JIncroBKa: HHpoOpMaNH 32 “a““emayJJ JooJ 7/ / 785 / 7

Cy3zacrop 5 mg puamupann Ta0NeTKH

Suzastor 5 mg film-coated tablets - &3 / /(),;2 7 6 -06- 2075

Cy3zactop 10 mg pnimupann TabieTkn
Suzastor 10 mg film-coated tablets

Cy3sacrop 20 mg ¢puamMHpanu TadJIeTKH
Suzastor 20 mg film-coated tablets

po3yBacTaTHH (rosuvastatin)

[IpoueTeTe BHHMATEIHO UAJIATA JHCTOBKA, NPE/H 1a NIPHEMeTe TOBA JIEKAPCTBO, ThH KaTo TH
chABPKA BaxkHa 3a Bac nndgopmanus.

@ 3anasere Ta3u JUCTOBKA. MOXe [1a c€ HAJIOXKH J1a i MPOYE€TEeTE OTHOBO.

® AKO MMaTe HIKaKBH JOIMBIHUTEIHH BBIIPOCH, NonuTaiTe Bawus nekap win gapmauesT.

o ToBa neKapcTBOTO € MPEANMCaHO JIMYHO U caMo Ha Bac. He ro npeorcrbnBaiTe Ha 1pyry Xopa.
To Moe 1a UM HaBpEe/H, HE3aBUCHMO, Y€ MPU3HALIMTE Ha TAXHOTO 3a00JiABaHE Ca CHLIMTE KaTo
Bawwure.

® AKO TOJTYYHTE HAKAKBU HEXEJIaHM JIKapCTBEHU peakluM, yBesoMere Baiuus jiekap Wi

¢apmatieBT. ToBa BK/IIOYBA U BCHYKH Bb3MOXKHH HEXXEJIaHW peaKLlMH, HEOMMCaHH B Ta3H
nUCTOBKA. Brokre ToYKa 4.

KakBo chAbpa Ta3H JJHCTOBKA

Kakso npeacrapiassa Cy3acTop M 3a KAKBO C€ M3I10J13Ba
Kaxso Tpsa0Ba na 3Haete npeau aa npuemere CysacTop

Kak ce npuema Cy3actop

Bb3MOXXHHM HEXEJIaHH peaKLiH

Kak na cpxpansBare Cy3acTop

CbAbpXKaHHE HAa ONMAKOBKATA U IONbJIHUTEIHA HHPOPMALIHS

R

1. Kakso npeacrasaasa Cy3acTop H 3a KAaKBO Ce H310J/13Ba

Cy3acTop NPHHAUIEXH KbM IpyIia JIeKapcTBa, HApeYeHH CTaTHHH (MHXMOWUTOPH Ha HMG-CoA
peaykKra3ara).

Cysactop Bu e npeanucan, Tei KaTo:

e HMmarTe moBHIIEHO HMBO Ha XoJiecTepoJi. ToBa 0O3Ha4aBa, Y€ CTE H3JI02KEHH HA PHCK OT
chpaeYen yaap uian mHcyaT. Cy3acTop ce M3MoJj3Ba Npy Bb3PaCTHH, IOHOUIH M Jielia Ha Bb3pacT
HaJ 6 roJJMHH 3a JIeYEHHE HA BUCOK XOJIECTEPOII.

[IpenopwuaHo Bu e aa mpuemare cTaTHH, Thil KaTo NpoMsHaTa Ha Bawara auera v U3BHPIIBAHETO HA
noseye PU3MYECKH yNpaKHEHHUs He ca OMJIM 10CTaTh4HH, 3a []a KOPHIHpaT HMBATa HAa XOJIECTEPOII
npu Bac. TpsaOBa aa npoab/HKUTE J1MeTaTa U PU3UUECKUTE YIIPAKHEHHSA 3a NOHKKaBaHEe Ha
xoJsiecTepoia, nokaro npuemare CysacTop.

HUnu

e CobuecTByBar Apyrd (GakTopH, KOUTO MOBUIIABAT PHCKA OT CbpACYEH yAap, UHCYI
CXO/IHH 3/IpaBOCJIOBHH IPOOIEMH.

ChbpaeyeH NMPUCTHIT, HHCYJIT U APYTH NpobsieMH Morat Aa ObaaT NPUYHHEHH OT 3
aTepocKiepo3a. ATepocKiepo3a Ce Ib/DKU Ha HaTPYTBaHETO Ha MACTHH OTJiaraH

3amio e Ba’KHO Ja npoab/ukuTe npHema Ha Cy3acrop?




Cy3acTop ce M3MO/N3Ra 3a KOPHrHpaHe HaA HUBaTa HA MACTHM CYOCTaHLIMH B KPBBTA, HAPCUYCHH JIMITH/IH,
HAKi-4eCTO CPEeIAaHHA OT KOMTO € XONeCTepoil.

CBIIECTBYBAT PA3IHYHH BHIOBE XOMECTEPON B KPBBTa — ,,10UI” XOnecTepon (JIMMONPOTEHHOB
XOJeCTePOs ¢ HUCKA mabTHOCT Win LDL-C xonecrepon) u ,,1068p” X0necTepon (JIMNONPOTEUHOB
xonecrepon ¢ BUCoka msTHoeT Wi HDL-C xonecrepon).

* Cysacrop MOXKe Jla HaMalTh HUBaTa Ha ,JIOLHA™ XONeCTeposl H a NOBHIIH HHBATa Ha
,-100pHA” XonecTepos.
. HeroBoto aeiicTBHe ce H3pa3sABa B TOBa, Y€ cnoMara 3a Onokupase oOpasyBaHeTo Ha ,Jiom’”

xonectepon B TAnoTo By u nogobpasa cnocobHocTTa Ha Bawero Ta10 Aa ro npeMaxHe OT KPLBTa
Bu.

[Ipn noBeyeTo XOpa BHCOKHMAT XONECTEPOS HE BJIMAEC Ha HAYHMHA, MO KOHTO ¢e UYBCTBAT, THH KaTo He
NpeaxR3BHKBa HUKAKBH CHMITTOMH. AKO obaue xonecteposT He Obe NeKyBaH, o CTEHATE Ha
KPBBOHOCHHTE BH cbA0OBE Morar na ce obpasypaT MacTHH HAaTPYINBAaHHUA M TaKa Te LIEC Ce CTECHAT.
[ToHdakora CTeCHEHHTE KPbBOHOCHH CHIOBE MOIMAT Ja CE 3aITylUaT ¥ TOBA MOXKE Jla CIIpe MPHTOKa Ha
KPbB KbM CBPLIETO WIH MO3BKA, KOETO Llie A0BEAE A0 ChpAeYeH YAap WIH HHCYIT. Ypes noHmwkaBaHe
HHBATa Ha XoJiecTeposia, Bue Moxe na HaMaJIHTe PUCKA OT ChpACUEH yaap, HHCYJT WIH ApYTd CXOIHH
37IpaBOC/IOBHU NpobeMHu.

Heobxoanumo € aa npoab/akETe NpaeMa Ba Cy3acTop I0pH U XonecTeponsT BH Aa € gocTHraan
HOPMAJIHHTE CTOMHOCTH, ThH KaTO TOBA JIEKAPCTBO HpeANa3Ba OT HOBO NOBHNIABaRE Ha BamuAs
X0JIECTepoJI U OT MOABa Ha MaCTHH HaTpynBaHuiA. Benpeku ToBa, TpaOBa Aa cripeTe npHeMa, ako
BamusaT nexap Bu kaxe wim ako 3abpeMeHeere.

2. Kaxso Tpa0Ba aa 3uaere npean Aa npuemere Cysacrop

He npuemaiite Cy3acTop

®  aKoO CTE AJIEPrHYHE (CBPBXYYBCTBUTE/IHH) KbM PO3YBACTATHH HJIH XBM HAKOA OT JPYTHTE
CBCTABKH Ha TOBA JIeKapcTBO (H30pOcHH B TOUKA 6).

e ako cre GpemMenna WiH KbpMHTe. AKO 3abpeMeHeere aokato nmpuemare Cy3acTop, cnpere
npuemMa He3alaBHO ¥ yBeaoMeTe Bauus nexap. A(eHure Tpabea aa ce npeanasear Ot
3abpemeHABaHe J10KaTO nmpueMat Cy3acTop, KaTO U3NoJI3BaT NOAXOAAIA KOHTpaLEITIH.

e  axo UMmare 3abonsBAHE HA YepHHA Apob

¢  aKko uMate Texkko 6b0peano 3aboaABaAHE

¢  aKO MMaTe MHOTOKPATHR HJIH HeOOACHUMH MYCKYJAHH 00/IKH HIH 0OJIE3HEHH YCCIAHHS
(MHONAaTHA)

¢  aKo MPHEMATE JIEKAPCTBeHa KoMOnHAnES 0T codocdyBHp/BeInaTACBHD/BOKCH/IANIPEBHP
(u3non3sar ce npy BUpycHa HHGEKLMS Ha YepHHA Apod, HapeueHa xenatut C).

®  aKO NpHEMAaTe JIEKapCTBO, HAPEYeHO NHKJIOCHOPHH (KOETO Ce M3M0JI3Ba HANPHMED Clie]
TpaHCIUIAHTALHA Ha OpraH)

Axo HAKoe oT H3bpoeHuTe ce OTHAacA 3a Bac (MM H3nUTBaTe ChbMHEHHE), KOHCYJITHPAHTE Ce ¢
Bamuaa gexap.

B nonbanenne, e npaemaiite o3gposka o1 40 mg Cy3acrop (MakcuMaaHATA 103a)

®  aKoO HMaTe MAOIOKPATHH HJIH HEOONCHHMEA MYCKYJHE (0aKH HAH 00/Ie3HeHR yceManns
(MuonaTus), AMUHA KK daMIUTHA aHAMHE3a 3a MpodaeMu ¢ MyCKYJIMTE HIH aKO B MHHAJIOTO
CTe MManH MpobiieMH ¢ MyCKYJIUTE NPH NpHEM Ha ApYIY JIeKapcTBa 3a MOHHXKAaBaHE Ha
XOJlecTepona

® ako uMaTe ymepeHun 6L0peunn npobaemu (ako UMaTe CbMHEHH, TIOCHB
niexap)

e axko MHTOBHAHATA Bm xne3a He QYHKUMOHHPA HOPMAJIHO
aKo peXOBHO KOHCYMHpATE roJIeMH KOJHYECTBA A1K0X0J1

¢  aKo NpHEMATe APYrH JIeKapcTBa, Hapevtenn Gubparn, 3a noHwxaBaHe H
XOJIECTEPOI




¢  aKO CTe 0T A3WATCKH NPoK3X0x (TOBA Ca ANOHLH, KUTaHIH, QWINITHHIH, BUCTHAMIIH,
KOpeHLM U UHIHALY).
AKO HeIo oT ropeu3OpoeHuTe ce oTHacA 3a Bac (m ako ce CbMHABaTE), MO/IE NOThpceTe Banins
Jexap.

[IpenynpexaeHns u NpeANa3HH MEPKH
I'oBopere ¢ Bamms nekap, npean na npuemere Cysacrop:

e Ako nmate OnOpeunn npobnemn

¢ AKO uMate uepHOAPOOHE NpobaeMH

¢ AKO UMATE TEXKKO AHXATES/IHO HAPYIICHHAE

e AKO MMaTe NOBTAPSAIIA ¢¢ HIA HeoOACHAMHA MYCKYJIHH 60o1ka niH 60/ie3HeHN ycemAHAS
(MHoONaTHA ), THYHA WIH (aMWIHA aHaAMHE3a 33 MpobIeMH ¢ MyCKy.JIHTe HWIH aKO B MHHAJIOTO CTE
uManu rnpobnemMu ¢ MyCKyJTHTe NPK MPHEM Ha APYTH JICKapCTBa 3a MOHHXKaBaHe HA XoJiecTeporna.
VBeaoMeTe He3abaBHO JIeKapa CH, aKO MOYyBCTBaTe HEOOACHHMH MYCKYNHH 60/KH WiH 60ne3HeHH
yCeHIaHUs W, Hall-Beye, aKO MOYYBCTBaTe HEPA3ONOKEHHE WIH TpecKa. ChILO TaKa, YBEAOMETE
Bawmmns nekap win papMaLieBT, aKO HMaTe MYCKYJIHa ¢1abocT, KOATO € NOCTOAHHA.

¢ AKO HMATE HJIH HAKOTA CTe HMaJIH MAACTeH S (3a0onaBaHe ¢ o0lia MycKyJiHa cabocr,
BKJIIOYHTE/THO B HAKOHM CTy4aH M Ha AMXATE/THWTE MYCKYJIH) WIH MKacTeHHs Ha ouyMTe (3abonasaue,
KOETO MPHYHHSABA cNaboCT HAa OYHUTE MYCKYJIM), ThH KaTO CTATHHUTE MOTaT MOHAKOra Aa BiOIIAT
Te3M CHCTOSHHMA WIM 7a A0BeAaT O NMOABAaTa HA MHACTCHUA (BWK TOUKa 4).

¢ AKO HAKOIA CTe HMAJIH TEXbK KoKeH o0paB WiH Gejiene HA KOXKATA, NOABA HA MEXYPH H/AJIH
S3BH B YCTATA CJie] MpHEM HA PO3YBACTATHH HJIH APYI'H NOA00OHH JIeKAPCTBA.

¢ AKO peAOBHO KOHCYMAPATE rOJIEMH KOJIHIECTBA A/IKOXO0.1

¢ AKO IHTOBAAHATA BH xkne3a He PYHKIMOHUPA HOPMAITHO

e AKO npHeMAaTe APYIR JIeKapCcTBa, HapeaeHH pAbpaTH, 32 NoHWwkKasaHe Ha Baums xonectepon.
Mons, npoueTeTe Ta3u JTUCTOBKA BHHMATENHO, I0OPH ¥ aKO CTE B3IUMAJIH APYTH JIEKapCTBa 32 BUCOK
XOJIECTEPOJT U TIPEIH.

¢ Axo npuemare Jiekapersa cpemy nHpexunsa ¢ XUB (HanpyuMep pUTOHABHP € JIOTIHHABUP,
aTa’aHaBUp W/H/M THNPaHABHP), BXK. Touka ,,Jlpyru nexapctea u Cysacrop”

e AKO npHeMAaTe RJIH CTE NPHEMAJHA Npe3 N0CAeHATE 7 JHHE 1eKAPCTBO, Hape4eHo py3HA0BA
KHceTHHA (M3M10/13Ba Ce 32 JieueHHe Ha OaxTepuaniHy HPEKIHH) Npe3 YCTATa WIH KATO HEDKCKLIMS.
Kom6uHaumaTa ot ¢py3naoBa KMCeIHMHa U po3yBaCTaTHH MOXE [a A0BeJe 00 CePHO3HU MYCKY/IHH
npobnemu (pabaomuonusa), Moss BixTe ,,Jlpyru aekapctsa H Cy3sacTop®,

* Ako cTe Ha Bb3pact Haa 70 rogaan (Tt kato Bawmar nekap Tpabpa na n3bepe npaBunHara
HayanHa a03a CysacTop cnpaMo Bamire Hyxau)

¢ AKO CTe OT a3HATCKH MPOH3X0] - TOBA €A ATOHLUM, KATANLIM, GHIHITHHLH, BACTHAMUM, KOPCHIH U
uHauitiy. Bamusar nekap Tpabsa na u3bepe npaBwiHaTa HavanHa go3a Cysactop cnpsamo Bamure

HYAIH.

Hena u IOHOIIH

o AKO NAIHEHTHT € oA 6-roarmHua Bh3pact: CysacTop He TpsaOBa Ja ce AaBa Ha aella rmox 6
rONUHA

¢ Axo manmHenTLT ¢ oA 18-roxmmua Bu3pact: ao3zara Cysacrop 40 mg He e noaxoasia 3a
ynorpeba npu Aelia ¥ IOHOLIH N0 18-roguiHa BB3pacT.

AKO HElIO OT OMMMCAHOTO NO-rope ce oTHacs 3a Bac (Win ako He cTe CHrypHH):
He npremaiite Cyzacrop 40 mg (Hali-BAcOKaTa 1032) H ce KOHCY I THpaliTe ¢ Bamnag jexap ain
¢GapManeBT npeax Ja 3anovyHeTe Aa MpHeMAaTe KAKBATO H 14 e 1o3a CysacTop.

[Tpu neuenne ¢ Cy3acTop ce choOIIaBa 32 CEPHO3HH KOXKHH peakLiH, BKTIOUHTETHO
CTuBBHC JHKOHCEH M JIEKAPCTBEHA PeakliMg ¢ €03HHOPWIMA U CHCTEMHH CHMIITO
Cnpere ynorpebara Ha Cy3acTop U norbpcere He3abaBHO MEHLMHCKA NIOMOIL,
HAKOM OT CUMITTOMHTE, OTTHCAHU B TOYKA 4.



[Ipu Manko Xopa CTATHHUTE MOraT Ja 3aCeTHAT YepHHs Apod. ToBa ce yCTAaHOBABA Upe3 TECT, C KOHTO
ce M3CJIeBAT HUBATA HAa 4epHOAPOOHH eH3HMHM B KpbBTa. [lopaan ToBa BalupaT nexap Lie HarpasH
KaKTO € 0OM4aiiHO TO3H KPBBEH TECT (TeCT 3a uepHOApoOHa QyHKUMA) ITPeaAM H MO BpEME Ha
neyeHHeTo ¢b¢ Cy3acTop.

JlokaTo nMpHeMATe TOBA JIEKapcTBO, BalMaT ekap BHUMATENHO Lile CNIEAH ChCTOSHHETO BH, ako
cTpajare oT Auaber WM aKO HMa BEPOATHOCT Jia pa3BHeTe AuadeT. PUCKBT oT nossa Ha auader e no-
BHCOK, B CITydaii ue MIMaTe BUCOKY HMBA HA KPbBHA 3aXap ¥ JIHMHAH, aKO CTe ¢ HAOHOPMEHO TErNo H
HMAaTe BHCOKO KPbBHO HAJIATaHeE.

Apyrr ackapersa B CyszacTop
Uudopmupaiite Bamus nekap Hid ¢apMalLeBT, aKo MPUEMATE, HaCKOPO CTe NPHEMAJIH HITH €
BH3IMOXKHO /12 IpHeMare ApPYyTrH JieKapcTsa.

Veenomere Bamna ekap, ako NIPHEMATE HIKOE OT CIICIHHTE JieKapCTRa.

e HKJIOCHOPHH (H3MO/I3BA CE HANPHMEP Cle/] TPAHCILUIAHTALMA Ha OpraH)

¢ papdapan, THKArpeop HIH KIONHAOIPe] HWIH HAKOE IPYro JICKapCeTBO 3a pa3pexaaHe Ha KPbBTa

e pubpaTH B APyrE NOPOAYKTH 38 NOHHKABAHE HA NHOAAHTe (KaTo rempudposnn, penopudpar)

¢ KAKBOTO H 2 € ApYro JEeKAPCTBO 332 NOHHXKABaHE HA X0JiecTepoa (KaTo e3eTHMHO)

¢ JcUCHHA 33 HAPYIIEHO XPAHOCMA.1aHe (M3MO/I3BAaHH 32 HEYTPAIH3HPAHES HA KHCEIMHHTE B
c¢roMaxa Bu)

¢ epaTpoMEAREA (AaHTHOHOTHK), Qy3HAOBa KHCENHHA (AHTHONOTHK — MOJIS, BIDKTE M0-A0Ty KaKTO H
[TpexynpexaeHUa H npeana3sHd MEPKH)

 opasieH KOHTpamenTHB (TabNeTKH 3a Npeana3BaHe 0T OPEMEHHOCT)

® XOPMOHO3aAMECTHTEIHA Tepanud

e peropadeHnd (M3NON3BA CE 3a JICUEHHE HA PaK)

¢ 1apoJyTaMHJ (M3M0M3BAa Ce 32 JICUCHHE Ha PaK)

s xanMaTHARO (M3110113Ba CE 3a JICYCHHUE HA paK)

¢ pocTamaTaarb (M3M0N3Ba CE 3a JISYUCHHE Ha NOHIDKEH Opoit Ha TPOMOOLIMTHTE)

¢ debyxcocraT (H3M013B2 CE 32 JIEYEHHE H MPOPUNIAKTHKA HA BUCOKM HUBA B KPBBTA HA ITHKOUHA
KHCEJIHHA)

e TepupayHOMEZ (M3NON3BA CE 32 JICHUEHUE HA MYJITHIICHA CKepo3a)

® HAKOE OT CJIEJIHHTE JIeKAPCTBA, H3NMOJI3BANN 34 JieileHHe HA BHPYCHH HHGEKIHHA, BIUTIOUYHTEIHO
XHUB unu undekLns ¢ Xenatut C, CaMOCTOSATENHO WIH B KOMOMHALMA (BHXKTE CBILIO
[IpemynpesxaeHUs W peanasHi MEPKH): pUTOHABUP, IONIKHABHUP, aTa3aHaBUp, copocOyBHp,
BOKCHJIANIPEBHP, OMOMTACBHD, MapUTAIPEBHp, AU3a0yBHp, BENMATaCBHp, rpasonpeBHp, €n10acBup,
IJIEKANpEeBHpP, MUOPEHTACBHD.

Cy3zacTop MOxe Jia TpOMEHH ACHCTBHETO Ha TE3H JIEKAPCTBA WIH T€ MOTAT AA NPOMEHAT NEHCTBHETO
Ha Cy3acTop.

Ako e Heo0xoauMo 1a npaemMaTe Py3HI0Ba KACETHHA NPe3 YCTATA 32 JieU¢HHe HA (aKTepAAIHA
nHpeKOAH, Ixe ¢ HeoGX0AAMO BpeMeHRo Aa IPEYCTAHOBHTE YHOTpebaTa HA TOBA JIEKAPCTBO.
BamuasT Jgekap me Ba kaxke xora e 6ezonacHo Ja 3aN09HeTE 0THOBO JeueHneTo che Cysacrop.
IpaemsT Ha Cy3zacrop 3aeaH0 ¢ Gpy3n10Ba KHCEJIHHA MOXKe B PeAKH CTY4YaH Ja A0BeJe 10
MYCKYJIHA c1abocT, oTHycHATOCT HaH boaka (pabaomMuon3a). [loseue napopMamus 3a
pabIoMHOJIH3A e HAMEPHTE B TO9KA 4.

IIpuem na Cy3acTop ¢ Xpasa B HANATKE
Moxe na npueMare CyzacTop ¢ Wi Oe3 xpaHa.

BpemMeHBOCT B KbpMeHe
He npremaiite Cy3acTop, ako cre GpeMeHHa WIH KbpMHTe. Ako 3abpemeneete 10
Cysactop, Tpub6Ba He3abaBHO Aa cIIpeTe NPpHEMA HA JEKAPCTBOTO H 1a YBCAOM
Xenure TpabBa xa u3bArear 3abpeMeHABaHe N0 BpeMe Ha nMpHeMa Ha Cy3acTop Kar
NOAXOSAILIO CPEACTBO 32 KOHTPALEILIUA.



[TocuBerBaiite ce ¢ Bawusa nekap wix ¢papMaLeBT NPEAH 1a MPHEMeTe KOSTO U Ja € JICKapCTBO.

IHodupane u pabora ¢ MAINHHHA

[ToBeyeTo XOpa Morar Aa ogupat U paboTaT ¢ MAIUMHK JokaTo npHemar Cy3acTop, ThH KaTo
JIeKapcTBOTO HE MOBNHABA CTIOCOOHOCTTA UM 32 TOBA. BEIpeKH TOBA, HAKOK XOpa c€ yBCTBAT
3aMasHM [0 Bpeme Ha jeueHueTo ¢be CysacTop. AKO MOYyBCTBATE 3aMaiiBaHe, KOHCYJITHpaHTe Ce C
Baius ekap npead Aa mwodHupare WiH H3N0A3BaTe MalllUHH.

Cy3acTop ChAbLPKA JAKTO03a H HATPHH

Axo Bammust nekap Bu e ka3an, ye UMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE CE C JICKAp
npeay aa MpUEMETE TOBA JICKapCTBO.

ToBa AEKAPCTBO ChABPKA MO-MaJKo oT 1 mmol Hatpuii (23 mg) B eaHa dunmupana TabneTxa, T.€.
MOJKE J1a Ce KaXKe, Ue MPAKTHYECKH HE ChIBPXKa HATPHH.

3a [TbJIHMA CITHCHK HA MOMOILIHUTE BEILLIECTBA, MO/, BIKTE ,CbAbpKARAE HA ONAKOBKATA H
AONLJIHATEIHA HEopManus* No-A0Ty.

3. Kak aa npaemare Cy3acrop

Bunaru npremaiite Cy3acTop To4HO KakTo By e kasan Baluuar siekap. AKO He CT€ CHIyPHHM B HEllo,
nonuTaifte Bamysa nexap Wik gapMauUesT.

O6nuaiian {038 NPH BLIPACTHH
Axo npuemate Cy3acTOp NPH BHCOK X0.1€CTepo.I:

Ha9anaa 503a
Bawero neuenune cbe CyzacTop Tpa6sa a 3anousHe ¢ A03a oT 5 mg nian 10 mg, fopy 4 ako Be4e CTe
NMpHENH NO-BHCOKA 1034 OT Apyr craTHH. M36opsT Ha Balara HauanHa 1033 1€ 3aBHCH OT:
— HHBOTO Ha Baiuusg xomecrepon
— HHWBOTO HA PUCKA OT CHPJe4eH yaap WK HHCYIT npH Bac
— ToBa Janw npkx Bac uma daktop, koiTo BH npaBH no-4yBCTBHTEHN KbM CBEHTYaTHH HEXENAHH
pPEeaKLHH

Mons, kKoHCynTUpaiiTe ce ¢ Baming nexkap Wi papMalleBT KakBa Ha4alHa 103a OT Cy3acTop ¢ Hail-
noaxojsdiua 3a Bac.

BawuaT fekap MoXe Aa npeleHy aa Bu npeanmitie Hali-HUCKaTa HavanHa ao3a (5 mg), aKo:
— ¢Te OT a3UaTCKM NPOH3XO (ANOHLM, KUTAHLH, QUINITHHUH, BHETHAMLM, KOPCHIH H MHOHALIH )
— CTe Ha Bu3pacT HaA 70 roauum
— umarte yMepeHH 6p6peunn npodneMu
— npu Bac MMa pUCK OT BE3HUKBAHE Ha MYCKYJIHH GOJIKH WIH O0/IE3HCHH YCCILaHHs (MHOTIATHSA).

IloBamapane HA J033TA H MAKCHEMAJIHA AHCBHA 1032
B1b3MoxkHO € Baluuar sekap Aa pewd Aa noeuiun ao3ata Bu. Toea e Taka, 3a na ApHEMarTe 103aTa
Cy3acTop, KOATO € TOYHO 3a Bac. AKO 3alouHTe C 032 OT 5 mg, BaludaT jiekap MOXe A2 pelly [a 5
yason o 10 mg, a cien Tosa go 20 mg 4 cnex tosa o 40 mg, ako € HeoOX0oaMMO. AKO CTe
sanouHan# ¢ 10 mg, Bamusar sekap Moxe [a pelln Ja yABOH 103aTa 10 20 mg u ciest ToBa 10 40 mg,
axko e HeobxoaAuMo. Mex /Iy BCAKa NMPOMAHA Ha 03aTAa ce MpaBu 4-ceIMHYHA Nay3a.
MakcumMasinata gaepHa no3a Cyszacrop € 40 mg. T4 e camo 3a naLMeHTH ¢ BUCOKH H ysa g A No
XOJIECTEPOJT M BHCOK PHCK OT ChpICYEH YIap WK UHCYIIT, IPH KOUTO HABATa HA XQMACEYEPOIl HE N

Ja ce MOHHXKAT AOCTAaTRUHO ¢ A03aTa oT 20 mg.

Axo npaemate Cy3acTop, 3a 12 HAMAJIHTE PHCKA OT ChpAedeH HEQAPKT, MO
CBBP3aHH C THX 3APABOCJOBHA NPOdIEMH:



MO-HUCKA 034, aKO HMaTe HAKOM OT Te3H (aKkTOpH, NMOCOYEHH TO-Trope.

Ynorpe6a npn Aena B HOIIH HA BbLipacr oT 6 - 17 roanAn

JIO30BHAT HAMNAa30H MPU ACLA K IOHOILIH Ha BB3pacT OT 6 - 17 roauny € 5-20 mg BeAHbXK AHEBHO.
O6unuatiHaTa HayallHa 1034 € 5 mg AHeBHO H BallMAT iekap MoXe IOCTeNICHHO 1a MOBHILK Ao3aTa Bu
1o Hait-noaxoasuara ao3a Cyzacrop 3a Bac. MakcumanuaTa asesHa qo3a Cysactop e 10 mg vy 20
mg 3a Jena Ha BB3pacT oT 6 70 17 roguiHa BE3pacT, B 3aBUCUMOCT OT MOIEKAIOTO 3abonsBaHe,
Koero ce iekyBa. [Ipuemaiire Bamara nosa seanbx qHeBHo. Tabsnetkure Cysactop 40 mg He Tpabea
Aa Ce NPHEMAT OT Aella.

IIpuem Ha TabaeTKaTa

[TornsuiaiiTe Beaxa tabneTka udna ¢ Boja.

[Tpuemaitre Cy3acTop BeIHbXK AHEBHO. MokeTe a s mpueMare no BCAKO BpeMe Ha JIEHA ChC MK Oe3
xpaHa. OnuraiiTe Aa npyeMare TabeTKaTa N0 €XHO H CHIO BPEME BCEKH JIEH, 3a JIa BH NIOMOTHE Ja
3aMIOMHMTE.

PenoBHE H3CICABANHS HA XO0JIECTEPO/IA

BaxHo € na XxoauTe npu JeKkaps CH 3a peJOBHH H3C/IEIBAHMA HA XOJIECTEPOa, 3a 1a CTE CHTYPHH, Y€
X0JecTepoisT BH € JocTHIHAN M Ce 3aabpKa B HOPMATTHHTE IPaHMLIH,

Bb3MoxHO ¢ BaluaT nexap Ja pell Ja OBULLIK go3ata By, 3a Ja npueMaTe KOAHYECTBOTO OT
Cy3sacTop, KoeTo € rnmogxoasumo 3a Bac.

AKoO cTe mpHead noBede oT HeobxoaamaTa qo3a Cysacrop

ObbpHeTe ce kbM Bawus nexap unu Haid-Onu3skara 6onHULA.

Axo otuaere B 6onHULA UK Bu nekyBat apyro 3a0onsaBaHe, Kaxere Ha MEAHLIMHCKUA MIEPCOHA, Ye
npueMare Cy3acTop.

AKO cTe mponycHa/aH Aa npueMere Cy3acTop
He ce nputecHaBaiTe, POCTO MpUEMETE ClICABaLIaTa 032 no rpadHk B TouHOTO BpeMe. He Biemaiire
ABOITHA 1034, 3a Aa KOMIICHCHPATE [IpoyCcHaTaTa 1034.

Axo cTe cupesn npaema Ha Cysactop
Koncynrupaiire ce ¢ Bamua nekap, ako >kenaere ga cnpere npueMa Ha Cysactop. Hupara Ha
xonecreposia Bu Moxe aa ce noBUIIaT OTHOBO, ako cripeTe Aa npuemate Cy3acTop.

AKO MMaTe ApyTrd BBIIPOCH OTHOCHO yniorpebara Ha TO3H MPOAYKT, nonudtadre Bamms nekap win
¢apMaLieBT.

4. Bb3MOKHHA HeReJIaHH PeakKlHH

KakTo BCHUYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE @ NMPEAHU3BHKA HEXKEJIAHH pPeakliMH, BLIIPEKH Ye He
BCEKH I'l [TOJTy4aBa.

BakHo € ga cTe HadCHO KaKBM MOraT Aa OBbIAT T€3W HEXENaHu peakiumu. Te 0OMKHOBEHO ca NeKH U
W34e3BaT CJIE[ KPaThK NEPHOL OT BpEME.

Cupere npaema #a Cy3acTop H BeHAra NOTbPCETe MEARUHHCKA MOMOII, AKO HMATE HAKOH OT

CJIE/THUTE AJCPTHYHH PEAKLMH:

® 3aTpPyJAHEHO JAWILAHE, ¢ Wiu 0e3 noayBaHe Ha TULETO, YCTHUTE, €3MKa W/WITH I'BPJIOTO

¢ MoAyBaHE Ha THLETO, YCTHHTE, €3MKa WK I'bPIOTO, KOETO MOXKE a NPHYHHH 3aTPYAHEHHE NPH

MperIbIIaHe -

TeIKBK ChpOex 1o KoxaTta (C MEXYPH)
yepBeHHKABH, HEHAAMTHATH, NOJOOHH Ha MHIUCHA UK KPBITIM NETHA MO TAT
LEHTPATHO pa3Mojo:KeHH MEXYPH, OeJICHe Ha KOXKaTa, A3BY B yCTaTa, M'bplIoT
FeHHTANMHUTE H OuuTe. Te3n cepHo3HH KOXKHH O6PHBH MOraT Aa ce Tpeauiec
TeMIEpaTypa U rpunonoAcOHH cHMITOMH {CUHAPOM Ha CTHBBHC [ DKOHCHH).




¢ oOmmMpeH 0OpHB, BUCOKA TelleCHA TeMNepaTypa U yBennueHd nuMpan Bp3H (DRESS cunapom
WIH CHHAPOM Ha NeKapcTBEHAa CBPbXYYBCTBHTEHOCT).

OcBen T0Ba, cnpere npuema HA Cy3acrop H He3abaBHO cbHoOIIeTe HA JTeKkaps CH, aKO:

¢ H3NHTATe HeoOmualHA 0oaKHE HIH 00/Ie3HEHH YCEIIAHAS B MYCKYJIHTE, KOUTO
NpOABL/DKABAT MO-ABJTO OT 04aKBAHOTO. MYCKYTHHTE CHMITTOMM €a NO-YECTO CPEIaHK NMpH
J€La H IOHOILM, B CpaBHEeHHe ¢ Bb3pacTHU. KakTo npH Apyrure CTAaTHHH, MHOTO MaJIKO Xopa
M3TTHTBAT HEMIPHUATHH €(PEKTH B MYCKYAHTE, KATO T¢ PAAKO MPOABIAKABAT ABJIO U CE
NpPeBPBIIAT B MOTEHUHAIHO )KMBOTO34CTPALLIABALLIO YBPEKAAHE HAa MYCKYJIMTE, Hape4eHO
paboomuonusa.

e noaobeH Ha Jlymyc cHHAPOM (BKJIKOYBA OOpPUB, YBpeXIaHe Ha CTABUTE Y 3aCAraHe Ha
KPBBHHUTE KJIETKH)

® pa3KbCBaHE HA MYCKYJIHTE

YecTR HEKEIABHA peakuu (Mo2am da 3aceznam 0o 1 na 10 oywu)

riasodomnue

CBETOBBPTEXK

3aMEK

ragcHe

bonka B cTomaxa

bonka B MyCKYJIHTE

YyBCTBO Ha ¢J1aboCT

auabeT — BEPOATHOCTTA € TO-ToAMa, aKO MMaTe BUCOKH HHBA Ha KPBbBHA 3aXap M JIMITHIAM, aKo CTe

C HAAHOPMCHO TCIJ10 H HMATC BHCOKO KPBBHO HANAT'aHC. Bammar JICKap UIC NMpoCiicaABRa
CBhCTOAHHCTO BH, AOKATO NpHCMATC TOBA JICKAPCTBO.

HevecTn HexeNAHE peaKnHHu (Mo2zam oa 3acezram 0o 1 wa 100 oywu)
¢ 00pHB, ChPOEX WK ApyTa peakliMs Ha KoxkaTa
® MOBHIIEHO KOMHYECTBO OSNTHK B ypuHaTa (AaHOPMAIIHU pe3y/ITaTH OT H3ceaBaHeTo Ha ObpOpeyHaTa
dyHKIIMA) — OOMKHOBEHO C& HOpMaJIM3Hpa OT camo cebe cH, Oe3 fa ce Hanara Aa crpeTe NpUeMa Ha
Bawmmre tabnerku Cyzacrop (ripu Cy3zacrop 5 mg, 10 mg u 20 mg) .

Peakn mexeand peaknuu (Mozam da 3aceznam 0o 1 na 1000 oyuu)

® TEXKa AJICPrHYHA PeaKLHA — MPH3HALIMTE ca MOAYBAaHE HA JIHLETO, YCTHHUTE, €3MKA H/HIH MbPOTO,
3aTPYZHEHO NPErTbIIAHE M AHIIaHE, TeXbK chpbexk Ha koxkaTta (C MeEXypH). AKO CMATATe, e
HMATE AJIePradHA peaknud, cupere npaemMa Ha Cy3zacTop n HezabaBHO MOTHpceTe MEANLIMHCKA
TIOMOILL.

® MYCKYJIHO YBpPEXKAaHE IPH Bb3PACTHH — KaTO MpeAna3Ha Msipka cupere npHeMa na Cysactop u

He3ab0aBHO ce KOHCYJATHpAaHTe ¢ Bamasg nexap, ako amarTe aeofmuaiing 6oakn nan Gonesnenn

yCemAHHA B MYCKYJIUTE, KOUTO ITPOABJDKABAT [10-ABJATO OT O4aKBAHOTO

ciiHa 6oNKa B KOpeMa (Bb3najieHHe Ha NaHKpeaca)

NOBMILIEHH YEPHOAPOOHH €H3HMH B KPHBTA.

HeoOHUalHa MoABa HA CHHAHM M KBPBEHE NOPAAH HUCKO HUBO HA TPOMOOLIMTHTE B KPbBTa

Jlynyc-nogo0OHo 3abonaBaHe (BKIIOYUTENHO OOPHUB, HAPYLLUECHHA HAa CTABHTE U e(PEKTH BBPXY

KPBBHHUTE KJIETKH).

Mnoro peakH HexeJanH peaknud (Mozam oa 3aceznam 0o 1 na 10 000 oywuu)
® XHITeHHIA (MOXKBITABAHE HA KOXKATA U OYHUTE)

® XenaTuT (Bb3NAICHHE Ha YepHUa Apob)

& CcneaM OT KpPbE B ypUHaTa BH

¢ yBpeXIaHe Ha HEPBUTE HA KpaKaTa U polere BH (xaTo HanpHMep H3TpBIIBaHE)
e GOJKa B CTABHTE

¢ 3aryba Ha namer

® THHeKOMacTHA (yroneMaBaHe Ha I'bpOMTE [IPH MBXKE H KEHH)




HexeanaTe peakiiH ¢ HEH3BECTHA 9ECTOTA BIUTIOUBAT (UecTOTaTa He MOXKe Ja Obae ycTaHOBEHA
OT HAIMYHUTE JAHHH)

puapus (peaKu H3MpaKHEeHH )

KallJIMLA

3agyx

OTOK (MOgyBaHe)

HApYWeEHHA Ha ChHA, BKIIOYHTEITHO O€3ChHHE H KOIIMapH

HapyllIeHHA Ha CeKCyanHaTa QyHKLUMA

Aenpecus

npo0/ieMH, CBBP3aHH ¢ JUIIAHETO, BIUTIOYHTETHO NMPOABDKHTENHA KALTHIIA WIITH 3ayX HIH

BHCOKa TEMIIEparypa.

¢ yBpEKJIaHE Ha CYXOXWIHATA, TTOHAKOra YC/AOKHEHH C pa3KbCBaHe.

¢ cnabocT B MyCKYJ/IUTE, KOATO € NTOCTOAHHA.

e Muacrenus rpaeuc (3abonsBaHe, KOeTo IPUUMHABA 00LIa MyCKyJ/Ha ¢1ab0CT, BRIFOUHMTEIHO B
HAKOH CTYYaH U HA JUXATETHHTE MYCKYJIH).

¢ MuacTeHHsa Ha oumTe (3abonABaHe, KOETO MPUUMHABA CJIa0OCT HA MYCKYJIUTE HA OUHTE).

["oBopete ¢ Baima ekap, ako W3nuTBaTe caabocT B PELETE WIM KpakaTa, KOSITO C€ BJIOIIaBa Cliel
NepHOAMN Ha AKTHBHOCT, JBOMHO BIDKIAHE WIH YBUCBAHE Ha KJIENAa4YMTe, 3aTPY AHEHO NMPErIbLUaHe WIH
HEJOCTUT Ha BB3AYX.

Cro0bmaBaHe HA HeXKeJIAHH PEAKIHHA

AKO [10JTyUHTe HAKAKBH HEXEJIAHU JIeKapCTBEHH peakumu, yBegoMere Baiing nekap, papMaLEBT HWIH
MeJHLIMHCKa cecTpa. ToBa BKIIOYRA BCHYKH BE3MOXKHHM HEOITMCAHH B Ta3H JIMCTOBKA HEXKEaHH
peaxiMi. MoxkeTe cbilo a ChOOIIMTE HexKelaHHU PEaKIHY JHPEKTHO Ype3 HallHOHAIHATa CHCTEMA 34
crobuiasaHe KbM M3mB/IHMTENHATA areHuMs 1o 1eKapcTeara, yia. ,,Jamss I'pyes” Ne 8, 1303 Codus,
Ten.: +35928903417, yebeaiir: www.bda.bg. KaTo crobmaBare HexkelaHU peaKLiMH, MOXETE Ja
naaeTe CBOs MPHHOC 32 MOIy4aBaHe Ha Nopede HH$opMaLMsa OTHOCHO H6e30nacHOCTTa Ha TOBA
NIeKapCTBO.

5. Kak aa cexpaassare Cy3zacrop

Jla ce chXpaHsABa Ha MACTO, HEAOCTBITHO 32 JieLia.
He usnonseaiiTe ToBa ekapcTBO cliel CPOKa Ha FOAHOCT, 0TOENA3aH BbPXY KapTOHEHATa ONnakoBKa,
eTHKeTa WK 6iucrepa cnen ,,l'ogex 10:*. CpokbT Ha TOJHOCT OTroBaps Ha MOCASAHUA ACH OT
MOCOYEHUA MECell,

Jla ce cbXpaHsiBa B OpUrHHANIHATA ONAaKOBKa, 3a Jia ce NpenasH OT Biara.

CpOKBT Ha TOAHOCT cliel MbpBO oTBapaHe Ha Oyrwikure oT HDPE e 100 auu.

He u3XpBpAAATE IEKapCTBaTa B KAHANH3ALMATA WIM B KOHTCHHEPA 34 AOMAUIHH OTNAABLIH.
[TonuTaifTe Bamug dapMaleBT Kak Ja YHHILOKHTE HeHYKHHTE Bu nekapcrea. Tean Mepku wie
CIIOMOTHAT 3a Olla3BaHE Ha OKO/HATA Cpeaa.

6. CrabpkanHe HA ONAKOBKATA H JONBJHATEIHA HAGOpMaNAY

Kakpo cpanpxa Cyzacrop

AKTHBHOTO BEILIECTBO € po3yBacTaTHH. Beaka punmupana Tabnerka cpaspxa 5

(XaTo pO3yBaCTaTHH KalLHH).
Bceska ounmipaHa tabnerka ceabpka 10 mg po3yBacTaTdH (KaTo po3yBacCTaTHH




- Jpyrure ¢bCcTaBKH ca:
Tabnerkara cpAbpIKa: 1AKTO3a, CHITULIMER TUOKCHA, KOJIOHIEH 6€3BOACH, CHIMQHLIMpaHa
MHUKPOKPHCTAIHA LIETY/1033, LlapeBHYHO HHUILIECTE, Tajk, HATPHEB cTeapwidymapar

[Moxpurue Ha TabneTkaTa: XunpomMenosa, manuron E 421, maxporon 6000, Tank, THTaHOB AUOKCHA
E 171, xeneseH okcua, kwiT E 172, keneseH okcua, 4yepseH E 172

Kak maraexaa Cy3acTop B KAKBO ChAbpHkKa 0NAKOBKATA

Cyzacmop 5 mg gunmupanu mabnemxu
Kadssu, kpernu punmupaHy Tabnerky.

Cysacmop 10 mg druwmmupanu mabremu
Kahseu, Kperiu ¢unMupatu Tabnetky, ¢ Bars0HaTo penedro obosnaueHue “RSV 10” ot ennarta
CTpaHa.

Cyzacmop 20 mg ¢punrmupanu mabremxu
Kadssu, Kperid Gpunmupa Tabnetky, ¢ BuTsOHaTo penedHo obosHauenue “RSV 20” ot eqHara

CTpaHa.

Cy3acTop ce npejiara B KApTOHEHH KyTuH, cbabpxauin OPA-Al-PVC/Al Oancrepy win OyTHIKM OT
HDPE ¢ PP xanauka ¥ cylIHTEN CUIHKAre)l.

Bunose ornmakoBKH:
Baucrepu: 7, 10,14, 15, 20, 28, 30, 42, 50, 56, 60, 84, 90, 98, 100 bunmupanu TabnaeTKH

Bymunku: 30, 100 ¢unmupanu TabreTkH.
He BcHukH BHOOBE OMAKOBKM MoOrat fa ObJaT IyCHaTH B npojaaxda.

IIpaTexaTes HA pa3pelIeHHETO 39 YHOTpeba
Sandoz d.d.

Verovskova 57, 1000 Ljubljana,
CnoBeHus

IIpon3BOoAHTEIR
Lek Pharmaceuticals d.d

Verovskova 57, 1526 Ljubljana,
CnoBeHus

Lek Pharmaceuticals d.d
Trimlini 2D, 9220 Lendava,
CnoBeHus

Lek S.A.
Ul. Podlipie 16, 95-010 Strykow,
[Tomua

Lek S.A.
Ul. Domaniewska 50c, 02-672 Warsaw,
[Tonina

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1,
39179 Barleben,

[epManHus




To3n AeKapCcTBeR NPOAYKT e pa3pemen 3a ynorpeba B ctpanaTe-4ienxn Ha EHO cbe creqnnre
HMEHa:
brarapus Cyzactop 5 mg punMupaHu TabieTku

Cyzacrop 10 mg ¢punmupasu TabneTku

Cysactop 20 mg ¢punmupanu TabieTky

Penybnuka HYexus: Rosumop 5 mg
Rosumop 10 mg
Rosumop 20 mg
Hauus: Rosuvastatin Sandoz
EcToHMA: Roxardio 10 mg
Roxardio 20 mg
OuHNaHaNA: Rosuvastatin Sandoz 5 mg tabletti, kalvopéillysteinen

Rosuvastatin Sandoz 20 mg tabletti, kalvopéillysteinen
Rosuvastatin Sandoz 10 mg tabletti, kalvopéillysteinen
YHrapus: Rosuvastatin Sandoz 5 mg filmtabletta
Rosuvastatin Sandoz 10 mg filmtabletta
Rosuvastatin Sandoz 20 mg filmtabletta
JIutna: Roxardio 5 mg plévele dengtos tabletés
Roxardio 10 mg plévele dengtos tabletés
Roxardio 20 mg plévele dengtos tabletés
[Monia Suvardio 5 mg, tabletki powlekane
Suvardio, 10 mg, tabletki powlekane
Suvardio, 20 mg, tabletki powlekane
[Moptyranus: Rosuvastatina Sandoz
CnoBeHus Coupet 5 mg filmsko obloZene Tablete
Coupet 10 mg filmsko obloZene tablete
Coupet 20 mg filmsko obloZene tablete

JaTa Ha nocJieAno NpepasrieKiane Ha JHCTOBKATA
MM/ITIT




