JIHCTOBKA: HHPOPMALKA 32 MAIIHEHTA

PO30P 10 mg/10 mg ¢puamupanu tablieTkn
ROZOR 10 mg / 10 mg film-coated tablets

PO30P 20 mg/10 mg pniamupanu tabaerkn
ROZOR 20 mg/ 10 mg film-coated tablets

pO3yBacTaTHH H e3eTUMUD (rosuvastatin and ezetimibe)

IIpouerere BHHMATENHO UANATA JJHCTOBKA, NPeH Aa 3aN04YHETE Aa NIPHEMATE TOBA JIEKAPCTRO,

ThH KaTO TH ChAbLPXA BaskHA 3a Bac undopmanns,

- 3anasere Ta3u JUCTOoBKA. MoXe Ja ce HaNOKU Aa A NpoHeTeETe OTHOBO.

- AKO UMaTe HAKAKBH JOIMBJIHHUTENHH BBIPOCH, NonrTanTe Bawua nekap unu gpapmalLienT.

- ToBa nekapcTBO € npeanMcado nuyHO Ha Bac. He ro npeorcrenBaiite Ha apyrd xopa. To Moxe aa
WM HaBpeAH, HE3aBHCHMO U€ MPHU3HALMTE HA TAXHOTO 3abonsBaHe ca cbuiuTe kato Bawure.

- AKO nonyuuTe HAKaAKBH HEXENaHW peakuuu, yseaoMete Bawung nexap unu dapmauest. Tosa
BKJIKOYBA W BCUYKHM Bb3MOXKHH HEXKEJIAHH PEeaKLMH, HEONMUCAaHHU B Ta3M JIMCTOBKa. BHxkTe Touka 4.
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1. Kakpo npeacrasiaasa PO30OP u 3a kakBo ce H3non3ea

PO30P cvavpxa ABe paznviHH aKTHBHHU BELLIECTBA B €AHA punmMupaHa Tabnetka. EAHO OT akTMBHUTE
BELLECTRA € PO3YBACTATHH, MPHHAAMEKALL KbM I'pyllaTa Ha TaKa HAPSUEHHTE CTATUHH, APYTOTO AKTHBHO
BELLECTBO € €3eTHMHO,

PO30P ¢ nekapcTBO, HU3N0A3BAHO TPH BH3PAaCTHH NALMEHTH 33 NOHWKaBaHe Ha HUBOTO Ha OOLLMS
xosectepon, "nowusa” xonecrepon (LDL xonectepon) 1 MacTHH BELLECTBA, HAPEUYECHU TPUTTHUEPHAH B
KpbBTa. B JOmMBIHEHHE, TOM CbLIO Taka NnoBHilaea HUBaTa Ha "n06pus” xonectepon (HDL xonectepon).
ToBa nekapcTBO ACHCTBA KaTO NOHHAKABA XOJIECTEpOAa N0 1Ba HAYKHA: HAMANABA XOJIECTEPOa,
abcopfupaH B XpaHOCMHIIATEIHHSA TPAKT, KAKTO H XOJIECTEpPONa, KOHTO TAnoTo B npounssexaa
CaMOCTOSITENTHO.

[IpM noBeueTo X0pa BUCOKUAT XOJIECTEPON HE OKA3Ba BAMAHHME BbPXY HAUMHA, NO KOWTO CE Y4yBCTBAT,
3aL10TO HEe NPeAN3BMKBA HUKAKBU CHMITOMH. Bee nak, ako octaHe 6e3 neyeHue, MaCTHUTE OT/laraHMus
MOTAT [a C& HATPYNAT 110 CTEHUTE Ha KPbBOHOCHHTE CHAOBE, KATO IO TO3H HAYMH TE CE CTECHABAT.
[loHAKOra cTeCHEHUTE KpbBOHOCHH ChA0OBE MOraT Ja Ce 3almylliaT, KOeTO MOXe Aa cnpe
KpbBOCHAGABAHETO HA CHPLETO UAN MO3IBKA U J1a JOBEAE [0 ChbpPASHEH yaap WK UHCYAT. C
MOHW)KABAHE Ha HUBATA Ha XOJIECTEPONAa MOXKE [a C€ HAMA/IH PHCKA OT ChPACYEH yAap, HHCYJIT UAH
CBBP3aHH ¢ TOBA 3APaBOCNOBHHU Npobhemu.

Tosa nexapcTBO Ce H3MOMN3BA NPH NMAaLMEHTH, YHHATO HUBA HA XONECTEPON HE MOraT Ja
KOHTPOJIMpAHW CaMO 4pe3 META 3a NMOHMKAaBaHe Ha Xonectepona. Jfokaro npuemare
TpabBa Aa ocTaHeTe Ha JUETATA 33 NOHHMXKABAHE Ha XojlecTepona. BalliHAT nekap Mo
PO3O0OP, ako Beue npHemMare po3yBaCTATHH H €3€THMHO B CBLIUKHTE NO3H.




Toea JiekapcTBO Ce M3MOA3Ba MPH NAUMEHTH CbC ChpacHHU 3abonsapanua. PO30OP Hamansea pucka oT
MH(apKT, HHCYJIT, ONepalivg 3a yBeJM4aBaHe Ha NPUTOKA HA KPbB KbM ChPLETO HIIM XOCNHTATA3ALNS
nopaau rpvaHa donka.

Toea JICKAPCTBC HE BH MOMAra Ja oTciiabHere.

2. Kakpo Tpa0Ba na 3naeve, npean aa npuemere PO30P

He npuemaiite PO30P , ako

* CTe aeprUuHu KbM pO3YBACTATHH, €3¢THMHO MY KbM HAKOA OT OCTAHAIUTE ChCTARKHW Ha TOBA
nekapcTBo (M36poeHH B TOUka 0).

* uMaTte YepHoapoOHO 3abonaraHe.

*  pMaTe TexXKO OdpeuHo yepexxaaxe.

*  MMAaTE NOBTAPALLIM C€, HEOOACHHUMHU MYCKYJTHHU 00AKH (MHONATHA).

¢ NpHeMare NEKapCTBO, HAPEUYEHO LUKAOCNIOPHH (M3MNOI3BAHO, HAMPUMED, Cle]l TPAHCMNAHTALUA Ha
OpraHH).

¢ cre OpeMeHHa mH KbpMmute. Ako 3abpemeHeete aokaro npuemare PO30P, cripere npuema
He3za0aBHO Y yBeaoMeTe Bamna nekap. XKenure 1psabea na mzbarear 3abpeMeHsBaHe, 10KaTO
IPUEMAT TOBA JIEKAPCTBO, KATO W3NOA3BAT MOAXOAALLK KOHTPALEIITHBHH MEPKH.

*  HAKOra CTe HMAJIM TeXKbK KOXeH 00puB win beneHe Ha kKoxara, MoABa HA MEXYPH W/HIIH A3BH B
ycrara cneg npueM Ha PO30P wnu apyru cBbp3aHH JIEKapcTBa.

AKO HAKOE OT u3bpoeHUTE No-rope ¢e oTHacA 3a Bac (MM uMaTe CbMHEHNA), MONIA, CBBPIKETE CE C
Bawuina nekap.

Ilpeaynpexnenus n NpeAnasHE MEPKH

['oBopete ¢ Bawug nexap unu ¢papmauesT, npead aa npuemere PO30P, axo:

* umare npobnemu ¢ 6v6peumTe.

* HMate npobieMu ¢ yepHHs apod.

* pMaTe MOBTAPALLUU CE WIH HEODACHUMHU MYCKYAHHU DONKH, IHYHA WITH CeMeiHa aHaMHe3a 3a
npobieMH ¢ MYCKYJIMTE WY NPEALUECTBALLZ aHAMHESA 34 NPOOIEMH ¢ MYCKYJIMTE, IOKATO CTE
npueMany Apyry NekapcTea, NoHHxKasawu xonecrepona. Kaxere Ha Bawus nexkap He3abaBHo, ako
UMAaTe HEOOACHUMH MYCKYIHH DONKH, OcOOEHO aKo ce MOYYBCTBATE /1€ WIIM UMATe TeMneparypa.
Kaxkete cbio Ha Baiug nekap uiav dhapmMauenT, ako HMATE NOCTOAHHA MYCKYAHA ¢nabocrT.

* CT€ OT a3MATCKU NMPOoKU3Xo (ANOHCKHU, KUTAMCKH, (PUNUNHHCKH, BUETHAMCKH, KOPENCKH U MHAHICKH).
BawuaT nekap tpabBa na uzdepe noaxonsiara 3a Bac nosa.

* npHeMaTe IeKapcTBa, U3NoN3BaHu 3a Oopba ¢ HHpekuuH, BkatounTenHo XUB unu xenatur C,
HanpuMep JOMUHABHP/PUTOHABUD M/HUIIU aTa3aHABHP HIK CUMETIPEBUP, MO, BHxKTe "Jpyru
nexkapctea 1 PO30OP".

* YMaTe TEXKa AUXATe/IHA HEAOCTAThYHOCT.

* MpMeMaTte APYrH NeKapCcTea 3a MNOHWKAaBAHE Ha XONecCTepona, HapeueHu pubparu. Mons, BuxTe
"[Ipyru nexapctea u PO30P".

* peRoBHO KOHCYMHUpPATE rojIEMH KOMHUYECTBA ajIKOXOJI.

* CTpajaTe OT XUMOTHPEOUINIEM, MPH KOHTO WMTOBHUAHATA BH ie3a He paboTH NpaBUIHO.

* cTe Ha Bb3pacT Haa 70 roaMnH (BawwsaT nexap tpabea aa wabepe noaxoasuara 3a Bac aoza PO30P).

* NpPHEMATE WIH CTE NTpUEMAU Npe3 NocAeaHUTEe 7 AHU NEeKAPCTBO, HapeUueHO Py3UA0Ba KUCETHHA
(nexapcTBO 3a DaKkTepHanHa HHpEKUHns), Mpe3 ycTaTa WiK HHKeKUHOHHO. KoMOWHaluaTa ot
¢dy3ugoBa kuceanHa U PO30P Moxke na aoseae a0 CepHO3HK MYCKYJIHM npobnemu (pabaoMuonusa).

* [lIpu neuenne ¢ PO30P ce cprobulaBa 3a CEpHO3HH KOXKHH PEAKLMH, BKAIOYBALIH CHHAPOM Ha
CtupbHC [DKOHCHH U jleKapCTBEHA peakuus ¢ eosnHodunua v cuctemun cumnromu (DRESS).
Cnpere ynorpebara Ha PO30OP u noTbpcere He3abaBHO MEOULUHCKA MOMOILL, aKo 3a0eexnuTe HAKON
OT CUMITOMMTE, OTTUCAHM B TOYKA 4. T

*  4KO UMAaTe WK CTe UMaJIH MUacTeHUa (3abonsaBaHe, KOETO ce nposisapa ¢ obuia
HAKOH CJlyyaH BK/IKOYBALLA H MYCKYJIUTE, KOUTO YYACTBAT PH AKLLIAHETO), HITH aduc)
(3a6onsBaHe, NPUUMHABALIO CNABOCT HA OYHHA MYCKYN), Thbil KATO CTATHHHTE :
B0IAT 3a60NABAHETO UK 14 JOBEAAT A0 MOsABa HA MUACTEHHU (BXK. TOUKA 4).




AKO HAKOE OT U30POEHUTE N0-rope CLCTOAHHUA ¢e OTHACR 3a Bac (MnM ako He cTe CUrypHH):
nochBeTBaiTe ce ¢ Bawnug nekap uam dapManlenT, Npean Oa 3anouHeTe Aa NpUEMaTe KOATO U Ja € A03a
OT TOBA JIEKapCTRO.

[Tpu manbk Gpoit Xopa CTaTHHKHTE MOTAT 1a NOBJIHAAT YepHUs Apob. ToBa ce yCTaHOBABA C MPOCTO
H3C/ieIBaHE 3a MOBULICHM HUBA HA YEPHOAPOOHHTE eH3MMH B KpbBTa. [lopaau Tasu npuunna BawmmsT
NeKap peAOBHO Llle NPOBEXa TO3H KpbBeH TecT (4epHoApoOHM PYHKUMOHATHUA U3CNEIBaHHUA) N0 BpeMe
Ha NeYeHHEeTO ¢ TOBa JiekapcTro. BaxxHo € aa noceulaBate fexapa 3a HazHayaBaHe Ha jlabopaTopHu
H3C/eABaHHA.

Joxkato npuemaTte TOBa JE€KApCTBO, BaliuaT nekap we s Habnonapa BHKMaTENHO, aKO UMaTe AHabeT
WK CTE U3NOMEHHU Ha PUCK OT pa3BUTHE Ha AWabeT. MMa BepOATHOCT a cTe M3NIOKEHH HA PUCK OT
pa3auTHE Ha auader, ako UMaTe BUCOKH HMBA HA 3aXapHv U Ma3HHHH B KPbRTA, aKO CTE ¢ HAAHOPMEHO
TErj0 ¥ UMaTe BUCOKO KPHBHO HanATraHe.

Hena # 10HOIIK
Ynorpebata Ha TOBa 1€KapCTBO HE Ce MperopbUBa NP Aeua U FOHOLLM Ha Bb3pact noa 18 roguHw.

Hpyru aekapctea n PO30OP
HUudopmupaiite Bawuus nekap wnu apMaLeBT, aKko MpHEMAaTe, HACKOPO CTE NPUEMAIH WIH € Bb3MOXKHO
[a ripyeMare ApyrH NeKapcTsa.

YBeaomere Baluug nekap, ako npueMare HAKoe OT CleJHHTe:

* [[uxnocnopun (43N0N3BA c€ HANIpUMeEp, Clie]l TPAaHCIUIAHTALIMA Ha OpraHu, 3a Aa ce NpeacTBpaTH
OTXBBPJIZHETO HA TPAHCIIAHTUPAHKUA OpraH. EQexkTsT Ha po3yBacTaTHH ce NOBHLLIABE, AKO Ce
K3N0/3Ba 3a¢AHO ¢ UUKnocnopuH). He npuemaiite PO30OP, nokaTto npuemMare uyKIiocnopuH.

« JlekapcTBa 3a paspexJaHe Ha KpbBTa, Hafp. Bap@apuH, alleHOKYMapoa WK GAyUHAKOH (edeKTbT UM
Ha pa3pexlaHe Ha KPBhBTA U PUCKLT OT KbpPBEHE MOTaT Na Ce MOBHULIAT, KOraTo ¢e€ NpUeMAar 3aeaHo ¢
TOBA JICKAPCTBO), TUKAIPEIOP MK KAONTHAOIPEN.

« Jpyrs nekapcrTBa 3a MOHHXKABAHE HA XonecTeposa, HapedeHH pubparu, KOUTO CBLIO KOPUTHMpaT
HUBATAZ Ha TPUTTUUEPHUANTE B KpbBTa (HanpumMep rempnOpo3nn u apyru ¢pubpartu). Korato
reMpuOPO3NI CE NpUeMa 3aeJHO C TOBA NEeKAPCTEO, eeKTHhT HA PO3YBACTATUH C€ NOBHILIABA.

« KonecTpaMuH (J1eKapCcTBO 32 MOHMKABAHE HA XOJECTEPOa), THH KAaTo 3acAra HauKnHa, No KOUTo
aeicTna e3eTUMHUO. |

* Bcako oT cneaHuTe fIeKapCTBa, H3NOM3BAHHM 33 JIEHEHHE HAa BUPYCHU HHOEKLUMH, BKAtouuTenHo XUB
HUNH Xenatut C, CaMOCTOATENHO MK B KoMOHRauua (Buxre "[Ipenynpe)xacHnsa u npeanasHu
MepKHU'): pUTOHABHD, JIONHHABUP, aTa3aHABHD, CUMENPEBUDP, OMOUTACBRHp, NapUTANPEBHD,
nacabyBHp, BenaTacBAp, rpa3onpesuMp, endacBup, raekanpeaunp, nUOpEeHTa3BHP.

+ JlekapcTsa 3a HAPYWIEHO XpaHOCMUWIAHE, CHAbPHALIUK BTYMUHHA U MAarHeani (M3ron3BaHu 3a
HEYTpaM3UpaHE HA KMCETIMHM B CTOMaxa,; T€ MOHW)XABAT [J1a3MEHOTO HHBO Ha PO3YBACTaTHH.) TO3M
edexT moxke na 6bae HaManeH KaTo TO3H BHJ JIEKAPCTBO Ce MpHeMe 2 yaca ciea npueMa Ha
pPO3YBacTaTHH.

« EputpoMuurH (aHTHOMOTHK). EdeKkThT Ha pO3yBacTaTHH Ce MOHMXKABA, KOraTo ¢€ NMPUeMa 3a€aHO C
TO3H AHTHOHOTHK.,

»  Qy3unoBa KMCeNUHa. AKO TpaOBa Aa npueMarte Py3ua0Ba KUCENUHA Npe3 YCTaTa 34 JIeHSHHE Ha
OakTepHanHa HH(eKUnA, TpaOBa BpeMEHHO Aa NPEYCTAHOBUTE yroTpedaTa Ha TOBa JieKapCTRO.
BawiuaT nekap we By xaxe kora e 6e3onacHo aa nogHoBuTe nedeHuero ¢ PO30P. IpuemaneTo Ha
TOBA JIEKAPCTBO ¢ PY3HAOBA KMCETMHA B PSAKM CYYaU MOXe Ja A0BEIE A0 MYCKYaHa cnabocT,
YYBCTBHUTEJHOCT HIIM Dosnka (pabaomuonnza). Buxkre nosede nHdopMauus OTHOCHO pabaoMHuosiH3aTa
B pasaen 4.

» [lepopanen koHTpalenTUB (xanuero). HusaTta Ha rnonosBuTe XOPMOHH, NPHEMAHH ¢ X
MOBHLIABAT.

*  XOpMOHa/IHA 3aMeCTHTEJIHA Tepanus (NOBUILABAT C& HUBATA HA XOPMOHHTE B K

* Peropadennd (U3nos3paH 3a eYeHHE HA pPak).

AKo nocroiute B H0NHKALA MK NIPHEMATE NIEHEHHUE 3a APYT 3APABOCIOBEH npobne
MeOULIMHCKMR ekun, ve npuemate PO30P.




bpeMeHHOCT H KbpPMeEHe

He npuemaiite PO30P ako cre OpemeHHa, onuTeaTe ce 1a 3abpeMeHeeTe WIN CMATATE, Ye MOXKE Ja CTeE
OpeMeHHa. Ako 3a0peMeHeeTe, AOKATO NPHUEMATE TOBA JIEKAPCTBO, CNIPETEe NpHeMa He3abarHo U
yBeaomere Bauina nekap. Kenure tpaea 1a U3NON3BaT KOHTPALENTHBHU MEPKH 1O BPEME Ha
JIeYEHUETO C TOBA JIEKAPCTBO.,

He npuemaiite PO30P ako kbpMHTE, THii KATO HE € U3BECTHO NI JIEKapCTBOTO NMPEMHHABA B KbpMaTa.

Hlodpupane u pabora ¢ MALIHHH

He ce o4akBa TOBa J€KapcTBO Ja Noeause cnocodbHoctra Bu aa wogupare nnn na U3nonssate MalliuHH,
Bunpeku ToBa, TpabBa A2 ce UMa NpeABHA, Y€ HAKOHW XCPa MOraT Aa fofiydyaT CBETOBBPTEXK Clel KATO
npueMaTt TOBA J1eKapcTBO. AKO ce YYBCTBATe 3aMasHH, He TpA0Ba Ra wodupare wiK aa padoture ¢
MaLlLIHHH.

PO30OP cuabpxa naTpnii
Toga nekapcTBO ¢cbabpxka No-Maako ot 1| mmol Harpuit (23 mg) Ha TabneTka, T.e. MOXKE Aa Ce Kaxke, Ue
NPaKTHYECKH HE ChABPHKA HATPHUH,

3. Kak aa npuemate PO30P

BuHaru npuemaiite ToRa nexapcTBO TOMHO KakTo Bu e kazan Bawmdar nekap wnn gapmauesT. Ako He ¢Te
CUrypHH B Hewlo, nonuTaite Baunig nexap unu dapmatiesr.

Toea JiekapCTBO HE € NOAXOAALLO 3a 3an04BaHE Ha jJeueHue. JleueHueTo Tpabpa Ja ce 3anoute ¢
AKTHBHHUTE BellleCTBA MOOTIETHO H CAEA ONPENE/ItHE Ha NOAXOAAUMTE R03H € BB3MOXKHO
npemuHaBaneTo kbM PO30P ¢ nogxoaauia KOHUEHTpaLuKs.

TpabBa na npoabNKUTE Ja cna3pare AMETA 32 NMOHMKABAHE Ha XONECTEPOia U 1a NPABUTE YNPAKHEHHA
aokato npuemMare PO30P.

[IperniopbuBaHaTa AHEBHA 034 3a Bb3PaCTHM € eaHa ¢puaMHupaHa Tabnertka.
Ilpuemaiite PO30P Beannxk asesno.

MoxeTe na npuemMaTe N1€KapCTBOTO M0 BCAKO BpeMe Ha AE€HA, ¢ Wi Oe3 xpaHa. Baemaiite nekapcTeoTo
Mo €AHO U ChILUO BpeMe BcekH aeH. [lorabluaiiTe Bcaka puaMupasa TabneTka uana c Boja.

PeaoBHO H3cienpane Ha X0JeCTEDOJIA
BaxHO € na nocewasare Bauus JICKAp 3a pCAOBHO U3CNCABAHE HA XO0NCCTEPOA, 34 Ja CTE CUI'YPHH, 4HE
XOACCTCpONBbT BH e 10CTHrHan 1 octapa Ha NnNpaBHAHOTO HHBO.

AKO cTe mpHe/IH noseye oT Heobxoaumara goza PO30P
CebpxeTe ce ¢ Bawna nekap Win cnewHoTo OTAe/eHHe Ha Hai-Onu3kaTa GonHKUa, 3a1l10TO MOXE a ce
HYXJaeTe 0T MEAMLIMHCKA MOMOLL.

Ax0 cTe npounycHanu Aa npuemere PO30OP
He ce TpesoxeTe, He npHeMaiiTe nponycHaTaTa A03a 4 B3€MeTe C/1e/1BALLATA M1aHHUpaHa 403a B TOYHOTO
speMe. He B3eMaiiTe aBoiiHa 1032, 3a 1a KOMIEHCHpaTe MpornycHaTaTa A03a.

AKko cTe cnipeau npuema Ha PO30P
["oBopeTe ¢ Bauius nekap, ako UCKaTe Aa cnpere npyueMa Ha ToBa nAekapcTso. HuBaya
XOJIECTEPOA MOXKE Aa Ce MOBHUUIAT OTHOBO, aKO CNpeTe Ja MpUEMAaTE TOBA JIEKapCTy

AKO UMaTe HAKAKBW ROIMBIHHTENHH BBIIPOCH, CBBP3aHM ¢ ynoTpedara Ha TOBa eke
Batus nekap wnn dhapMauesT.

o T



4. Bb3IMOXKHH HeXEJAHH PEAKUHH

KakTo BCHYKH JIEKAPCTBA, TOBA JICKAPCTBO MOXKE A4 NMPEAH3IBHKA HEXECMTAHHA PCaKUHUH, BBIIPEKHU HE HE
BCEKH I'H InoJiyuana.

BaxxHO € A2 ¢T€ HasiCHO KaKBH Ca TE3H HEXKENaHH PEAKLIHHA.

Cnpere npuema Ha PO3OP n He3abaBHO noThpceTe MEAHNMUHCKA OMOL, K0 NOAYYHTE HAKOE OT
C/IeAHHTE:

Peaxn nexenaHn peakuuu (Morart aa 3acersar a0 1 ua 1 000 aymn):

ANlepruuHy peaxilMy KaTo OTOK Ha IMLETO, YCTHUTE, €3UKa U/WIU MbPJIOTO, KOUTO MOTaT A4 NPUYHHAT
3aTPYAHEHHA B AWLIAHETO W MTPErTBLLIAHETO, NYNYCONoA00eH CHHAPOM (BKTIQUUTENHO OOpHUB, CTABHH
HapyLIEHHUA U €PEKTH BbPXY KPbBHH KJIETKH) M pa3KbCBaAHE HA MYCKYII.

HeobuuaiHn MyCcKkyJTHH OOIKH, KORTO NPOABIKABAT NMO-ABJAT0 OT O4AKBAHOTO. Paako ToOBa MOXe 11a ce
pa3BHe B MOTEHUHMATHO XHBOTO3aCcTpaLlaABALILO MYCKY/THO YBpEKaaHe, HapeyeHo pabiOMUONN3a, KOETO
BOAM [0 HEPa3MNOJIoKEHHE, Tpecka U OBbOpEeUHO yBpeKaAaHE.

C Hen3BecTHA vecTOoTa (OT HAJTHYHHTE JAHHHA He MOXKe Ja Ob/le HanpaBeHa OUEHKA):

YepBeHHKAaBH, HEHAAUTHATH, NOAOOHK HA MHILIEHA WM KPBIriH NETHA NO TANOTO, Y€CTO LIEHTPAJIHO
pa3noJIoXKeHU MeXypH, OesieHe Ha KoxkaTa, A3BH B YCTAT4, I'bPJIOTO, HOCA, N0 FeHUTAIUUTE U ouuTe. Tesu
CEePHO3HH KOXKHH OOpPHBM MOraT Ja ce NpeALiecTBaT OT MOBHIUEHA TEMNEPATYPa H rpUNonoactHu
cUMNTOMHM (CHHAPOM HAa CTUBBHC JDKOHCHH).

O6iunpeH oOpHUB, BUCOKA TEAECHA TEMIIEpaTypa U YBenHueHU NiMdHY Bb3Y (DRESS cunapom unu
CHHAPOM Ha JIEKapCTBEHA CBPBbXYYBCTBUTEITHOCT).

Apyrn HexxeaHH peaKlnu

HecTu HexxeaHu peakuud (MoraT aga 3acersart a0 1 Ha 10 aymn)

* rnasobonue

*  3anex

* rajJcHe

*  MycKynHa 6onka

* YyBCTBO Ha cnaboct

* BHEHE Ha CBAT

 nuabet. Tosa e ro-BepoATHO, aKO UMATE BUCOKM HMBA HA 3aXap M Ma3HUHHU B KPbLBTA, aKO CTE C
HaAHOPMEHO Terao Wik HMaTe BUCOKO KpbBHO Hafrade. Bawnar nexap ue Bu Habnionaea, nokaro
nNpHeMaTe TOBa JIEKApPCTBO.

 Oonka B cTOMaxa

* Mapui
* METEOPH3IBM (H3NMIULK OT ra30Be B YPEBATA)
*  yMopa

* MOBHMIIIABAHE HA HAKOU MapaMeTpH B JaGOpaTOpHH KPBBHHM M3C/I€/IBAHMS HA HepHOaApoOHaTa PYHKIHS
(TpaHcaMHHa3K)

HeuecTH Hekenanu peakunuu (Morar Aa 3acerHar a0 1 na 100 gymn)

» 06puB, cupbex, KOMPHUBHA TPECKa

* MOBHLIABAHE HA HAKOH NabopaTopHK KPbBHH H3CNEABAHKA Ha MYCKYy/NHaTa q:yHKulig__ (TecT 3a
KpeaTHHKUHa3a)

*  Kalimuua

* npobieMH ¢ XpaHOCMMIIAHETO

* CTOMAIUHW KUCEJTMHU

* QONKHU B CTABUTE

*  MYCKYJIHM ¢na3Mu




» Oonka BbB BpaTa

* HAaMaseH areTur

» Qoska

* OONKa B I'bPANTE

¢ TOpELIH BbLJIHHU

¢ BHUCOKO KPBBHO HafsraHe
¢  yCellaHe 3a MpaBy4YKaHe

¢ CyXOTa B ycTara

* Bb3NaleHHE HA CTOMAaXxa

« ©6onka B repba

*  MYCKYJHa ¢J1abocT

» Gonka B pBLETE W KpaKaTa
* noaysaHe, oco0€HO Ha pblLieTe U KpakaTa

Peaku HexxenaHu peakinuu (Morar aa 3acerdat A0 1 va 1 000 aymn)

* BB3NAJCHHE HA NAHKpeaca, KOeTOo NPUYHHARA CUJTHA CTOMALLIHA O0JIKa, KOATO MOXeE 1a Ce
pa3npocTpaHu KbM rbpba

* HamanABaHe Ha Hpos Ha TpoMbouUUTHTE

MHoro peakn HexeJaHu peakuHn (Morar Aa 3acerHart a0 1 na 10 000 gymn)
* KbATEeHHLA (NOXKBJATABAHE HA KOXKATa H OYHTE)

*  BBL3NANCHHE HA YepHUA Opod (xenaTur)

* CIEAH OT KpLB B ypHHAaTa

* yBpEXIAaHE Ha HEPBHTE HA KPaKaTa M pPbUETE (KaTO U3TPBIIBAHE)

e 3aryba Ha nameTrTa

* yBeJMYaBaHE Ha ['bPAUTE NPH MBXKETE (FTMHEKOMACTHS)

C Hen3BecTHA 4ecTOTA (OT HAJTHYHHTE JAHHH He MOXKe 1a 0bJe HAaNpaBeHA OLEHKA)

¢ 3adyX

* OTOK (noayeaue)

* HapyllleHHs Ha CbH#A, BKIIOYHTENHO OE€3CBbHHUE M KOLIMapH

* CEKCYaIHH 3aTpyAHEHHS

¢ Jefnpecus

* 3aTpyAHEHUA NPH OHIIAHE, BKIIOYMUTEHO YIIOPHTA KALLMUA W/ WIH 3ayX WIH TPECKa

* yBpeXJaHe Ha CYXOXHIIHATA

*  MYCKyJHa cnabocT, KOATO € MOCTOSHHA

* KaMbHH B NUTHUKATA WIIM Bb3NAJIEHHE HA HUThUHUA Mexyp (KOeTo Moxe aa NpHuuHH GoNKka B cToMaxa,
rajeHe, nNOBPbILAHE)

* MHacTeHHA rpaBuc (3abongBaHe, NPHUUHABALLO 001Ia MYCKYAHA cnabocT, B HAKOM Cly4au
BKJIHOYBALLA H MYCKYJIUTE, KOUTO YHacTBaT NpH auwaHeTo). OyHa MuacteHna (3abonspaxe,
NMpUYHHABaLLE cnaboct Ha ouHna myckyn). ["'osopete ¢ Bauins nekap, ako U3MUTBATE C1aboCT B
pBLUETE WM KpaKaTa, KOATO ce BNOLLUABA cJiel MEPUOIY Ha aKTUBHOCT, UMATE ABOMHO BHXKAAHE HITH
YBHCBaHE Ha KJleNaduTe, 3aTPyAHEHO IperibillaHe UM 3an0yX.

CobobmapaHe HA HEXENAHH PEaAKIIHH

AKO MoNyyHuTe HAKAKBY HexKeJlaHU NeKapCTBeHH peakuuu, yBeaomere Balua nekap, papMaleBT WIH
MeAMLHHCKA cecTpa. ToBa BKIIOYBA BCHUKK Bb3MOYXKHH HEONMUCAHM B Ta3H JIMCTOBXA HEXENAHU peakumm.
MoxkeTe cBILO Aa CbOOIMTE HEXENAaHH peakUMH JUPEKTHO Ype3 HALIMOHATHATA CUCTEMA 34
cbobulaBaHe:

HanbnuuTenHa areHUMa 1o JekapcTpara

yn. , Jlamsan I'pyer” Ne 8, 1303 Codus

Ten.: +35 928903417
yebeadT: www.bda.bg

Karo crobiiaBaTe He)kenaHW peakLMH, MOXKeTe a JaJeTe CBOS NPUHOC 33 NOJayY
nHgpopmaLiMa OTHOCHO 6€30MacHOCTTA Ha TOBA IEKAPCTBO.




5. Kak aa coxpanasate PO30P
Hla ce cbxpaHaBa Ha MACTO, HEAOCTBIIHO 3a AELA.

He n3non3zpaitre ToBa NEKAPCTBO Clied CPOKA HA FOAHOCT, 0TOENA3aH BbPXY KapTOHEHATA KYTHS U
bnucrepa cnen ,,l oaeH 40:“ u “EXP”, CpoKbT Ha FOAHOCT OTrOBapA Ha NOCNEAHHSA €H OT NMOCOUYEHMS
MeceL.

,I[a CC CbXPaHABA B OpUIrHHa/lHATa OINaKOBKA, 34 A4 C€ Np€ana3y oT CBCTAHA K Bllara.

He u3xpnpasiiTe nekapcTeata B KaHamM3aUMaTa WIH B KOHTEHHepa 3a aoMaluHy ornaasuM. [lonuTaiite
Bawns dapMaLeBT KaK Ja U3XBBPJATE ISKAPCTBATa, KOWTO BEYE HE U3MNOJI3BATE. Te3H MEpKH Lie
CMOMOrHAT 3a ONna3BaHe Ha OKOJIHATA cpeja.

6. C'B,Il,'bp'}l{ﬂl-ll‘le HAa OMAKOBKATA H JONBJHHTE/IHA HH(l)OpMB[IHH

Kakso cuabpxa PO30P

- AKTHBHHTE BELLECTBA Ca PO3YBACTATHH (KaTO pO3yBACTATHH KanuHit) U e3eTHMHb.

- Beaka ¢puiMupaHa TabneTka cbhbAbprKa po3yBacTaTHH KanLWid, cboTBeTcTBall Ha 10 mg unu 20 mg
po3yBacTaTHH H 10 mg e3eTHMMO.

- Hpyrure cbCTaBKH ca.

Pozyeacmamun - adpo

[lpexkenaTHHU3NPAHO LAPEBUYHO HUILECTE, MUKPOKpUCTaHA uenyao3a (E460), mernyMuH, kanuuer
xuaporergochar auxuapar (E341), kpocnouaoH (E1202), 6e3B0aeH KonouaeH CUNHLHEB IUOKCHA
(E551), HaTpues cTeapridyMapat

Ezemumub - a0po

Manwuton (E421), 6ymunxuapokcnanuszon (E320), narpues naypuncyndar (E487), kpockapmenosa
HaTpuii (E468), nosuaon (K-30) (E1201), ueperen xeneseH okcua (E172), marneaunes creapart (E470 b),
HaTpues cTeapuidyMapar

Obsusxa na mabaemxama
Xunpomeaona (E464), turanos auokcun (E171), makporon 4000, uepses xeneszeH okeun (E172)

Kak u3rsiexna PO30P u kaKBo ChAbPAXA ONAKOBKATA

PO30P 10 mg/10 mg ca po30oBH, Kpbrau punmupanu tabnetku ¢ anaMetsp 10,1 mm u penedHo
u3o0paxeHue “AL” OT eaHaTa cTpaHa.

PO30P 20 mg/10 mg ca po3oBH, Kprran puamupanu tabnetkn ¢ aAvamMersp 10,7 mm, rnagku ot ABeTe
CTpaHH.

baucrepu ot OPA/Al/PVC-anymunueBo Gonuo.

OnakoBku, cbaspxaitu 10, 30, 60, 90 punmupann Tabnerxy.
He Bcvuky BHAOBE OMakoBKH Morat aa 6baaTt nycHaTH B npoaaxda.

IIpaTexaren Ha paspemieHeTo 3a ynoTpebda H NnpoM3IBOAKMTE

[IpuTexcaTen Ha pa3pelliecHUETO 3a ynoTpeda
Viatris Healthcare Limited

Damastown Industrial Park,

Mulhuddart, Dublin 135,




DUBLUN,
Upnanaus

[IpousBoauTenu
Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park

Paola PLA3000
MaJita

Mylan Hungary Kft.
Mylan utca 1
Komarom, 2900

YHrapus

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

Dublin 13
HUpnanaus

To3u sekapcTBeH NPOAYKT € pa3peleH 3a ynorpeda B AbpxkaBure wieHKH Ha EWUII noa ciaeannre
HMeHa:

Huaepnanaus Rosuvastatine/Ezetimibe Viatris Healthcare 10 mg/10 mg, filmomhulde tabletten
Rosuvastatine/Ezetimibe Viatris Healthcare 20 mg/10 mg, filmomhulde tabletten
- benrus MYROSOR 10mg/10mg filmombhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten
bbarapus PO30P 10 mg/10 mg dunamupanu tabnerku
PO30P 20 mg/10 mg ¢puimupanu tadiieTku
Kunbp ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Yewuka Rosuvastatin/Ezetimibe Mylan
Penybnuxa TWICOR
Jlanus TWICOR 10 mg/10 mg
- TWICOR 20 mg/10 mg
[ bpums ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Hcnanus TWICOR 20 mg/10 mg comprimidos recubiertos con pelicula
DunHnaHams Twicor 10 mg/10 mg
| . T'wicor 20 mg/10 mg
DOpaHums TWICOR 10 mg/10 mg
Twicor 20 mg/10 mg
XbpBaTCKa ROZOR 10 mg/10 mg filmom oblozene tablete
ROZOR 20 mg/10 mg filmom oblozene tablete
YHrapus ROZOR 10 mg/10 mg
| -~ ROZOR 20 mg/10 mg
Hpnanaus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
Uranus ROZEIOND 10 mg/10 mg
ROZEIOND 20 mg/10 mg
JItokceMOypr MYROSOR 10mg/10mg filmomhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten
Manra TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
[Tomwa Sorento




TMopryranus TWICOR10 mg/10 mg comprimidos revestidos por pelicula

TWICOR 20 mg/10 mg comprimidos revestidos por pelicula
- PyMbHus TWICOR 10 mg/10 mg comprimate filmate
TWICOR 20 mg/10 mg comprimate filmate
- Cnosenus ROZOR 10 mg/10 mg filmsko obloZene tablete
ROZOR 20 mg/10 mg filmsko obloZene tablete
CioBauika ROZOR 10 mg/10 mg
Penybnuka ROZOR 20 mg/10 mg
- Benukobpuranus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg

Jlata Ha nocneaHo npepasriexjaaHe Ha JUCTOBKaTa: sHyapu 2026




