 M3NTBNHWUTENHA ATEHLIAA N0 NEKAPCTBATA

JlucmobBka [lpusocxenue 2

JIucroBka: nHpopmauus 3a

Ponyuno S mg punamupanuea0aerk . ..
Ropuido 5 mg film-coated tablets _ » ;27 9 ..J';?/Z L -04- 2024

A

Ponyuso 10 mg ¢puamupany BGEAME, e L S o R o
Ropuido 10 mg film-coated tabletse V- .. ... ssnsssssaf/ssnssnsssnsassussosassssssassas
Ponynao 20 mg puamupanu TabjieTkH
Ropuido 20 mg film-coated tablets
Ponyunao 40 mg puamupanu tadJieTku

Ropuido 40 mg film-coated tablets

po3yBacTaTvH (rosuvastatin)

[Ipouerere BHHMATE/IHO UNJIATA JJHCTOBKA, NPEAH Aa 3aM04HeTe A2 NPpHeMAaTe TOBA JIeKapCcTBO,
ThH KaTo T8 CbAbPIKA BaxkHa 32 Bac undopmauus.

- 3anasere Ta3u AMCTOBKAa. MOXKe Aa ce HaN0XKH Aa s NPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH AOMbJAHUTE/IHK BbIPOCH, NonutaiTe Bawus nekap wiv papmauesr.

- Tosa nekapcTBO € npeanucano aMuHO Ha Bac. He ro npeorcrbnsaire Ha apyru xopa. To moxe
Ja UM HaBpeAH, HE3aBUCHUMO Y€ NMPU3HALMTE Ha TAXHOTO 3a0onaBaHe ca CbhlUuTe KaTo Bawure.

- AKO NOJYUYUTE HIKAKBU HEXCE/aHW peakuunu, yseaomere Bawua nexap unu ¢papmauest. Tosa
BKJIKOUYBA BCHYKH Bb3MOIKHH HEONMUCAHM B Ta3M JIMCTOBKA HEXe/laHU peakuuu. Brokre Touka 4.

KakBo ¢baAbpPAKAa TA3H JIHCTOBKA

KakBo npejcrasiasasa Ponyuao U 3a KakBO ce U3o0J13Ba
Kakso TpsaOBa aa 3Haere, npeau aa npuemere Ponyuao

Kak pa npuemare Ponyuao

Bb3MOMKHH HEKENAHU peaKLHK

Kak aa coxpanasare Ponyuao

CbAbpKaHKE HA ONAKOBKATa U J0MbJIHMTENHA HHDOpMaLMs

ol il sl - 4~

& KaksBo npeacrasiasasa Ponyuao n 3a KakBo ce H3M0/13Ba
Ponynao npyHaaieKy KbM rpyrna JieKapcTsa, HapedeHH CTaTHHH,
[Ipeanucan Bu e Ponynao, 3amoro:

HMmare BUCOKO HHBO Ha XOJICCTECPOJI. Toea O3Ha4aBa, 4€ CTC HU3JIOJKEHH Ha PHCK OT CbpPACHCH IMNPHCTDBII
HJIH UHCVIIT. PG[‘I}’H,’IO C€ U3MOoJ3Ba MNpy Bb3paCTHH, OHOLUHU H A€La Ha Bb3pacT 6 WM noBevye roauHH
34 JICHCHHEC Hd BHCOK XDIIECTQ]JDH.EHHH CTC NOCHBECTBAHH J1a NPHEMATC CTATHH, TbH KaTo [MpoOMsaHAaTa
Ha Bawara auera u YBCJIHHABAHCTO HA (I}H'EHL{I.?CKHTB yNnpaxxKHCHHUA HC Ca OMIH NOCTATBhYHH 34

KOpUMIrMpaHe Ha HUBaTa Ha xonecrepoa. Tpsdsa aa npoAb/IKUTE XOJIECTEPOJI-NMOHMKABALLIATA AHETa K
(pU3UYECKHUTE YIIPaXKHEHUs, A0KAaTO npuemare Ponyuao.

HJIH

® MUmate u apyru pakTopu, KOMTO YBE/JIMYABAT PUCKA OT CbPACUYEH MPUCTBI, HHCYJIT UIIH
CBbP3aHUTE C TAX 3APaBOCIOBHH 1podiiemHu.

CBpACUHHUAT NPUCTBI, UHCYATHT U ApYruTe npodnemy morat aa ObaaT NpUUYKUHEHHU OT 3a00JIsIBaHE,

Hape4YeHo aTepocK/ieposa. ATepocKiiepos3ara ce Ab/HKH Ha HATPYIBaHE HA MACTHHU OTJ1araHus
apTepPHUMTE.

3amo0 e BAXKHO 12 NPOABLIKHTE 1a npuemarte Ponynao
Ponyuao ce u3nos3ea 3a KOpUrupaHe Ha HUBaTa Ha MaCTHH BELLECTBA B KPbBTA,
HaM-pa3NpPOCTPAHEHOTO OT KOUTO € XOJAECTEPOl.



MMma pas/iinuHu BH0BE XOJIECTEPO B KpbBTa — ,jiow* xonectepos (LDL-C) u ,,006Bp* xonecrepon
(HDL-C).

Pornynao MoKe a Hamasii ,,J10LWMA™ X0JIECTEPO M 1 YBEIHYH ,,100pusa™ xonecTepou.
To paGoru kaTo nomara aa ce 610KHpa NPOU3BOACTBOTO Ha ,,JIOLUMA™ XosecTepon OT Ta10To Bu. To
CbLLO Taka noaodpsBa cnocoOHOCTTAa Ha opraHu3ma Bu na ro npemaxsa OT KpbBTa,

[Tpu noBeuyeTo XOpa BUCOKUTE HUBA HA XOJIECTEPOJIAa HE MPOMEHAT HaYKHHa, MO KOWTO T€ Ce€ YyBCTBAT,
3aLL0TO HE NPEAH3BUKBAT HUKAKBH CUMITTOMHK. HO aKo ce OCTaBsT HeJIeKyBaHH, MACTHUTE OTJlaraHus
MOTAT /1a C€ HATPYynaT rno CTEHUTE HA KPbBOHOCHUTE CbA0OBE, KOETO BOAH A0 TAXHOTO CTECHABAHE.

[loHsikOora T€3u CTECHEHH KPbBOHOCHHM Cb10BE MOrar Aa ce 3anyliart, KOeTo MOXKe aa rnpeyCcraHOBH
KpbBOCHA01IBAHETO HA CbPLIETO MM MO3bKA M Aa A0Beae A0 UH(DAPKT WK HHCYAT. C NOHW)KaBaHEe Ha
HUBATA HA XOJIECTEPOJIa MOXKE Ja ¢€ HaMaJlu PUCKDBT OT CbPAEUYEH IMPUCTDIT, HHCYJIT WIH CBHP3aHHUTE C
TAX 3/1paBOCJIOBHH MPOONEMH.

TpsaGea na npoabikuTe Aa npuemare Ponynao, 10pH ako XonecTeposibT € J0CTHIHA 10
MPaBUIHOTO HUBO, ThH KaTO TOBA LUE NPEAOTBPATH HOBO NOKAYBaHe HA HUBATA HA X0JIeCTEpPoJIa U
HATpYrNBaHe Ha MAacTHU oTaaraHus. Bonpexku Tosa, TpsbBa na cnpere npvema, ako Bawuar sekap Bu
Ka)ke Ja ro HanpasBuTe WK ako 3adpemeHeere.

2. Kakso TpsOBa aa 3Haere, npean aa npuemere Ponyunao

He npuemaiite Ponynao

— AKO CTe AJIEPrHYHH KbM PO3YBACTATHH WM KbM HSKOS OT OCTaHaJIMTe CbCTaBKH Ha TOBA
nekapcTBo (M30poeHHu B TOUKa 6).

= aKko cTe OpemeHHa UaM Kepmure. Ako 3abpemeHeere, 10KaTo npuemMare Ponyuao, cnpere aa
ro npuemMare BeaHara u cbo0were na Bammus nexkap. XKeHure Tpsabea na u3darear
3a0peMeHsBaHe, A0KaTO npuemar Ponyuao, Kato U3noa3BaT NoAXoAslla KOHTpALENLHsA (BHXKTe
. bPEMEHHOCT U KbpMmeHe™).

~ AKO HMaTe 3a00/iiBaHe HA YepPHHHA APOD.

— AKO HMaTe cepHO3HH npodJemu ¢ ObOpeunre.

- AKO HMAaTe NOBTAPSILUH C€ HJIH HEOOSICHHMH MYCKYJIHH 00JIKH.

- AKO npuemMare jekapcrseHa KomOuHauus coocOyBup/BennaTacBup/BOKCHIANPEBUP

(M3non3BaHa 3a BUpycHa HHQeKuMs Ha yepHusa apo0, HapeuyeHa xenatur C). aKO npHemare
JERAPCTBO, HAPEYeHO UHKJIOCNOPHH (M3110J13Ba C€ HarnpyuMmep cjiell TpaHCIUIaHTauKusa Ha
OpraH).
AKO HaAKOe OT U30poeHuTe no-rope ce orHacs 3a Bac (unu ako ce cbMHsABaTe), Mo, nocerere Bawus
nekap.

B ronbinenne, He npuemaiite Ponynao 40 mg (nai-Bucokara 103a):

— aKo uMarTe ymepeHu Ob0peunn npobaemu (ako ce CbMHsBaTe, MOJIA, MonuranTe Bawus
neKap).

- AKO WWHTOBHAHATA Bh Kje3a He PyHKLUMOHHPA HOPMAJTHO.

- AKO CT€ HMAJIH NOBTAPSIIH C€ HJIH HEOOACHHMH MYCKYJIHH O0JIKH, JIMYHA WK (paMHIIHA
aHaMHe3a 3a MYCKY/IHU NpoOJsieMH, WK NPeaxoXx/aalla aHaMHe3a 3a MYCKYJIHU Npo0JieMH,
KOraTo CT€ rnpuemalii Apyru JeKapcTsa 3a NnoHH)KaBaHe Ha xoJiectepoda.

-~ AKO peJ0BHO NMHETEe roJiIiMO KOJHYeCTBO AJIKO0XO0J1.

— AKO CTe OT a3HATCKH NPOHU3X0] (ANOHCKH, KHTAWCKH, QUIHINUHCKHA, BUETHAMCKH, KOPEHCKH H

- UHAUHUCKH ).

- AKO NpHEMAaTe APYIH JIeKapcTBa, Hapedenn ¢udpaTH, 3a NOHWKABAHE Ha

AKO HSKOE OT U30poeHuTe 1o-rope ce oTHacs 3a Bac (Mnu ako ce CbMHSBaTe), MO
Bawusn nexap.

[Ipeaynpemaenusn nu npeanasHu MepKH



["loBopere ¢ Bawus nekap wiau papmauest, npeaud aa npyemere Pornyuao:

~ aKo umarte npoodJsemu ¢ ObOpennre.

- AKO uMarTe npodJiemMHu ¢ HepHus Apoo.

- AKO HMATE HJIH ¢Te HMAJIH MHAacTeHHs (3a0osisiBaHe, KOETO ce NnposBsBa ¢ oduwa MycKy/iHa
¢1a00CT, B HAKOM C/yvyad BKJIKOUBALLA U MYCKYJIUTE, KOMTO Y4acTBAT MPH AMLLIAHETO), WK
O4uHA MHacTeHus (3adonsBaHe, NPUUHUHABALLO €1adOCT HA OYHHUS MYCKYJ1), TbH KaTO CTATHHHUTE
MOHAKOra MOraT aa Bjowar 3ab0/is1IBAHETO WM Aa AOBEAAT /10 NOsBa HA MUACTEHHUA (BXK. TOYKa
4).

— AKO CT€ HMAJIM NOBTAPSIIIH C€ HJIH HeOOSICHHMH MYCKYJIHH 00JIKH, IM4YHA WIH (pamMuiIHa
aHamMHes3a 3a MYCKYJIHU NpoOnemMu, WK Npeaxok/aallla aHaMHesa 3a MYCKYJIHH Mpo0/eMH,
KOIaTo CTe rpueMalin Apyru JieKapcTea 3a NoHWKaBaHe Ha xonecrteposa. [ osopere ¢ Bawius
nekap HezabaBHO, akKO UMaTe HEOOACHUMH MYCKYJIHHA OO/IKH, 0OCOOEHO aKO He Ce YyBCTBATE
100pe nan umarte BUucoka temneparypa. Copwio Taka HHpopMupanTe Bawus nekap wiu
dapmaueBT, ako UMaTe MyCKyJiHa c1abocCT, KOATO € NOCTOAHHA.

— AKO HSIKOra ¢Te HMAJIH TEeKbK KOKeH oOOpuB HH Oe/ieHe HA KOKaTa, NOSABA HA MEXYPH
H/HJIH SI3BH B YCTATA CJIe[ [PUEM Ha pO3yBacTaTHH WM APYrd CBbpP3aHH JIEKapCTBa.

— AKO PeA0BHO NMHETE IroJIiMO KOJIHYECTBO AJKOXOJI.

- AKO HTOBHAHATA BH Kie3a He PyHKUMOHUPA HOPMATHO.

- AKO rnpuemare Apyrd JiekapcTsa, HapeyeHu (pubpaTH, 3a NOHUIKABAHE Ha XOJIecTepoJia.

[ IpoueTeTe BHUMATEHO Ta3H JIMCTOBKA, AOPH aKO NMpeau CTe NpUemManu Apyry JeKapcTaa 3a
BMCOK XOJ1€CTEPOI.

~ AKO npHeMare JeKapcrsa, H3noJsBann 3a jJevyende Ha HIV undexuns, Hanpumep
PUTOHABUP C JIONUHABUP W/WIK aTa3zaHaBup, BuaKTe ,,JApyru nekapcerea U Ponynno®.

- AKO NpHeMAaTe HJIH CTe PHEeMAJIH Npe3 NOoCJeAHHTE 7 IHH JIEKAPCTBO, HAPEYEHO
¢y3ua0Ba KuceanHa (JexkapcTro 3a OaxkrepuasiHa HH(PEKLHSA), NePOPaTHO HITH Ypes3
nHikekTupane. KomOunauusTa ot ¢py3uaosa kucenuHa u Pornyuao moxe na nqoseae ao
CEPUO3HHU MYCKYJIHH npoOnemu (pabaomuonusa). Moas, suxre ,, Jlpyru nekapcrsa u
Pornynao™.

- ako cre Haa 70 roanuy (T KaTo BawwmaT nexkap Tpadsa aa v3depe npaBuiHaTa HavyaaHa J103a
Ha Ponyuao 3a Bac)

- AKO HMATE TE/KKA AHXATE/HA HEAOCTATHLYHOCT.

~ AKO €Te OT A3HATCKH NPOU3X0J — ANOHCKH, KHTAHCKHU, QHIIMNUHCKH, BUETHAMCKH, KOPEUCKH H
MHAMUCKH. BawuaT nexap TpsadOBa na uzdepe npapu/iiHaTa HavasHa a03a Ha Ponyuao 3a Bac.

AKO HAKOE OT H30POEHHUTE NO-rope ce OTHacs 3a Bac (MM ako HE CTE€ CUIYpPHH):

~ He npuemaiite Ponynao 40 mg (Haii-BucokaTa 4034) H ce KOHCYJATHpalTe ¢ Bamua aekap
HJH (papmauesT, NPeAH A 3aN0YHETE 1a NpHeMaTe KaKBaTo H /1a e A03a oT Ponyuo.

[Tpu neuenue ¢ Ponynao ce cpoluuaea 3a CepUO3HH KOXKHHU peakLMy, BKJIKOYBALLK CUHAPOM Ha
CtuBbHC [DKOHCBH M IekapcTBeHA peakuus ¢ eo3uHoduus u cucteMud cuMnToMu (DRESS) .
Cnpere ynorpedara Ha Ponyuao v norbpcere HezabaBHO MEAMLIMHCKA MOMOLL, aKko 3a0enexxure
HAKOH OT CUMITTOMMUTE, ONKCAaHU B TOUYKa 4.

[Ipu Masbk OpoH XOpa cTaTUHUTE MOrarT Aa 3acerHar yepHus apod. Tosa ce onpeaens OT nNpocTo
U3CJIEABAHE, KOETO ThPCH MNOBHULLUEHW HMBA HA YepHOAPOOHUTE eH3MMHU B KpbBTa. [lopaau Tasu
npuurHa Bawmar nekap OOMKHOBEHO LUE U3BbPLLM TOBA KPBbBHO M3C/ieABaHe (M3C/eABaHe Ha
yepHoOApOoOHATA (PYHKLMA) NPEAH U NO BPEME Ha JieueHueTo ¢ Ponyuao.

JlokaTto npuemare ToBa sekapeTso, Bawuar nekap we Bu nabnrogaBa BHUMaTeIHO, ako uMate auabder
WK CTE M3N0XKEHH HA PUCK OT pa3BUTHE Ha anaber. BEpoATHO € [1a CTe U310XKEHH HAa PUCK OT
pa3BUTHE HA AHA0ET, aKO UMATe BUCOKH HMBA HA 3aXap U Ma3HWHH B KPbBTA, aKO CTE ‘.:""'i":"" %
TEr10 U UMATE BUCOKO KPbBHO HajsraHe. vg‘c.““m o ,

2 %
Jdeuna u 1oHoWwH é.s ‘E’é
i AKO NAUHEHTHT € HA Bb3pacT noa 6 roannu: Ponynao He tpsadsa aa cq(ngs g6t > |
FOAMLUIHA Bb3pacT. * /)
2 &/



AKO NAHEHTHT € HAa Bb3pacT noA 18 roaunu: Ponynao 40 mg tabnerku He ca noaXoasALLH
3a ynorpeda npu aeua v KHOWHKU noa | 8-rogyiuHa Bb3pacT.

Jpyru aekapersa u Ponyuao
Mnudbopmupaiite Bawuns nekap wiau ¢papmauesT, ako npueMare, HaCKOpo CT€ MPUEMAJIH UK €
Bb3MOXKHO Aa fpuemare JApyru JekapcTea.

Mupopmupaire Baumnsa nekap He3adaBHO, aKO npyuemare HsIKO€ OT CI€AHUTE JIEKapCTRa:

LMKJIOCNOPHH (M3M0J13BaH HANpUMeEpP CNe TPAHCIJIAHTaLUs Ha OpraHM),

Bap(hapuH, THKArpeaop Wi KJionuaorpen (Miayd Apyro jeKapcTso, H3MnoJ3BaHo 3a paspexaaHe
Ha KPbBTA),

¢ubpatn (kato remdpubposnn, peHopubdpar) unu Apyro JeKapcTso, U3MOJ3BaHO 3a
NMOHMIKaBaHe Ha XoJiecTepolia (KaTo €3eTUMHO),

NEKapCTBa 3a HApPYLLEHO XpaHOCMHUIaHe (M3M0JI3BaHHU 3a HeYTpa/lM3MpaHe Ha KUCE/IMHATa B
cTomaxa),

EPUTPOMHLIUH (AHTHOHUOTHK),

¢y3uaoBa KuceanHa (aHTHOUOTHK, BUIKTE NMO-104Y U, [lpeaynpexaeHus v npeanasHu MEpKU™),
nepopajiHUOPaAIHU KOHTPALUENTUBH (,,Xarn4eTo™),

XOPMOHO3aMECTHUTEIHA Tepanus,

perapadeHud (M3no/3BaH 3a JEYEHHE Ha pak),

japoayraMmu/i (M3M0a3BaH 3a JIeYEHHE Ha pak),

KanmMaTuHHO (M3n03BaH 3a JeYeHHUe Ha pak),

docTamaTHHKO (M3M0J3BaH 3a JIeHEHHE NPH HamaleH Opoi TpoMOOLUMTH),

¢edykcocTar (M3M0A3BAH 3a JICUEHHE U MPBEHLHUA HAa BUCOKHW HHBA HA MUKOYHA KHCEJIHHA B
KpbBTa),

TEPUPNYHOMHA (M3M0J13BAH 3a JIEHEHUE HAa MHOXKECTBEHA CKJIEPO3a),

BCAKO OT CJICJIHMTE JIEKapCTBa, M3M0JI3BaHH 3a JIeUeHUe Ha BUPYCHU HH(EKLUU, BIJTFOYUTENTHO
nHekumns ¢ HIV nnu xenarut C, camocToATENHO WK B KOMOMHAUHUA (BHXKTE
WpeaynpexaeHns u npeanasHu MEpKU™): pUTOHABUP, JIONHHABUP, aTa3aHaBup, cogocOyBup,
BOKCHJ1anpesup, oMOMTACcBUp, napuTanpesup, qacadyBup, BeanaracaBsup, rpasenosup,
en10aBup, riaekanpesup, nuOpeHTazBup.

Bb3aeHCTBMETO Ha TE€3M JIeKapcTBa MOXKE /1a ce npomeHu ot Ponyuao unu te 6uxa Moriau jaa
NPOMEHAT Bb3AeHCTBHETO HA Ponyuao.

AKO TpsiOBa Aa npueMare nepopajHo Ppy3sHaoBa KHCEJHHA 3a JieHYeHHe HA DaKkTepHAa/IHA
HHpekuHus, TPsIOBA BPpEeMEHHO Aa npeycraHoBUTe ynorpebara HA TOBA JIeKApPCcTBO. BawusaTt nekap
e Bu kaxke kora aa 3anouvHere oTHOBO ja npuemare Ponyuao. [Ipuemanero Ha Ponyupno ¢ ¢y3uagosa
KHCEJIMHA PSAJKO MOZKE a A0Bee 10 MYCKYJIHA ¢1aboCT, 4yBCTBUTEIHOCT UK DOJIKa
(pabanomuosniniza). [loseue unpopmaums 0THOCHO pabaomMHOIK3aTa MOXKE 1a HAMEPUTE B TOUKA 4.

Ponyuao ¢ XpaHH ¥ HANKTKH
Moxkere na npuemare Ponyuao cbe nau 0e3 xpaHa.

bpemenHocT H KbpMeHe
He npuemaiire Ponynao, ako cre OpemeHHa uin kbpmute. Ako 3abpemeHeere, 10KaTO NpUemMare
Ponyuao, cnpere Aa ro npyemare BeaHara u ¢cho0uere Ha Bamus jekap. JXenure TpaOsa aa

n3darear sabpemeHsaBaHe, 10KaTo npuemat Ponyuao, upe3 u3no/3BaHe Ha noaxoasia
KOHTpaLenuus.

[TocweBeTRalTe ce ¢ Bawus nekap uiau papmauesT npead npuema Ha KOETO M Jia e JIEKapCTBO.

Hlodupaune u padbora ¢ MALIHHH
[loBeueTo xopa morart aa wodgupart v aa paboTaT ¢ MalWKHK, 10KATO U3MON3BA
714 MOoBJIKMge Ha crocOOHOCTTA UM. Bbnpeku ToBa, HAKOM XOpa C€ YyBCTBAT 34
neyenunero ¢ Ponynao. AKO ce nouyBcTBaTe 3amasiHi, KOHCyJaTUpaiTe ce ¢ B
NPUCTBLIUTE KbM WO(phHUpaHe uiau padora ¢ MaLLIMHM. |




Ponyunao cuabpika JlakTo3a.
Ako Bawusat nekap Bu e kaszan, ye umare HeNnoHOCUMOCT KbM HAKOH 3aXapH, CBBPIKETE C€ C HEro
npeau aa npuemere Pornyuao.

3a MbJIHKS CNMCHK HA CHCTABKUTE BHKTE ,.CbAbpaKAHUE HA ONMAKOBKAaTa W NOMbJHUTENHA
HHpOpMaLKs™.

o Kak aa npuemare Ponyunao

Bunaru npuemaiTe TOBa JEKapCTBO TOYHO KakTO Bu e kazan BawwusaT nekap. AKO HE CT€ CHTYPHH B
Hewo, nonuraire Bawusa nekap wiu papmauesrt.

[IpenopbuHTe/IHATA 1034 32 BH3PACTHH €:
AKO npuemare Ponyuao 3a BHCOK X0J1eCTepPOJI:

HauanHa po03a

Bawero neuenue ¢ Ponyuao tpsadBa aa 3anouxe ¢ Ao3a ot S mg nian 10 mg, nopu ako npeau cre
npyemMaliiu No-BUCOKa /103a OT Apyr ctaThH. M300pbT Ha HavasiHaTa 103a 3aBHMCH OT:

- Husoto Ha xonecrepona.

- HUBOTO HA PUCK OT CBPACUEH NMPUCTDBIT UIH HHCYIIT.

- Mma nu pakrop, KOHTO MOKe Aa By npaBu rno-4yBCTBUTE/IHH KbM Bb3MO>KHH HEXKEIaHH
DEAKLIUH,

Koucyntupaire ce ¢ Bawus nexkap waun dpapmauesT Ko HayaiHa 103a Ponyuao e Hail-no0pa 3a Bac.

Bawwusat nekap mozke aa pewu ga Bu npeanuuwe Hal-HUCcKaTa a03a (5 mg), ako:

— CTe OT A3HATCKH NPOU3X0/ (ANMOHCKH, KHTANCKH, PUIMNHUHCKHA, BHETHAMCKH, KOPEHCKH H
UHMHUCKH ).

cTte Haa 70-roaumHa BbL3pacT.

- umare ymepeHud 0bOpeunu npodiemu.

-~ CTE€ U3I0KEHH HA PUCK OT MYCKYJIHH OOJIKH (MHOMAaTHUs).

YBeJIMHEHHE Ha J03aTa M MaKCUMaJlHa IHEBHA 1034

BawunsaT s1ekap MOxKe Aa pewud aa yeesiuu ao3ata Bu. Tosa ce npaBu, 3a Aa npdeMare KOJIH4YeCTBO Ha
Ponyuao, koeto e noaxoaswo 3a Bac. Ako ¢re 3ano4Haiu ¢ ao3a ot 5 mg, BawusT nekap Moxe Ja
pewin aa s yasou 40 10 mg, caea tosa a0 20 mg v cnea Toea a0 40 mg, ako € HeoOXxoAUMO. AKO CTe
3anovHasun ¢ 10 mg, BawuaT nekap moxe aa pewu aa s yasou 10 20 mg v cnen tosa a0 40 mg, ako €
HeoOXoanMmoO. Llle nma npomMeKAYTbK OT YETHPH CEAMHMLM MEXAY BCAKA KOPEeKLHs Ha J03aTa.

Makcumasinarta AHeBHa 103a Ha Ponyuao € 40 mg. Ta e camo 3a nauMeHTH ¢ BUCOKH HUBA Ha

XO0NECTEPO.l H BUCOK PUCK OT CbPACUYEH NMPUCTBLN UKW MHCYIT, YUMTO HUBA HA XOJIECTEPOJIa HE Ce
MNOHW)KABAT AOCTaTbUYHO ¢ 20 mg.

Axo npuemame Ponyudo 3a namanseane Ha pucka om copPoeyue npucnrvin, UHCY1m uiu
COBPIAHUME ¢ MAX 30PACOCTOBHU NPODIACMIL;

[IpenopbuntesidaTta ao3a € 20 mg AHeBHO. Bbnpeku ToBa BaluuvaT jiekap MOXKe 1a peLuy aa M3rnoJ/i3Ba
NO-HUCKA /1034, aKO € HAJIMLLE HAKOM OT (paKTOpPHUTE, CMOMEHATH MO-Tope.

Ynorpeda npu 1ena 1 I0HOMH
J1030BMAT AMana3oH Npy Aeua ¥ KOHOLIK Ha BBb3pacT oT 6 10 17 roaMHu € oT S 1
AHeBHO. OOKuaitHaTa HavaaHa /103a € 5 mg AHeBHO. BaluusaT jiekap MOXe rocT
A03ata By, 3a 4a HaMepH NOAXOAALLOTO KoiMyecTBO Ha Ponyunao 3a Bac. Mak
Ha Ponyuao e 10 naun 20 mg 3a aeua Ha Bb3pacT or 6 40 17 roAMHH B 3aBUCHM



cherosiue. [lpuemaiite no3ara cu BeaHbxk aHesHO. Pornynno 40 mg tabnetku He Tpabsa na ce
M3M0J13Ba OT Jeua.

Ilpuemane Ha radjerKuTe
[‘nbTHETE TAaONeTKaTa ufja ¢ yawa Boja.

IlpuemaiiTe Ponynao BeaHbK AHEBHO.
Moske 1a s npuemare o BCSKO Bpeme Ha JeHs cbe UM Oe3 xpana. OnuranTe ce Ja rnpuemare
TabneTkara ro e1HO M CbhLIO BpeMe BCEKH /1€H, KOETO 1e BU noMorHe aa ro 3arnoMHHUTE.

PenoBHO npoc/ieasBaHe HA XoJecTepo.ia

BaxxHo e na nocewasare Bawus nexkap 3a pel0BHO MpocjeasaBaHe Ha X0ecTepoia, 3a 1a CTe
CUI'YPHH, Y€ X0JI1eCTepobT BH € A0CTUrHan 1 ocTaBa Ha NpaBUIIHOTO HHUBO.

BawmnaT nekap Moske aa peluu 1a yBeavuu ao3ata Bu, Taka ye na npuemare Koad4ecTBo Ha Pomyuno,
KOeTO € 1oaxoasio 3a Bac.

AKO cTe npHeJH nose4ye o1 Heodxoaumara n03a Ponyuao

CebpokeTe ce ¢ Bawmna nekap unu Hai-0im3kara O0/IHMLA 32 CBHBET.

AKO nocTbnure B 0OJIHKMLA WK MOJIYyHaBaTe JIEYEHHE 3a APYro CbCTOSAHHUE, HHPOPMHPpAHTE
MEAHLIMHCKHS nepconan, ue npuemare Ponyuno.

AKO cTe nponycHaan aa npuemere Ponyuao
He ce npurecHsBaiiTe, NpocTO NpHEeMeTe CieABallaTa 103a B npaBUaHOTO BpeMe. He B3emarire
JBOHMHA /1034, 3a Ja KOMIeHcupare rnpornycHarara a03a.

AKo cTe cnpesn npuema na Ponyuao
["oBopere ¢ Bawus nexap, ako uckare aa cripere rnpuema Ha Ponyuwno. Husara Ha xonecrepon morar
na ce yBeJi4aT OTHOBO, ako cnpete na npuemare Ponyuao.

AKO MMaTe HAKAKBH JIOMbJIHUTE/IHH BbIPOCH, CBBP3aHM ¢ ynortpebara Ha TOBa JIEKApCTBO, MOMNHTANTE
Bawus nekap uau papmauesr.

4. BL3MOKHH HeKeIaHH peakuHH

KakTo BCHYKH N1I€KapCTBAa, TOBA JIEKAPCTBO MOXKE /1a NMPEAM3BUKA HEXKETAaHU peakUHH, BbIIPEKH Y€ He
BCEKH 'K N0J1y4ana.

BaxkHo € na 3HaeTe KaKBM Ca Te3H HeXKelaHW peakunu. Te 0OOMKHOBEHO ca JIEKH W U34e3Bar clej
KpaTbK MEPHOL OT BpPEME.

Cupere npuema na Ponynao u norbpcere He3adaBHO MEAHIHHCKA NMOMOILI, aKO HMATe HAKOS OT

C/IEAHHTE AJIEPrUYHH PEaKIMH:

= 3aTPY/AHEHO JAMLIaHe CbC WK 0e3 nojyBaHe Ha JIMLETO, YCTHHTE, €3UKa W/ WIH IbpiioTo;

- MOAYBAHE HA JIMLETO, YCTHUTE, €3UKa /WK IbpPJIOTO, KOETO MOKE a NPHYHHH 3aTPYIHEHHS
NpH NPErbLLAHE;

~ CUJIEH KOJKeH CbpOexk (C u3nbKHal 0OpUB):;

- YEPBEHUKABH, HEHAAMTHATH, NOAOOHW Ha MHULLIEHA WK KPBIJIK METHA MO TAJIOTO, YECTO
LEHTPATHO Pa3noj0oKeHu MeXypH, OeneHe Ha Koxkarta, A3BH B ycTaTa, M'bpJoTo, Hoca, Mo
FEHHUTANHUHUTE M OuHTE. Te3n CepHO3HK KOXKHM OOpUBU MOraT Ja ce npealecTBaT OT NoBHILIEeHa
TemMneparypa u rpunonoaodHu cumnTomMu (CHHAPOM Ha CTUBBHC HKOHCBH).

WJIH CHHAPOM HA JIEKApCTBEHA CBPbXUYBCTBUTEHOCT).

Cbmo Taka cnpere npuema Ha Ponyuao u rosopere ¢ Bamus jiekap ne3ab

—  AKO HMATE HAKAKBH HeoOHuaHHH 00JIKH B MYCKYJIUTE, KOUTO NpPOA
OYAKBAHOTO. MYCKY/JHUTE CUMINTOMH Ca NO-4YECTH NPH Jela U FOHOLLH,




Bb3paCTHH. KakTO M NpH ApYyrd CTaTHHW, MHOIO Majibk OpoH Xopa ca HMalu HEMPHUATHH
MYCKYJHH e(DEKTH U pSKO ca Ce pa3BMBa/iv B MOTEHLMATHO )XMBOTO3acTpallaBallo MyCKyJIHO
yBpEeK/AaHe, M3BECTHO KaTO paboomuoausa.

~ AKO NOJIy4YHTe Pa3KbCBAHE HA MYCKY.JI.

— AKO HMAaTe CHHAPOM, HANOA00ABALL Jyny¢ (BKJITHOUUTENHO OOpUB, CTABHU HAPYLUEHHS H
eeKTH BbPXY KPbBHHUTE KJIETKH).

YecTn Hexe1aHu peakuun (morar aa 3acernar mexkay 1 na 10 u 1 na 100 naunenrn):

— [ naBoOoJine

- boJsiku B cTOMaxa

- 3anekx

= [‘anene

— MycCKYJIHHU OOJIKH

— YyBCTBO 3a OTNaaHaloCcT

- BueHe Ha CBAT

— YBearuaBaHe Ha KOJMYECTBOTO HA MPOTEUH B YPUHATA — TO OOMKHOBEHO C€ HOpMaJIM3upa OT
camo cebe cu Oe3 na ce Hanara aa cnupare npuema Ha Ponyuao Tabnerku (camo Ponyuao 40
mg)

— JlnaGer. ToBa e no-eeposTHO, aKO UMATE BUCOKH HMBA HA 3aXxap M MasHUHH B KPbBTA, aKO CTE C

HAAHOPMEHO TCIJ1IO H HMATC BHCOKO KPbBHO HAJIAI'AHC. Bawusar JICKAp LIC Bu Hﬂﬁﬂl{'}ﬂaﬂa,
AOKATO [MPUHEMATEC TOBA JICKAPCTBO.

HeuecTu HesketaHu peakunn (morart aa 3acerHar mexxay 1 Ha 100 u 1 na 1 000 nauuenTn):
— OO0puB, CbpOEIK UK APYTrH KOHKHU PEAKLMH
- YBe/ituaBaHe Ha KOJIMYECTBOTO HA MPOTEUH B ypMHATa — TO OOMKHOBEHO C€ HOpMaJiM3Upa OT

camo cele cu 0e3 na ce Hanara aa cnudpare npuema Ha Ponyuao tabnerku (camo Ponyuao 5 mg,
10 mg n 20 mg).

Peaxu nemxenann peakuuu (morar aa sacernar mexxkay 1 na 1 000 u 1 na 10 000 naunenTn):

= Texka anepruyna peakuus — NpU3HaLIMTE BKJIKOYBAT MNOJAyBaHe HA JIMLETO, YCTHUTE, €3uKa
W/WJIK TBPIIOTO, 3aTPYAHEHO MperablaHe v AullaHe, TeXbK CbpOex Ha Koxkarta (C pesieHH
OYUKH). AKO CMATATE, Y€ HMATE AJIePrHYHa peaKkuus, cnpere npueMa Ha Ponynao v
NoTbpceTe He3adaBHO MEAMLIMHCKA NOMOLLL,

- MyCKY/HO YBPEKAAHE MPH Bb3PaCTHU — KaTO NnpeanasHa msapka, cnpere npuema Ha Ponyuao
H ropopere ¢ Bamus jexap He3adasHo, AK0 HMATE HAKAKBH HeoOHYaHHH 00JIKH HJIH
00/1IKH B MYCRYJIHTE, KOMTO NPOABIIZKABAT MO-ABJATO OT O4AKBAHOTO.

— Cuana Oonika B cToMaxa (Bb3najieHue Ha naHkpeaca).
- YBe/IHYEHHUE HA YEPHOAPOOHHUTE EH3MMH B KPbBTA,
— [10-71€CHO KbpBEHE HJIM KPBbBOHACAAAHE OT HOPMAJIHOTO NMOpPaau HUCKOTO HUBO HA TPOMOOLIUTH.

- CHHAPOM, Hanoao0sBaLL JynycC (BKIOYUTENHO OOpPUB, CTABHU HapYLUEHUS U €(DEKTH BbpPXY
KPbBHHUTE KJIETKH).

MHOro peakH HeKeJIaHH peakuuH (morar Aa 3acerHar no-maJjko or 1 na 10 000 nanunenTH):
- AKbaTeHuua (NOKbATABAHE HA KOXKATA U OUHUTE);

= XenaruT (Bb3najeHue Ha YepHusa apod);

— Cneam OT KpbB B ypUHaTa;

- YBpex/1aHe Ha HEPBUTE HA PbLETE U KpakaTa (KaTo U3TPbMBaHe);
— bonku B craBure:;

- 3ary0a Ha namer;

- YronemapaHe Ha bPAUTE NPU MBXKETE (FTHHEKOMACTHS).

Hexenanure peakuuyu ¢ HEH3BECTHA YeCTOTA MOI'aT 44 BKJKOYBAT:
— Jnapus (peaKd u3npaxKHeHus ),
— Kaw.imua;




~ 3aayx:

- OTOK (1o1yBaHe):

— HapylueHus Ha CbHS, BKIKOYATEIHO 0€3ChHHE M KOLUMAapH;

— CekcyaliHu npobnemu;

- Henpecwust:

— [Ipo6emu ¢ AMILIAHETO, BKJIIOYHTEIHO YIOPUTA KALIMLIA W/ WKW HEJOCTHI Ha Bb3AyX HIH
BMCOKa TeMneparypa;

= HapausBane Ha CyXOXKHJ/IHE,

- MycCKyJ/Ha ¢1a0ocCT, KOATO € MNOCTOsHHA,

- Muacrenus rpaBuc (3abonsBaHe, NpUUMHABALLO 00LIa MyCKyJIHa c1adoCT, B HAKOH Clly4au
BK/JIIOUBALLLA U MYCKYJIUTE, KOUTO Y4acTBaT MPH JAHLLIAHETO);

= Ouna MuacTeHus (3abonsiBaHe, NPUUUHABALLO ¢/1a0OCT HA OYHHMSA MYCKYJ).

["oBopere ¢ Bawuusi nexkap, ako u3nureare cjabocT B pbLETE WM KpakaTa, KOSITO Ce BJiOLlIaBa clie/l
MepUoaH Ha AKTMBHOCT, MMATE ABOWHO BHXK/IAHE WK YBUCBAHE Ha KJI€MayuTe, 3aTPyAHEHO
NperibllaHe Wi 3a1yX.

Cpho0maBaHe HA HE/KEJIAHH PeAKLHH:

AKO NOJY4YHUTE HAKAKBH HEXKE/IaHW peakuuu, yBeaomere Bawus nexap wam ¢papmauest. Tosa
BKJIKOUBA BCUUYKH Bb3MOXKHH HEOIMMUCAHHU B Ta3H JIMCTOBKA HEKEJIaHW peakuuu. MoxkeTe Chbllo aa
CHOOLLMTE HEIKEIAHH PEaKUMH AHPEKTHO Ypes:

MsnbjaHuTEIHA areHuus Nno jeKapcreara

yi. . Jdamsn ['pyes™ Ne 8

1303 Codpus

Ten.: +359 2 8903417

yebGcalT: www.hda. by

Karo ¢boOlasare HeKenaHM peakurd, MOXKETE Aa AaJieTe CBOsS MPUHOC 3a MnoJlyyaBaHe Ha roBeye
HH(pOpMALUS OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKAPCTBO.

5 Kak na esxpanssatre Ponyuao

Jla ce cbxpaHsaBa Ha MACTO, HEAOCTBLITHO 3a Aeua.

He u3nonssaiTe TOBa 1€KApCTBO C/IeA CPOKA Ha rOAHOCT, 0TOENA3aH BbpPXY KapTOHEHATa OMNaKkoBKa H
onucrepa caen ,,l oaen 10:". CpOKbT HA rOAHOCT OTroBaps Ha rocaeaHUs AeH OT MOCOUYEHH MeCeLl.
To3u nekapcTBEH NPOAYKT HE U3UCKBA CIELIHA/IHHY YCJIOBHUS 32 CbXPAaHEHHE.

He U3XBbPJISHTE JIeKapeTBaTa B KaHaJlM3auuMaTa Wik B KOHTEHHEpa 3a I0MaLllHK OTIaAbLH.
[TonuraiiTte Bawns dapmauesT Kak aa M3XBbPASTE JIEKApPCTBATa, KOMTO BEY€ HE M3MnoJi3Bare. Te3u
MEPKH LLE CMIOMOrHaT 3a OMna3BaHe Ha OKOJIHATA Cpeaa.

6. CouAbpKAHHE HA ONNAKOBKATA H I0N'bJHHTENHA HHPOpPMALHS
KakBo cbabpxa Ponyunao

- AKTHUBHOTO BELLECTBO € PO3yBaCTATHH.
Beaka duamupana tabnerka cvabvpka S mg, 10 mg, 20 mg niaun 40 mg po3yBacTaTuH (KaTo
pO3yBacTaTUH KaJILHH).

— Jlpyrute CbCTaBKH ca;

CobpueBuna Ha Ta0J1I€TKATA: MUKPOKPHCTA/IHA LIEYJ/1034,

KOJOKAEH O€3BOAEH CHIIMLMEB JAHOKCH/L, KPOCTIOBUAOH, JIAKTO3a MOHOXUpAT, Mar
llokpurTHe HA TadJaeTKATA: XUNpoMeo3a, TitaHoB aMokeua (E171), nakrosza Mo

TPUALICTHUH, JKbJT KeneseH okeua (E172) (camo npu tabnerku ot 5 mg), yepeeH
(E172) (npun Tabaerkun ot 10 mg, 20 mg 1 40 mg).




Kak n3riexaa Ponynao 4 KaKkBO CbABbPKA ONAKOBKATA

Ponyuao 5 mg gpuamupanu TabaeTku: sKbJATH KPbIl, ABOHHOU3NMbKHANKH (PUIMHUPAHH TabJIeTKH C
pesedro obosznauenme ,,ROS™ Haa ,,5 OT eAHaTa cTpaHa, ¢ AMaMeTbp 7 mm.

Ponyuao 10 mg ¢puamupanu tabneTkH: pO30BH KPbIiH, ABOHHOU3MbKHAIX (PHIMHUPaAHH TabNETKH C
pesneHo o6o3HaveHue ,,ROS* nana ,.10* or eanara crpasa, ¢ avameTbp 7 mm.

Ponynao 20 mg ¢punamupanu TabneTku: po30BU KPbriu, ABOHHOU3NMbKHANH PUIMHUpaHH TabJIeTKH ¢
penedro o6o3Hauenue ,ROS* naa ,,20% or enqHara crpaHa, ¢ AMameTsp 9 mm.

Ponynao 40 mg puamupanmn Tabnerku: po3oBH1 €AUNCOBUAHH, ABOHHOU3MbKHAIH (QHIMHUPAHH
Tabnerku ¢ penedno obosznauenune ,,ROS™ ot eanara crpana u ,,40 or apyrara, ¢ pazmepu 6,8 x 11,4
mm,

dunmupanure TablIeTKH ca ONAKOBAHW B alyMUHUH/alyMUHHEBH OJIMCTEPH.
[Tpeanarar ce kyTuu, chabpkawy 28 u 30 hunmupanu TabneTku B OJIMCTEPH.
He BcHuku BUAOBE ONAKOBKK MoOrar aa ObaaT nycHaTu Ha nasapa.

[Ipurexares HA paspelIeHHETO 32 ynorpeda H NPOH3IBOAHTEJ
ALKALOID-INT d.o.0.,

Slandrova ulica 4,

1231 Ljubljana-Crnug¢e, CnoseHus

ten.: +386 1 300 42 90

dakc: +386 1 300 42 91
uMenn: o walkalond.si

ToBa aekapceTBO € paspeiwieHo B Abp/RkaBuTe-4/1eHKH Ha EBponefickara HKOHOMHYECKA
obmuocT H Od0eanHeHoTO KpaJsicTBo (CeBepHa Upaanaus) noa cjeHUTEe HMEHA:

Jlanus Rosuvastatin Alkaloid-INT

bbarapus Ropuido 5 mg film-coated tablets /
Ponyuao 5 mg punmupanu tabnerku
Ropuido 10 mg film-coated tablets /
Ponyuao 10 mg ¢puamupanmn tabnerku
Ropuido 20 mg film-coated tablets /
Ponyuao 20 mg GpuamupaHy TabieTku
Ropuido 40 mg film-coated tablets /
Ponyuno 40 mg punmupanu tabneTku

XbpBaTus Ropuido 5 mg filmom oblozZene tablete

Ropuido 10 mg filmom obloZene tablete
Ropuido 20 mg filmom obloZene tablete
Ropuido 40 mg filmom oblozene tablete
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YHrapus Ropuido 5 mg filmtabletta

Ropuido 10 mg filmtabletta
Ropuido 20 mg filmtabletta
Ropuido 40 mg filmtabletta

CroBeHus Ropuido 5 mg filmsko obloZene tablete

Ropuido 10 mg filmsko oblozene tablete
Ropuido 20 mg filmsko oblozene tablete
Ropuido 40 mg filmsko oblozene tablete




O0eAHHEHO KpaJICTBO

(CeBepHa Mpnanaus) Ro
Ro
Ro
Ro

I
YULC
uid

Huid

0 5 mg fi
o 10 mg:
0 20 mg |

Im-coated tablets
1lm-coated tablets
f1lm-coated tablets

0 40 mg

f1lm-coated tablets

Jlara Ha nocJIeAHO0 npepasriexiane Ha JMCTOBKATA
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