JlucroBka: nHpopManHsa 32 noTpedHTEIH

POBACTA 10 mg dnaimupanu TabJieTKH
ROVASTA 10 mg film-coated tablets
POBACTA 20 mg dnamupanu Ta0/1eTKH
ROVASTA 20 mg film-coated tablets
po3yBacTaTuH/ Rosuvastatin

IIpoueTeTe BHHMATE/IHO USJIATA JHCTOBKA MPE/IH /12 3aM04YHETE 1a NPHEMATe TOBA
JIEKAPCTBO, Thil KATO THA ChAbPKA BaxkHa 32 Bac napopmanns.

- 3anazere Ta3M JUCTOBKA. MOXKe J1a C€ HaIOXKH Ja s NpoYEeTeETe OTHOBO.

- AKO UMare HSKaKBH JIOITbJIHUTE/IHA BIIPOCH, Nnonuraiite Bawus nekap win ¢papmauesT.

- ToBa nekapcTBO € NMpeaAnucaHo €AUMHCTBEHO U JIMYHO Ha Bac. He ro npeorcrernBaiTe Ha
apyru xopa. To Mo)ke na MM HaBpeau, HE3aBUCHMO, Y€ MPU3HALMTE Ha TAXHOTO 3a0ossBaHE ca
chLIUTE KaTto Bamure.

- AKO MoJy4ydTe HSKAKBM HEXENaHW peakuuu, yBeaomere Bauius nekap winu ¢apMaLesT.
ToBa BKJIKOYBA U BCHYKH Bb3MOXXHH HEXEJIAHU peaKLMy, HEONMCAHHU B Ta3H JIMCTOBKA. BWKTe TOukKa
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1. Kakso npexcrasisisa POBACTA H 3a KAKBO ce H3M0/13BA
POBACTA npuHaanexu KbM rpymna JiekapcTBa, HApe4€HH CTaTHHH.

[Ipeanucana Bu e POBACTA, TbH KaTo:

» UmaTe BUCOKO HMBO Ha XoJsiecTeposa. ToBa 03HayaBa, Y€ CT€ C PUCK OT ChbpAeYEH UH(DAPKT
WJIM UHCYAT. PoBacTa ce u3nossea NnpH Bb3pacTHH, IOHOLIM M Jlela Ha WK Haa 6-roJMilHa Bb3pacT 3a
JIEYEHHUE Ha BUCOK XOJIECTEpOJl.

[Ipenopbyano Bu e aa npuemare craTvH, 3al10TO NpoMsHaTa Ha averara Bu v no-ronsmara
(hM3MYecKa aKTHBHOCT He ca OWJIM J10CTaTb4YHHM, 3a Ja ce Kopurupar Baiuure HUBa Ha Xosnecrteposa.
TpsabBa na npoabkuTe ¢ Balata noHwkasaila XoiecTteposia Auera U ¢ PU3HYECKUTE YIPaKHEHUS
nokato npuemare POBACTA.

WJTH
* Uma apyru (akTopH, KOUTO YBEJIMYaBaT PUCKa OT MH(MAPKT, HHCYAT WJIM APYTd CBbP3aHH
3/1paBOCJIOBHM TMPOOJIEMH.

CbpAeUYHHUAT yaap, HHCYJATBLT U APyrure npobjieMH MOXKeE /Ja ca CBbpP3aHH ChC 3abosisBaHe,

HAapC4Y€HO aTCpOCKIICpPO34a.
ATGPOCKHEPDS&TH C€ ABJI’KH HAa HATPYINBAHEC HA MACTHH OTJIAaraHUA BbB Bamure dAPTCPUH.

3amo e BaxxHo Aa npoab/ukaBare Aa npuemare POBACTA?

POBACTA ce u3nojsizBa 3a HamMajiiBaHE Ha HUBATa Ha Ma3HUHUTE B K
JIMTIMJIM, KaTO HAW-OCHOBHATA OT TAX € X0JIECTePOJIbT.

ChblecTBYBaT pa3/IM4HH BHIOBE XOJIECTEPOJ, KOMUTO C€ OTKpPHUBAT
xoJsiectepo (LDL-C) u ., 1065p™ xonecrepon (HDL-C).




* POBACTA Moxe Ja NOHKWKH ,,JIOIIHMA™ XONMECTEPON M Aa NOBHILIH , J0OPUA™ XONECTEPOI.

« Ta pelicTBa Kato noanoMara Snokupanero Ha odpasyBaHe Ha ,,JI0LI” XonecTepon oT Bamus
oprann3bpM. OcBeH TOBa, T4 NOAOOPABa K c1oCOOHOCTTA Ha TA0TO BH Aa ro orctpann ot kpeBTa B,

[Ipn noseyeTo XOpa NOBHLICHHUAT XOJECTEPON HE TOBJIHABA HAUHHA, 110 KOWTO T€ ce YyBCTBaT,
ThiA KATO He NpeAu3BUKBA HUKAKBH CHMITTOMH. BBIpekd TOBA, aKO HE C€ JIEKYBa, HATPYMAHUTE
Ma3HHHHK MOTAT Ja ¢€ OTIIOXKAT IO CTEHKHTE Ha KPBBHOCHHTE BH ChAOBE M TOBA Aa [OBEAE /10 THXHOTO
CTECHABAHE.

[ToHaxkora Te3M CTECHEHM KPBBOHOCHHM CBIOBE MOraT ha ¢€ 3amyLlaT, KOETO MOXE Ja
NpeKbCHE MPUTOKA HAa KPBB KbM CHPLETO H MO3bKA W Aa AOBelde AO CbpIAeueH yaap, HHCYIT HIH
CXOJHU 3APaBOCIOBHM NpodieMHu.

Tpabsa na mpoabmkuTe aa npaemare POBACTA, nopy ¥ axo ¢ noHwkwia Bawuar
XO0JIECTEPO A0 HOPMA/IHUTE HHUBE, 3allI0TO TH NMPEANA3BA OT HOBO MOBHIIABAHE HA X0J1eCTEepo.a U
HATPYTNBaHHA Ha MAacTHH oTiaraHus. Benpeku ToBa, TpsabBa ja npeycTaHOBUTE NpHeMa, ako Baiusar
nekap Bu e nockBeTBaN MU ako 3abpeMeere.

2. KakBo TpufBa Aa 3naere mpea Aa npaeMere POBACTA

He npuemaiite POBACTA:

* AKO HAKOra cTe HMAJIH AJIeprH49HA peaknHs KbM PO3YBACTATHH HIH KbM HAKOS OT
OCTaHaJIUTe CbCTABKH Ha TOBA JieKapcTBO (M3OPOCHH B TOUKA 6).

* Axo cre Gpemenna Wik kbpMuTe. AKo 3abpemeneere qokato npueMare POBACTA coperte
NpHEMA HA JIEKAPCTBOTO HezabapHO B yBeaoMeTe Bammusa jgexap. Jenute TpsOsa na widsarear
3abpemenaBade gokaTo npuematr POBACTA xaTo H3MOA3BaT nOAXOAAIIH METOAM 32 KOHTPALICTILIMA.

« AKo cTpagaTe oT uepHoapoORHO 3abonnBane.

* AKo cTpaaaTe oT Texko 6n0peano 3abonasane.

* AKO RMATEe NOBTAPAINH ¢e HJIH HeoOACHAMA 60JIKR B MYCKYJIHATE,

+ AKO mpHeMaTe JlekapcTsena xoMbananms codpocbyBrp/ BeinaTacBHp/ BOKCHJIaNpeBHP
(M3non3BaHa 3a BUPYCHA MH(EK1IMA Ha YyepHUa Apod, HapeueHa xenaTtut C)

* AKO mpHeMaTe JIEKAPCTBO, HApPEYEeH( NHKIOCHOPHH (M3NON3BAH HanpUMEp cnel

TPAHCIUIAHTAUMA Ha OPraHH)
* AKO HEKOra ¢Te HMAJIA TEXKbK KOXKeH 00pHB HAH 0e/ieHe HA KOXKATA, HOSBA HA MEXYPH
H/BJIH A3BH B YCTATA ClieJ [IPHEM Ha pO3yBacTaTHH WIH APYrH CBBP3aHH JIEKapCTBa.

AKO HAKO€ OT rOpHHMTE ¢e OTHacA 3a Bac (WU ce ¢bMHsBaTE), MO OOBPHETE CE OTHOBO KBM
Bainusa nexap.

Ocsen TOoBa, He npHeMaiitTe POBACTA 40 mg (mali-BRcOKaTa 103a):

* AKO cTpajaTe OT yMepeHO TexKH 0nOpeunm npobaemMm (ako ce CbMHABATE, MONA
KOHCYITHpaiiTe ce ¢ Baluua nexap).

* AKo MBATOBHAHATA Bn xie3a He QYHKIUMOHUPA NPABUITHO.

* AK0O ¢Te HMAJIA NOBTAPAIIHA Cé HJIH HeOOHCHEMA MYCKYJAHH 60JKH, THUHA WK paMHIHA
aHaMHe3a 3a nNpobneMH ¢ MYCKYJIHTE WM MPEIXOoxaalla aHaMHe3a 3a MYCKYJIHH npobdheMH NpH
NPHEM Ha APYI'H JICKAPCTBA, NOHHXKABALLH XO0JIECTEPOA.

* AKO PeZOBHO IIPHEMATE I'OJIeMH KOJTHYECTBa AJIK0XO0J1.

* AKO ¢Te OT A3HATCKH NPOH3X0d (ANMOHLUH, KUTAHLM, PUIHNMHLY, BHETHAMLIHM, KOpeHUH M
MHIHHLIN).

* AKO NpHeMaTe APYIA JIeKAPCTBA, HapedYeHn PuOpaTH, 32 MOHWKABAHE HA XOJNECTEPOIA.

AKO HAKOE OT rOpHHTE ce¢ OTHaca 3a Bac (1M He cTe curypeH), Moja ob6npHeTe ce OTHOBO
KbM Balna Jgekap.

IIpeaynpexaenns H npeaNa3HE MEPKH
['oBoperte ¢ Bamus Jekap nan ¢papmauesT npean aa npaemere POBA
. Axko crpazate oT 6n0pesnn npodaemn.
. AKO cTpaaaTe oT 4epHOAPOOHH NpobIEeME.




. AKO HMAaTe HOBTAPDHIIHE C¢ HJIH HeoOSCHAMEH MYCKYJHH O0JKH, JHYHA WIH (paMiiHa
aHaMHe3a 3a NnpodleMH C MYCKYJIHMTE WIH NPEAXOXKAALLA aHaMHE3a 3a MYCKYyAHM npobiemMH npu
npueM Ha JPYrd NeKapcTBa, MOHMXKABAlKM Xonecrepona. YeenoMere Baimusa nexap HezabasHO, ako
npu Bac ce nossar HeoOACHHMH MYCKYJIHH OONKH, OCOOEHO akO HE C€ 4YyBCTBaTe AOOpE WiM MMATe
NOBHIIEHA TeMIiepaTypa. B nonwiHeHHe, yBenoMere Bamysa nekap HiH ¢apMaleBT, ako CTpPaaaTe OT
NOCTOAHHA MYCKYJIHa ¢NnabocT.

. AKO HMaTe WIH CTe MMajIH MMacTeHMs (3abonABaHe, KOETO Ce MposBgBa ¢ O0lIA MYCKY/IHA
cnabocT, B HAKOM CAyvad BKJIIOYBALLA M MYCKYJIMTE, KOMTO y4aCTBAT NMPH RHILIAHETO), WIU OYHA
MHacTeHHs (3abonaBaHe, NMPUUHHABALLO CNa0OCT HA OYHHA MYCKYJ), Th KATO CTATHHHUTE MOHAKOTra
MOTaT Aa BJIOIHAT 3a00JIABAHETO WIH J1a AOBENAT A0 MOoABa Ha MUACTEHMA (BXK. TOUKa 4).

. AKO pegoBHO IPHEMATE IoJIeMH KOJIHYECTBA AJ1KOXO0.
. Axo maTosrauaTa BH %1e3a He GyHKIIMOHMpPa NPaBHIIHO.
. Axo mpHeMaTe APYrH JIEKAPCTBA, HapedeRH PHOPATH 3a NMOHWKaBaHE Ha XOJECTEPOJIA.

Mons npodyereTe Ta3H JIMCTOBKAa BHUMATENHO, JIOPH M aKO B MMHANOTO CT€ MNpUEMand ApYTH
JIEKapCTBa 3a [TOHKABAHE HA XONECTEpoa.

. AKX0O npmemare JIeKAPCTBA, H3NOJI3BAHA 33 Jevenne HA XWB mudexnna, Hanmpumep,
PHTOHABHP ¢ JIONHHABUP B/ HWNU aTa3aHaBUP, MOJS BIXKTe Touka .. JIpyru nekapcrsa 1 POBACTA™.
. AKO npHeMATe HJIH CTe NPHEMAIN NOpe3 NOCHeJHHTE |7 OHH JIEKApPCTBO, BAPEYEHO

$y3naoBa KuceJHHA (JIEKAapCTBO 3a OakTepHaldHH WHQEKLMH) Npe3 ycTara WIM KAaTO HHXKEKIHA.
Kombunauunsara mexay ¢pysunosa xuceniHa 1 POBACTA Moxe na noseae 00 cepHo3HH npobiemu ¢

MYCKYIHTE (pabaomuonnsa)

. Axo ctre Ha BB3pacTt Hag 70 roxmHm (T kato Bawusat nexkap Tpabpa ga uzbepe
noaxoasauara 3a Bac nHavyanHa go3a POBACTA)

. AKO CTPAJATE OT TEXKKA PECHHPATOPHA HEJOCTATHLYHOCT.

. AKO ¢T€ OT A3HATCKA HPOHA3X0A — T.€. AMTOHLM, KUTAALUHW, QWIHIIMHLM, BUETHAMLM, KOpeiuu

1 HHOHHLKM. Baumgar nexap tpabea aa usbepe noaxoasuiara 3a Bac nauansa noza POBACTA.

[Ipu neueHue ¢ po3yBacTaTHH ce ChOOLIABA 33 CEPHO3HH KOXKHH PEaKlWH, BKIIKOYBALIM CHHAPOM Ha
CrupbHC JDKOHCHH M eKapcTBEHA peakuua ¢ €03HHOQHINUA U chcTeMHU cuMnToMu (DRESS). Cnipete
ynorpebara Ha po3yBacTaTHH U NMOTbPceTe He3a0aBHO MEIHLIMHCKA NOMOILL, aKo 3a0enesKuTe HAKOM OT
CHMITTOMMTE, ONMUCaHU B TOUKA 4.

AKO HAKO€ OT FOPHHUTE C€ OTHacH 3a Bac (Win He ¢Te CHIypHH):

» He npuemaiite POBACTA 40 mg (naii-BHcOKaTAa 1032) H ce NOCHLBeTBAETe ¢ Bammun
JIeKap HJIH papMaleBT NpeaH 1a 3a09HETE NPHEM Ba KakBato A aa ¢ 103a POBACTA.,

[Tpu Manbk Opoli Xopa CTaTHHHUTE MOTaT Ja NOBIMAAT Ha YepHonpoOHata dyHkuus. Topa ce
YCTaHOBSBA 4pe3 OOUKHOBEHO M3CNIEBAHE 32 MOBHILICHH HHBA HA YEPHOAPOOHHMTE €H3UMH B KPbBTA.
[Topaau Ta3u npuuvHa BalMaT ekap 4ecTo L€ U3BLPLIBA TOBA H3CIeABaHE HAa KpBbBTa (UepHOAPOOHO
(¢ YHKUMOHAIIRO M3CcNIeABaHe) Npeau U no BpeMe Ha aederuero ¢ POBACTA.

JlokaTo npueMare ToBa JieKapcTBO Bawuar nexap e npocnenssa ¢bCToaHMeTo B oTOnm3o,
3a 1 IpOBEpHU JaJiM He CTe PasBWIM IHAa0CT WIH JaiH CTe H3JIOKEH Ha PHCK OT pa3BHBaHe Ha Aualer.
AKO MMaTe NMOBMIIEHH HHBa HA 3aXap W Ma3sHMHHM B KPBBT4, AKO CT€ C HAaJAHOPMEHO TErlno WIH
cTpajaTe OT BHCOKO KPbBHO HajiAraHe, MOXe Jja CTE H3JI0KEH Ha PUCK OT pa3BHBaHe Ha aAuader.

ldena # 1onomA

* AKO nADHERTHT ¢ nojx 6-rognmHa Bb3pactT: POBACTA He Tpabra na ce nasa Ha xeua noa
6-roayuiHa Bb3pacT.

 Ak0 maumenTHT € moA 18-roammma Bu3pacT: Tabnerkara POBACTA 40 mg He e
noaxoAsuia 3a ynorpeba npu Aeua v 0HOUM noj 18-roauisa pb3pacr.

Hpyra aekapcrea 1 POBACTA

HUudopmupaiite Bauus nexkap unu gapmMauesT, ako npHeMare, HacKOpo
BbL3MOXKHO Ja MPHEMETE APYTH JICKapCTEa.

Hudopmupaiite Bauumg nexkap, ako npueMare HAKOE OT CJICIHHUTE JIEKAPCTB




. LIMKJIOCTIOPMH (M3MOM3BaH HaNpUMeEp Cllell OpraHHa TPaHCILNAHTaLH),

o Bap(papUH THKAarpejop WIH KIONHAOrpen (WJIH KOEeTO W Ja € JApPYro JIeKapcTBoO,
H3MIONI3BAHO 3a pa3peKJaHe Ha KpbBTa),

* ¢ubparn (xato rempudbposun, gperodubpat) HIH KOETO H Ja € APYro JIEKapCTBO 3a
NOHMXXABaHe Ha XOJlecTepoia {KaTo €3WTUMHO),

. NIeKapcTBa NpH JIOIIO XPaHOCMWIAHE  (M3MON3BAaHH 3a HEyTpalnu3upaHe Ha
CTOMAITHUTE KHCENUHH),

° EPUTPOMHIIMH (aHTHOHOTHK), QY3HAORA KHCEAWHA (AaHTHOMOTHK — MOAS BWXTE NO-
nomy [IpenynpexacHus H Npeana3Hi MEpKH),

° nepopanHu KOHTPALICIITHRH,

° peropadeHUO (H3M0N3BaH 3a JICYCHHWE Ha pak),

J gapoayraMuj (M3NON3BaH 3a JICYEHHE Ha pak),

° XOpPMOHO3aMECTUTEIIHA TEPATINA

. BCAKO OT CASAHWUTE JIeKAPCTBA, H3MOJ3BAaHH 3a JICYCHUE HAa BUPYCHH HHPEKLMH,

BIouHTeNnHO XUB unn uHdpekuua ¢ xenatur C, caMOCTOATEIHO MIH B KOMOMHANUSA (MOJIA, BIDKTE
SIIpenynpexxaeHHs M npeanasHd MEpKH™). PHUTOHABHpD, JONMHABHP, AaTa3aHaBup, CoQocOyBHP,
BOKCWIANPEBHP, OMOMTacBMp, NapUTanpeBHp, Aa3adyBUp, BENNaTacBUp, rpasonpeBHp, endacBup,
rieKanpeBup, MubpeHTacBup.

POBACTA mMoxe Ja NpoMeHUW NEWCTBHETO Ha Te3M JIEKapCTBa WIM Te OHMXa MOIJIM Ja
NMpOMEHAT HauKuHa Ha acicTeHe HAa POBACTA.

AKko e HeoOXxonMMO J1a npueMare Qpy3ua0Ba KUCEIHHA 3a NevYeHHe Ha DakTepuanHa H(pekuus,
Bue 11e TpaOBa BpeMEHHO J1a MPEYCTAHOBUTE MPHEMa HA TOBA JeKapcTBO. BauaT nekap e Bu
Kaxke, korato e Oe3onacno oTHOBO aa 3anovHere aa npuemare POBACTA. [IpuemtT Ha POBACTA ¢
¢y3uI0Ba KUCETHHA MOXKE PAJIKO Ja foBee A0 cnabocT B MyCKYJIMTE, HalpeXeHue Win DoJika
(pabaomuonusa). Buwkre nopeve HHGopMalHa 3a pabaoMHONIN3a B TOYKA 4.

POBACTA ¢ xpaHB H HANHTKH
Moxxe na npuemare POBACTA ¢ unu 6e3 xpaHa.

bpeMeHHOCT H KhpMeHe

He npmemaiite POBACTA, ako cre 6pemeHHa wiv kspMuTe. AKO 3abpeMeHeeTe 10KaTo
npuemate POBACTA, ne3abaBrO npeycraHoBeTe mpHeMa W ce KOHCyaTHpaiTe ¢ Bamums nekap.
Kenure TpabBa na wuzbsarpar 3abpeMmeHsBaHe aokaro npueMatr POBACTA karo u3nmonssar
NOAXOAAIH METOAH 33 KOHTPpaLCIILIUA.

KoncynTupaitre ce ¢ Bawiusa nexap uny ¢apMauesT NPEAU NPHEM HA KOETO U J1a € JIEKapCTBO.

Illodpapane H paboTa ¢ MAIMHHRA
floBeueTo xopa Morar na ynpasisBaT aBTOMOOWN U na pabOTAT ¢ MallMHU JOKATO TNpUeMar

POBACTA - T4 HaMa Ja NoBnMA¢ HA TEXHHTE CrIOCOOHOCTU. Bbnpexy ToBa, HAKOH XOpa HyBCTBAT
3aMasgHOCT 1O BpeMe Ha JedeHHeTro ¢ POBACTA. Axo ce novyBcTBaTe 3aMasgHU, KOHCY/ITHpaHTe ce ¢

Bawna nexap npeau aa wogupare win paboTUTE C MallIUHA.

POBACTA c¢bhabLpxka 1aKT032a MOHOXHAPAT
Ako Bamusar nexkap BH e kazBay, ue HMaTe HENMOHOCUMOCT KbM HAKOM BUAOBE 3axap,

cBBpKETe ce ¢ Bauina nexap npeau Oa npueMeTe TO3H NEKapCcTBEH NPOAYKT.

3a NBJIHAA CITUCHK Ha ChCTABKUTE MOJIS BHOKTE TOUKaA § ,,ChbprKaHWe Ha ONAKOBKATA U
OOITbJIHUTEIHA HHpOpManus”.

3. Kax aa npaemate POBACTA




Bunaru npuemaiTe TOBa eKapCTBO TOMHO KakTo B ¢ kaszan Bawmsr nekap. [locsBeTBanTe
ce ¢ Bamus nekap win hapMauneBT, akO HE CTE€ CHTYPHH.

IlpenopbuHTEIHATA J033 NPH BH3PACTHH €:

Axo npuemare POBACTA npn BHCOK XoJ1ecTepon:

Havannaa 103a

Bawero neuenue ¢ POBACTA Tpa6sa aa 3anouHe ¢ ao03a ot S mg nan 10 mg, 1opu 1 ako B
MHHAJOTO CTE NMPHEMAIH NO-BHCOKA 0034 pasnHueH craTtiH. M300pbT Ha HawanHa 103a 1e 3aBHCH OT:

» HuBoTO Ha Bammusa xonecrepon.

* Pucka ot cbplieveH yaap WiH HHCYIIT.

» Jlanu npu Bac cwbluectByBa (akTop, KOUTO MOXe na BM Hanpasy MO-4yBCTBUTE/HH Ha
HEKENAHM JIEKAPCTBEHH PeakilUM.

Mons nonuraiite Bamma nekap wnu ¢QapmaueBT ko HayanHa go3a POBACTA e Haii-
noaxoasina 3a Bac.

BaimusaT nexap Moxe aa peluu ga By nane nail-HMckaTa go3a (5 mg), ako:

» Bue cre ¢ a3uarcKku npoH3xod (ANOHUM, KUTaHLM, QHUIHNNUHLM, BUETHAMUM, KOPEHLH K
HHIMALK).

* Bue cte Ha Bp3pacT Haa 70 rogdHm.

* Bue cTpanaTe ot ymepeHo Texku 0bOpeunn npobdaemu.

* Buie cTe H3noXeH Ha pUCK OT MYCKYJIHH O0onku (MHONaTHUs).

IToBumaBaHe HA J03aTA A MAKCHMAJIHA JHEBHA 1032

Bawudar nekap MO)ke a peluy Aa NopyIUU ao3ara Bu. Toea e Taka ¢ Lien aa npueMare aosarta
POBACTA, xoato e Hali-nogxoaama 3a Bac. Ako crTe 3anouHany ¢ Ao3a or 5 mg, Bawuar nexap
MOXKE Aa pellld Ja yaABOH Ta3d go3a Ao 10 mg, nocne go 20 mg u cnea tosa no 40 mg, ako ¢
HeobxoauMo. Mexay npoMeHHTe Ha 203aTa LIE HMa HHTEPBan OT 4 CeAMHUM.

Makcumannata aqHeeHa ao3a POBACTA e 40 mg. Ta e npeaHazHadyeHa caMo 3a Xo0pa ¢ MHOI'0
BHCOKH HMBA Ha XONECTEPOJ] H HINIOKEHU Ha CEPHMO3EH PHUCK OT CBPACYEH yIap MU HHCYIT, H YUHUTO
HHBA Ha XONIECTEPOJ HE ¢a MOKWKEHH JOCTATh4YHO ¢ J03a oT 20 mg.

Axo npremate POBACTA 3a monmkaBaHe HA PHCKA OT ChpAeveH yAAp, HHCYJAT HIH
CXOJHH 3APABOC/IOBHH NpodiaeMn:

[Ipenopnumrenyara aHeBHa ao03a € 20 mg. Bunpeku ToBa, BaluuaT nekap Moxke Aa pely aa
M3N0/13Ba NO-HUCKA 1033, ako npy Bac ce HabnmoaaBaT HAKOU OT ropenocOvYEHUTE PaxkTOpH.

Ynorpeba npH Aela A IOHOIIH HA BbipacT 6-17 roanau

ObuuaiiHaTa HavanHa A03a € 5 mg. Balwuuar nekap Moxe 1a MOBKUIUM Ao3aTta By, 3a na orkpue
TouHoTto konnuecTeo POBACTA 3a Bac. Makcumannara aHesda no3a POBACTA e 10 mg 3a gena ot
6 no 9-roguuiHa BB3pacT M 20 mg 3a geua ot 10 go 17-roguwna e3pact. Ilpuemaitte nosara cu
BeaHbK AHeBHO. Tabnerkara POBACTA 40 mg e Tpa6Ba Ja ce M3M0J13Ba MpH Jelia.

IIpueM Ha TabJIeTKHTe
[TorasinaiiTe Tabnerkara mjia ¢ Boaa.
I[IpuemaiTe POBACTA Beaunk AneBHO. Moxke Aa npUemaTte NMPOAYKTA M0 BCAKO BPeMe Ha

IEHA.
[locrapaiite ce na npueMare TabneTkaTta nNo eAHO U CHLLO BpeMe BCEKM AEH, Thd KaTO TOBA ¢

Bu noMor#e ga 3anoMHUTE NpUeMa.
PeryaspHu npoBepKka HA X0JIecTepoia
YBEpPHTE, Y€ X0JIeCTepoIbT BH e JocTHrHan M ce 3aabpka Ha HeoOXOAUMOTO HHUBO.

Baumsar nekap moxe Aa pelln Aa MOBULIM fo3ata Bu, 3a ga npuema
POBACTA, koero e Hali-noaxoaaino 3a Bac.




AKoO cTe npHeJIH noBede OT HeobxoammaTa g03a POBACTA

Ceppxere ce ¢ Bamus nexkap i Haf-damuskara 60/MHULIA 32 CBBET.

AKo c¢Te B 60JTHMIA WM MOJTYYaBaTe JICYCHHUE HAa APYTO CbCTOSIHUE, YBEIOMETE MEANLIMHCKHA
nepcoHai, ye npuemare POBACTA.

Ako cTe nponycnaau aa npuemere POBACTA
He ce TpeBoxeTe, NpocTo NpHeMeTe cieABauiara no3a B obuuaiHoTo BpeMe. He npuemaiire
ABOIHA 1034, 32 Aa KOMIIEHCHpATE J03aTa, KOATO CTe 3abpaBUIH.

Ako cte cupean npaema Ha POBACTA
Koncyntupaiite ce ¢ Bawns nexap, ako uckare ga npeycraHopure npuema Ha POBACTA.
Husarta Ha xonectepona Bu Moxe OTHOBO J1a ce NOBHINAT, ako crpete npuema Ha POBACTA.

AKo UMaTe HAKAaKBH AOIMBAHHTENHM BBIPOCH, CBBpP3aHU ¢ ynorpebara Ha TOBa JIEKApCTBO,
nonuraiire Baums nekap uiu gpapMalesT.

4. Bh3MOXXHH HEKeJIAHH PeaKIHH

KakTo BCHUYKM JeKapCcTBa, TOBA JIEKAPCTBO MOXKE Aa NPEAU3BHKA HEXENaHU peakLMH, BLIPEKH
4ye He BCEKH ' MOJTy4YaBa.
BaxHo e ga 3HaeTe KaKBO MpeACTaB/IABAT TE3H HEXKENaHHu peakii. OOHKHOBEHO Te ca JIeKH U

OTIHYMABAT 34 KPaTKO BPEME.

IIpeycranoBere npaema Ha POBACTA n ne3abaBHO motThpceTe MeAHNHHCKA NOMOIN,
aKO MOJTYYHTE HAKOS OT CJC/HUTE AJISPrHYHH PEaKLUH:

* 3aTpYAHEHO JHMIIIaHE, ChC HIIH 0€3 OTOK Ha IMLETO, YCTHUTE, €3UKa W WU MbPoTo.

» [lonyBaHe Ha JIHMLETO, YCTHHUTE, €3MKa W/ WIH IbpJOTO, KOMTO MOrar fAa NPHYHHAT
3aTpYAHEHUA TIPU MperThLIaHe.

» Texcbk chpbex Ha koxkaTta (¢ oOpHB).

. YePBEHMKABU, HEHAJWrHaTH, MOJOOHM Ha MHINEHA WIM KPBIJIH NETHA NO TANOTO,
YyecTO LIEHTPANTHO Pas3MnoJiokeHH MeXypH, OelleHE Ha KoxXaTa, f3BM B YCTara, I'bPJIOTO, HOCA, MO
FeHUTAIMHTE W ouuTe. Te3u cepHo3HHM KOKHM OOpHMBHM MOrar fia ¢€ NpPEALIECTBAT OT NOBHUICHA
TeMMeparypa H rpunonozo0HA cuMNTOMH (CHHAPOM Ha CTUBBHC /KOHCEBH).

. obLnMpeH oOpUB, BUCOKA TEIIECHA TeMIlepaTypa U ysenudeHH JuM¢pHH BB3TH (DRESS
CHHAPOM WJIH CHHIPOM Ha JIEKapCTBEHA CBPBXYYBCTBHTEIHOCT).

OcBen ToBa, cupere npaemMa Ha POBACTA n1 He3abaBHO ce xoncyarupaiite ¢ Bamus

JIEKAP
. aKo moJayYuTe HeoOuualiHH 0OJKH B MYCKYJHMTE, KOHTO MPOOBKABAT IMO-ABATO,

OTKOJIKOTO CT€ O4YaKBa/M. MYCKYITHHTE CUMITTOMH ¢a MO-4E€CTH MpH Aelia H IOHOIIM, OTKOJIKOTO INMPH
Bb3pacTHH. KakTo M npy ocraHanuTe CTaTHHM, NpH MHOrO Manbk OpoH Xopa ca HaOmM0JaBaHU
HETIPHATHH MYCKYJHH e€(eKTH H pAIKO T€ Ca MPOABL/DKUIIM, 3a Aa C€ MPEBLPHAT B MOTEHLMANHO
YKHBOTO3aCTpalllaBall0 MYCKYJIHO CbCTOAHHE, H3BECTHO KaTO pabooMuonusa.

. aKO MOJYUYMTE PasKbCBAHE HA MYCKYII

. aK0 MMaTe CHHAPOM, HamoaoOsABaL Jynyc (BKIIOYHATENHO 00pHUB, CTABHH HapYLUCHMA
U €()eKTH BbPXY KPbBHUTE KIETKH).

YecTH Bb3MOKHH HeKeJIAHH peaknuu (MOraT Aa 3acersart ao 1 na 10 xymn):
» ['napobonue, CromaiiHa 6bonka, 3anek, ['agene, bonka B Mmyckynute, YUyBCcTRO
3aMagHOCT.
 [loBuuIeHHe Ha KOIHYECTBOTO OelAThK B YpUHATAa — OOMKHOBEHO CTOHHO

KbM HOPMANHHTE OT camMo cebe cu, Oe3 ma ce Hanara aa crnpere npHeMa Ha PO
(camo 3a POBACTA 40 mg)




» NMnaber. ToBa € Mo-BepoATHO, aKO UMATE BUCOKM HMBA HA 3aXap W Ma3HMHHU B KPBHBTA, aKO
CTE ¢ HAAHOPMEHO TErJIO WK CTPaAaTe OT BUCOKO KPBBHO HansraHe. BamuaT nexap umie npocieaspa
ChCTOAHUETO BU 10KaTO npuemare TOBa NeKapCTBO.

HeuecTH BB3IMOKHA HEXKeJAHU peaknun (Morar ga 3acernar a0 1 pa 100 aymn):

« OOpuR, cbpbex u APYrd KOKHH pEAKLIHH

*» [ToBumenue Ha KOJMYECTBOTO OenThK B YpHHATA — OOHKHOBEHO CTOMHOCTHTE C€ BpBIIAT
KbM HOpMalHHTE OT camo cebe cu, Oe3 na ce Hanara na cnpere npuema Ha POBACTA tabaetku
(camo 3a POBACTA 5 mg, 10 mg n 20 mg).

PeaAKn BB3MOKHH HEXKeJIRRH peaknua (MoraT aa 3acernmar 10 1 ma 1 000 gymn):

. Texka anepruuHa peakimsa — CHMIITOMHUTE BKJIIOUBAT MOAYBaHE Ha JHLETO, YCTHHTE, €3uKa u/
WIH I'bPiOTO, 3aTPYAHEHO NMPENTbIIAHE H JHILIaHe, TEXbK KOXeH cbpbex (C oOpuB). AKO cMATATE,
ge¢ NOJYYABATE AJEepravuna peaknus, cupete npaeMa Ha POBACTA u norbspcere MeaHIMHCKa
noMoin HezabaBHO.

. MycKyJHO yBpexaaHe NpH BB3IPACTHH — KATO Opeana3Ha MApKa COpeTe NpPpHEMA HA
POBACTA n ce xoncyarnpaiite Hezabasno ¢ Bamma Jekap, ako no4yBcrBaTe HeoOHUAHHHE
00/IKH B MYCKYJIMTE, KOMTO IIPOAB/KABAT NO-IBJITO OTKOJKOTO CTE OUYAKBAJIH.

. Octpa 6onka B cTomaxa (Bb3najieHHe Ha MMaHKpeaca)

. [loBHIIEHH YepHOAPOOHH €H3UMU B KPBBTA.

. KbpBeHe WM no-necHO MOJy4aBaHE HA CHHWHH OT OOM4YAHHOTO MOpaJX HHUCKM HHBAa Ha
TpOMOOLIUTH B KPBBTA.

. CuHapom, HanogobsBaw Jynyc (BKIIOUMTETHO OOpHMB, CTABHW HapyLUCHHA M €(PEKTH BLPXY

KPBBHHUTE KJICTKH).

Mproro peakn Bb3IMOXKHH HesKeJIAHA peaKknuH (MoraTt Ja 3aceraat Ao 1 na 10 000 aymn):

* XKenrenuua (MOXKBATABAHEC HA KOXKATa U OUMTE), XENATHT (BB3NAICHUE HA YepHHA Apob),
CIICAM OT KPbB B YpUHATA, YBPEXK/JaHE HA HEPBUTE Ha PbLETE U KpakaTta (KaTo H3TpbIBaHe), Oonka B
CTaBHTE, 3aryda Ha naMeTTa, YBEIHYAaBAHE HA I'bPAUTE NPH MbXe (THHEKOMAaCTHA ).

HexelaHATE PeAKIIHE ¢ HCH3BECTHA 9€CTOTA MOTAT JA BKIAIOYBAT:
o HAduapus (peaku H3npaxHeHUd), KauUidla, 3aabXBaHe, OTOK (MOAYBaHe), HApyUleHHs Ha CbHA,
BKIOMUTENIHO O€3ChbHME M KOLUMapH, CEeKCYaJlHW 3aTPyAHEHHUs, ACNpPeCcHs, 3aTpPyAHEHO AHIlIaHe,
BK/IIOYUTENHO HEMpECTaHHA KalllIMLA U/ WIM 3aJbXBaHE H TeMIlepaTypa, YBPEkKIaHe Ha CyXOKHIIHE,
NOCTOAHHA MYCKYJHa ciiabocr.

. MmuacTtennsa rpasuc (3abongaeane, NpUUMHABALIO 0011a MYCKYAHA ¢naboCT, B HAKOH CIy4aH
BIJIFOYBALHA ¥ MYCKYJIMTE, KOUTO YUYaCcTBaT MPH AWLIAHETO).
- OuyHa Muacrenus (3abonspaxe, NpUYHHABAMIO cNabOCT Ha OYHUA MYCKYI).

['oBopere ¢ Baiima nexap, ako M3NHTBaTe ¢naboCT B pBLUETE WIH KpaKaTa, KOSTO ce BJIOLIaBa clel
NEPHOAK Ha AaKTHBHOCT, MMAaTe ABOHHO BH)XKNAHE WIH YBHMCBAHC Ha KIENayuTe, 3aTPyIHEHO
npernbliaHe Win 3aayX.

CrobmaBane HA HeXKeJIAHH peaKIHH

AKO NONy4YMTE HAKAKBH HEXXENAHH JIEKAPCTBEHU peakLUH, yBeioMeTe Bailiua nekap wiu
¢rapmalieBT. ToBa BKIIOYB2 BCHYKU Bh3MOKHUA HEOMUCAHH B Ta3M JIMCTOBKA HEXKEJIAHH PEAKIIUH.
MoxeTe ChL10 A2 ¢BOOMUTE HEXKETaHH PeakLMK AMPEKTHO Ype3 HALIMOHANTHATa CHCTEMa 34
cnobmasane:

HM3mbJHUTENHA areHUMA 10 JIEKapeTBaTa

ya. ,,JamaH ['pyeB” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg




Kato ¢pobluaBaTe HeXKeMaHM peakiiuM, MOXKETe Ja JaAeTe CBOA NPUHOC 3a NOJTYyYaBaHE Ha
noseye MHPOpMalLIUa OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpansasate POBACTA
CpXpaHgaBaiTe Ha MACTO, HEAOCTBITHO 34 Jc1ia.

He u3anoa3BalTe TOBA JECKaPCTBO CEA CpOKa Ha [OAHOCT, OTOENA3aH BbPXY KAPTOHEHATa
KyTHA 4 6auctepiTe cnen “I'open no”. CpoKbT Ha rOAHOCT OTTOBapA Ha NMOCJEIHHA AEH OT
[TIOCOYECHHS MECELL.

To3u neKapcTBEH NPOAYKT HE H3UCKBA CMNELIHATHY YCIOBHA HA chbXpaHeHue. CrXxpaHgaBaiTe B
OpPHTHHAIHaTa ONaKOBKa, 3a Aa C¢ npeanasy oT CBETNHHA.

He usxpopisiiTe NekapcTeaTa B KAaHANH3ALMATA HIH B KOHTEHHepa 3a AOMALHHA OTHAIBLH.
[Tonuraitre Bamus gapmaleBT Kak Ja U3XBHPJIATE JIEKAPCTBATa, KOUTO BEYE He H3NOJ3BaTe. Te3u
MEpKH LUE CIIOMOrHAT 3a Oa3BaHe Ha OKOJIHATA Cpela.

6. ChranpKaHHE HA ONAKOBKATA H JONBIHHTE/IHA HHEGOpMANHS

Kaxkso cpaspxa POBACTA

- AKTHBHOTO BEUIECTBO € PO3YBACTATHH.

Bceska punmupana tabnerka POBACTA 10 mg cvabpxa cvotBeTHO 10 mg po3yBacTaTiH
(rosuvastatin) kaTO po3yBacTaTHH KaluuMii (rosuvastatin calcium).

Beska ¢punvupana tabnetka POBACTA 20 mg cpabpka ¢boTBeTHO 20 mg po3yBacTaTHH
(rosuvastatin) KaTo po3yBacTaTHH KasuMii (rosuvastatin calcium).

- Hpyrurte cbCTaBKH ca: Mukpokpuctanda ueayiaosza PH-101, Cunuuuer anokceuz,
konouneH, 6e3sonen, Kpocnoeraon Tun A, Muxpokpucransa uenynosza PH-102, Jlakrosa
MOHOXHUApAT, MaruesHee creapar.

[ToxpuTuero Ha Tabnerkara ChALpPIKA:
Xunpomenosa, Turanos auokeup (E171), Jlakroza MoHoxuapar, Tpuauerun, YepeeH
skeneseH okcug (E172).

Kaxk m3rnexna POBACTA B KakBO ¢CBABPXKA ONNAKOBKATA
POBACTA 10 mg ¢unmMupanu tadnetrku: Po3oBH, KPBIVIH, ZBOHHOH3NbKHANH GHIMHpaHK

TabneTky, ¢ wamMna ‘ROS’ Bupxy ‘10’ or eaHaTa cTpaHa ¥ HEIUAMIIOBAKH OT JIpyTaTa CTpaHa, ¢
JHaMeTBp 7 mm,

POBACTA 20 mg ¢punmupanu tabnetku: Po3oeu, Kperiid, IBOAHOH3INBKHANH GHUIMHpaHH
TabneTkH, ¢ wamna ‘ROS’ sepxy ‘20° oT eaHaTa ¢TpaHa W HELIAMIIOBAHH OT ApPYrara CTpaHa, ¢
IHaAMETBp 9 mm,

Tabnetkute ca omakoBaHH B OPA-AI-PVC/Al 6aucrepu.

Hanuyau ca onakoBKH ¢ OJIMCTEpH, KOUTO ChabpKaT 14, 20, 28, 30, 56, 60, 84, 90 n 100

punMupaHy TabneTku.
He BcHuk# BUAOBE ONAKOBKW MOraT Aa 6bp1aT mycHaTu B npoaaxba.

IIpaTexxaTen HA pa3pemieHHETO 3a ynoTpeba A NpOH3BOARTEN

[1pousBoamTen:
Medochemie Ltd- Factory AZ,

2 Michael Erakleous Str.,
Ag. Athanassios Industrial Area, 4101 Ag. Athanassios, Limassol,

Kunbp




[IpuTexaren Ha pa3pelileHHETOo 3a ynorpeda:
Medochemie Ltd.,

1-10 Constantinoupoleos str.,
3011, Limassol, Kurrsp

3a JOMBAHUTENHA HHGOPMALIMA OTHOCHO TOBA JICKAPCTBO, MOJISL CBBPKETE €€ C IOKATTHHUA
peacTaABUTEN HAa TIPHTEXATENS Ha pa3pelliecHHeTO 3a ynorpeba.

To3m JieKapCTBeH OPOAYKT ¢ paspemien Ha TepuTopuaTa Ha EMO nox creannTe AMena:

2231 2232
Hanns CELMANTIN 5, 10, 20, ROVASYN 5, 10,
40 mg film coated tablets 20, 40 mg film coated tablets
bearapus ROVASTA 10, 20 mg
film coated tablets
Kunsp CELMANTIN 5, 10, 20, ROVASYN 5, 10,
40 mg Awkia EMKAAVPUEVE UE 20, 40 mg film coated tablets
VPEVIO AoKio ETKAAVUUEVE UE
DUEVIO
Yexus ROVASYN 10, 20, 40 mg
potahovane tablety
EcToHHA ROVASYN 10, 20 mg
Ohukese poliimeerikattega
tabletid
I'spums Celmantin 5, 10, 20, 40
mg film coated tablets
JlaTBHS ROVASYN 5, 10, 20, 40
mg apvalkotas tabletes
PyMbHus ROVASTAMED 35, 10,
20, 40 mg comprimate filmate
ManTta CELMANTIN 5, 10, 20,
40 mg film coated tablets

JHaTa Ha nocNI¢AHO Npepasrjiexiane HA JHCTOBKATA
FOuu 2025




