JlucroBka: nudopmanus 3a nanMenTa

Pozysacratun Buarpuc 10 mg puamupann radaerkn
Poszysactarun Buarpuc 20 mg puamupanu tabaerkn
Rosuvastatin Viatris 20 mg film-coated tablets
Rosuvastatin Viatris 10 mg film-coated tablets

PosysactaTun
(rosuvastatin)

IIpouerere BHHMATEIHO UAJIATA JHCTOBKA, NPEIH 12 3aM04HeTE /12 IPHEMaTe TOBA JIEKAPCTBO,
Thil KaTO TH CbAbP/Ka BakHa 32 Bac nudopmauus.

3anaseTe Ta3u aMcToBKA. MOKe /1a ce HAJIOKH J1a 8 IPOUETETE OTHOBO.

AKO MMaTe HAKAKBH JOMbJIHHUTEIHH BLIPOCH, nonuTaiite Bawns nekap unu dhapmanesr.

Tosa nexapctBo e npeanucano auuno Ha Bac. He ro npeorctbnsaiite Ha apyru xopa. To Moxke
/la UM HaBPE/IH, HE3ABHCHMO Y€ MPH3HALIMTE HA TAXHOTO 3a00Ns9BaHe ca chilMTe KaTo Bawmure.
AKO TOJIyYHTE HAKAKBH HEKEJaHW JIEKAPCTBEHM peakluu, yseaomere Bawms nexkap uiau
¢apmauesr. Topa BKIIOUBA M BCHYKM BB3MOKHHM HEXHEJAHH PEAKIMH, HEOIMCAHH B Ta3M
JictoBka. Biokre Touka 4.

Kakso ChAbPAKA TA3H JIHCTOBKA!
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Kakpo npeacrapnssa PosyBactatun Buarpuc u 3a kakpo cetg‘@
Kakpo Tpsa6ea na 3Haere, npean na npuemere Posysacratu

M@TEJH‘EA ATEHLIMA NO NEXKAPCTBATA

Kak na npuemare Posysactatun Buatpuc Mcmotia - Npusomense 2
Bb3MOKHH HekeNaHH peakuuu Koum Pez. Me

—— ——

Kak na cbxpansigate PosyBacratun Buatpuc —
ChabpikaHme Ha ONaKOBKATA M AOMbIHUTEAHA MHdopMaLf - PeWeHs Ke

Ogobpetius Ne

BG/MA/MP - iQDESQO/UthIb

Kakso npeacraBjasiBa Poaynac’ra'mu BHanHC H 32 KAKBO C€é W3oMBa

POE)’B&CTHTHH BHBTPHC MPHHAJICIKH KbM I'pylia JieKapcTBa, HapeUueHH CTaTHUHH.

Tosa nekapctBo Bu e npeanucano, Thi karo:

Hnu

HAape4YeHO aTepockiiepo3a. ATepockiiepo3aTta ce AbMIKH Ha HATPYNBAHE HA MACTHH
Bauure aprepum.

3au1o e BaXkHO 1a Npoab/KaBaTe Ja npuemare Posysactatun Buatpuc:

HMmate BMCOKO HMBO Ha XoJiectepoia. Toea o3HauaBa, 4e cTe ¢ PHCK OT CbpAae4cH HH('bapKT HITH
HHCYIIT. PO?)"B&CT&THH BHanMC CE M3I10J13Ba MPH BB3PACTHH, HOHOUIKW MU Jela Ha MW Han 6-
FOJIHLUIHA BB3PacT 3a JICHCHHE HA BUCOK XOJIECTEPOJI.

[IpenopbuyaHo Bu e na npuemarte cTaTHH, 3al0TO NpomsHaTa Ha aderata Bu u no-ronamata
(u3Muecka akTMBHOCT He ca OWAM JIOCTATBYHM, 3a Ja ce Kopurupat Baiumrte Hupa Ha
xojectepona. Tpsabea na npoawbikute ¢ Bawara nonwkaeaula Xxojecteposia JIM€Ta M C
(husnyeckaTa akTHBHOCT, JlokaTo npuemate Posyeacratun Buarpuc.

Mma npyru QakTopu, KOWTO yBenMuaBaT pUCKa OT ChpieueH WHAPKT, HHCYIT WAH ApYyrH
CBbP3aHH 3/IPaBOCIOBHH NMPOOIEMH.




2,

PosyBacTatii Bratpuc ce u3non3ea 3a KOpEKLMA Ha HUBATA HA Ma3HMTE BELECTBA B KPbBTA,
HapeyeHH JIHTMUIN, KaTO Haii-4ECTHAT OT TAX € XONeCTEPOIILT.

Hma pasnuunu BHAOBE XONECTEPON, KOHTO CE OTKPUBAT B KPBBTA - ,,nown” xonectepon (LDL-C)
" ,,0008p" xonecrepon (HDL-C).

PosyactaTH BuaTpuc MOxke na MOHWKM ,J10uIMA" XONecTepon v Aa NOBHIIM ,,06pus"
xonecrtepo.

Toii pefictBa, kato cnomara na ce Gnokupa oBpasysaHeto oT Bawua opranusbm Ha ,Jiomw”
xonectepon. Chiuo Taka nojpobpara cnocoGHOCTTa Ha opramnsMma Bh aa ro orcTpansea ot
KpeBTa B,

[pu noseueTo xopa XonecTepobT He MOBNMABA HAYMHA, NO KOMTO Te ce YyBCTBAT, Thil KaTO
TOH He NpeAM3BHKBA HAKAKBH CHMITOMH. Ako 00aue TOH ocTane HeneKyBaH, HATpyNaHHTe
Ma3HWHH MOFaT [1a c€ OT/IOXKAT B CTEHHMTE Ha Bauinre KpsBOHOCHM Ch0BE M TOBA Aa AOBEIE 10
CTECHABAHETO HUM.

[MonsKora Tesu cTeCHEHH KPBBOHOCHH CHAOBE MOraT a C& 3aMyLAaT, KOETO MOXE /1a MPeKbCHE
MPHTOKA HA KPbB KbM CHPLIETO MM MO3bKa H Ja J0BEle A0 CbpAcYeH HH(APKT WNM MHCYAT.
Ypez noHwxkasane Ha HMBaTa Ha xonectepona Bu, Bue mMoxe na namanute Balims puck oT
CbpaeyeH HHAAPKT, HHCYIT WM APYTH, CBBP3aHH C TOBA, 3[PABOCJIOBHH NpobneMu.

Tpatea na npoawmxute na npuemare PosysactaTun Buatpuc, Aopd ako TOH € MOHHKKN
xonectepona Bu 10 HeoOXOMMMOTO HMBO, 3aLLOTO TOH Npeana3Ba OT HOBO MOBHLLABAHE Ha
xonecrepona Bu n oT HaTpyneane Ha MacThu otnaraHns. Ho Bue TpaGea na cnpere npuema Ha
PosyBactaTuH Buarpue, ako Bawmst nekap B kaxe pa HanpaBuTe Taka MIM  aKo
sabpemeHeeTe.

KakBo TpabBa aa 3naere, npeau Ja npuemere PosysacraTun Buarpue

He npuemaiite PozyBacratun Buarpnc:

aKO CTe aleprMYHH KbM pPO3YBACTATHH WM KbM HAKOA OT OCTAHAIMTE CLCTABKM Ha TOBa
nekapcTso (M30poeHH B TOUKA 6).

ako cre OpemeHHa MmW KbpMuTe. AKC 3a0pemeHeeTe, AOKATO MPUEMATE pPO3YBACTATHH,
HezabaBHO cnpeTe Ja ro npuemare U yeenoMete Bawna nekap. XKenure Tpabea na usbarsar aa
3abpeMeHABaT, NOKATO NPHEMAT PO3YBACTATHH, KATO H3NO/3BAT MOAXOAAIIA KOHTPALIENLMA.
aKo MMate yepHoapobHo 3abonaBane.

aKo Umare Texku 6v6peunu npobremu.

aKO MMaTe NoBTapsALla ce WK HeobacHHMA MycKyTHa cinabocT unu Bonku

aKo npHemaTe jexapcTBeHa KoMOMHaUMA OT  codocGyBUp/BeNnaTa3zBup/BOKCHAANPEBHD
(v3non3BsaHa 3a BUpycHa HH(EKLMA HA HepHHA Apob, Hapeyena xenaTut C)

aKo MPUEMATE JIEKApPCTBO, HAPEYEHO UHMKIOCIOPHH (M3MON3BAaHO, HANPWUMED, Cle] OpraHHa
TPaHCILUIAHTALMA).

AKO HAKOE OT MO-TOPHHTE Hella ce oTHacs 3a Bac (Wan ce cbMHsBaTe), MOAA, 06LPHETE CE OTHOBO
kbM Bawng nexap.

Ocsen ToBa, He npuemaiite PozyBactaTun Buatpuc 40 mg (uaii-Bncoxara n03a):

aKO MMaTe yMepeHO TeXKH ObOpeuHH npobieMH (npu cbMHEHHe, MONf, MonuTaiite Bawua
Nexap).

aKO IMTOBHAHATa BH xne3a He HyHKUMOHMpPA NPaBHITHO.

aKO CTe HM&IM HAKAKBM MOBTAPAIUM CE MM HEOBACHMMH MYCKYIHH GOfKM, JMYHA WM
daMunna anaMHesa 3a MYCKYNHHM MpobfeMH, WM Npeaxokaalla aHamHe3a 33 MYCKYJIHH
npobyieMH, KOraTo CTe NpHeMali APYTH, NOHIKABALIM XONeCTepOna JeKapeTaa.

aKO PENOBHO [METE TONEMH KOJTHYECTRA aNKOXo.
aKo CTe OT a3uaTCKW MpoM3xod (AMOHUH, KHUTaHuM, (PUIHITMHUM, BHETHAMI]
HHOUALH).

aKo NpHeMaTe ApYrH J1EKapcTBa, HapeueHH hHbpaTH, 3a NoHHkasaHe Ha Baw




AKo HAKOE OT MO-rOpPHHTE HEllA Ce OTHaca 3a Bac (Mau ce cbMmHABaTe), MOas, 0GbPHETE ¢€ OTHOBO
kbM Bawus nexap.

IIpeaynpexaeHust 1 npeinazHy MepKH

l'osopete ¢ Bawna nexap unu thapmauesT, npeau na npremere Posysactatun Buatpnc:

- aKo MMaTe WK CTe HMany MHacTeHHs (3abonaBane, KOETO ¢e NposssBa ¢ o0La MyCcKyIHa
cnaboCT, B HAKOH ClTydaH BIUIIOUBAILA W MYCKYIHTE, KOMTO Y4acTBAT NPH AHILUAHETO), MK OUHA
MHacTeHHA (3abonapave, NpHUHMHABALIO cnaboCT HAa OYHHA MYCKYJ), Thil KATO CTATHHHTE
MOHAKOra MOraT a BJI0OlAT 3a00/ABaHETO WK A2 NOBEAT 10 NOABA HA MHACTEHHA (BX.

TouKa 4).

- ako umate npobnemu ¢ 6s0peuuTe.

- aKo umate NpobieMH ¢ YepHus aApob.

- aKO HMATE JIMYHA UIW aMHIIHA aHaMHe3a 33 MYCKYNHH NMpoOneMH, WK NpeJHILHK Cy4aH 3a
MYCKY./IHH Npofnemu, KOrato ¢Te NpUeMati APYrH MOHHXKABALLH XONECTepOna NeKapeTaa.

- aK0o HAKOra CT€ MMalH TE&XBK KOXEH oOpHB MM OeneHe HAa KOXKATA, NOABA HA MEXYPH W/WIH
A3BH B yCTaTa chel npuem Ha PozysactaTud Buartpuc unu apyru cebp3aHu nexapeTsa.

- aK0 PEeNOBHO NHMETE FOAEMH KOIHYECTBA alTKOXO.

- aKo UIHTOBMAHATA BH xne3a He GyHKUHMOHHpa MpaBUIHO.

- aKo npHemaTe ApYru JekapcTsa, HapeueHH (ubpaty, 3a noHWxkaraHe Ha Bawua xonecrepon.
Mons, npoueTeTe BHHMATETHO Ta3H JMCTOBKA, AOPH W aKo Tpend BpeMe Bue cte mpuemanu
APYry JIEKAPCTRa 3a NOBULLEH XONECTEPO.

- aKo MpHemaTe JIeKapCcTBa, W3NOA3BAHM 32 nedeHde Ha HIV  unbexuusTta, Hanp.
PHTOHABHP/NONHHABHD H/WIK aTazaHaBUp; Mona, BikTe .. Jlpyru nekapctea u PosysacTaTtuu
Buarpuc”.

- AKO NpUEMaTe WM CTe NPHUEMAH B NOCAEIHHTE 7 AHU JIEKapCcTBEH NPOAYKT HapeueH (y3naosa
KHCENHHA (AekapcTBO 3a JsedeHHe Ha OakTepHanHy HHOPEKUMH), [EpopanHo HAH upes
uHxekuua. KomGuHaumaTa ot dysuaosa kucenuHa ¥ Posysactatun BuaTtpuc Moxe aa noseae
N0 CepHO3HK MYCKyJHHM mnpobnemu (pabaomuonusa). Mons, Bwwre ,JIpyru nexapctsa
PosyeactaTin Buatpuc™

- AKO MMaTe TeXKa PECMUPATOPHA HENOCTATBYHOCT,

- 4KO CTeé OT a3HATCKH NPOM3XOA - T.€. AMOHUM, KHTaHUM, GHIHIHHIK, BUCTHAMUM, KOpeluH H
vHaniun. BawuaT nekap tpabsa ga u3bepe noaxoaswnara 3a Bac HauanHa noza Po3yeactatun
Buarpuc.

AKO HAKOE OT FOPHHUTE Hellia ce oTHacd 3a Bac (unu Bue He cTe curypHn):

He npuemaiite Posysactatun Buatpuc 40 mg (Haii-BHcOKaTa 103a) H ce KOHCYATHpaiite ¢
Bamnsa jsexkap nan ¢gapmanesTt, npean da 3anouHeTe Ja NpHeMaTe KAKBATO M aa € [103a
PosyBactatnd Buarpuc,

ITo Bpeme na nevenneTo

VYisenomere HesabasHo Bawuua nexap unu ¢apMaleBT, aKO HMATE NOBTAPAILM CE€ KIH HEODACHHUMM
MYCKYNHH GoNKH, ocobeHo ako He ce uyBcTBaTe fobpe WM MMarte NMoBWiLeHa Temmneparypa. Cobluo
Taka ysefaomere Bauina nekap unu dapmaileBT, ako Umate MycKyaHa ciabocT, KOATO € MOCTOSHHA.
Moxe Aa ca HCOﬁXO,I[HMH HLOMBIHHTENHH H3C/NeABaHHA W A¢KapcTeBa, 3a na ce AHarHOCTHUMpPA H
neKyBa TOBa ChCTOSHHE.

Hndopmupaiite Bawus stekap wan dapmauesT, ako ce Mossd pu Bac npoab/kuTeNHa KawwHua,
3a0yX WJIM 3aTpYAHEHHWE B JHWaHeTo. Tosa nekapeTeo Moxe Aa Nnpy4MHHK Genezn Ha Genute apoGoee
H MOXe J1a ce Hanoxu aa Obaere uscneaBaHu ot Bawna nexap.

ObbpHeTe cieuHanHO BHHMaHHe NpW W3noassade Ha Poszysactatun Bratpuc:
[lpu neuenne c PosyBactaTH BuaTpuc ce cbofluaBa 3a CEPHO3IHH KOMKHM
cuuapom Ha CtusbHC-IDKOHCBH M NIeKapcTBEHA peakls ¢ €O3UHODHIIHA W !




(DRESS). Cnpete ynotpebata nHa PosyeactaTud Buatpuc ¥ nornpcere HeszabaBHO MenMUMHCKA
MoMOLL, aKo 3a0enexnTe HAKOH OT CUMITTOMKTE, OMKCAHH B TOYKA 4.

Ipu Manbk Opoil xopa, cTaTUHWTE MOTaT Ja MOBMAAT uepHusa Apo6. Tosa ce ycTaHoBABa upe3
CTaHAapTHO M3C/IE]BaHEe 33 HATHYKE HA TNIOBHUIEHH CTOHHOCTH HA YEPHOAPOOHHUTE €H3UMH B KpPbBTA.
lfopagu Tasu npuumna, Bawwuar nekap vecTo e W3BLPWIBA TO3M KpbBEH TeCT (uepHoapobeH
(hyRKUMOHANEH TecT) NpeaH U Mo BpeMe Ha JieyeHneTo ¢ PosysactatnH Buatpuc.

Jloxkato npuemare Toea nekapcTso, Bawust nekap we Bu mpocieassa cTpukTHO, ako WMaTe auabet
WK CTe C PHCK 32 pa3BuTHe Ha nHabeT. Bue BepoATHO cTe ¢ pHck 3a pasBuTue Ha AuabeT, ako WMa
BHCOKHM HHBA Ha 3aXapH v Ma3HHHM B KpbBTa By, ako cTe ¢ HaaHOPMEHO TErNO M AKO MMAaTe BHCOKO
KPBLERHO HanaraHe.

Hdena H roHOIH

- AKO MauHeHTHT € noa 6 roauiuHa b3pacT: Posyeactati Buatpuc He Tpabsa na ce nara Ha
Jela noa 6 roauilHa Bb3pacT.

- Ako nauneHTsT € noa 18 roauwHa Bwipact: Posyeactatun Buatpuc 40 mg He e noaxonsuy 3a
ynoTpeba NpH /leua 1 IOHOLW Ha Bb3pacT NoA 18 roauHm.

BLipacTun nauHeuTu

- Axko cTe Ha Bb3pacT Haa 70 roaund (rbil kato Bawwst nekap tpsbea na W3bepe noaxoasiara
3a Bac Hadasina nosa ot PozyBacratn Buatpuc).

Apyru nexaperea u PozyBactaTnn Buarpuc
Undopmupaiite Bawuna jekap wiau dapmaleBT, ako npUeMarte, HackOpo CTe NpHEMANH HIW €
BBE3MOXCHO /12 NPHEMETE JPYFH NEeKapCTBa, BIUTIOUHTENTHO HAKOE OT CNeJHHTE:

- LUMK/IOCNOPHH (W3NO/3BaH, HANPHUMEP, ClIel OpraHHa TPaHCNNaHTalKa);

- BaphapHH, THKarpenop MK KIoNHaorpen (WK KOETO U Aa € APYro JIeKapcTBo, HANOMIBAHO 3a
pa3lpexxaaHe Ha KPbBTA);

- ¢ubpatn (xato rempubposnn, dheHodudpat) HAH HAKAKBO APYro JIEKApCTBO, M3NON3BAHO 3a
NoHWKAaBaHe Ha xonecTepona (KaTo e3eTHMRO);

- JIeKapCcTBA CpPEuly JOW0 XPaHOCMHNaHe (M3NOMI3RAHM 33 HEYTPAJIM3MPAHE Ha KHCENMHH B
cToMaxa Bu);

- E€pHTPOMHULUHH (aHTUOHOTHK);

- thy3unoea kucenrha (aHTMOMOTHK - Mona, BidKTe no-gony ,[IpeRynpexneHqs u npeanasHu
mMepkH");

- MEPOPATHO NPOTHRO3a4aTLYHO CPEACTBO (xanye);

- peropatennd (M3N0N3BaH 3a leUeHHE Ha paK);

- JdaponyTamu/ (MMoN3BaH 3a NeveHHne Ha pak);

- KanmaTHHUO (M3N0N3Ba Ce 3a leYeHH e Ha PaK);

- XOPMOHO3aMECTHTENHA Tepanus,

- tocTamMaTUHHO (M3NON3BA CE 3a IeYEHHE HA HHCHLK Opoit TpPOMBOLMTH);

- tebykcocTar (M3mon3ea ce 3a NeUeHHE M NPEANO3BaHE OT BUCOKH HHBa HA NMUKOYHA KHCENNHA B
KpBBTA);

- TepudnyHOMUA (M3MN03BA CE 32 NeYeHHE HA MHOKECTBEHA CKIIEpO3a);

- JeduyHoMua (M3N0NM3Ba ce 3a NevYeHHe HA PEBMATOMICH apTPHT);

- BCAKO OT CNEJIHHTE JICKAPCTBA, HINOI3BAHHM 32 JiEHEHHE HA BUPYCHH MHQEKLMH, BKIKOUMTENHO
XHB wnnu umudekumn c xenatut C, caMOCTOATENHO MW B KoMOWHauua (MONd, BHKTE
HIpeaynpexaeHns ¥ npeanasHy Mepkn'"). pUTOHABMP, NOMHHABHP, ATA3aHABHP, codiq GyBup,
BOKCHNAnpeeup, OMOHTACBHp, fapuTanpeBHp, na3abyBHp, BeNNaTacBHP
enbacBup, rnekanpeBHp, MHOPEHTACBUP,

- pokcagycTaT (M3MoJI3Ba Ce 3a JIGYEHHE HA aHEeMMs NpPH NAaLMEeHTH ¢ Xp
3abonsapaHe);

- Tadpamuauc (M3noa3Ba ce 33 JleucHHe Ha 3afonsBaHe, HapeueHO
aMHIIOKA03a);




- MOMENOTHHHG (HB]’IO.HSB& Ce 3a JICYEHHE Ha Muenotbuﬁposa TIPH BB3PACTHH C aHeMHﬂ).

PosyBactatuH Buatpuc Moxe Aa npomeHH eieKTHTE Ha Te3H JieKapCcTBa HIH Te Ouxa MOINH Ja
npoMeHaT edexTHTe Ha PozyBacraTtiH Buatpuc.

Axo e HeoOxoaMmO Oa npuemare NepopanHo (Gy3HAOBA KMCENWHA 3a JeveHHe Ha BaxrepHanHa
uHdexuus, Bue Tpabpa ppemeHHO Oa cnpete ynotpefara Ha TO3M JleKapcTBEH MpoAyKT. Bawust
nekap we Bu kaxe kora e G6esonacHo Aa npogbkHTe npueMa Ha Posyeactatiy Buatpuc. [pueMbT
Ha Posyeactatun Buatpuc ¢ dy3nnora KucenuHa panko Moxke Ja AOBefe 10 MYCKyAHa crmaGoct,
6onesneHocT WK Gonku (pabmomuonusa). Bukre noseue undopMauus OTHOCHO pabaoMHONH3A B
TouKa 4.

Bpemennoct, Kbpmene H GpepTHINTET

He npuemaitte Posysacratun Buarpuc, ako cte GpeMeHHa unu kbpMmuTe. AKo 3abpemMeHeere, 10KaTo
npuemate Posysacratun Buarpuc, HezabaBHO cnpeTe ga ro npueMaTe W yBeaoMmeTe Bawma nekap.
Kennre Tpabea na m3barear sabpemenapane, nokato npuemar PosyactatHH Buatpue, kato
M31I0N3BaT MOJAXOASLIO CPEICTBO NPOTHB 3a0peMeHABaHE.

Axo cTe OpeMeHHa WIH KbPMHUTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa MNH MnaHKpare OPeMERHOCT,
nockeeTBaiTe ce ¢ Bawms nexap unu dapmauesT npeau ynotpebara Ha KOETO H Aa € IEKapCTRO.

Mlodpupane u paboTa ¢ MalIHAH

[Toseuero xopa mMorat Aa wodHpaT kona W Aa paboTaT ¢ MalKHK, JOKATO NpWemar Po3yBacTaTHH
BuaTpuc — TOBa J1ekapcTBO HAMA Ja noeiuAe crnocobHocTHTe WM. Hakou xopa, ofaue ce uyscTBaT
3aMafHH no Bpeme Ha neveHue ¢ PosyeactatuH Buarpuc. Ako ce nouyyBcTBaTe 3amasHM,
KOHCYyATHpaiiTe ce ¢ Bawna nexap, npeau aa ce onurate Ja wodupaTe UM Ja K3N0oI3BaTe MallHHH.

PosyBacTaTHH BuaTpuc cbabpxa nakrosa
Ako Bawmsar nexap Bu e kazan, ye MMaTe HEMOHOCHMOCT KbM HAKOM 3axapu, cBbpxeTe ce ¢ Baiuus
AeKap NpeaM Aa MpHeMeTe TOBa JIEKapCTBO.

3a NBLJAHKMA CAHCHK HA MOMOLLHHTE BELIECTBA, MOJIA, BHXKTE TOYKa 6 M0-1071y.

3.  Kak na npaemare PozysacraTten Buarpuc

Buuaru npuemaiite Tosa nexapcTeo TouHo KakTo By e kaszan Bawmsr nekap. AKo He ¢Te CHIypHH B
HEeIlo, NonuTaire Bauwina nexap wnn papmauenT.

O6nuaiing 2034 32 BbIPACTHH
Ako npremate Posysactatvn BuaTpHc nopagu BHCOKO HHBO Ha XOneCTeposia:

Havanua no3a

Bawero neuenne ¢ Posyeactatun Buatpuc Tpa6ea na ce 3anoune ¢ gosara ot S mg win 10 mg, aopu
aKO NpeaH CTe APHEMANH MO-BHCOKA 103a OT Apyr ctatud. M36opwT Ha Baiuara Havanna mosa wie
3aBHCH OT:

- Husara Ha Bawns xonecrepon.
- Bawus puck 3a chpaedeH HHDAPKT MM MHCYNT.

- Hann umare dakrop, koiito Moxe na BH Hanpaem no-4yBCTBMTENEH/HA KbM BB3MOXKHH
HEJKETaHH PeaKLHH.

Mous, obebaete ¢ Bawng nexap win dapMmaliest kos HadanHa f03a Ha Posysactatun Buatpuc we e
Hai-noaxoasua 3a Bac.

Bauruar nekap moxe na pew aa Bu nane Hali-Huckara nosa (5 mg), ako:

- Bhe cre oT azmarcke mpousxoa (ANOHLM, KHMTAHMH, (HIHNHHUK, BHETHAMIIH, KOPEHLIM WiH
HHAWALK).

- Bue cTe Ha Bw3pact Han 70 rogury.



- Bue umare ymepeHo TexKkH 6b6peunun npobnemu.
- Bue cTe ¢ puck oT Myckynuu Sonku (Muonatus).

IloBHIaBaHe HA J03aTA H MAKCHMAJIHA AHEBHA 1032

BawwnsT nexap moxe aa pewn ga nosuiuu Bawara nosa. Tosa ce npaed Taka, ue Bue ga npuemare
KonnyecTBoTo PosyeactaTvn Buarpuc, xoeTo e noaxopdio 3a Bac. Ako cTe 3afnounanu ¢ no3a ot
5 mg, Bawnar nexap moxe na peww aa 1 yasou no 10 mg, cnex Tosa a0 20 mg M ciea ToBa 10
40 mg, ako e neobxonumo. Ako cte 3anoqnanu ¢ 10 mg, BawuaT jiekap Moxe fa pels ga ru yJBou
10 20 mg, a caen Tosa u no 40 mg, ako € HeoGxoanmo. LLe HMa MHTEPBAN OT HETHPH CEAMULIM MEXKILY
BCAKA KOPEKLIWs Ha 103aTa.

Makcumannarta AHeBHa no3a Ha PosyeactatiH Buatpric e 40 mg. Ta e caMo 3a NaUMEHTH ¢ BUCOKH
HHBA HA XOJIECTEPOSIA U BUCOK PHCK OT ChpAeYeH HHGBAPKT WM MHCYNT, YHUTO HUBA HA XONECTEPON
HE Ce NOHWKABAT A0CTaTH4HO ¢ 20 mg.

Axo npuemate PoiysacTtaThn Buarpuc 3a noHHxkaBaHe Ha pPHCKa OT cbpAeden HHPAPKT,
HHCYJ/IT HJIH APYTH CBBLP3aHH 31PABHH NPoGIeMu:

ITpenopbunrennara nosa e 20 mg anesHo. Ho Bawunar nekap Moxe 0a pewin Ja W3Non3Ba Mo-HHCKa
n03a, ako Bue HMaTe HAKOM OT CIIOMEHATHTE NO-rope GakTopH.

¥Ynorpeba npH aena 1 HOWH HA Bb3pacT 6-17 roannu

J030BUMAT AManaszoH MpH Aella W HOHOWM Ha Bb3pacT oT 6 a0 17 roamud e or 5 po 20 mg.
TlpenopbynTenHaTa HayaaHa n03a € 5 mg AHeBHO, KaTo BawuaT nekap Moxe NocTeneHHo Aa MOBHILK
Ta3x [103a, 32 J1a YCTAHOBH TOUHOTO KoNMW4yecTBo PosyBacratiH BuaTpuc 3a Bac. Makcumanuara
AxesHa nosa Posyeactatun Buarpuc e 10 mg win 20 mg 3a acua ot 6 no 17 roawwHa sb3pact, B
3aBMCHMOCT OT MOJUIEXKALLIOTO 3a00N9BaHe, KOETO ¢e Nekysa. [IpuemalitTe no3ata cH BeHBK JHEBHO.
Pozyeactatin Buatpuc 40 mg He TpaGea na ce u3nonsea npu geua.

Kak aa npnemare Bamure Tabnerkn
TMornewaiite scaka rabierka uana, ¢ Boaa.

Hpnemaﬁ”re P03yBaCTaTPlH BH&TPHC REAHBK JAHEBRHO. MmkeTe na ro npHeMare Mo BCAKO BpEME Ha
JICHA ¢ WK Bes XpaHa.

OnuTaiite ce aa npHemMarte BawaTa taBnetka 110 eIHO M CbUIO BpEME BCEKH AEH, 3a& A MOXKETE Ja ro
3aNnOMHHTE.

PenoBHH NpoBepKH HA X0/1ECTEPOIA
BaxHo e aa nocewapate oTHOBO Bawms nekap 3a peaoBHU MPOBEPKH Ha XONecTeposa, 3a Ja ce
yBEpHTE, Ye BawuaT xonecTepon € NOCTHrHAN W ce 3aAbPiKa HA NPABHIHOTO HHBO.

Bawmar nekap Mmoxe aa peluu na noeuinu Bawara noza, Taka ue ja npuemare KOJMY4ECTBOTO
PosysactaTun Buatpuc, koeto € noaxoasio 3a Bac.

AKo cTe NpneH Nopeye 0T HeobxoaumaTa Jo3a PosyBacTtaTun Buatpuc
CebpikeTe ce ¢ Bamus nexap vnu Hali-6nu3kaTa 6oiHKHLA 3a CHBET.

AKO nocTbenuTe B OOMHHIIA HIH NONYYARATE JIEYEHHE HA APYrO ChCTOSHHE, KAXKETE HA MEJHLMHCKHA
ekun, ye npuemare PozypacratuH BuaTpuc.

AKo cTe nponycHaH 1a npueMeTe Posypactarun Buarpuce
He ce TpeBoxeTe; npocto B3emeTe Bawata cnensawa nosa B TouHoto Bpeme. He Baem
7103, 33 1a KOMTIEHCHpPATe NMPONYyCHATAaTa.

AKo cTe cnipenn npuema Ha PosyBactaTun Buatpnc
lNoBopere ¢ Bawna nexap, ako xenaeTe Aa crnpete npuema Ha PosysactatiH B
Bawus xonecTepon MOraT 0THOBO /1a CE€ MOBHILLAT, aKO cnpeTe npHeMa Ha Posyeac




AKO MMaTe HAKAKBH AONMBIHNTEHH BBIIPOCH, CBbP3aHH ¢ YNOTpebaTa Ha TOBA JIEKapCTBO, NONUTAlTE
Baiuuns nexap wnun hpapmanesT.

4.  BbiMOKHH HeKeTaHH PeaKnHH

Kakro BcHukn JIEKApPCTEA, TOBA JICKAPCTBO MOXKE 1a NMPEAHIBMKA HEWENAHH peakUHH, BBIIPEKH Ye HE
BCEKH I'H NMoaydaea.

BaxHo e Ja 3HaeTe KakBH MOrar Ja 6'bllaT TE3H HEXKEJIAHH peaKLHH. Te 00OHMKHOBEHO ca NEKH H
OTWYMABAT 3a KPATKO BPEMEC, HO HAKOH OT TAX MOrar aa ﬁ'bllaT CEPHO3HH H Aa H3UCKBAT MOMOLLL

Cnperte npuema na PosypactaTun Buatpuc B noThpceTe MeAHNMHCKA NOoMONI He3abaBHO, aKo

HMATE HAKOS OT CJIeJHHTE AePrHYHH HIH KOKHHE peakuHu:

- 3aTpyAHEHO IHLLANE, CbC Wi Oe3 NoayRaHe Ha JIMLETO, YCTHHUTE, €3MKA M/WJIH MbpIIoTO.

- OtoK Ha JIMUETO, YCTHMTE, €3HKAa H/MMH TbPJIOTO, KOETO MOXKE 1a MPHYHHH 3aTPYAHEHO
nperabliaHe

- Texbk cbpbes no koxara (¢ oOpus).

- YepseHHKasH, HEHaaUrHaTH, NOJOGHM HAa MMILEHA WM KPbMIM NETHA NO TANOTO, YECTO
LIEHTPAIHO pa3noioKeHH Mexypu, OejeHe Ha KoxaTa, S3BH B yCTaTa, T'bploTO, HOCA, MO
reHHTANMHUTE M OuKTE. Te3n CepUO3HH KOXHU OOPHBH MOr'aT Aa ce NpeAllecTBaT OT MOBHIIEHA
TeMNepaTypa H rpunonoAoGHH CUMNTOMH {CHHAPOM Ha CTHBBHC-JKOHCHH).

- O6wmpen obpus, BUCOKA TEJIECHA TEMIIEPATYPa U yBenuUYeHH aumdHH Bb3nu (DRESS cunapom
HJIH CHHAPOM HA JIEKAPCTBEHA CBPBXYYBCTBUTENHOCT).

Cumo Taxa cnpere npuema na PozysactaTrun Buatpuc v rosopere ¢ Bamua nekap uesabasno,
aKo mmare HeoGnuaiina cnaboer uan GoaKkn no myckynaure Bu, KOUTO npoabmKkaBaT no-abaro
OTKONKOTO BuxTe ouakBand. MyCKyNHHTE CUMNTOMH Ca MO-Y4eCTH NPH A€UA M KOHOLUK, OTKONKOTO
MpH Bh3pacTHH. KakTo npu Apyru cTaTMHK, MHOro Manbk 6poii xopa ca MMaTH HENPHATHY MYCKYITHH
eheKTH H PAJIKO T€ €a NPOABIKABAIM 110 NPEBPBIUAHETO UM B NMOTEHLIMAIHO XKUBOTO-3aCTPALIABALLO
MYCKYJIHO YBpe)KaaHe, H3BECTHA KaTo pabaoMHoNH3a.

Moxe na 3abenexHre W CleHUTE HEKENAHH PEakLMK, KOHTO MOraT Aa 6bAaT NPU3HALMK 33 CEPHO3EH

npo6nem. [loTbpcere He3abaBHO MEAMLIMHCKA MOMOLL, aKO 3a0ENeXNTE HAKOE OT CAEAHHTE!

- Ycemane 3a CHIHA yMOpa WM KaXaa, YPHHHpaHe 10-yecto oT 00WuaiiHoTo, ocobeHo npes
HOLLTA - TOBa MOXe€ /Ia ca Npu3HauHx Ha oHabeT. Tora e NO-BEPOATHO, AKO HMA BHCOKH HHBA Ha
3aXapH M Ma3HMHM B KpbBTa BH, @Ko cTe ¢ HAJHOPMEHO TErNO M ¥MaTe BHCOKO KPbBHO
Hangrane. BawuaT nexap we Bu nabniogasa, noxaro npuemare Tosa iekapcTso.

- Cunna bonka B cTOMaxa, KOATO C& pasnpocTpaHABa KbM rbpba (MOXe /1a ca NMPU3HALM Ha
Bb3MaNEH NaHKpeac).

- CHHMHY UK KbpBEHE, NO-YECTO MK NO-NECHO OT 00M4aliHOTO, KOETO MOXKE Ja € TpPH3HAK 3a
HUCHK Opoit TpomMOoUHTH B KpbBTa (TpoMOOLMTONEHMS).

- [MoxbaTsaBaHE Ha KOXkKaTa M O4HTEe (KLATEHHUA), C MOBMLIEHA TeMNepaTypa, cToMaluHa Gosika,
CBET/IH M3MPAKHEHMA WM TbMHA YPHHa (MOXE Ja ca MpU3HAUW Ha npobnemH ¢ yepHus Bu
npob).

- HyBCTBO Ha W3TpPLIIBAaHE, MpaBYYKaHE WM NapeHe Mo pbleTe WK kpakara (Moxe ga ca
NPH3HALM Ha YBPEXKAaHe Ha HEPBUTE).

- [lpobnemu ¢ auInaHeTO, BKNIOYHTENHO MPOLL/KMTENHA KALUUTALA WMWK 33QYyX, HIH BHCOKA
TeMneparypa (Moxke na ca mpu3HauM Ha Oenesn Ha Oenute ApoBoBe, M3BECTHH KaTo
HHTEpCTHUHANHO Genoapobuo 3abonaeane).

- CHrapoM Ha aynyc-nonobHo 3abonseaHe (BKIIOUMTENHO OGPHB, CTABHH Hapy
BbpXY KPBBHHTE KIIETKH).

- PazkbecBaHe Ha MyCkyn (YBpeXKaaHe Ha MYCKYJIMTe, ABJDKALLO CE HA Pa3Kbe
BIIAKHA; CHMATOMMTE MOraT a BKIKQUBAT 60/Ka, NOJyBaHe, CHHHHH, YyBCT
Ha GyHKIMA).




Apyra Bh3MOKHH HexeNaHH peakuHu

Hectn nexenaHu peaklu (Morat Ja 3acerHat 1o | Ha 10 aviin):

- I'nasobonue

- CromaluHa 6oska

- 3anek

- lanene

- MyckynHa 6onka

- YyecTeo 3a cnaboct

- 3amaaHoCT.

- [ToBunienne Ha konuuecTBoTO GeNTHK B ypHHATA - OOHKHOBEHO Ceé BpblLa A0 HOPMATHOTO OT

camo cebe cu, 6e3 1a ¢ HeoOx0AMMO aa cnupate npueMa Ha Bawwure Tabnerxu PosysactaTun
Buarpuc (camo npu Pozyeacratun Buatpuc 40 mg).

HeuecTy Hexenanu peakunn (Morat aa 3acerHat Ao 1 Ha 100 ayun):

- O6pus, cbpbesx, Hapuruat cLpOaLL 06puB (KONPHBHA Tpecka)

- lNoBHiIeHHEe HA KOAMUYECTBOTO GENTBK B YpHHATa - OOMKHOBEHO Ce BPBILZ A0 HOPMAHOTO OT
caMo cebe cu, Ge3 aa e HeoOGxoauMo na cnupate npremMa Ha Bawwure tabnetkn PosysactaTun
Buarpuc (camo npu Pozypactatdi Buarpuc 10 mg n 20 mg).

Penky HexxenaHH peakluu (MoratT Aa 3acerHat 10 1 na 1 000 ayin);
- [ToBrineHHe Ha YepHOAPOOHUTE EHIUMU B KPLBTA.

MHoro peakH HexenaHH peakUMH (MOraT fa sacerHat 1o 1 Ha 10 000 gyiuu):
- Cneau ot kpbE BLE Balwata ypuna

- CrarHU GonkM

- 3aryba Ha mamer

- VBenuueHne Ha MbPANTE NPH MbXe (THHEKOMACTHS),

Hexenann peakumm ¢ HeuspecTHa yecToTa (OT HATMUHMTE JaHHKU He MOXe Aa Obie HanpageHa oueHKa

Ha YeCTOTaTa):

- Hunapus

- Kawnuua

- 3anyx

- Orok (exem)

- Hapymenus Ha cbHA, B, Oe3cbHME U HOLLHH KOLIMAapH

- CekcyanHu 3aTpyaHeHus

- Henpecus

- VBpexaaHusa Ha CyXOXHIHA, MOHAKOTa YCIOKHEHHA ¢ PA3KbCBAHE UK CKbCBAHE

. MuacTtenua rpaeuc (3abonapate, npuuMHABALLO 0611a MYCKYNHA CllaboCT, B HAKOM Clyyau
BKJOYBALIA U MYCKYTTUTE, KOMTO YHaCTBAT IPH AULIAHETO).

- OuHa mMuacTeHus (3abonsBaHe, MPHUMHABALLO ¢NAbOCT HA OUHUA MYCKYJT).

. I"osopete ¢ Bamua nexap, ako uanurearte cnabocT B pbUETE WK KPaKaTa, KOSTO C€ B/OLIABA

cnen nepyuoan Ha akKTHBHOCT, HMATE NBOIHO BUKAAHE WITH YBHCBaHE Ha KICMAYUTE, 3aTPYAHEHO
NPETNBLIAHE HITH 3a1yX.

CrobmaBane Ha HeXeNAHH peaKUHH
AKO nOnyunTe HAKAKBH HEXENAHH NEKAPCTBEHH peakumu, yeeaomere Bawua nekap unu dapmauest,
Tosa BKNOUBA BCHYKH BL3MOXXHH HEOMHCAHH B TA3H THCTOBKA HEXKeNaHu peakund. Mo
CHOOLIMTE HEKENAHH PeaKLHH AUPEKTHO 4pes:

Hanvanurensa arenuus no nexapersa (MAJT)
ya. JHamsaH lpyes Ne 8
1303, rp. Codus



P. brarapus

Ten.: +359 2 8903 417
Qakc: +359 2 8903 434
e-mail: bda@bda.bg
yebeaiit: www.bda.bg

Karo crofwasare Hexenany peakiiuu, MOXeTe J1a AaeTe CBOS NPUHOC 33 MoJ1y4aBaHe Ha NOBeYe
HHpOpMALA OTHOCHO BE30MAcHOCTTa Ha TOBA IEKAPCTBO.

5. Kaxk na coxpanaparte Posysacratnn Buatrpnc

- Ja ce cbxpaHsaBa Ha MACTO, HEAOCTBITHO 34 Jeila.

- He usnonsBaiite Topa nekapcTao ciea cpoka Ha roAHOCT, OTGeNI3aH BbPXY KapTOHEHATa
onakoska/bnucTepute/eTrkera cnen “EXP” uan ,,lonen no*. CpoksT Ha roaHoCT 0TroBaps Ha
NOCNAEHHA JIEH OT OCOUEHHSA MECELL.

- Ha ce cbxpanasa noa 25°C. [la ce cbXxpaHsBa B OpUrMHANIHATA OTIAKOBKA, 32 Aa Ce NPearasy ot
Bllara.

- Posysactatin Buatpuc B onakoska, cbabpkalia 8yTunka, He Tpa6Ba 1a ce M3Noa3Ba NOBEYE OT
TPH MeceLa ciel MhpPBOTO OTBapsHe Ha GYTHAKaTA.

- He n3xpbpnsiite nexapcTaTa B KaHAIM3ALMATA WK B KOHTENHEPA 32 JOMALIHM OTNATbLIH.
[Nonuraiite Bawua dapMaleBT kak Aa H3XBLPAATE JEKAPCTBATA, KOMTO BEYe HE H3NO/3BATE.
Te3n MepkH LE CNOMOTHAT 3a OMa3BaHe Ha OKONHATA Cpeaa.

6. Chabpxande HA ONAKOBKATA H AONLIHHTEIHA HHpOPMANHA

Kakso cuabpaxa Posysacratnn Buatpuc

AKTHBHOTO BELIECTRO € pO3yBaCTATHH.

Besaka gunmupana Tabnetka cbabpxka 10 mg uau 20 mg posyBacTaThH (KaTo po3yRacTaTHH KanlHit).
JApyrute NOMOILHH BelleCTBa ¢a:

CupuernHa Ha TalneTkara

MHuKpoxpHcTanHa Lenynosa, 1akTo3a MOHOXHAPAT, KOJOWAEH Ge3BOeH CHITHIIWER THOKCH,
KpPOCNOBH/IOH, MATHE3HEB OKCH/, MarHe3HeB CTeapaT, YepseH weneleH okcua (E 172)

O6EunBKa Ha TabneTkara
JlakTo3a MOHOXHIpaT, xHnpomenola (E464), TuraHos anokeua (E171), TpHalEeTHH, )BAT Xene3eH
okcHa (E172), uepsen sxenesen okena (E172), yepeH xenesen okena (E172)

Kak nsrnexna PozypactaTnst BuaTpnc B KakBo ChIbpka oNnaKoBKaTa

PosyeactatvH Buatpuc 10 mg: pozosa, kpbria, ABoHHO U3NbKHaNa puimMupana TabneTka, ¢ penedHo
oboznauenue “M” ot eaHara cTpaHa v “RS1” ot apyrara ctpana.

Posysactatun Buatpuc 20 mg: pososa, kpbria, ABOHHO W3MbkHana GunMupaHa Tabnertka, ¢ penedHo
obo3Hauenue “M” ot eaHara cTpaHa W “RS2” or apyrata c¢rpaua.

PosyeactaTiH Buatpuc ¢ HanuueH s GauctepHu onakosxu no 14, 15, 28, 30, 56, 60, 84, 90 u 98
punMupanu TabneTku UK B NacTMacoBu GYTHIKK, Chabpxaliy 28, 30, 56, 60, 84 u 90 dunmupany
Tabnerku.

ByTuikuTe ca ¢ Kanauka Ha BUHT, Chabpkaluy cywumntren. Cywmntenst He TpabBa na ce

He BCHYKH BHAOBE OMAKOBKH MOraT Jaa 6npar MYCHATH B npona)xﬁa.



IIpuTexkaTen Ha pa3pelmleHHeTO 3a ynoTpeba
Viatris Limited,

Damastown Industnal Park,

Mulhuddart, Dublin 15,

DUBLIN,

Hpnanauns

IIpon3BoguTten

McDermott Laboratories Limited t/a Gerard Laboratories t/a Mylan Dublin,
35/36 Baldoyle Industrial Estate,

Grange Road,

Dublin 13,

Hpnanaus

Mylan Hungary Kfi,
Mylan utca 1,
Komarom, 2900
YHrapus

To3n NekapeTBeH NPOAYKT € paspellied 3a ynoTpeda B AbpkaBuTe wieHkn Ha EsponeiickoTo
Hkonomuyecko Ipocrpancrso 1 Ofeaunenoro Kpancreo (Cesepna Hpaanaun) noa cneanure
HMeHA:

Benrus: Rosuvastatine Viatris Smg 10 mg, 20 mg, 40 mg filmomhulde tabletten

Bvarapus: PosysacratH Buatpuc 10 mg, 20 mg ¢punmupanu tabnetku

Kunbp: Rosuvastatin Mylan 5 mg, 10 mg, 20 mg, 40 mg Film-coated Tablets

Yexus: Rosuvastatin Viatris

Xvpeartcka: Rosacol 5mg, 10 mg, 20 mg, 40 mg filmom obloZene tablete

Hanns: Rosuvastatin Viatris 5 mg, 10 mg, 20 mg, 40 mg

OpaHums: Rosuvastatine Viatris 5 mg, 10 mg, 20 mg comprimé pelliculé

["bpums: Rosuvastatin / Mylan

Hpnanaus: Rosuvastatin Viatris 5 mg, 10 mg, 20 mg, 40 mg film-coated tablets

Hranus: Rosuvastatina Mylan

JliokcemOypr: Rosuvastatine Viatris 5Smg, 10 mg, 20 mg, 40 mg comprimés pelliculés

Hupepnauaua: Rosuvastatine Viatris 5 mg, 10 mg, 20 mg, 40 mg filmomhulde tabletten

IMoptyranuas: Rosuvastatina Mylan

Hcenanua: Rosuvastatina Viatris 5 mg, 10 mg, 20 mg comprimidos recubiertos con
pelicula EFG

Hlseuus: Rosuvastatin Viatris

Ob6eaMHEHO KpalcTBo
(Cesepna HMpnauaua): Rosuvastatin 5 mg, 10 mg, 20 mg, 40 mg film-coated tablets

Jata Ha nocneAHO NpepasrieKIaHe HA JHCTOBKATA
0172026
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