LIl80279/ 15/ 76/ 192

JIncroBka: HHpopMauHd 3a norpeduTes st ,_,? /,23 f*" 77 .6 -02- 2076 |

Ponyuao 5 mg puaiMupanHu 1ad/1€TKH
Ropuido 5 mg film-coated tablets
Ponyuao 10 mg ¢puamupanu tabdiieTkH
Ropuido 10 mg film-coated tablets
Ponyuao 20 mg ¢puamupanu tabierku
Ropuido 20 mg film-coated tablets
Ponyuao 40 mg puamupanu tadeTkH
Ropuido 40 mg film-coated tablets

pPO3yBacTaTHH (rosuvastatin)

[lpoueTeTe BHHMATEIHO USAJIATA JIMCTOBKA, MPeE/IH 12 3aN04YHETe 1a NpHeMaTe TOBA JIEKaAPCTBO,

Thil KATO TH CbAbPKA BakHa 3a Bac nupopmauus.

- 3anasere Ta3u JUCTOBKA. MOXKe /1a ce HaJlOKH J1a A MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOMbJIHUTEIHH BBIPOCH, NoNUTanTe Bawus nexkap wiu apmallenr.

= ToBa niekapcTBO € npeanucaHo JUuHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxke
/1a UM HaBpPEIH, HE3aBMCHUMO Y€ NMPU3HALIMTE HA TAXHOTO 3a00JisBaHe ca cbluMTe KaTto Bawure.

= AKO TOJIYYUTE HSIKAKBH HEKEJIaHU peakuunu, yseaomere Bawus nekap uiun papmauest. Tosa
BKJIKOUBA BCHUKHM Bb3MOKHH HEOINMUCAHMU B Ta3M JIMCTOBKA HEXeJlaHHU peakuuu. Buxkte Touka 4.

KakBo ¢cbaAbpiKa Ta3u JINCTOBKA
KaKBO npezacrasasa Ponyuao M 3a KakBo ce M3I0J13Ba

1.

2 KakBO TpsiOBa na 3Haere, npeau aa npuemere Ponyuno
3 Kak aa npuemare Ponyuno

4. 3b3MOKHHU HEKEJIAHU peaKLLMH
5

6

Kak na cbxpanssare Ponyunio
CbabpkaHue Ha onakoBKara W JIONbJIHUTENHA HHpOpMaLIUs

1. Kakso npeacrapiassa Ponyuao H 3a KakBo ce H310J/13Ba

Pormynno npuHaanexu KbM rpyna jekapcTsa, HapeueHW CTaTHHH,

[Ipeanucan Bu e Ponyunao, 3amoro:

MmMaTe BUCOKO HUBO Ha xosecTepos. ToBa 03HayaBa, ye CTe M3JI0KEHH Ha PUCK OT CbpJI€YeH NMPUCTBI
WM UHCYNIT. PONyWJ10 c€ W3M0a3Ba NPH Bb3PacTHH, IOHOLLM M J€La Ha Bb3pacT 6 WIIK NOBEYE roJAHHH
3a JICUCHUE HAa BUCOK XOoulecTepos.buin cTe nocbBeTBaHM 1a NpUEMATE CTAaTHH, Thil KATO NpoMsHAaTa
Ha Baluara auera v yBeaMuaBaHeTo Ha (DM3HUYECKUTE ynpaKHEeHHUst He ca OWIM 10CTaThbUyHH 3a
KOpUrupaHe Ha HUBaTa Ha xoJiecteposa. TpsadBa 1a NpoABLIKHUTE XOJIECTEepO-NMOHMKaBallATa AUeTa U
pu3nueckuTe ynpaxHeHus, a1okaro npuemare Ponyuo.

HJTH

® Umare u apyru GakTopu, KOMTO yBEIHYABAT PUCKA OT ChPAEHEH NPHUCTBI, MHCYJIT WIIN
CBbP3aHUTE C TAX 3/IpaBOCJOBHH MPOOJIEMH.

ChpaeUHHUAT NPUCTBIT, HHCYATHT U ApYruTe npodiieMu Morar aa 0baaT npuYruHEeHH oT 3abosiBaHe,
Hape4eHO aTepoCKIepo3a. ATEpOCKIepo3ara ce Ab/KH Ha HATPYNBaHe Ha MACTHHU OTJIaraHus B
apTepUHUTE.

3aiio e Ba’KHO Aa Npoab/KHTE 1a npuemate Ponyuao
Ponyuio ce u3nosi3sa 3a KOpUrupaHe Ha HUBATa HA MACTHH BELLECTBA B KPbBTA, HApe
HaH-pa3npoCTPaHEHOTO OT KOMTO € XOJECTEepoI.



MMa pa3znuyHu BMIOBE X0JIECTEpON B KpbBTa — ,Jjouw” xonectepon (LDL-C) u ,,006Bp™ xonectepon
(HDL-C).

Porrynno MoXe 1a HaManu ,, TOWHA® X0AECTEPON U Ja yBenuuH , Jobpus™ xonecrepol.
To paboTu kaTo noMara aa ce 6J10KHpa MPOH3BOACTBOTO HA L NOWHA" xXofecTepon ot Tanoto Bu. To

chUIO Taka noaobpara cnocoOHOCTTa HA opraHv3mMa By aa ro npemMaxsa OT KpbBTa.

l'[pn NOBEHETO XOpa BUCOKHTE HHUBA Ha XOJICCTEPONA HE MTPOMEHAT HAYHUHA, IO KOWTO Te ce HYBCTRAT,
33410TO HC NPECAH3IBUKBAT HUKAKBH CHMITITOMM. Ho ako ce ocTaBaT HEJCKYBAHN, MACTHHTEC OT.1araHms
MOraTt fa C€ HaTpynar Mo CTeHUTE Ha KPBBOHOCHHUTE CbA0BE, KOCTO BOAH 10 TAXHOTO CTCCHABAHC.

[TonsKkora Te3u CTECHEHH KPBbBOHOCHM ChAOBE MOTAT 1A CE€ 3anyLUaT, KOETO MOXKE 11a NPeyCTAHOBY
KpbBOCHAOAABAHETO HA CHPHETO WM MO3BKA U Aa A0Beae A0 HHGAPKT Wik UHCYNT. C MoHHKasaHe Ha
HMBAaTa Ha X0NECTEPONA MOXKE 113 C€ HaMaTH PMCKDBT OT ChPAEHEH NPUCTBI, HHCYNT WM CBDHP3AHUTE C
TAX 3APaBOCNOBHU NpobAEMH.

Tpsabra na npoawaxHTe 1a npuemare Ponyuao, 10pH ako XOJECTEPONLT € AOCTHIHAT A0
IPABMTHOTO HUBO, Thil KATO TOBA e NPeA0TBPATH HOBO MNOKAYBAHE HA HHBATA HA XO0/IECTEPOIA U
HaTpynBaHe Ha MacTHM oTaaranus. Benpeku ToBa, Tpa0Ba da cnpete npuema, ako Bamuart nekap Bu
KaXXe [Ja ro HanpasuTe WK aKo 3a0peMeHeete.

2. Kaxkso Tpun(Ba aa 3HaeTe, npeau aa npuemere Ponynao

He npuemahiTe Ponyuao

- AKO CTE AJIEPrHYHH KbM pPO3IYBACTATHH MW KbM HAKOR OT OCTAHANNTE CHCTABKK HA TOBA
nekapcTBo (M30pOeHH B TOUuKa 6).

- aKo cTe OpeMeHHa WK KbpMHUTE. AKO 3abpeMeneere, JokaTo npuemare Portyuao, enperte Na
ro npHuemMare BeaHara H cbofuiere Ha Bamusa nekap. JXXenute Tpadea na w3dsarear
3a0pemeraBane, n10Karo npuemart Ponyunno, xare u3non3saT NoAXoAsla KOHTPALUELna (BHKTE
»DPEMEHHOCT U KbpPMEHE™).

- aKo umarte 3abosiaBane Ha yepHHS apod.

- AKO HMaTe cepno3HM npobaemu ¢ Onbpeunte.

- aK0 HMaTe NMOBTAPALLH C€ HJIH HeoGACHHMH MYCKYJTHH B0NKH.

- AKO npueMare JiekapcTseHa kKoMOWHauus codocObyBsup/BesinaracBUp/BOKCHUIANIPEBHD

(13non3BaHa 3a BUpycHa HHeKuMa Ha YepHHA Opod, HapeueHa xenatut C). aKO npuemare
JIEK2pPCTBO, HAPEYEHO HHKJIOCHOPHH (H3MOJ3Ra C€ HanpHUMeEp ciiel TPaHCTIAHTauKA Ha
OpraH).
AKO HAKO€ 0T U3OpoeHUTe No-rope ce oTHacs 3a Bac (MNK ako ce ChbMHABRATE), MOJIA, noceTeTe Bawng
nexap.

B ronbiHeHHe, He npHemaiiTe Ponyvao 40 mg (vafi-BHcOKaTa 003a):

— aK0 UMaTe yMepeHH OL6peunn npoGaemu (ako ce chMHSBATE, MONA, nonuraiTte Bawuns
nexap).

-~ AKO0 WIMTOBHAHATA Bu xkie3a He PYHKIHOHUPA HOPMATTHO.

= aK0 CTe HMAJIH NOBTAPHAILM Ce HAH HEOOACHHUMH MYCKYJIHH BONKH, AWYHA WK PaMHUIHA
aHaMHe3a 3a MYCKYJTHU Ipo6BneMH, WY NPeaXorkialila aHaMHe3a 3a MyCKYJIHM npobiemi,
KOraTo ¢Te NpHeMand Apyry JeKapcTBa 3a MOHKKABaHE Ha X0AeCTEpOa.

= AKO PeXOBHO NHETE NONAMO KOJTHYECTRO aJIKOXOJI.

— aK0 CTe OT a3MATCKM NPOH3XO0A (AMOHCKHU, KUTAACKH, DHUIHNUHCKH, BUETHAMCKH, KOPEHCKH H

- WHAMKUCKHU ).

— AKO NpHeMAaTe APYrR JiekapcTBa, HapeuyeHH PHOpAaTH, 32 NOHWXKABAKE HA XONEC

AKoO HAKOoe OT N30poeHuTe No-rope ce oTHacA 3a Bac (v ako ce CbMHABATE), MOJIA,

Bamua nekap.

IMpeaynpexaeHHs K FIPeANa3HH MEPKH



['oopeTe ¢ Bamusa nexap unu papmauest, npeau aa npueMmerte Ponyuao:

— aKo umate npobnemu ¢ 6L6peunTe.

-~ AK0 HMaTE NpolJieMHu ¢ 4epHHun apob.

= AKO HMATE W/IH CTE HMAJH MuacTeHHA (3ad0saBaHe, KOETO ¢€ NPOABABA ¢ 00ila MyCKYyIHa
¢1aboCT, B HAKOM CNy4aH BKJIKOUBALLA U MYCKY/IHTE, KOUTO YYacTBAT [PH JULLIAHETO), UIU
0YHAa MHAacTeHHA (3abonsBaHe, MPUUMHABALLO CNAabOCT HA OYHUA MYCKYJT), Thil KaTO CTaTHHHTE
MOHAKOra MOraT a BAOIIAT 3a00ABAHETO WIN Aa 10BEAAT A0 MOABA HA MHACTEHHSA (BX. TOUKA
4).

— AKO CTE HMAJ/IH NOBTAPAILH C€ HIH HEODACHHMH MYCKYJIHH BONKH, THHHA WK (PaMKIiHA
aHaMHe3a 3a MYCKYTHH npoOlieMy, WK NpeaxoXaalla aHaMmHe3a 3a MyCKYJIHHA npolnemu,
KOraTo CTE NpUEMANH ApYry eKapcTBa 3a NOHMXKABaHE Ha Xoaectepona. I oropere ¢ Bawns
nexap He3abaBHO, ako HMaTe HeOOACHUMHU MYCKYIHU 00K, 0coBeHO ako He ¢e UyBCTBATE
nobpe inn uMare BUcoka remneparypa. Cbino Taka uHbopMupaiiTe Bawing nekap Min
dapMaLEBT, akO UMATE MYCKYJTHA CaboCT, KOATO € NOCTOAHHA.

— AK0 HRKOIra cTe HMAJH TeXBK KoxeH 00pHB WaH (ejieHe Ha K0XAaTa, NOABA HA MEXYPH
U/MJIH SI3BH B YCTATA CJIE] NPHEM Ha pO3YBACTATHH WIH APYrY CBBP3aHH NIeKapCcTBa.

— AKO PEAOBHO MHETE rOJIAMO KOJIHYECTBO AJIKOX0N.

— AKO0 WHTOBUAHATA BH xe3a He QYHKIIMOHUPA HOPMAJIHO.

- aKO MPHUEMATE APYTH NEKApCTBa, HapeyeHH ¢pudpaTy, 3a NOHUXKABAHE HA XOJeCTepona.
[lpoyereTe BHUMATENHO Ta3d NUCTOBKA, JOPK AKO NPEAU CTE fIpUEMANH APYTH JIEKAPCTBRA 33
BUCOK XOIECTEPO.

— aK0 MpHEeMAaTe JIEKAPCTBA, HINMOJI3BAHH 3a JeyenHe HA HIV nuHdexuuna, Hanpumep
PHTOHABMP C JIONIMHABHP W/ WK atazaHaBup, sykTe ,, JApyru nekapcrea n Ponyuao®,

— AKO NIPHEMATE HJTH CTe TIPHEMAJIH Npe3 NOCAeAHHTEe 7 AHH JIEKAPCTBO, HAPEYEHO
$y3vA0Ba KHCEINHA (JIekapcTBO 3a OakTepuanda UHGEKLIHUA), NEPOPATHO WK HPE3
HHXeKTUpaHe. KomOuHaumnaTa OT Qpy3naosa kucenrkna u Ponynno Moxe aa 10Bele 1o
CEPHO3HU MYCKYJHH npoOneMu (pabaomuonusa). Mona, BukTte ., Jpyru nekapcrea U
Ponyuno®.

— ako cre Haa 70 roaunun (Toit kato BaummaTt nexkap TpaORa na U3bepe nNpaBusiHAaTa Ha4yanHa Jao3a
Ha Ponyuao 3a Bac)

-~ 2K0 HMATE TEXKKA JUXATEIHA HeAOCTATLHHOCT.

- 4KO0 CTe OT A3IHATCKH NMPOH3XOA — ANOKCKH, KHTARCKH, QHUNUNHUHCKH, BHETHAMCKH, KOpPEHCKH U
HHOWACKkH. BawnaT nexap tpaOsa na u3bepe npaBunHaTa HayaiHa nosa Ha Pormyuao 3a Bac.

AKO HAKOE OT H3OpoeHUTE No-rope ce oTHacA 3a Bac (WK aKko He CTE CUIYPHH):

- He npHemaiTe Ponyuao 40 mg (naii-BHcoKkaTa 103a) M ce KOHCY1THpaiiTe ¢ Balunus exap
WM PAapMALEBT, OPeAH Aa 3AMOYHETe 1a NpHeMaTe KAKBATO H Ja e a03a oT Ponyuao.

[1pn nedenure ¢ Ponynao ce cboOLuaBa 3a CepHO3HY KOMXHH PeakliiK, BKIKOYBALIH CHHIPOM Ha
CrusbHC JDKOHCBHH M IeKapCcTBEHA peaknvs ¢ €03uHO¢UANA U cucTeMiu cumntoMu (DRESS),
Cnpere ynotpebara Ha Ponmynno ¥ notbhpcere He3abaBHO MEAHLIMHCKa NOMOILL, aKO 3adesiexuTe
HAKOW OT CHMNTOMUTE, OFIUCAHM B TOUKA 4.

ITpy Manbk Opoit Xxopa craTHHUTE MOraT Aa 3acerHar yephua apod. Tosa ce onpeaens oT NpocTo
H3CNeBaHe, KOETO ThPCH MOBHIEHH HMBA HA YePHOAPOOHUTE eH3UMU B KpbBTa. [lopaan tasun
npyHukHa BawwsaT ekap 0OMKHOBEHO LUE M3BBPLUINM TOBA KPBBHO W3CHeaBaHe (W3CNeABaHE Ha
YyepHoapoOHaTa QyHKLHKS) Npeay U 110 BpeMe Ha nedeHueTo ¢ Ponyuno.

Hokato npuemare ToBa nekapcTBo, Bawuat nexap we By nabnwoaapa BHUMATENHO, ako uMate avader
WITH CTE HINMKEHH HA PUCK OT pa3BHTHe HA AuadbeT. BeposATHO € Aa cTe U3I0KEHH Ha PHUCK OT
pa3BuUTHe HA AMadeT, aKO HMaTe BUCOKHW HUBA HA 3aXap W Ma3HHHH B KPBBTA, aKO CTE ¢ HAAHOP
TEMNO U UMATE BUCOKO KPLBHO HANATAHE.

Jdena n OHOLLIH
— AKO MAUHEHTLT € Ha Bb3pact noa 6 roauHn: Ponyuiao He Tpabea na ce naBa
roaMilHa Bh3pacrT.



— AKO NALUHEHTHT € HAa Bb3pacT noa 18 roanuu: Ponynno 40 mg tabnerku He ca noaxoasLluu
3a ynotpeda npu aeua v HowH noa 18-roJviliHa BL3pacT.

Apyru aekapcersa v Ponynao
Hudopmupaiite Bawins nekap nam gapManesr, ako rnpyueMaTe, HACKOPO CTe IPUEMANH HITH €

Bb3IMOWKHO [ja PHEMATC ADYTIM ACKapCTBa.

Nudopmupaiite Bamua nekap He3abaBHO, ako MpHeMaTe HAKOE OT CAEAHUTE JeKapcTaa:

- IHKJIOCNOPHH (M3M013BaH HAMPUMED CHEI TPAHCNNAHTALUMA HA OPraHu),

— BapgapHuH, TUKArpeNop Wi kaonuaorpen (Mnu apyro NeKapcTBO, H3ON3BAHO 34 pa3peKaaHe
Ha KpbBTa),

— ¢ubpatu (kato reMpudpo3nn, beHodubpar) UK APYro NEKapcTBO, UIMON3BAHO 32
MOHHXABaHE Ha XoJecTepona (Kato €3¢eTuMiud),

— JIEKapCTBa 3a HApPYLIEHO XpaHOCMHIaHe (M3MONA3BaHN 32 HEYTPAW3UPAaHE Ha KUCENMHATA B
CTOMaxa),

= EPHUTPOMHUKH (AaHTUOUOTHK),

- (¢y3naosa kucenna (aHTNOMOTHK, BHXTE Mo-10ay K, [lpeaynpexaerns u npeanasHu Mepku'),

— MEPOPATHHOPAIIHH KOHTPALENTHBH (,,Xanuero™),

- XOPMOHO3aMECTHUTEIIHA TEparnms,

— perapadeHd0 (M3non3saH 3a NeucHue Ha pak),

- AApONYTaMHA (H3NOJ3BaH 3a ICUEHHUE HA PaK),

— KanMaTHHUO (M3N0M3BaH 3a NeYeHHe Ha paK),

- (pocTaMaTHHUO (M3M03BaAH 33 JIeUeHHE NPH HaManeH Dpol TpoMGOUUTH),

- pebyxcoctar (M3n013BaH 3a JieueHHne U NPBEHLIUA HA BUCOKW HHBA HA NHKOYHA KYCE/IWHA B
KPBbBTA),

— TepuPIYHOMHKA (M3RON3BAH 34 JIEYEHUE HA MHOXKECTBEHA CKIiepo3a),

— BCAKO OT CNEAHHTE JIEKAPCTBA, H3INOA3ZBAHHU 3a JICHEHHE HA BUDYCHH HH(PEKLIMHU, BKIHOYUTENHO
HHpekuns ¢ HIV unu xenatur C, caMocToaTenHo WK B koMOvHaLKa (BHKTE
L 1peayIpexaeHus U NpeanasHy MEPKU™): PHTOKABUP, NTONKUHABUP, aTa3aHaBHUp, COPOCOYBUP,
BOKCHJTANPEBHP, OMOUTACBUD, NAPUTANPEBUP, Aaca0yBUP, BENNATACARUP, IPa3enoBMp,
enbasup, rekanpesup, nMOpeHTa3BHP.

-~ pOoKcamycTar (M310N3Ba CE 3a ieYeHHEe HAa AHEMHA NPH MAUUEHTH C XPOHKYHO ObOpedHo
3a00naBaHe),

- Tadpamuanc (M3N0si3Ba ce 3a JieueHne Ha 3abonsaBaHe, HapeueHO TPAHCTUPETHHOBA
aMUuI011034a).

Bb3neficTBHETO HA TE3M NeKapcTBa MOKE Na ce NnpoMeHH oT Ponynno uau te dOuxa Morny aa
NMPOMEHAT BL3AEHCTBUETO HA Pomynno.

AKko TpabBa 1a npHeMaTe Nnepopanno Py3HA0BA KHCEIHHA 3a JeHenne na faKrepuanHa
HHpexHuA, TpstOBa BpEMEHHO Aa MPeyCcTAHOBHTE ynoTpebaTa Ha TOBA JIeKAPCTBO. BawmuaT nekap

e By kaxe kora aa sano4dHete oTHOBO Aa npuemare Poryuao. [lpuemanero Ha Ponyuao ¢ dy3nnosa
KHCETHHA PRAKO MOXKE [1a NOBEAC 10 MYCKYJIHA cnadoCT, YyBCTBHUTENHOCT MY Oonka
(pabaomnonusa). [loseye uHdopmauns oTHOCHO pabaoMHOIH3aTa MOXE 13 HAMEPHTE B TOUKa 4.

Ponynao ¢ xpaHu 1 HAOHTKH
MoxeTe na npuemare Pormyuno cbe unu 6e3 xpana.

BpemMeHHOCT H KbpPMeHe
He npuemaiite Ponyuno, ako cte OpeMeHHa UK KbpMHTE, AKO 3a0peMeHeeTe, 10KaTO NIPHEMS

Ponynno, cnpere Aa ro npuemare BeaHara H enofuiete ua Bamna aekap. Xeuurte Tps
n30sarear 3abpemMenssane, 1okaTo npueMar Pomyuao, upes W3Inoea3BaHe Ha NOAX0AA L
KOHTpauenuus.

[TockeerBadiTe ce ¢ Balna nexap wiu papMalleBT Npeld NPHEME HA KOETO W Na € JIg



Illodpupane u pabora ¢ MAILHHH
[loreueTo xopa Morar aa wodupar U aa paboTAT ¢ MAalIMHK, OKATO H3NO/13BaT Ponynao — ToBa HAMA

Aa MOBIUAE HA CMOCOOHOCTTZ HM. Bbnpeku ToBa, HAKOH X0pa C€ UyBCTBAT 3aMasHU 10 BpEME Ha
neqeHueTo ¢ Ponyuao. Ako ce mouyBCTBaTe 3aMasHH, KOHCYNnTUpaiTe ce ¢ Bawuna nexap npean na
MPUCTBINTE KbM WOdUpaHe WK padoTa ¢ MALLKHM.

Ponynao cuabpka NaKTO3A.
Axo Bawnart nekap Bu ¢ kasan, 4e UMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBbPIKETE CE C HErO

npeau aa npHemere Ponyuno.

3a ObIRUA CITHCBK HA ChCTABKUTE BHXKTE ,,ChbAbpKaHKE Ha OMAaKOBKaTa U JONBLIHUTENHA
HHpopMaLHa®™.

3. Kak a1a npuemare Ponyuao

BuHarn npueMaiTe TOBA JIeKapCTBO TOUHO KakTO BH € kazan BawuAaT nexap. AKO He CTe CHIYPHH B
HELLO, nonuTaiTe Bawuna nekap wiu GpapMauesT.

[IpenopwyunTENHATA 1032 32 BL3PACTHH €
Axko npuemarte Ponyuao 3a BHCOK X0/IECTEPOJI:

HayanHa nosa

BaweTo neuenne ¢ Ponyuno tpadsa aa 3anouHe ¢ no3a o1 5 mg nau 10 mg, 1opu ako npeau cre

IpHEMAITH NO-BHCOKA 4034 OT Apyr cTaTHH. M300pbT HA HauaHaTa n03a 3aBHCH OT:

- HusoTO Ha xonecTepona.

— HHUBOTO Ha PHCK OT CbPACYEH MPUCTBN WA UHCYIIT.

— Mma nn akTop, kolTo MOxe 1a Bn npaBn No-4yBCTBHUTENHH KbM Bb3MOXKHH HEXKENAHH
pPEeaKLHu.

Koncyntupaitte ce ¢ Bawns nekap unn gapmauesT koa HavaaHa no3a Ponyuao e naii-nobpa 3a Bac.

BawuaT jexap MoXe Aa pelud aa Bu npeanume Hali-HuckaTa aosa (5 mg), axo:

— CTE OT A3HATCKH NMPOH3XO0A (ANOHCKH, KUTAHCKH, PUITHNHHCKH, BHETHAMCKH, KOPEHCKH H
HHIHUACKH).

- cTe Hag 70-roaHLIHA BL3IPACT.

- uMare ymepenH 0nu0peunn npobnemn.

— CTE HIMOXKEHH HA PUCK OT MYCKYJIHH BONKKN (MUOTATH).

YBEIVMUYESHHUE HA A03aTa U MAKCHMaJIHa JHEBHA 1038

BauwinaT nexap MoxXe Aa pewd na ysenuuu ao3ata Bu. Toea ce npaeu, 3a 1a npueMare KONMUECTBO Ba
Ponyuno, xoeto € noaxoaauio 3a Bac. Axo cTe 3anouHanu ¢ no3a oT 5 mg, Bawmuart nexap Moxe a
petiy na A yasou 1o 10 mg, cien roea go 20 mg ¥ cnen toea no 40 mg, ako € HeobXoAUMO, AKO CTe
3arnoyHank ¢ 10 mg, Bawnsat nekap Moxe aa pely aa 1 yasou 10 20 mg u cnex rosa a0 40 mg, ako €
HeoOxoaumo. Llle Ma NpoMeXxAYTHK OT YETHPHU CEIMHULIM MEXY BCAKA KOPEKLIMA HA 103aTa.

MakcumanHara AHeBHa 103a Ha Ponyuno ¢ 40 mg. T9 € camo 3a naudeHTH ¢ BUCOKHK HHBA Ha
X0JECTEPOS H BUCOK PUCK OT CbpACUYEH NPHCTBN WK HHCYJT, YMHTO HUBA HA XOJIECTEPOIA HE CE
NOHWKABAT JOCTATb4YHO ¢ 20 mg.

Ako npuemame Ponyuoo 3a Hamaireane Ha pucka om CopOeHen nPUCHbA, UHCYIM U1
CEBPIAHUME C MAX 30PAEOCTOGHH NPOO.IeMiL; @W no
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[lpenopbunTentara no3a € 20 mg aHeBHO. Bunpeku ToBa BamusaT nekap Moxe 1
M0-HUCKA 1034a, aKO € HATHLIE HAKO#H OT (aKTOPHTE, CIOMEHATH TI0-TOPE.




Ynorpeba npH Aeua H WWHOLLH

JTI030BHAT AHANA30H MPH Jela H IOHOIIH Ha Bb3pacT oT 6 50 17 roguHy e ot 5 no 20 mg BEAHBXK
anesHo. O6uualiHaTa Ha4anHa no3a € 5 mg AHEBHO. Bawuuar Jiekap MOXe MOCTENCHHO A& YBEAHYH
po3ara Bu, 3a 12 HaMepH NOAXOAALLIOTO KONHYecTBO Ha Pomyuno 3a Bac. MakcumanHarta AHeBHA 1032
Ha Porrynao e 10 unn 20 mg 3a aena Ha Bb3pact oT 6 10 17 roAMHH B 3aBUCHMOCT OT JIEKYBAHOTO
cveToadue. [Ipuemaiite 1o3ata cu BeaHbsX aHesHo. Poriynno 40 mg tabneTky He TpsadBa aa ce

H3MOJI3BA OT ACLA.

[Ipuemane HA TaONeTKHTE
["1bTHeTe TabneTkara uana ¢ yawia poaa.

MpuemaiiTe Ponynao Beanbk AHEBHO.
Moske 1a s npueMaTe No BCAKO BpEME Ha AeHA CbC WM Oe3 xpaHa. OnuTtaiiTe ce Aa npueMare
tabneTkaTa no eIHo U ChLUIO BpeMe BCEKU ACH, KOeTo wie B¥ noMorHe aa ro 3amoMHHTE.

Pea0BHO NPOCICIABAHE HA X0JE€CTEPO.JIA

BaxxHO e Oa nocemarare Baiiina nekap 3a pe10BRO NpoCReAABaHE HAa XOJECTEPOa, 3a 1a ¢T¢
CUFYPHH, € xonecTepoabT BH € 10CTHIHAN H OCTaBa Ha NPaBHIHOTO HUBO.

Bawu1aT nexap MOXe Na peild Na yBeauuHd no3ata By, Taka ye 1a npuemare KONHYECTBO HA Pomyuno,
KOeTO € noaxoasuo 3a Bac.

AK0 cTe npuean nosede ot Heobxoaumara no3a Portynao
Cprpxerte ce ¢ Bamua nexap unu Hait-bnu3karta 601HHLA 3a CHBET.

AKo nocrenuTe B SOJHKLA WIH MONYyYaBaTe EUEHHE 3a APYTo ChCTOAKHE, HHopMypaiTe
MEIULMHCKKA NepcoHan, ye npieMare Pomynno.

AKO CTe nponycHalH aa npuemere Ponynao
He ce npuTecHsBaiiTe, NpocTo NpHeMETE CieaBallaTa 203a B NpaBHIHOTO Bpeme. He B3emaiiTe
ABOMHa A03a, 32 1a KOMIIEHCHpaTe NponycHarara 103a.

AKO cTe cnipend npHuemMa Ha Ponyuao
[loBOopete ¢ Bammnsa nekap, ako Uckare aa cnpere npueMa Ha Pormyuno. Husara Ha xonectepon Morar

aa c€ yBenIH4atr OTHOBRO, aKO CIIPETE 1a NPHEMATE PDI’I}(HHD.

A KO UMaTe HAKAKBH AOIBbJIHUTETHU BBIIPOCH, CBbP3aHHM ¢ ynoTpedarta Ha TOBa NEKAPCTBO, NONUTAATE
Bamns nekap unu gpapmaueBT.

4. BL3MOKHHN HEXEJIAHH peaKuudu

KakTo BCHYKH NiekapcTBa, TOBA JIEKAPCTBO MOXE A3 NPEAH3BUKA HEXKEIIaHH PEeaKLiHH, BbIIPEKH e He
BCEKH M NOJTy4aBa.

BaxkHO € J1a 3HAETE KaKBH Ca T€3M HEXENaHH peakllun. Te OOHMKHOBEHO ca ieKH U U34e3BAT Clel
KpaTbK NEPHOA OT BpPEMe.

Cnpete npuema Ha Ponyuao 1 noTspeeTe He3abaBHO MEAHUHHCKA NOMOIL, aKO HMATE HAKOA OT

CNEIHHUTE ANEPruiHU PEAKUUNU:

— 3aTPYAHEHO JullIaHe Che WK 6e3 ModyRaHe HA JIMLETO, YCTHHTE, €3WKa H/HIH IbpNoTo;

- MoJyBaHe Ha THLETO, YCTHUTE, €3MKa W/ WIH I'bPJIOTO, KOETO MOXKE 1A NPHYHHH 3aTPY AHEHH
MPK NPernbllaHe;

— CHUNEH KOXEH chpOex (¢ u3anbKHaN OOPHB);

— YEPBEHWKABH, HCHAAUI HATH, MOJOOHN Ha MHLLIEHA WIM KPBIH NETHAa MO TAIOTO
LHEHTPAIHO Pa3NOJIOMKEHH MeXyPH, OelleHe Ha K0XaTa, A3BK B YCTaTa, I'bplioTo
FeHHTAJIMUTE K OuUHuTE, T€3H CepruO3HH KOXKHH OOpHUBH MOFaT Aa Ce Nnpeglie
TEMIEPATypa U rpunonoAcOHH cMMNTOMH (CHHAPOM Ha CTHBBHC JDKOHCHH

— ob1MpeH oOpUB, BUCOKA TENIECHA TEMINIEPATYPA H YBENWYEHH JTHMGHH BB




WM CHHAPOM Ha JleKapCTBEHA CBPBXYYBCTBHTENHOCT).

Cbuio Taka cnpete npiema Ha Ponyuao u ropopere ¢ Bauunsa nexap nezabasHo:

— AKO KMAaTe HAKAKBH HeoOHuaiHH G0JIKH B MYCKYJIMTE, KOHTO NPOABJIKABAT MO-ABAFO OT
04YaKBAHOTO. MYCKYJTHUTE CUMIITOMH €A NO-YECTH TIPH A€UA U FOHOIHH, OTKOJIKOTO MMPH
Bb3pacTHH. KakTo » npu Apyru CTaTHHH, MHOTO MATbK Opoit xopa ca HMaH HENPHATHH
MYCKYJHH €(DEKTH M PAIKO €a ce PAa3BUBAIN B NOTEHLUHAITHO )KHBOTO3ACTPALLABALLO MYCKYJTHO
yBpeKAaHE, UIBECTHO KATO paboomuonusa.

— AKO NONYHYHTE pa3KbCBAHE HA MYCKYJL.
— AKO HMaTe CHHAPOM, HanoaoOaBaL Jynyc (BKIOUHTENHO 0OpHB, CTABHH HApYLIEHHUA H
edexTH BbPXY KPbBHUTE KIETKH).

YecTH HEXKETAHH peakuru (MoraT aa 3acerHat Mexay 1 na 10 n 1 na 100 naunenTn):

— ['naBobonue

— bosiku B cTOMaxa

-~ 3anek

- ['anese

— MycKyJIHA OONKH

~ YyBCTBO 33 OTNAAHAIOCT
- BreHe Ha cBaT

- YBeenuyaraHe Ha KOJIUYECTBOTO HA MPOTEHH B YPHUHATA — TO OOUKHOBEHO CE HOPMAIM3HpPa OT
caMo cebe cu Oe3 aa ce Hanmara Ja cnuparte npuema Ha Ponmyuno tabnetku (camo Ponynao 40

mg)
— Hua6et. Toba € No-BepOATHO, aKO MMATE BUCOKKH HHBA Ha 3aXxap W MasHMHH B KPbBTA, aKo CTE €

HAJHOPMEHO TETJIO H UMAaTe BUCOKO KPBBHO HanAraHe. Bawnat nekap we Bu Habnionaba,
AOKATO MpHUeMaTe TOBa JIEKAPCTRO.

HeuecTH HexeNlaHH peakuHH (MoraT aa 3acerHat mexay 1 Ha 100 u I Ha 1 000 naunenT™):

— OG6puB, CbpOEXK WIK APYId KOXHH peakLHH

— YBeMuaBaHe Ha KOTHUYECTBOTO HA NPOTECHH B YPUHATA — TO 0OMKHOBEHO C€ HOpPMaIH3Hpa OT
caMo cebe cu Bes na ce Hanara aa cnuparte npHemMa Ha Ponynao tabnerky (camo Ponyuao 5 mg,
10 mg u 20 mg).

Peaxy Hexenann peakuHy (morat Aa 3acerHat mexay 1 va 1 000 u 1 ua 10 000 nannenTtn):

- Texka anepruyHa peakiMa — MpH3HAIIATE BKIKOYBAT NOAYBAHE HA IKLETO, YCTHHUTE, €3HKA
W/ WK TbpIIOTO, 3aTPYAHEHO NperTbILAHE U AHIIAHE, TEXbK ChpOex Ha koxara (¢ penedHH
byuku). AKO cMATATE, Ye HMATE aJlIepruyHa peaKknHs, cnpete npuema Ha Ponywio u
MOTLPCETE He3abaBHO MEAYLIMHCKA NOMOLLL

— MyCKyNHO yBpeKAaHE NPH BB3PACTHH — KaTo NpE¢Ana3Ha Mapka, cnpere npueMa Ha Ponyuao
H ropopere ¢ Bauwus nexkap HezabaBHoO, aK0 HMATE HAKAKBH HeODHYaAHHH 60NKK HIIH
60/IKH B MYCKYJIHTE, KOUTO NPOAbL/KABAT NO-ABATO OT OYaKBaHOTO.

— CnnHa 601Ka B cTOMaxa (Bb3NaNEHHE Ha [IaHKpeaca).
- YBEeNUYEHHE HA YEPHOAPOOHUTE €H3UMHU B KPBBTA.
— [To-necHoO KbpPBEHE WM KPbBOHACAJAHE OT HOPMAJHOTO [10paJyd HUCKOTO HUBO HA TPOMOOLHTH.

— Cuujapom, HarmoaoOssail Aynyc (BKIIOUUTENHO 00pUB, CTABHU HAPYLIEHUA W EPEKTH BLPXY
KPBBHHUTE KIETKH).

MHoro peAKH HeXKeTaHU peakllHH (MoraT Aa 3acerHat no-mManko ot 1 1a 10 000 naunenTs):
— Kbarennua (MOXBATABAHE HA KOXKATA U OUHTE);

— XenatuT (Bb3naneHue Ha YepHUs apob);

— Cneam oT KpbB B YPHHATA,;

— YBpéexkaHe Ha HEPBUTE HA PBLLETE H KpaKaTa (KaTo U3TpbIBaHe);
~ bonk# B cTaBHTE;

— 3aryba Ha namer;




— VroneMsiBaHe Ha MbpJIUTE NPU MbXeTe (T'MHEKOMACTHSA ).

HexelanHTe peAKHHH ¢ HEM3BECTHA YeCTOTA MOraT A2 BKJIKYBAT!

— Huapus (peaKku M3NpaKHEeHHs );

- Kaununa;

- 3axyx;

- OTok (rnoayBade),

- HapyieHna Ha ¢bHA, BKAIOYHMTENHO OE€3ChHUE H KOLLIMAPM:;

- Cekcyanim npodnemu;

~ Henpecns;

— [TpoGsieMyU ¢ AUILIAHETO, BKIIOUMTENHO YIIOPHTA KaULUTHLIA W/UNH HEAOCTHT Ha BB3AyX WIH
BUCOKA TeMMeparypa;

- HapaHsaBaHe Ha CyxOoxuiue;

— MyckynHa cnabocT, KOATO € NMOCTOAHHA;

- Muactenns rpasuc (3abonsaBaHe, NpUUHHABALILO 0011a MYCKYJIHA C1aboCT, B HAKOH Cny4au
BKTIOYBALLA H MYCKYAHKTE, KOUTO YHacTBaT MpPH AHLLAHETO);

- OuyHa MuacTeHun (3a00ABaHe, NMPUYUHABALIO CNAadOCT HA OUHUA MYCKY).

I'oBopeTte ¢ Baluud nekap, ako ¥3nuTBaTe cnaboCT B pblUETE HIIH KpaKaTa, KOSTO C€ BjlollaBa CJiel
NMEepHOAN Ha AKTHBHOCT, UMaTe ABONHHO BHXJaHE WIH YBHCBAHE HA KIENAYHTE, 3aTPYAHEHO

MpPETAbLIAHE HITH 3a0YX,

CrobmaBaHe HA HEXXEJIAHH PeaKLIHH:

AKO NOJIYYHTE HAKAKBH HEXKENAHHK peakUunH, ysenoMeTe Bawuvsa nekap wiu papmauesT. Tosa
BKJIIOYBA BCHYKH BB3MOXHH HEOMHCAaHH B Ta3H JIMCTOBKA HEXENaHW peakuun. MoxeTe cbllto Aa
CHOOUIMTE HEXENAHK PEaKLHH JHPEKTHO Ypes:

M3nbaHUTENHa areHums o aexapereara

yn. . Jamsau I'pyes” Ne 8

1303 Copus

Ted.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cbho0asare HexenaHd peakliiy, MOXKeTe 1a AaJeTe CBOS MPHHOC 3a NONYyYaBaHe Ha NOBEYE
uH(popMaLUA OTHOCHO 6€30MaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpaussate Ponyngo

Ja ce CxXpaHABa HA MACTO, HEJOCTLITHO 34 AcLia.

He n3non3BaiiTe TOBa NEKapCTBO CNIEA CPOKA HA FOAHOCT, OTOEN3aH BbPXY KapTOHEHaTa ONakoBKa H
baucrepa cned ,,l oaex 5o:*“. CpoKbT Ha TOAHOCT OTTOBapA Ha NOCAENHHA IE€H OT NOCOYEHHA MECELL.
To3u nekapCTBEH NMPOAYKT HE HAIMCKBA CTIELHANIHM YCITOBHA 33 ChbXpaHEHHE,

He u3xpbpnaifite nekapceTBaTa B KAHANW3aALHATA WK B KOHTEHHEPA 32 AOMAUIHN OTRAABLLH.
[Tonuratite Bawuna dpapmalieBT Kak Aa HIXBbPAATE JIEKAPCTBATa, KOUTO BeYe HE M3non3sare. Tesn

MCPKH LIE CITOMOTHAT 34 ONMd3BdHE Ha OKOJIHaTa Cpclid.

6. Chbapp:KaHHe HA ONAKOBKATA H JONBJAHUTETHA HHPOPMALHSA

Kaxso chabpxa Ponynao

- AKTHBHOTO BELIECTBO € PO3YBACTaTHH.
Bceaka gunMupaHa tabaetka craspka S mg, 10 mg, 20 mg unu 40 mg posysacTat
poO3yBacTaTHH Kanuui).

— JpyruTe CbCTaBKH Ca:

ChpueBuHa Ha TAbJIeTKATA: MUKPOKPUCTANIHA LIENYNI03a,




KonouaeH 6e3BOCH CHIHLHMER IHOKCHA, KPOCNOBHIOH, JIAKTO3a MOHOXHAPAT, MArHE3IHEB CTEapar.
[lokpHTHe HA TabNeTKATA: XMITPOMENO3a, TUTaHOB AHokcuA (E171), 1akTo3a MOHOXMApaT,
TPHALIETHH, XBJT ¥kesiezeH okcha (E172) (camo npu TabneTku OT 5 mg), 4epBeH XKeENe3eH OKCUI
(E172) (npu tabnetkn or 10 mg, 20 mg u 40 mg).

Kax narsexaa Ponyuao v KAKBO ChAbPXKa ONaKoBKATa

Pomynao 5 mg punMupaHn TabneTku: XbATH KPBIild, ABOHHOW3TBKHANH (PUIMHPAHU TAONETKH C
penedHo o6o3HaueHue ,,ROS* Han .5 o eaHara cTpaHa, ¢ IHaMeTbLp 7 mm.

Pontyuno 10 mg punMupany tabneTku: po30BH KPbriy, ABOAHON3INBLKHANM (PUIMHPAHH TAONETKH C
penedHo oboznaueHue ,,ROS* naa ,,10“ ot eaHara cTpaua, ¢ AMaMeTsp 7 mm.

Pomyuno 20 mg dunmupany 1abaeTku: pO3OBHM KPbIUIH, ABOHHOH3IMbKHANN QUIMHPAHH TabNETKH C
penegHo obo3Hayenue ,,ROS* Han ,,20 or eaHaTa crpaHa, ¢ avameTsp 9 mm.

Pormynno 40 mg punmMupanu tabneTkd: po3oBH eJIMNCOBUAHHK, ABOHHOUIMEKHAIN PUIMHpaHH
TtabneTku ¢ penedHo obo3navenue ,,ROS" or enanara crpana v ,,40“ ot apyrara, ¢ pasmepn 6,8 x 11,4

mm,
OunMupaHdTe TabNETKH ca ONAaKOBaHU B ATyMHHUI/anyMuHueBy dMcTepu.
[Ipeanarar ce kyTuu, ceabpxawy 28 u 30 puamupanu Tabnerku B SaHCTEPH.
He BCHUKHM BHOOBE ONAKOBKYU MOrar ga ObaaT NyCHATH Ha asapa.

[MpuTexaTen HA pa3pelleHHeTo 3a ynoTpeba U NPOH3BOAHTEN
ALKALOID-INT d.o.o.,

Slandrova ulica 4,

1231 Ljubljana-Crnu¢e, CnoBeHus

Ten.: +386 1 30042 90

¢akc: +386 1 300 42 91
uMeiin: infor@alkaloid.si

Tosa nexkapcTBO € paspelleHo B AbPKaBHTE-WIeHKH Ha EpponelickaTa HKOHOMHYECKA
obwHOCT M O6eanHeHoTO KpancTBo (CepepHa UpraHaus) noa ¢JIEAHHTE HMEHA:

HaHus Rosuvastatin Alkaloid-INT

buirapus Ropuido 5 mg film-coated tablets /

Pormrynao 5 mg ¢punMupaHu TabNeTKH
Ropuido 10 mg film-coated tablets /
Ponyuno 10 mg ¢punmupanu tabnerku
Ropuido 20 mg film-coated tablets /
Pormryuno 20 mg ¢punmMupary tabneTku
Ropuido 40 mg film-coated tablets /
Pormyuno 40 mg punMupaHy tabnetkn

XbpBaTHs Ropuido 5 mg filmom obloZene tablete
Ropuido 10 mg filmom obloZene tablete
Ropuido 20 mg filmom obloZene tablete

Ropuido 40 mg filmom obloZene tablete

YHrapug Ropuido 5 mg filmtabletta
Ropuido 10 mg filmtabletta
Ropuido 20 mg filmtabletta
Ropuido 40 mg filmtabletta




CnoBeHuA Ropuido 5 mg filmsko obloZene tablete
Ropuido 10 mg filmsko obloZene tablete
Ropuido 20 mg filmsko obloZene tablete
Ropuido 40 mg filmsko obloZene tablete

O6enuHEHO KPAJICTBO
(Cesepra Mipnanang) Ropuido 5 mg film-coated tablets
Ropuido 10 mg film-coated tablets

Ropuido 20 mg film-coated tablets
Ropuido 40 mg film-coated tablets

JlaTa Ha moCIeHO NpepasIraexkaaHe Ha JTHCTOBKATA
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