——

; mui’ hj. 1ATENHA Al 9 n {;" NEK “"“" ava |
JIncroska: Hﬂqmp“aumﬂ mnﬁgﬁra--—w-- wiibedions. i il

e 2

PO30P 10 mg/10 mg qmmi‘ﬁﬁfﬁa ﬁiaﬁ.uemf("’ /83 ?3'5’/3 9/(,2,;_mg,g;

ROZOR 10 mg/ 10 mg f‘hn-magedntablets e
sG/mamp - Fel OOU 2, 1005 TT’;}
PO30P 20 mg/10 mg t]m.munpauu TAOIMETKA

ROZOR 20 mg / 10 mg film-coated tablets .

PO30P 40 mg/10 mg ¢pusimupann tadeTku
ROZOR 40 mg / 10 mg film-coated tablets

po3yBacTaTHH M e3eTUMHO (rosuvastatin and ezetimibe)

[Ipouerere BHHMATEIHO UAIATA JIMCTOBKA, NPE/IH /1a 3aMl0YHETe /1a IPHEMATE TOBA JIEKAPCTBO,

Thif KATO TH CbAbpAKa BaxkHa 3a Bac undopmanns.

- 3anasete Ta3u nMcToBKA. Moske 1a ce HAJIOMKH J1a 8 IPOYETETE OTHORO.

- AKO MMaTe HAKaKBH JOMbJHUTEIHH BBIPOCH, nonuTaiTe Bawmsa nekap uiam dapmaiesr.

- Tosa nekapctpo € npe/nucano Ao Ha Bac. He ro npeorcrbneaiite Ha apyru xopa. To mosxke na
HM HaBpEe/lM, HE3aBMCHMO Ye NPH3HALIMTE Ha TAXHOTO 3adosgaBaHe ca cbluTe Kato Bawure.

- AKO nonyumuTe HAKaKBH HEKeJIaHW peakuuu, yeeaomere Bawus nexkap unm dapmauest. Tosa
BKJIFOYBA M BCHUKH Bb3MOKHH HEFKEJIAHH peaklMH, HEONTMCAHH B Ta3W JIMCTOBKA. BuikTe Touka 4.

Kakgo CBAbP7KA Ta3H JIHCTOBKA

Kakso npeacrasnssa PO30P u za kakBo ce u3nonzea
Kakeo Tpabea na 3Haere, npeau aa npuemere PO30P

Kax na npuemare PO30P

Bb3MOxkHH HeXeNaHu peakumu

Kak na cvxpanssare PO30P

CobabpiaHue Ha ONaKoBKaTa M A0NbJAHHTEIHA UH(OpMALIHS

o8 B Lok i

1. Kakgo npeacrasiassa PO30P u 3a kakBo ce u3nonisa

PO30P cuabpka aBe pa3iMuHU aKTHBHH BellleCTBa B ¢/1Ha GpunMupana tabieTka. EqHO OT akTMBHMTE
BELLECTBA € PO3YBACTATHH, MPHHAUIEKALL KbM IPYNaTa Ha TaKa HapeueHHTe CTATHHH, PYroTO aKTHBHO
BELIECTRBO € e3eTHMHO.

PO30P e nekapcTBo, H3M0A3BAHO NPH Bb3PACTHH NALIMEHTH 3a NOHUKABAHE HA HUBOTO Ha 001K
xonectepo, "nowna" xonectepos (LDL xosnecTepos) U MacTHH BELIECTBA, HAPEUEHH TPHITIMLIEPHIH B
KpbBTa. B 1onbanenue, Tol cblo Taka noBuiiasa HuBarta Ha "100pus" xonectepon (HDL xonectepon).
Tosa niekapcTBO JleiicTBa KaTO MOHMAKABA XOJIECTEPOA M0 Ba HAYMHA: HAMAIABA X0/IeCTepoa,
abcopOupaH B XpaHOCMMJIATEIHUS TPAKT, KAKTO W X0JIecTeposia, KOWTO Ta10To By npoussekia
CaMOCTOSTETHO.

[1pu noeeveTo Xopa BUCOKHUAT XOIECTEPOIT HE OKA3Ba BIMAHHE BbPXY HAuMHA, 110 KOWTO Ce 4yBCTBAT,
3alL0TO He Npe/IM3BHKBA HUKAKBU cuMNTOMH. Bee nak, ako octane 6e3 jieueHne, MaCTHHUTE OT/IaraHUs
Morat jla ce HaTpynar no CTeHMTE Ha KPbBOHOCHHTE ChJI0BE, KATO M0 TO3M HAYHH Te C€ CTECHABAT.
[ToHsikora cTecHeHUTE KPLBOHOCHH CBH/IOBE MOTAT /14 C€ 3aryluaT, KOeTo MOKe /Ja cripe
KpbBOCHAOABAHETO HA CHPLIETO WIIK MO3bKA M 114 JI0BE/Ie 10 ChpjedeH yaap Win uHeynt. C
NOHK;KABaHE HAa HUBATA Ha XOJIECTEpOIa MOJKE 14 Ce HAMAllW PUCKa OT Chp/edeH yaap, HHCYJIT UM _
CBbP3aHH ¢ TOBA 31PABOCIIOBHH MPOOIEMH.

Tora JIEKapCTBO C€ M3I10J13Ba IMPH NALHEHTH, YHHTO HHBA Ha XOJIECTEPOJI HE MOraT J1 MT
KOHTPOJIHpaHH caMO 4pe3 IHETA 34 [TOHHUIKABAHE HA XOJIeCcTepoJia. ﬂOKaTO NnpHeMar GBT ﬂéﬁ(&ﬁ@ 1
TpﬂﬁBa Ja OCTaHETE Ha AUETaTa 3a NOHHWKaBaHE Ha XoJecTepora.



Bawmar nekap moxe na Bu npeanuine PO30P, ako seye npreMate po3yBacTaTHH ¥ €3eTUMHO B ChLUMTE
103H, HO KaTo OT/Ae/IHH TabNeTKH..

ToBa nexkapcTBO CE H3NON38a NPH NALUKMEHTH CbC ChpaedHH 3abonsasanus. PO30OP Hamanssa pucka oT
HHPAPKT, HHCYIIT, ONEPAUNS 33 YBEIIHYABAHE HA MPHTOKA HA KPLB KbM CbPLETO WM XOCTHTANH3ALMS
nopaju rpsaHa Sonka.

Toea nexapcTso He BH Nomara aa orcnabuere.
2. KakBo TpnbBa 1a 3naete, npean ga npuemere PO30P

He npuemaiite PO30P

* @KO CTE aIEPrHYHN KbM PO3YBAcTaTHH, €3¢THMHO MU KBM HAKOA OT OCTAHAIMTE CHLCTABKH Ha TOBA
AekapcTBo (M30pOeHH B TOUKA 6).

* aKo uMmare yepHoapoOHo 3abonsBaHe.

*+ ako cre 6pemeHna WM KbpMHTe. AKO 3abpemeHeeTe aokaTo npuemate PO30P, cnipete nprema
HeszabaBHO W yBenomeTe Bawua nexap. JKenute Tpabea na usbarear sabpemenssane, 10KaTo
NpHEMAaT TOBA JIEKAPCTBO, KATO H3MOM3BAT MOAXOAALUM KOHTPALIEMTHBHU MEPKH.

*  AKO UMaTe TeXKO OBOpeHHO YBpexIaHe.

* daKO MMaTe NOBTapALLH ce, HeOOACHHMHM MYCKYIHH OonkK (MHomaTHa).

*  8KO MpHeMaHTE JIEKAapCTBO, HAPEUYEHO LIMKAOCIIOPUH (M3MOA3BaHO, HANPUMED, Cilefl TPAHCTNAHTALIUA
Ha OpraHH).

*  aKO Nnpuemare nekapcTaeHa KoMGHHauMa oT cooclyBup/BeNNaTacBUp/BOKCHIaNpeBUp (M3non3BaHa
3a BUpyCcHa HH(pEKLUMA Ha YepHUA apo6, HapeveHa xenaTtut C).

*  8KO HAKOTa CTE UMAJIH TEXBK KoKeH oOpuB MM GeneHe Ha KOXKaTa, MOABA HA MEXYDPH H/WIH A3BH B
ycTarta cnei npieM Ha PO30OP unu apyru cebp3aHy NeKapcTsa.

AKo HKOe OT M30poeHHTe No-rope ce oTHacA 32 Bac (Mu HMaTe CEMHEHHA), MO/, CBBPIKETE Ce ¢
Bawus nekap.

B nonbnnenue, He npuemaiite PO30OP 40 mg/10 mg (uHaii-BucokaTa no3a)

*  aKo MMmaTe ymepeHH 6BOpeunn npobneMu (ako ce CbMHABATE, MO, ronuTaiTe Bauina nexap).

*  aKo LMMTOBHAHATa By jute3a He HYHKLIMOHMpPA NPABHITHO.

*  aKO CTE MMASH TIOBTAPALUM CE WK HEOOACHUMH MYCKY/IHH BONKH WNH JTHUHA UNy dhaMHIHa aHaMHe3a
3a MYCKY/IHK npobnemu.

*  aKO CTE HMAJIH NPEAMILIHA aHaMHE3a 32 MYCKY/IHH NMpoGneMn Npy NpueM Ha ApYrd JieKapcTsa 3a
MOHHXABaHe Ha XojlecTepona.

*  aKO peNOBHO MHETE roJeMH KOJIMYECTBa aNKoX0Jl.

* aKO CTE OT a3HaTCKM NPOU3IXOA (ANOHeL, KHTael, (PHIHNHHEL, BUETHAMELL, KOPEEL W HHAHeL),

*  aKko NMpHeMare JApyrH JieKkapeTea, HapeueHH HUbparty, 3a NOHKXKABAHE HA XONMecTepona.

AKO HAKOE 0T U3bpoeHHTe no-rope ce oTHacs 3a Bac (Mnu uMaTe CbMHEHHA), MONA, CBLpPXKETE Ce ¢
Bawius nekap.

IlpeaynpexaeHns U NpeaANa3HA MEPKH

['oBopete c Bawua nexkap unu dapmauesT, npeaun aa npiemetre PO30P, axo:

* umare npobnemu ¢ HvOpenuTe.

* uMare npodaeMu ¢ HuepHHs apod.

*  HMMAaTe MOBTAPAIUH CE WIH HEOOACHUMM MYCKYJIHH DONIKH, THYHA WIIH CEMEHa aHaMHe3a 3a
npobaeMH ¢ MYCKYJIMTE KM MpellecTBallia aHaMHe3a 3a NpobieMH ¢ MYCKYJIMTE, AOKATO CTe
npHeMalk ApPYTH €KapcTBa, MOHHXKaBalllK xonectepona. KaxkeTe Ha Baluna nekap neszabapno, ako
HMaTe HeoOACHHMH MYCKYNHH BONKH, ocoDeHOo aKO Ce NOYYBCTBATE 3/1€ WK UMaTe TEMNEPATYPa.
Kaxete cbimo Ha Bamus nekap win ¢papMaUueBT, ako UMaTe MOCTOAHHA MYCKY/IHA CJI

*  CTe OT a3HaTCKH MPOU3XOA (ANOHCKH, KHTAKCKH, GUINMKHCKH, BUETHAMCKH, KOpeH
Bauinat nexap Tpabea na u3bepe noaxoanwara za Bac nosa.




* NpYemaiTe NexapcTea, W3nom3eaHu 3a Gopba ¢ nudekunn, Bkmountenno XUB unun xenarur C,
HanpHMep NOMHHABKD/PHTOHABUP WUNM aTa3aHABHP WM CHMETIPEBHP, Mons, BrxkTe "Jlpyru
nexapcrsa v PO30P".

*  HMMATe TeKKa JMXaTeilHa HeJOCTaTbYHOCT.

* MnpHeMainTe APYTH IEKAPCTBa 3a NOHHXKABAHE HA XOnecTepona, HapeyeHn dubpatu. Mons, BixTe
"pyru nexkaperea v PO3OP".

*  PEeAOBHO KOHCYMHPATE FONEMH KONHYECTBA AKOXOJL.

* CTpagare OT XMIIOTHPEOHIMIbM, NIPH KOHTO WHTOBUAHATA B sxnesa He paGoTH npasuiHo.

* cCTe Ha BB3pacT Hal 70 roauum (Bawmat nexap Tpabaa aa u3bepe noaxoadwara 3a Bac goza PO30P).

* MPpUEMATE WK CTE MPHEMANH Npe3 AOCEAHHTE 7 AHU NEKapCTRO, HapeueHo (Gy3HA0BA KMCENHHa
{(nekapcTBo 3a GakTepHATHA HHBEKUHA), TPEe3 YCTaTa WK HHXkekUHOHHO. KombuHauaTa oT
(hysunosa kucenutia u PO3OP mosxe Ja noBeae A0 CepHO3HH MYCKy/Hu npoGnemu (pabaoMHonusa).

* npu aeueHre ¢ PO30P ce crobinasa 3a ceprosHH KOXKHY peaKLMK, BKIKOYBALIH CHHAPOM Ha
CrupbHC JHKOHCHH W TeKapcTBeHa peakuus ¢ e03HHOGUNUA W cucTeMHH cumnromu (DRESS).
Cnpere ynorpetara Ha PO30P W noTbpceTe HezabaBHO MEMLIMHCKA NOMOLL, aKko 3abesexuTe HAKOH
OT CHMINITOMMTE, OTIHCAHH B TOuKa 4.

*  aKO UMAaTe WK CTe MMank MHacTeHHs (3abongraHe, KoeTo ce MposABABa ¢ 06la MycKynHa cnabocT, B
HAKOH C/ly4ad BKIKOYBALLA M MYCKYJIMTE, KOMTO Y4aCTBAT NPH AULIAHETO), WK OYHA MHACTEHHA
(3abonsBaHe, MPUYHHABALLO CNAbOCT HA OUHUA MYCKYN), Thil KATO CTATHHHTE TIOHAKOra MOraT a
ByIowat 3ab01ABaHeTO WM 14 A0BEAAT AO NOSABa HA MHACTEHMS (BXK. TouKa 4).

AKO HAAKO€ OT HIDPOEHHTE MO-rope ChCTOAHHA ce OTHAcs 3a Bac (MM ako He cte curypun): He
npuemaiite PO30P 40 mg/10 mg (naii-Brcokara 103a) H ce nockBeTBaliTe ¢ Bamua tekap nau
tbapmauesT, npean 1a 3anouHeTe Aa NPHEMATe KOATO H A4 € 1034 OT TOBA JIEKAPCTHO,

[1pH manbk 6poit xopa CTaTHHUTE MOraT Aa MOBIHAAT HepHUA Apo6. Tosa ce yCTaHOBABA ¢ NPOCTO
M3CNIE/IBAHE 32 MOBHLIEHH HUBA Ha 4YepHOAPOOHKTE €H3HMMU B KpbBTA. [Topas Tasu npuunHa Bawuar
JIeKap peaoBHO L€ NPOBeXaa TO3H KPbBEH TecT (4epHOAPOOHH GYHKIMOHANHU M3CeABaHKA) N0 BpeMe
Ha NeYEHHETO C TOBa NIEKApPCTRO. BaxkHo e Aa nocelapate nekaps 3a HazHavaBaHe Ha 1aGopaTopHU
H3c/eBaHMS.

Hokato npuemare ToBa nekapcTBo, BawuaT nekap e B Hab1i01aBa BHUMATEAHO, aKO UMaTe AMabeT
MIIM CTE M3JI0MEHH HA PUCK OT pa3BuTHe Ha AnabeT. MMa BepoATHOCT a CTe MANOMKEHH Ha PUCK OT
pa3auTHe Ha 1MabeT, ako HMaTe BUCOKH HMBA HA 32XaPH M MA3HWHH B KPBBTA, aKO CTE C HAAHOPMEHO
TErJ0 W HMaTe BUCOKO KPbBHO HANIATAHE.

Jdena u wHoK
Ynorpebara Ha TOBa IEKapCTBO HE C€ MPENOpbLYBA MPH AEiA W FOHOWH Ha BB3pacT noa 18 roauan.

JApyru anexkapersa u PO30OP
Tpabsa na kaxkete Ha Baiumns nekap unn hapMaLEeBT, ako NPHEMATE, HACKOPO CTE MPHEMATH HIH €
BB3IMOKHO Aa NIPUEMATE APYrH JieKapeTea.

Yeenomere Bawua nexap, ako npHemate HAKOE OT CEHHTE:

*  UMKNOCMOPHH (M3110/13Ba Ce HANPUMEP, Cile TPAHCIIaHTALIUA HA OPraHH, 3a a € NpeIoTBPaTH
OTXBBPIAHETO HA TPAHCNIAHTUPaHUR opraH. EQexTbT Ha po3yBacTaTHH ce NOBKILABA, AKO Ce
H3Mo/I3Ba 3aeaH0 ¢ uuknocnopHy). He npuemaiite PO3OP, nokato npHemMaTe HUHKAOCTIOPHH.

+ JlekapcTea 3a pa3pexaHe Ha KpbBTa, Hanp. BapdapuH, aueHOKyMapon Wik GIynHIHOH (edekTbT UM
HA paspeKAaHe Ha KPbBTA M PHCKET OT KbpBEHE MOTaT Ja Ce NOBHLUAT, KOTaTo Ce NPUEMAT 3a€/HO ¢
TOBA JIEKAPCTBO), THKArpenop WK KNOMHAOrpen.

» Jpyru nexapcTea 3a NOHWKABaHe Ha XONECTEPoia, HapeueHH hubpath, KOUTO ChLLO KOPHIHPAT
HHBATa HA TPUIMMLIEPHIAMTE B KPbBTa (HanpuMep remdpubposzun u apyru dubpatn). Koraro

+ Konectupamut (1ekapcTBo 3a NOHMXKABaHE Ha X0JeCTepoNa), Thil KATO 3aCATa HA4H
AeiicTRa e3eTHMHO.

* Bcaxko oT cnennuTe NeKapeTBa, M3MO/3BaHHU 3a Te4eHHe Ha BUDYCHM HHOEKUHH, B
KM xenaTHT C, camMocToATeNHO WK B kKomGuHaums (ke "[penynpexaenus u n
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MepKH"). pUTOHaBHp, NONHHABHP, ATA33HABHP, CUMENPEBUP, OMOHTACBUD, NAPUTATIPEBHD,
AacabyBup, BENATacBUp, rpa3onperup, enbacBup, raeKanpesup, NUGPeHTasBHp.

+ JlexapcTsa 3a HApYLIEHO XpPAHOCMHNAHE, ChbpiKallld AllyMMHUA W MarHeauit (M3NON3BaHH 3a
HEYTPATH3HPAHE HA KMCE/IMHH B CTOMAXa; T€ MOHIDKABAT NTa3MEHOTO HHBO Ha po3yBacTaTHH.) TosH
edekT Moxe Na 6bC HAMaNeH KaTo TO3M BH €KAPCTBO ce NpUeMe 2 4aca cnea NnpueMa Ha
PO3yBacTaTHH.

* Epurpomuunt (antubuotnk). EdekTsT Ha po3yBacTaTHH ce NOHMKaBa, KOraTo Ce NpHema 3aeHo ¢
TO3HM AHTHOHOTHK.

* @y3uaosa kucenHHa. Ako TpsabBa na npueMare Gy3Ha0Ba KUCENNHA NPE3 YCTATA 3a JIEUEHHE Ha
Baxrepnanna nudekuua, Tpabea BPEMEHHO Jla NpeycTaHOBUTE yroTpe6aTa Ha TOBA 1EKapCTRO.
Baiuusat nekap ute Bu kaxe kora e 6e3onacHo na nofHoBHTe Neverrero ¢ PO3OP. [MpuemaneTo Ha
TOBA JIEKAPCTBO C Py3HA0BA KHCE/IMHA B PEAKH CNYHan MOXE Aa J0BEAE 10 MycKy/Ha crabocT,
HyBCTBHTEAHOCT WK Gonka (pabnomuonusa). Bisxre noseve HHoOpMaLmMs oTHOCHO pabaoMHonK3aTa
B pasgen 4.

* [TlepopaneH kouTpauenTus (xanyeTo). HuBata Ha nonoBuTe XOPMOHH, NPHEMAHH C XANUETO, CE
MOBHILLABAT.

+  XopMoHanHa 3aMECTHTE/IHA TepanHa (NOBHILIABAT CE HABATA HA XOPMOHHMTE B KPbBTA).

* Peropadenud, naponyramMna win KanMaTHHUO (M3NMON3BaHM 3a NEUEHHE HA PakK).

*  (QocramaTHHHO (M3NON3BAH 32 NeYeHHe Ha HUCHK Bpoit TpOMBOLMTH).

*  ®ebykcocTaT (M3MON3IBAH 3a JIEUEHHE H MPELOTBPATIABAHE HA BACOKH HHBA HA NMKOUYHA KHCETHHA B
KpbBTa).

+  TepudnyHomuA (M3N0N3BaH 3a leueHHE HA MHOXKECTBEHA CKIEPO3a).

* JlepnyHoMna (M3n0N3BaH 3a NeUEHNE HAa PEBMATONIEH APTPHT).

* PokcapycTar (M3non3eaH 3a NeYeHHE Ha aHEMHA NPH NALUMEHTH € XPOHMYHO B16peuHo 3abongpane).

+ Tadamuauc (M3non3ean 3a neueHue Ha 3abonaBaHe, HAPEUEHO TPAHCTUPETHHOBA AMHIONI034).

*  MomenotnHub (M2non3BaH 3a neueHUe Ha MHenohuOpPo3a NP BE3PACTHH C AHEMHS).

AKO nocTbnuTe B 60JTHHLA MM MPHUEMATE NIEUSHHUE 33 APYT 34PABOCIIOBEH NpobaeM, KaxKeTe Ha
MENHLIHHCKHA €KHn, ue npuemare PO30P.

Bpemeﬂ HOCT H KbpMEHe

He npuemaiite PO30P ako cte GpeMenHa, onuTeate ce na 3abpeMeHeeTte WK CMATATE, Y€ MOYXKE 1A CTe
fpemenHa. Ako 3abpemeHeeTe, 10KaTO NpHeMaTe TOBa NEKAPCTBO, ClpeTe npHema He3abaBHO 1
yBeaomete Bauiia nekap. Xenute Tpsabpa aa M3NOA3BAT KOHTPALENTHBHY MEPKH 10 BpeMe Ha
JIEYEHHETO ¢ TOBA IEKApCTBO.

He npuemaiite PO30P ako kbpMHTe, THiT KaTO He e U3BECTHO AaH 1eKapCTEOTO NPEMHHABA B KbPMATA.

Illepnpane u paGota ¢ MamIHHK

He ce ouaxBa ToBa nekapcTBo na noenuse cnocobHocTTa By na wodupate wiK A1a U3non3sate MaLIHHH.
Bounpexyu ToBa, Tpabea 1a ce MMa [IpeABH, Y€ HAKOH XOpa MOraT 112 MoJiyyaT CBETOBBLPTEXK ClEef KATO
NpUeMaT TOBA NEKAPCTBO. AKO ce HyBCTBATE 3aMasHH, He TpAOBa na wodupaTe Wi aa paborure ¢
MallMHH.

PO3OP chavpxa natpuii

Tosa nekapcTBo cbabpka no-mMaiko oT 1 mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXKE J1a CE€ Kaxe, ue
MPaKTHYECKH HE CHABPIKA HATPHIA.

3 Kax pa npuemate PO30OP

Bunarn npuemaiite ToBa nekapeTBO TOUHO KakTo Bu e kazan Bawusar nekap unn dapmauest. Ako He cTe
CHI'YPHH B HELLO, NonHuTakTe Bawuns nexap unu gapMauesT.

ToBa nekapcTBO He € MOAXOAALLO 32 3aMOUBaHE Ha AcueHUe. JledeHueTo Tpabsa na ce 3a
aKTHBHHUTE BEILECTBA MOOTAENHO H Cle ONpeac/aHe Ha NOAXOAALINTE JO3H € Bb3MOXKH
npemuHaBareto kbM PO30P ¢ noaxoadita KOHUEHTpaLus.



Tpabsa na NpoALMKMTE 212 CNA3BaTE AMETA 33 NOHMKABAHE HA XONECTEPO/Ia U [a NPABUTE yNPAKHEHUA
aokato npuemare PO30P.

[lpenopbuBaHaTa IHERHA 4038 32 Bb3PACTHHM € €1Ha (UIMHpaHa TabneTka.
IIpuemaiite PO30OP Beansx queBHO.

MoxkeTe na npHemare NeKapcTBOTO NO BCAKO BPEME Ha NigHd, ¢ nH 6e3 xpaHa. Baemaiite nekapcteoro
N0 €IHO H CbLLO Bpeme BeekH JeH. [lornbluaiite Boska unmupata Tabnetka uaia ¢ soja.

Ako Bawmat nekap Bu e npeanucan PO3OP zaeaHo ¢ apyro nekapcTso 3a NOHWKABAHE Ha
X0NeCcTepona, ChbAbPXKallo aKTHBHATA ChCTARKA XONECTHPAMHH, HH APYTO IEKAPCTRO, ChABPKAILO
CEKBECTPAHT Ha XJTbUHW KHCENHHH, Tpi6Ba na npuemate PO30OP noxe 2 yaca npeau unu 4 vaca cnen
npHeMa Ha CeKBEeCTPaHTa Ha HIBbUYHH KHCEJIHHA.

PenoBno niceaBane Ha xonecrepona
BaxHo ¢ na nocewasarte Bawua nexap 3a pe0BHO H3cNeABaHe Ha XONECTEPONa, 3a 1 CTe CUTYPHH, 4e
xonectepontT B e qocTHrHaN v 0cTaBa Ha NPaBUIHOTO HHUBO.

AKo cTe npuenn nosede ot HeoGxoaumaTa g03a PO30P
Csipxere ce ¢ Bawua nexap nnu crnielrHoTo otaeneHre Ha Hail-Gnu3kata GonnMua, 3aMI0TO MOXKe J1a ce
HY»aeTe OT MeJAHUMHCKA NoMOoLL,.

AKo cTe nponycHanu aAa npuemete PO30OP
He ce TpesoxeTe, He npreMaliTe npomycHaTaTa 1032 M B3EMETE C/IEBAlLATA IaHHpaHa 1034 B TOUHOTO
speme. He B3emaiite nBoiina nosa, 3a 1a KOMNEHCHpATE MPOMYCHATATA 1034,

AKo cTe cnipesn npiema Ha PO30OP
[Nosopere ¢ Bawna nekap, ako Mckate Ja CrpeTe NpvemMa Ha ToBa JiekapceTBo. HuBara Ha Bauuuna
XOJIECTEPON MOKE [1a CE MTOBHILAT OTHOBO, aKO CpETe 1a NpHemare TOBa NeKapcTBO.

AKO MMATE HAKAKBH SOMBJIHHTENHH BLAPOCH, CBLP3aHH ¢ yrnoTpebaTa Ha TOBa 1eKapcTBO, NonuTaite
Bawus nexap wan gapMauest.

4. Bb3MoxHH HexkeTaHH peaKkiluy

Kakto BcHukH NIEKapcTBa, TOBA JICKAPCTBO MOXKE Na NPEAM3IBHKA HEXKETaHH PeakUHH, BLENPEKH 4¢ HE
BCEXH 'K nonyyuasa,

Baxno e da CT¢ HagCHO KAKBK €a TE3H HEXKETaHH peaKLHH.

Cnpere npuema Ha PO30P n He3a0aBHO NOTHpceTe MEAHUHHCKA MOMOIN, AKO AOJYYHTE HAKOE OT
CETHHTE:

Penxn HeXkeNaHu peakiiMH (MorarT Aa 3acerHaT 2o 1 na 1 000 aywmn);

ANepruyHM peakuUMyu KaTo OTOK Ha JIMUETO, YCTHHUTE, €3UKA W/HITH I'bPlOTO, KOMTO MOTaT Ja NPHUHHAT
3aTPYAHEHHA B AHIIAHETO W MPeriblIaHETOo, 1ynyconofoben CHHAPOM (BKITIOUMTENHO 0OpHB, CTABHU
HapyLueHnsa M edeKTH BbpXy KPBBHH KIETKH) H Pa3KbCBaHE HA MYCKYIL.

Heobuuaithu MyckyaHu 60AKH, KOWTO NPOABIDKARAT NO-ABAr0 OT O4aKBaHOTO. Paako ToBa Moxe na ce
pa3sBHE B NOTEHLHAIHO XKHMBOTO3aCTPALIABALIO MYCKYJIHO YBPEXKAaHE, HAPEYEHO pabaoMHONH
BOJM 10 HEPa3MONOKeHHe, Tpecka M 6BOpetHO yBpexaaHe.

C Heu3BecTHA YecTOTa (0T HAJTHYHHTE AAHHH He Moske Ja ObJe HallpaBeHAa OUEHKA !
YepreHHKaBH, HEHAAUTHATH, NOAOOHH HA MULLIEHA WM KPBIJIH NETHA A0 TANOTO, 4ECTO &{paﬁ A

AN N B
PasNnoJIOXKEHH MEXYPH, 6e.ﬂeHe Ha KOXaTa, A3BH B ¥CTaTa, F'bpPNOTO, HOCA, M0 FCHUTAITNHT ? Q‘ﬂ_‘, ﬁl __’}rﬁa‘
\




CEPUO3HH KOKHH OOPHBU MOTAT /13 CE MPEALIECcTBAT OT fIOBHILEHA TeMnepaTypa M rpUNonoao0HH
cHMNTOMH (cHHEPOM Ha CTHBBLHC JHKOHCHH).

O6wupen 06pus, BHCOKa TelecHa TEMEPaTypa H ysenuueHH numdHu Bbanu (DRESS cunapom wiu
CHHIPOM Ha JIEKApCTBEHA CBPbXUYYBCTBHTENHOCT).

Apyru HexeNaHH peaklHH

YecTn Hexke1aHH peaknnn (Morat aa 3acernar Ao 1 Ha 10 xyin)

* rnapoGonue

*  3anex

* rajeHe

* MycKynHa 6onka

* 4yBCTBO Ha cnaboct

* BHEHE Ha CBAT

* NOBHILEHO KOJIHYECTBO Ha IPOTEHH B YPHHATA, KOHTO OOHKHOBEHO C& HOPMANW3MpPa CaMOCTOATENHO
6e3 cnupane Ha neueHneto (camo PO3OP 40 mg/10 mg)

* nuabet. Toea € N0O-BEPOATHO, AKO HMATE BUCOKM HUBA HA 3aXap U Ma3HWHH B KPBLETA, aKO CTe ¢
HaJHOPMEHO TEr/I0 MM MMAaTe BHCOKO KPbRHO Hansrane. Bawuat nexap we By vabnronasa, 1okato
npHemare TOBa IeKapCTBO.

« Oonka B cromaxa

*  JHapua

*  METEOpH3bM (M3NHIUBK OT Fa3oBe B YpeBara)

* yMopa

* NOBMLIABAHE HA HAKOM NapaMeTpH B NabOpaTOPHH KPbBHU H3CNEABAHHA Ha YepHOAPOoOHaTa GyHKUMNA
(TpaHcaMUHAa3M)

?

HedecTn HeskeJaHM peakuuu (Morar aa sacersar ao 1 ua 100 gymm)

* 00puB, cbpbex, KOMPUBHA TPeckKa

* NOBMIIABAHE HA HAKOH NaGOpPaTOPHH KPbBHHU M3CNCABAHHA HA MYCKY/HATa (GYHKLHSA (TecT 3a
KpeaTHHKHUHAa3a)

* MOBHIUEHO KOMHYECTBO HA MIPOTEHH B YPHHATA, KOATO OOMKHOBEHO Ce HOPMATH3UpPa CAMOCTOATENHO,
6ez cnupane Ha seueHueto (camo PO3OP 10 mg/10 mg 1 20 mg/10 mg)

¢ Kawnuua

*  npobneMH ¢ XpaHOCMHIAHETO

*  CTOMALUHH KHCENHHM

* 0onKu B CTaBUTE

*  MYCKYJIHH Cna3mu

+ Oonka BLB BpaTa

*  HAMAQJIEH aneTuT

+ Gonka

+ 60nKa B rbpaUTe

*  ropeliH BbIHH

* BHCOKO KPBBHO HanfraHe

*  ycellaHe 33 MpaByUYKaHe

* CyxoTa B ycTara

* Bb3NAJEHHE Ha CTOMaxa

* 6Gonka B repba

*+  MyckyiHa cnaboct

» Gonka B pbleTe W KpakaTa

* noayBaHe, 0cofeHO Ha pbLUeTe U KpakaTa

Penxu nexenand peakuns (morar aa 3acernat a0 1 na 1 000 ayurn)

* BBL3INAJNEHHE HA MaHKpeaca, KOETO MPHYHMHABA CHIIHA CTOMAlIHA DoNka, KOATO MOXe A4
pasnpocTpaHH KbM rspba

* HamanssaHe Ha Opos Ha TPOMOOLIHTHTE

MHoro peakH HexkelaHH peakuuu (Morat aa 3acernat go 1 ua 10 000 aymmu)
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* KbJITeHHLA (OABATABAHE HA KOXKATA W OYHTE)

*  BB3MAICHHE HA HYepHHA Apob (xenaTuT)

* ClIe/i¥ OT KPBbB B YpHHaTa

*  YBPEXJAHE HAa HEPBUTE HA KPaKaTa U pbLeTe (KaTo H3TPLIBaHe)
+ 3ary6a Ha namerTa

* YBEJHUYABAHE HA MbPAWTE NPH MbXKeTe (THHEKOMACTHA)

C neu3BecTHa YecTOTa (OT HAAHYHHNTE AAHHH HE MOKe Aa Ob/1e HANPABEHA OLEHKA)

* 3apyx

* oTOK (NO/yBaHe)

* HapYLUEHHSA Ha CLHA, BIUTIOMUTENHO GE3CHHHE M KOLIMapH

* CceKCyaNHH 3aTpyaHEeHHs

* JenpecHs

*  3aTPYAHEHHA NIPH AHLLAHE, BKJIKOYHTETHO YNIOPHTA KALITHLIA H/WM 3a1yX WM TPecKa

*  YBPENOAHE HA CYXOXKHNUATA

* MyCKyJTHa cnabocT, KOATO € NOCTOAHHA

* K4MBHH B XTbUKATA HNY Bb3NANCHHE Ha HUTbYHUA Mexyp (KOETO MOXE Ja NpUuKHHK GOJKa B cTOMAaXxa,
rajeHe, NOBPBLLAHE)

* MHacTeHua rpasuc (3abonasaxe, npuurHABaLO oblia MycKynHa cnabocT, B HAKOM Cly4au
BK/IHOYBALLA H MYCKYJIMTE, KOKTO yuacTBaT MpH AdwaHeTo). Ouna muacTenus (3abonssane,
npUuMHaABaLo cnabocT Ha OuHUA Myckyn). ['oBopeTe ¢ Bawus nekap, ako uanuteare ¢nabocr s
PBUETE WIH KpaKaTa, KOATO C€ BJIOLIABA CJIe NEPUOAH Ha aKTHBHOCT, MMaTe JIBOMHO BHIKIaHe HIH
YBUCBaHe Ha KIENavUTE, 3aTPYAHEHO NPErAbLIAHE MK 3a0YX.

Crobuapane HA HeXeIAHH PEAKIHH

AKO NOJTy4HTE HAKAKBH HEKENTAHH NEKAPCTBEHH peakLuH, yBenomete Bawna nexap, hapmauesT nnu
MEJHLIMHCKA ceCTpa. Tosa BKIKOYBA BCUUKH BB3MOMKHH HEOMHCAHH B Ta3H JIHCTOBKA HEXKENAHH PCaKLIHH.
MosxeTe CbLIO Aa CHOOUIMTE HEXENAHH PeakLMi TMPEKTHO Ype3 HAUMOHATHATA CHCTEMA 34
cboblasane:

HanbanuTenHa areHuMs 1o Aekapersara

ya. ,Jdaman [pyes” Ne §, 1303 Codun

Ten.: +35 928903417

yebealiT: www.bda.bg

Karo cbobluasate HexkenaH! peakLMH, MOXKeTe /1a Naaete cBOA NPHUHOC 33 NONy4aBaHe Ha MnoBeye
HHGOPMALKA OTHOCHO Be30MacHOCTTa Ha TOBA JIEXAPCTEO.

5. Kak aa coxpaussare PO30P

Ila C€ CLXpaHABa Ha MACTO, HEOOCTHNHO 3a Acla.

He wsnon3paiite Tora nekapcTBO CNER CPOKA HA FOAHOCT, OTOENA3ZAH BBbPXY KaPTOHEHATA KYTHA Y
6aucrepa cnen ,[loned no:“ u “EXP”. CpoksbT Ha romHoOCT OTroBaps Ha nocieJHHA A€H OT MOCOUEHHA
Mecell,

Jla ce cvXxpaHsBa B OpUrHHAIHATA ONAKOBKa, 3a 1a Ce Mpeanasy OT CBETIMHA K BJlara.

He H3xpbpasiTe nekapcrsaTa B KaHaJIH3aUMATA WM B KOHTeHHepa 3a foMallHK oTnaabuH. Flonuraiite

Bauwisa apMaueBT kak Aa H3XBBPIATE NeKapcTBaTa, KOMTO BEUe HE M3NON3BaTe, Te3Hn MepKH e
CTIOMOTHAT 3a OTa3BaHe Ha OKOJTHATA cpela.

6. CbabpkaHHe HAa ONAKOBKATA H JONBIHATENIHA HHPOPMALHA

Kaxso ceabpxka PO3OP
- AKTHBHUTE BEIECTEA €A PO3YBAcTaTHH (KAaTo pO3yBACTATHH KANLM) U €3eTHMHO)



- Beaka guimupana tabnetka chabpxa posyBacTaTHH kanuui, ceoTBeTcTaw Ha 10 mg, 20 mg vaw
40 mg pozysacraTiH M 10 mg e3eTumub.
- JApyrute cheTaBKH ca:

FPosysacmamun - s0po

[lpexenaTUHH3HpaHO LIAPEBUYHO HULLIECTE, MUKPOKPHCTAHA Uenyosa (E460), MernyMuH, kanuues
xuaporenpocdar anxuapar (E341), kpocnoeuno (E1202), 6e3800¢H KOJNIOMAEH CUAHLMER THOKCH
(E551), Hatpues cTeapundymapaT

Ezemumub - aopo

Mannton (E421), 6yTunxnapokcuannzon (E320), Hatpues naypuncyndar (E487), kpockapmenosa
Hatpui (E468), nosuaon (K-30) (E1201), vepeeH xenesen okcun (E172), marneaues creapar (E470 b),
HaTpHeB cTeapundymMapar

Obeuexa na mabremrama
Xunpowmesona (E464), Turanor auoxceng (E171), makporosn 4000, uepseH xeneszed okcun (E172)

Kak nirnexaa PO30OP n xakBo cbabpka onakoBkaTa

PO30OP 10 mg/10 mg ca po3osu, kpbrti dhunMupanyd TabneTky ¢ anameTsp 10,1 mm v BanbGHato
penedHo o3HaueHue “AL” oT egHaTa crpaHa.

PO30P 20 mg/10 mg ca po3osH, kpbrau dunMupanu tabnetku ¢ anamersp 10,7 mm, riagku ot aseTe
CTpaHH.

PO30P 40 mg/10 mg ca po3osw, oBanHK QUIMHPaHH TAONETKH ¢ AbAXKKHA 13 mm W wrpuHa 11 mm u
BAEOHaTO penedHo o3HayeHHe “L7” oT ennata cTpaHa M raakK OT ApyraTa CrpaHa.

Baucrepu ot OPA/AlL/'PVC-anymuHuero donuo.

OnakoskH, cbabpxkatu 10, 30, 60, 90 dunmupaun TabneTku.
He pcuuky BuaoBe onakoBkH MoraT fa 6s3aT nycHaTH B npoaaxba.

l'lpnrema’re.u Ha pa3pelIeHHeTo 34 ynorpeﬁa H OPOH3IBOAHTEI

HpuTexaren Ha paspelleHHETO 3a YNoTpeba
Viatris Healthcare Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN, HUpnanaus

ITpoussoanTenu
Pharmadox Healthcare Ltd.

KW20A Kordin Industrial Park
Paola PLA3000
Masnta

Mylan Hungary Kft.
Mylan utca 1
Komérom, 2900
YHrapus

McDermott Laboratories Limited T/A Gerard Laboratories T/A Mylan Dublin
Unit 35/36 Baldoyle Industrial Estate

Grange Road

Dublin 13

Hpnanaus




Tozwn JekapcTBeR NPoayKT e paipeuieH 3a ynotpeda B AbpkapuTe wienkd ua EHUII noa cnenunre

HMeEHA:

' Hnnepnau,ﬁm )

Benrus
Brarapus

Kunsp

Yeuka
Penybnuxa
Hanns

IMbpuus

Hcnanns
QuHNaRNMA
®panuns
XbpBarcka
YHurapua
l/lp.ﬂaH,.E.l.Hﬂ )
Hranua

: Jlrokcembypr

~Manra

- Nonwa
[Mopryranus

:PyMLHHﬂ

CnoseHus

" CrioBallka

- PenyGnuka

JlaTa Ha nocneaHo MpepasriekaaHe Ha IMCToBKaTa: anpun 2026

' Rosuvastatine/Ezetimibe Mylan Healthcare 10 mg/10 fng, filmomhulde tabletten

Rosuvastatine/Ezetimibe Mylan Healthcare 20 mg/10 mg, filmomhulde tabletten

" MYROSOR 10mg/10mg filmomhulde tabletten

MYROSOR 20 mg/10 mg filmomhulde tabletten

MYROSOR 40 mg/10 mg filmomhulde tabletten

PO30P 10 mg/10 mg dmunmupanu tabnerxu

PO30P 20 mg/10 mg dunmupann tabnetkn

PO30P 40 mg/10 mg puamupanu TabneTkm _ o
ROZOR 10 mg/10 mg emxoAvppéve pe Aemtd vuévio dioxia
ROZOR 20 mg/10 mg emxoivppéva pe AETTO vpévio Sioxia

- ROZOR 40 mg/10 mg emkalvppéva pe Aentd vpévio dokio

Rosuvastatin/Ezetimibe Mylan

TWICOR

TWICOR 10 mg/10 mg

TWICOR 20 mg/10 mg

ROZOR 10 mg/10 mg emxaAVUUEVE PE AETTO VUEVIO diokia
ROZOR 20 mg/10 mg emxalvppéva pe Aemtd vuévio diokia
ROZOR 40 mg/10 mg emikaivppévae pe Aentd vuévio dokia
TWICOR 20 mg/10 mg comprimidos recubiertos con pelicula
TWICOR 40 mg/10 mg comprimidos recubiertos con pelicula
Twicor 10 mg/10 mg

Twicor 20 mg/10 mg

TWICOR 10 mg/10 mg

Twicor 20 mg/10 mg

ROZOR 10 mg/10 mg filmom obloZene tablete

ROZOR 20 mg/10 mg filmom obloZene tablete

ROZOR 10 mg/10 mg

ROZOR 20 mg/10 mg

- TWICOR 10 mg/10 mg
- TWICOR 20 mg/10 mg

ROZEIOND 10 mg/10 mg

ROZEIOND 20 mg/10 mg

MYROSOR 10mg/10mg filmomhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten
MYROSOR 40 mg/10 mg filmomhulde tabletten
TWICOR 10 mg/10 mg

TWICOR 20 mg/10 mg

Sorento

- TWICORI10 mg/10 mg comprimidos revestidos por pelicula

TWICOR 20 mg/10¢ mg comprimidos revestidos por pelicula

- TWICOR 40 mg/10 mg comprimidos revestidos por pelicula

TWICOR 10 mg/10 mg comprimate filmate
TWICOR 20 mg/10 mg comprimate filmate
TWICOR 40 mg/10 mg comprimate filmate
ROZOR 10 mg/10 mg filmsko obloZene tablete
ROZOR 20 mg/10 mg filmsko obloZene tablete

- ROZOR 40 mg/10 mg filmsko obloZene tablete

ROZOR 10 mg/10 mg filmom obalené tablety
ROZOR 20 mg/10 mg filmom obalené tablety
ROZOR 40 mg/10 mg filmom obalené tablety
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