HA KPbB MOXKE Aa AOBELE A0 HHOAPKT WIH HHCYAT.

HDL-xonecteponst uecto ce HapHua ,a00bp” XOJecTepol, 3au0TO MOMAra Ja ce NpPeacTBpaTH
HATPYTIBAHETO HA NOLLKA XOACCTEPOS B aPTEPHWTE H NPEANA3sa OT ChpASYHH 3a0017BaHHA,

Tpuranuepuante ca Apyra dopMa Ha MA3HHHH B KPbBTA, KOATO MOKE Aa YBEIHYH PHCKA OT ChPAEYHH
3200/ IBAMY .

To3n nexapeTsen MPOAYKT €€ M3NON3BA NPH TALHEHTH, KOMTO HE MOTAT 14 KOHTpOJHpaT HMBAaTa Ha
XOJIeCTEPUIA CH CAMO upe3 XPaHHWTeNHA AWeTa. Bunard tpabBa na Obaere Ha XpaWwHTenHa TueTa 34
NOHHKABAHE HA XOJECTEPOA, NOKATO IPHEMATE TOBA NCKAPCTBO.

Po3eTHn ce m3non3pa B 10MbIHEHHE KbM BAATaA AHETA 33 OHIKABAHE HA XOJ1ECTEPONa, aKO HMATe!

- l1OBHWERO HMBO HA XONECTEPOA B KPbBra (I'LPBHYHZ XHIEPXONECTEPONIEMHS [XeTepoiHroTHa
damunna u HepamuaHa))
¢ 33 K0eTo CTE H3IIMWI3BATH CTATHH W e3¢THMAD KaTO OTIENHH TabneTkn.
® MOpPaaM HACNEACTBEHO 3a00NABAHE (XOMO3BHIOTHAZ GaMHUIHA XUNEPXOACCTEPONEMHS), KOETO

MOBHIUABA HHBOTO HA XOJIECTEPON B KPbBTa. Moke /la MOTyHHTE H APYTH JIEYSHHS,

- Cupaeuno 1abonasane, Po3eTHH HaMaifBa PUCKA OT WH(PAPKT, HHCYIT, ONEpaLlid 3a YBEIHYaBaHE Ha

TIPHTOKZ HA KPbB KbM ChPLETO HJH XOCIIHTATH3AUHA NOpaaH DOAKA B IbpaMTe.

Posetnn ne Bu momara aa ote1abueTe,

3a MoBEYETO XOPa BUCOKHAT XOJIECTEPO.] He BIHE BLPXY HaqyHHa, [0 KOHTe Te ¢ YyBCTBAT, 3a0TO He
NPeiM3IENKBa HUKAKBM CHMIOTOMH. Ako oDaue He DBJAT NeKyBauM, MACTHHTE OTNAT4HMA MOIAT 13 ce
HaTpyMaT [0 CTEHHTE Ha KPBBOHOCHHTE BH ChAORE, KOSTO Ja rH Hakapa Ja Ce CTecHST.

IToHAkora Te3H CTECHEHH KPBLBOHOCHH CBIOBE MOrAT A2 ObLAaT GNOKUPAHH, KOETO MOKE N3 NpPerhauHe
KpBBOCHAOABAHETO HA ChPLETO MITH MOFbKA H TOBA 1a TOBEAE A0 HHPAPKT WM HHCYIIT. AKO KOpHIHpare
HHBATA HA XOJECTepPONa, MOKETE 2 HAMAMUTE pucka OT UHAPKT, HHCYIT WK CBbP3aHH 3APABOCIOBHH
npobneMn.

Tpabea na npoawniuTe na npuemate PoseTHH, 10PH ako ToH HaManu xonecTepona Bu o npasundoro
HHBO, ThH KaTe TOH NPeJIOTBPATARA TOBTOPHOTO NOKAYBAHE HA HHBATA HA XOJECTEPOIIA, KORTO Na J0BE/ES
£o 00pa’yBaHEeTO HA MACTHU HATPYNBAHKA

Tpabea ofa4e aa cpeTe mpHeMaHeTo Ha Po3eTHH, ako Baumar nexap By kaxke aa ro HanpaeHTe, MK ako
3afpeMeHeere.

2. Kakeo TpaGea aa 3uacTe, Npead Ja npuemere PozeTun

He npremaiite PozeTnn, ako;
— CT€ aNepruvHd KbM e3eTHMHO, pO3yBACTATHH MM KBM HAKOR OT (CTAHAIAHWTE ChCTABKM HA TOBA
AeKapeTBO {W3bpoeHH B TOUKa O),

— wuMare YepHoapobHo 3abonapaue;




cTe DpeMeHHa HTH KepMmHTe. Ako 3abpemeHeeTe No BEpeMe Ha npHeMa Ha Po3eTHH, cnpete aa ro
npuemate He3abasno H yeeaoMete Bawns aexap. JKennte Tpadea aa nibarsar 3abpemenasare no
BpeMe Ha npHema Ha Po3eTuH vpes H3NoN3eaHe Ha MOAX0AAWA KOHTPALETTIIHA;

HMare TeXKH ObOpednn npodnem; ‘

HMaTe MoBTAPALLIA € HIH HEOGICHHMA MYCKYIIHA O01e3HEHOCT Wik GO;TKH (MMOTTATHA);

MPUEMATE TEKAPCTBEHA KOMOHHALMA 0T coocOy BH/BENTATACRHP/BOKCHAAMPERUD (W3noA38a e
34 JI€HeHHETO Ha BUPYCHA NHGEKITHS HA YepHHA Apob, HapeueHa Xenatut C).

npUeMarTe NeKapeTRO, HAPEUEHD UWKAOCNIOPHH (13N0NIBAH0, HANPUMED, CIEI TPAHCHIANTALHS HA
Oprafgs).

AXO HiEkoe oT u3bpoeHHTe no-rope oOCTOATENCTBA ce OTHACA (MM ce ChbMHSABATE, Ye ce OTHacA) 3a Bac,
MOJI%, BBPHETE Ce H C& KOHCYNTHPalTe¢ OTHORO ¢ BaIlUHA Jiekap.

IipeaynpesxaeHHs 0 NpeINazHH MEPKH
"oBopete ¢ Baluus Jexap unn dapMaliesT, npead aa npueMerte PozeTHH, ako:

HMmate npobneMu ¢ OuopelHTe.
KOHCYMHPATE MUIEMH KOIMHY4eCTBA AKOXOM HIIH HAKOTA CT€ HMall YepHOApodHO 3abondsaue.
Po3zeTyH MO®eE 13 He € NOAX0IMALI 32 BAC,

CTE UMAMTH TMOBTAPAINA €€ Wi HEQOACHWUMA MYCKYNHA BONEIHSHOUT uAW OONKW, NuYHA WIH
(hamunHa aHamuesa 3a MYCKYIIHR OpoDAeMH, WIH NpeqIUectTBAllld FHAMHE3E 33 MYCKYIHH
npolnaeMi No Bpeme Ha pHeM Ha Jpyry NEKapeTea 3a NOHMKABAHE Ha xonecTepona. Kaxere Ha
Baus nerap HesafaBHO, ako HMaTe HeoDACHAMA MYCKYTHA GOJIEIHEHOCT HAH BONKH, 0COBSHO ako
C¢ MOYYBCTBATE 1€ WM UMate Tpecwa. Kakerte cpio va Bawus nokrop wnu dapMalesT, ako
HMaTe NOCTOAHHA MYCKYJIIHA caabocT.

wHTopnaHaTa B s#ote3a He Gy HKUHOHHPA IPARKIIHO.

HMAaTe TEeHKKA AHXATENTHA HEJOCTATBUHOCT.

npHeMarTe NeKapcTea, Hinon3eanu 3a dopba ¢ XUB-nHpekus, Hanpumep pHTOHABHP € NOTTHHABHD
W/HNH aTazanaBup (MoJIs, BEXKTE JIpyri mekaperea 0 PozeTuH™).

cTe Ha Bh3pacT Haa 70 roauyn (ThH karo Banar nexap Tpadea na uzdepe mpasuiHaTa, NoaxXcLAUIA
3a Bac Hauanua goza Ha PozeTHH).

TIpHEMaTe JpYyrH JekapeTBa, HAPEueHH GUOpaTH, 3a 1a NOHHKHTE XONECTePOa CH (MOJA, BIKTE
~APYIH nexapeTea v PoseTun™).

ce Hanara na Bu 6BAe H3sbpIICHa onepauud, MOKE da & HAJIOXKH A cnpeTe npHema Ha Posetun
33 KpaTro.

CTE OT A3HATCKH MPOH3IXOA - T.€. AOHCKHW, KUTAHCKH, (PHIHAMHCKH, BUETHAMCKH, KOpeilickH M
uHaniickn. Bawnar nekap tpabea aa u3depe rpaBMnHATA, noaxoaqwa 3a Bac wavaina nosa wa
Pozetnn. '

NPHEMATE HJIHM CTE MPHEMANH OPES NOCNS/IHATE 7 JHN JEKApCTRO, HapeueHo dy3HI0Ra KHCRIHHA
(nexapcTeo 33 SaxTepHanHa HHgekLUA), TPE3 yeraTa HAH upe? HH&ekrupade. KomOGuHAnaTa o
ty3uaoBa kucenHHa u PoleTHH Moxke na doBene Mo CEPUO3HM  MYCKYIHH  mpodiemy
(pabaoMuonH3a),

HAKOTa CTe MMAJM TEXBK KOXKeH 00pHB uny GeneHe Ha KOXKATa, NOABA HA MeXyYDH H/HAH A3BH B
ycTaTa ¢iieJ npHeM Ha Po3eTHH WK APYIH ¢BBPIaHH JeKapoTRa.

aK0 HMATe HIIH CTe UMATH MHACTEHHS (3abolisBaHe, KORTO ce MPOsRABa ¢ 00118 MYCKYTHa C1a00:
B HAKOM C1Y4ad BRIOHBAWIA W MYCKYIWTE, KOWTO YUACTBAT NPH AWLIAHETO), MIIH O9HA M




(3abonaeane, NpUUHHABAINO cnabocT HA OYHHA MYCKYJL), Thil KATO CTATHHHTE NOHAKOra MOTAT Ja
BIIOLLAT 3200 ABRHETO HAH Ja JIOBEJAT A0 NOSEA HA MHACTEHHA (BK. Toyka 4),

OO6BpHeTE CIeUHaHO BHUMAHKE PH H3N0/13BaHe HA PoseTHh: .

[Ipx aeuenne ¢ PoseTHH ce chofiara 3a cepHOIHR KOXKHH PEAKLUHH, BKIIOYBAIH CHHAPOM Ha CTHEBHC
JIAOHCHH H NEKapCTBEHa Peakilng ¢ e01MHodHIHg H cieTeMAn camnToMu {DRESS) . Cnpere ynorpeBara
va PoserrnH n noThpeeTe He3adaBHo MEAHLHHCKA N0OMOLL, aK0 3a0eNeRHTE HAKOIt 0T CHMIITOMHTE, ONHCAHH
B TOYKE 4.

Hokarto npuemarte Tora NekapeTho, BawdaT exap we Bu npocnensea BUEMAaTEIHO, axo Wvarte anadert wid
CTe € pUcK OT pa3BRMTHC HA dHadeT. BepoATHO CTe M3MOMEHH HA PHCK OT pasBHTHC Ha IHabeT, ako HMare
BHCOKH HHEBA HA 3aXapH W MA3HHHHK B KPBBTA CH., UMATE HALHOPMEHD TErii0 W BUCOKD KPbBHO HANATARHE.

Mpn manpx Opofl Xopa cTaTUHUTE MOTAT 1A NOBIHART HA YepHAA Apol. ToRa ce YCTAHOBABA Ype3 NPocTo
H3CHeNBaHe, KOCTO ThbpCH MOBHINEHH HHBA HA '-IEpHO,leOﬁHHTE CH3HMH B KPbBTA. l'lopa;m TdiH NMpHYHHA,
Bamusat nexap o6fuxnoBeno e H3BBpIBA TOBA HICJIEABAHE HA KPbBTA (H3ICJeABAHE HA YepHOApOOHaTa
(pyHKIIA) npeal W no BpeMe Ha iewenneTo ¢ PoseTnH. BaskHo e 44 NOCeLABATE TeKapa CH 3a IPeAMHCaHUTE
1ab0PATOPHHE H3CAEIBAHNA,

JAeua n wHoLIN
Ynotpedata Ha PoseTns ne ce npenops4sa [pH aeld H OHOWH HA Bb3pacT nod |8 roanuu.

Apyrn nexaperea u Posernn
Wndgopmupaiite Bawua nexap niay drapMaiieBsT, ako NpHeMare, HaCKOpo cTe MPHEMAaln WITH € Bb3MOKHO Ja
npuemare Ipyru Jexapctea. [lo-crieunanno, tpabsa pa yeeZomute Bawua newap, ako npremare
NEKADCTBEHH CPEJCTBA € HAKOA(H) OT CIEAHUTE AKTHRHH ChCTaBKU!

—  UMKNOCHOpUY (H3NONM3IBAH HECTO, HaNpHMEP, ciied TpaHciianTauxs Ha opravi). He mpueMaiire
Po3eTuH, 10KaTO BIeMaTe HHKJIOCNOPHE;

— JlaponyTamui (M3NON3BAH 32 NEMEHNHE Ha PakOBH 3abonABAHHA).

— JlekapcTBa ¢ aKTHBHA CHCTABKZ 33 pa3pekidaHe Ha KPBRTa Karo BapdapHH HIH KIONHAOTpEN,
{eHNpOKY MOH, AlleHOKYMapon, PIyHHIHOH HIIH THKArpeop (AHTHKOAry1antH).

— XonectHpamHH (M3MOM3BAH CHUIO 33 MOHHAKABAHE HA XONECTEPONA), ThH KaTo 3acAra HauHHa Hi
agfteTere Ha PoseTHH,

— ®udparn (kato rempubposua, QedodndpaT) unH BCAKO IPYrO JIEKAPCTBO, H3MICNIRAHO 3a
MOHHKABAHE HA XONECTEPONA (KaTo e3eTHMAD),

— JlekapcTea NPOTHB JIOMD XPaHOCMKUIAHE, ChALPMKALM ANy MUHHE UITH MarHesuit (u3anon3eany 3a
HEYTPATH3IHNPAHE HA KHCEHHWTE B CTOMAXA).

—  EputpomMuund (auTaSHOTHK).

— [lepopaiHy KOHTpAUENTHBH (TTPOTHEO3AYATRYHN TAONETKH).

— XopMOHO3aMECTHTEIHA TEpanHA.

—  Peropadenud (H3mon3eaHx 3a JeveHue Ha pakoBRH 3a00nABaHU).

— Haxoe oT cleiHWTe NeKapCTBa, H3NOJI3BAHH 33 NEYEHHE HA BUPYCHH HHQEKLHH, BIIYHTENHO
XHB-uadexuns unx xenatit C. caMmOCTOATETHO HAH B XOMOHHauWe (BhxcTe [ lpenynpesxaeHns u
npeanasHH  Mepku”): PHTOHABHP, TNONMHABHP, arajaHaeup, coocOYBHP, BOKCHTIATIPEBHD,
oMOMTACBHp, TapHTanpepkp, aacadyBHp, BENNAaTACBMp, rpaionpesHp, €adacBHp, riekan
NHOpeHTacBHP.




— Axo TpabBa Na NpHeMaTe npe3 yerata dy3¥A0Ba KHCEIHMHA 33 JIeueHHe Ha BakTepuanHa HHdeKuus,
e Tpa0Ba BpeMeHHO J1a IPeYCTAHOBHTE NPHEMA HA TOBA NekapeTeo. Bawnat nexap e By kawe
kora ¢ GesonacHe ja sanmovHete oTHoBo Pozerns. [lpuemsT Ha PozeTH ¢ dy3ugoBa kucenuxa
MOE B PEJKH ClIy4an ja 10Be/e 10 MycKkyHa ciabocer, GonesHeHocT Win Gonka (padaoMuoniaa).
Buxcre nopeue HHpOpMaUNs OTHOCHO pabaoMHonu3a B TouKa 4.

TpaGpa csU10 na cHOOWIKTE HA BCekH Jlekap, KoliTo Br npeanucea HoBo nekapcTBo, Ye npueMate Po3eTun.

BpeMeHHOLT H KbpMeHe

He npuemaiite PoseTH, ako cTe OpeMEHHA, KbPMHTE HIIA CMATATE, Y€ € BL3MO#KHO 13 cTe DpeMenHa. Ako
3abpemMeneeTe N0 BpeMe ua npuema Ha Po3eTun, enpere aa ro npuemare Hesadasno o yeelomere Bamns
nekap. Kenute TpgOra na n3barear 3abpemenapane o ppeMe Ha NpHeMa Ha Po3eTHH upes U3MON3EaHe Ha
NOIXOARLUA KOHTpaLeNUHS.

He mpuemaiite Po3eTnn, 1okato KbpMuTe, ThH KATO He € H3BECTHO 1anH NEKapCTBOTO [EPEMHHABA B
KbpMAarTa.

Hodpnpauce u paioTa ¢ MAIHAH

He ce ouaksa PosetHH aa nonpeun Ha cnocoOHoCTTA BH aa wodmipatre unn ga paborute ¢ Mamwnuy, Tpabea
oDate a ce MMa NPSABK, 4€ HEKOH X0pa MOraT Aa No.Iyuar 3amaliBade cied mpueM Ha PozeTun. Ako Bu
CE 34BHE CBAT, roBopere ¢ Bawng nexap npeau Ja wodHpare HnH a4 paboTuTe ¢ MALIHHK.

Po3eTHH CBIBPAS NAKT032 MOHOXRADPAT (BH/ 32XaP) H HATPHI

Axo Bawnar nexap Bu e kaza1, ye HMare HETIOHOCHMOCT KbM HAKCH 3aXapH. CBbPXKETE CE ¢ HEro NpedH 1a
NpHEMETE TO3ZH JIEKAPCTBEH NPOAVKT.

Tosa ;1ekapcTBO ChAbPHA Oo-Manko ot 1 mmol HaTpyit (23 mg) va TabneTka, T.e, Moke 13 ce KaKe, ue
TIPAKTHYECKH He ChIBPiKa HATPRE.

3. Kak ga npuemarte PozeTnn

Bunarn npuemaiTe TOBA N€KapPCTBO TOYHO KAKTO BH € kazan BawwsT nexap HiH gapMaueBT. Axo He cre
CHIY[HH B HeLlo, nonuraite Bawng nekap uau dapmanerr.

- [Mpeaun na 3anouHeTe nevugHieTo ¢ Po3eTud, TpAbRa Aa CTe Ha IMETA 3a TOHUKARAHE Ha XOAECTEpONA

- TpaﬁBa Ja ce NDpUALPKATC KbM JHETATA 33 IOHHWXABAHE HA XONeCcTEPOIa, JOKaTO NPHEeMAaTE PozeriH,

BauiMsT Jekap e onpefeny NOAXCARLATA J03WPOBKa Ha Tabnerkarta 3a Bac, B zaBMcHMoOCT ot Bawero
TEKYLLO NeYeHHe H BaLria NHyYeH pHCKOB CTATYC.

[TpenoprunTennarta 303a e enHa TabneTka PoseTur BeAHEX IHEBHO.

Posetun ue ¢ NOAXOASM 32 32M0YBAHE HA NeveHMe. 3an0vBaHeTO HA NeveHNEeTO MIH KOPHCHPAHETO Ha
1103aTa, aKo € HeoDXOAMMO, TpAOBA Aa ce H3BRPLIBA CaMO 4pe3 MPHIKEHHC Ha AKTHEHHTC BelUECTBA
MOOTAEAHO KaTO MOHOKOMTIOHEHTH. KAaTe cli¢]| ONpenefisHe HA TOAXOASUIHTE A03H € Bb3MOKHO
MpeMHHABAHETO KBM PO3eTHH B NOAX0As1IATa AC3HPOEKA.




Axo Bawuat nexap e npeanucan PoseTnH 3aen0 ¢ PYro MEKapeTBO 3a NOHWKABAHE HA XOJecTepona,
ChIbPXalIC AKTHBHATA ChCTABKA XONECTHPAMMH HMIIH APYTO JEKapeTBO, ChABPKALIO CEKBECTpaHT Ha
#Tb4Ha kncenwHa, TpROBA na npuemare PoseTHH nome 2 daca mpeau uam 4 yaca caea Ipuema Ha
CEKBECTPAHTA HA JKITbYHA KHCEHHA.

PejoBHH NPOBEPKH HA XOJeCTepoaa

BasHo e za nocermasate Baluna mekap 3a peNOBHH NPOBEPKH Ha XONECTEPONA, 32 Ja CTe CHIYPHH, Ye
XOIIECTEpOTbT € AOCTHTHAI M OCTABA HA NPABUMHOTO HHBO. Bawuar nexap Mome Aa peww ja yBenuuu
Ao3ara By, Taka ve 1a npHemate NOAXOIAILOTO 33 Bac KONMHECTRO OT NEKAPCTBOTO.

AKO CTe NPHe/tH TOReYe 0T HeobGxoanmaTa Aosa PoseTun
Crnprere ce ¢ Batius nexap Win Cbe cleliHOTo OTAeNenNe Ha Hal-Onuskata GonHmLa, Thil KaTo MOke A4
HMATS HYXAa OT METHUHHCKA NOMOL,

AKo0 cTe AponycHaaH aa npuemerte PoleTun
He ce nputecuapaitte, npoCTo B3EMETE C/leABalllaTa CH HACPOYEHA 032 B TOYHOTO BpeMe. He maemaiite
JBOHHA 1033, 34 1a KOMNEHCHPATe NponyCcHaTaTa 1034,

AKO ¢Te cupesn npaeMa Ha Polernn
I'oBopete ¢ Bawns nekap, ThH KaTo HHBATa HA XOJECTEpOIA MOKE Ja Ce MOBUIAT OTHOBO, aKO CIIpeTe
npxema Ha PoseThn.

AKQ UMATe HAKAKBY JOMBAHUTENHH BBIPOCH, CEBP3aHH C ynoTpeDara Ha ToBa NEeKapCTBO, nondTaiite
Baurus nexap win ¢gapmMauesrt,

4. BuiMOoKHH He:XeNAHH PeakKUHH

KaxTo BcukH IEKapeTBa, TOBA JIEKAPCTBO MOKE J1a NPeAH3BHKS HEXENAaHH PeaKklHH, BbIPEKH Y€ HE BCEKH
TH NONy4aRa,

CHPETQ npHeMa Ha PoieTHn n Re3zabagHo MOTHPCETE MEAHUHHCKA [IOMOLL, AK0 MOJIYYIHTE HAKOH 0T
CIeTHHTE HEXKENAHR PEAKNHH:

- 3aTpyaHeHo THIIaHe CBC HNH 083 NoAyBaHe HA JIHLETO, YCTHHTE, €3HKA WHIH IbpAoTo; MojJyBaHe HA
JHUETO, VCTHHTE, €3HKa H/UAH IbpAOTO, KOSTC MOWE Aa IPHUHHH 3aTPYAHEHO IperibllaHe; cHieH Chpbex
no Koxarta (¢ noAyTHHH). Tora Morat na 6bAaT CHMATOMH Ha TeKKA AJI€PrHYHA PeaKNHH.

- Beaka reofacHuMa myckynHa Oonka, 6osesneHoct unu cnaboet, Tosa e Taka, 3allloT0 B PeiKH ClIyyau
MYCKYJIHHTE NpobneMy, BKIYHTEIHO MYCKVJIHOTO pasrpaxiade, BOAELIO A0 YBpexaaHe Ha Onbpeuure,
MoraT Aa Obaar cepHO3HH H 113 ce [IPEeBbPHAT B NOTEHUHANHO KHBOTO3ACTPALIABAILO CHCTOAHHE,

- Nyttyc-no10GeH CHHIPOM (BKIKOUHTENHO OGPHE, CTABHW HAPYIUEHHA ¥ eheKTH BbPXY KPbBHATE KneTku).
- PaikscBane na MyckyuTe.

- YepsenHkaBH, HEHAAHTHATH, MOJ00HH HA MHUIEHA WIH KPBIIH NETHZ 0Q TANOTO, YECTO WEHTPAaNHO
pa3noNoKeRH MEXypH, OeNeHe Ha KowaTa, A3BH B YCTaTa, ThHPJOTO, HOCA, N0 reHdTanuuTe u ouute. Teiu
CEPHOIHK KOMHH OOpHBH MOrar Aa ce NpeflllecTEaT OT NOBMILeHa TEMOEPATYPA W TPUNONDA0DHH
cuMnTomu {cHBIpoM HE CTHBBHC [[BKOHCBH).

- O0wupen o0pue, BUCOKA TERSCRA TEMNSpAaTYPa W yeenuuenw jumdin sb3nn {DRESS cuun
CHHAPOM Ha ICKAPCTREHA CBPBXYYBCTBHTENHOCT),




Yecn (Morar jazaceryar no | na 10 gyam):

JIMapHA; METCODH3bM; YYBCTBO HA YMODPA; MOBHILEHHS B HAKOH MabOPATOPHH KPBRHM HICTCIBAHHA Ha
yepHOAPOOHaTa DYHKLUMA (TPaHCAMHHA3M), TNaBOGOIHE, CTOMAUIHH DONKH; 34l€K: ajieHe; MYCKYNHA
Donka; uyBCTBO Ha cllaBocT; BHeHe Ha cBAT; AHaleT — nodBaTa My € NO-BEPOATHA, KO HMATE BHCOKH HiBa
HA 3aXap ¥ MAIHUHK B KPHETA, AMATE HAAHOPMEHD TETJI0 W BUCOKO KpbBHO Hanarane. Bamuat nexap we
Bw nab.nopasa, 10kato npHeMare TOBA NEKAPCTBO.

HewecTn (Morar aa 3acernar ao | ra 100 aymm}:

[ToBH1LEHH HHBA NPH HAKOH 1a00PATOPHH KPBBHH TECTOBE Ha MycKynHaTa ¢y Hkund (CK); kamanua; nomo
XPAHOCMHIAHE, KUCENUAN B CTOMAxa, OOSIKE B CTABMTE, MYCKYIHM cnazmu; D0AKA BLB BpaTd, HaManeH
anetHT; Houka; 00/IKa B MBPIHTE; FOPEILH BbIHH; BHCOKO KPbBHO HAJIATAHE; YCELAHE 33 H3TPBITBAHE; C¥Xa
¥CTa; Bb3laneHHe Ha cToMaxa; cupbex; oOpHB; KONPHRHA TPecka WIM APYTH KOXHH peakuHH; 50aka B
repba; MyckyNHa cnaboet; Hojika B pbleTe W KpakaTa; noaypaHe, ocofeHo B poblieTe U Kpakara;
¥BENHYABAHE HA KONHYECTBOTO NPOTEHH B ¥PHHATA — TazH peakuns 00HMKHOBEHO ce HOPMaIH3Hpa ¢aMa 1o
cebe cu, fe3 1A ce Hanara CHpaHe Ha ripreMa Ha PoseTun {camo fipu npnem Ha posyeactaTHH 10 mg 1
20 mg}.

Peakn (mMorar 2a sacersat ao 1 va | 000 gyurm):
Hamanspade na Opod Ha KpBBHHUTE KICTKHM, KOSTO MOWE 3 [NPHYHHH XEMATOMM/KbpBEHe
(TpoMGouHTONEHHS); CHITHA Gosika B cTOMaxa (Bb3naneH NaHKpeac).

Muoro peaxcn (Morar aa sacersat 1o 1 va 10 000 gymu):

Aenrenuna (MOKBLATABAHE HA KOKATA W OYHMTE}, XemarTHT (BB3NANEH u4epeH Ipod); cJeld OT KPbB B
VPHHATA; YEPE®k/1aHe HA HepBUTE HA KPaKaTa H PbUETE (KATO CIyYaH HA UITPBIBAHE); 3ary0a Ha NaMeTTa;
THHEKOMACTHA (YroJeMaBate HA MhPRHTE IPH MBXETE).

C MEHIBECTHA YeCTOTA (YecTOTATa He Mowke Aa ObJe onpeaeneHa Bb3 OCHOBA Ha HAMHYHHTE JaHHH):
Jaayx: modysane; HAPYIMEHNA HA Cbhf, BKADMHTEIHO De3chHHe M KOIIMApH; CeKCYalHH 3aTpyaHeHUs;
Aenpecud; npolaeMH ¢ JUUAHETO, BIJTIOUHTENHC MOCTONHHA KAWIHIA W/URM 3aj]yX WIH Tpecka;
HapaHABaAHE HA Cy XOXMAMATA; MYCKY/IHA cnadoct, KOATO HE OTIIYMABA H € NOCTOAHHA; [TOBAMIHAT HEPBCH
oOpHB, HaaHrHAT yepBReH OOpHB, NOHNKOTA C JIe3HH, OOPMEHH KaTO MHLICHA (epHTeMa MyITHHOpME),
MYCKYJHA YYBCTBHTENHOCT, KAMBHH B #UThUYKaTa HAM BBINAMCHHE HA JKITBYHUA MeXyp (KOeTO Moke 1a
THUUHHYE KopeMHa Gonka, rafeHs, NOBPLUIAHR), MHaCTeHHs Tpasic (3adonABane, NpHURHABALWG 0DWIA
MYCcKynHa cafocT, B HAKOH CIy4aH BKAOYRAIA H MYCKYIAHTE, KOHTO YYACTBAT MPH THWAHETO), 04Ha
MuacTeHua (3adonnBane, MpHYHHARANW C1AOOCT Ha OYHHA MyCKYI).

Toopere ¢ Bawng nekap, ake H3MHTBATE C1abOCT B PBUETE WIH KPAKaTa. KOATO C¢ BIOILABA Clefl
NEpHOAM Ha aKTHBHOCT, MMaTe ABOHHO BHKAAHE LN YBHCBAHE HA KICNAYHTE, 3aTPYIHEHO [IpErtbLlade
WITH 3anyX.

CrobiuaBane HA HEXKENAHH pPeaKIHA
AKO NONYUYHTE HAKAKBH HEXENAHU EKAPCTBEHU peaKiuy, yeeaomere Baws nexap unu papmauest. Tosa
BKUTIOYBA BCHYKH Bb3MOKHH HEOTIMCAHH B Ta3H IHCTOBKA HEXeNaHM peakilni, Moxete cplilo aa cpobinuTe
HeMeNaHH peakusH AHpeKTHO Ypes HansnHNTeNHa areHIIHg no lekapeTeaTa, yJi. . Jlaman ['pyes™ Ne 8, 1303
Codn, Ten.: 02 8903417, yebcaiit: www.bda.bg. KaTo chobuasare HexeTaHN Peakiliy, MOoKeTe Aa Aagere
CBOA NIPHHOC 33 NI0NY4aBAHE HA NOBEYe HH(OpMauUA OTHOCHO GE3011aCHOCTTA Ha TOBA NEKapCTERO.

5. Kak aa crxpanaBate PoseTnu

,[la C¢ ChbXPAHABA HA MACTO, HSJOCTBHITHO 38 neua.




He u3nonssaiiTe ToBA NeKapCTBO Ciiel HITHYAHETO HA CPOKE HA TOAHOCT, OTOENSIAH RBPXY KapTOHEHATA
onakoska u bnucrepa cnea rekera . [ogen 10:” (,EXP”). CpoxbT Ha rogHoCT OTTOBAPA HA TIOCTEHHE ACH
QT MOCOYCHHA MeCell.

Ha ce cbxpanssa B OpHIMHE1HATA ONAKDBKA, 33 1a ¢& NPENa3H OT Bara M ceeTniHa. TO3M JlekapcTeeH
IIPOAYKT HE H3HCKBA CTICUHAIHY TEMIICPATYPHH YCJIOBHA HA ChXPAHEHHE,

He wsxmupasiite NekaperBaTa B KaHANHIAUMATA MW B KOHTeHiHEPA 33 XOMAWHH oTnaabuu. Tlonuraiite
Baltns fapyaueBT kak Na H3XBBpIATE JEKAPCTBATA, KONTO Beye He W3nomseate. Te3n MepKH Lue cnoMorHar
324 ONA3B4AHE Ha OKOJIHATA cpena.

6. Cbabpxanue Ha 0DaKO0BKAT2 # JONBJIRHTENHA HHPOPMANRS

Kakro ¢sanpxka Poserun
AKTHBHHTE BelECTBa ca: PO3YBACTATHH (rosuvastating o eseTumub (ezetimibe). Beaka TabneTka ceabpxa
10 mg nin 20 mg posysacTaTHH {KaTo PO3YBACTATHH Kannuii) 1 10 mg ezernmub.

ApyruTe ¢hCTAaBKH Ca: MHKPOKPHCTANHA Ueavao3a (E460), cunumver AHoKeHA, KonouaeH Ge3s00eH
(ES51), marnesnes creapar (E572), mosnaon (E1201), kpockepmenosa Rarphit (E468), natpuer
naypuicyndar (E514), nakrosa MoHOXEAPAT, XMNPOMENO3a,

Onaapaii Bexoso (10 mg/10 mg): xunpomenosa (E464), turanes muokcun (E171), makporon 4000
(E1521), skenesen okeun, wpat (E172), Tank (E553b),

Bueakoyt #un1o (20 mg/10 mg): xunpomenosa (E464); turanos auoxcua (E171); ank (E553b),
maxporon 4000 (E1521), wenesen oxcua, xunt (E172).

Kak m3rnexiaa PoleTnH # K2KBO ¢ CLALPKA OMAKOBKATA

Posetun 10 mg /10 mg: Bekopw, xpbrin, ABOHHO-H3NBKHAIH (HIMHpaHH TabReTKH € JHAMETBLD OT
npubauznTento 10 mm K ¢ vanbkHane penedHo obo3uavenne “EL470T ennata um crpana.
Poserut 20 mg /10 mg: JKunrd, kpbrod, ABOHHO-HIMGKAATH (HIMHpAHH TafNeTKH C JHAMETHD OT
nipubmaznrenso 10 mm u ¢ usmeknano penedHo o6ostavenue “EL3” ot eaHara um cTpana.

Poietny 10 mg /10 mg dunmupanu tabnerku

Onakosku ot: [0, 15, 30, 60, 90 u 100 ¢maMupanu tabneTku,
Posetud 20 mg /10 mg

Onakoeku oT: 30, 60, 90 1 100 harMupann Tabaerxn.

He BCHYKR B110BE ONAKOBKH MOraT Ja 0baat myCcHATH B npojakda,

[prTexaren Ha palpemesHeTo 32 yNoTpeda
Zentiva k.s,

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10

YHewxka pemybnuka

ITponseoanTen

ELPEN Pharmacentical Co. Irc.
Marathonos 65, Pikermi, 190 09
[Mepuys




ELPEN Pharmaceutical Co Inc,
Zapani, Block 1048, Keratea, 150 01,

I'bpiius

RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.

P.O BOX 3012 Larissa Industrial Area, Larissa, 41500

["bpuns

ToBa nekapcTRO € paspeiieno 32 ynoTpeba B LPKABATe-wWIEHKH Ha EBponeiickoTo RKOHOMHYECKO
OPOCTPAHCTBO MO/ CIEAHETE HMEHA:

Huaepnangus

Rozesta 5 mg/ 10 mg filmomhulde tabletten

Rozesta 10 mg/10 mg filmomhulde tabletten
Rozesta 20 mg/10 mg flmoemhulde tebletten
Rozesta 40 mg/10 mg Glmomhulde tabletien

N

\En rapms

Posetun 10 mg/10 mg dunvupany Tadnerky
Pozetnn 20 mg/10 mg punmupann rabaerku

Yewrxa penybnka
(-

Rozetin

EcTouus

Rozesta

Jarens

Rozesta 10 mg/10 mg apvalkotas tablets
Rozesta 20 mg/10 mg apvalkotas tablets
Rozesta 40 mg’10 mg apvalkotds tabletes

[Tonwa

Rozesta

TNopryranus

Rozetin

PyMbHEHA

Rozetin 10 mg/10 mg comprimate filmate

'Rozetin 20 mg/10 mg comprimate filmate

Rozetin 40 mg/10 mg comprimate filmate

dpanuas

QUILOGA 5 mg/10 mg, comprimé pelliculé
QUILOGA 10 mg/10 mg, comprimé pelliculé
QUILOGA 20 mg/ 10 mg, comprimé pelliculé

YHrapua

Rozenn 10 mg/10 mg filmtabletta
Rozetin 20 mg/10 mg filmtabletia

CrnoBakus

Rozetin 5 mg/10 mg

Rozetin 10 mg/10 mg
Rozetin 20 mg/10 mg
Rozetin 40 mg/10 mg

)Ia'ra H) mOCTeIHO NPEPalraekiaHe HA NJHCTOBKATA
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