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Kom

Ko-Possepa 5 mg/10 mg puamupanu} CREIRHGHHE ¥ _ a0
Ko-Posgepa 10 mg/10 mg puimupany gapasanu _G%Q\ll-\%@/ﬂuﬂﬂmm
Ko-Posnepa 15 mg/10 mg drarmpanl sabletiply, . ifoe)
Ko-PosBepa 20 mg/10 mg tbnumnpaﬂmgé%mr
Ko-Po3gepa 40 mg/10 mg punamuapann tadaeTkH

pO3yBacTaTHH/€3eTHMUD

Co-Roswera S mg/10 mg film-coated tablets
Co-Roswera 10 mg/10 mg film-coated tablets
Co-Roswera 15 mg/10 mg film-coated tablets
Co-Roswera 20 mg/10 mg film-coated tablets
Co-Roswera 40 mg/10 mg film-coated tablets

rosuvastatin/ezetimibe

Ilpouerere BHAMATEIHO BAJIATA JHCTOBKA, NNPERH A4 3AN0YHETE 12 IPHEMATE TOBA JICKAPCTBO,

Th# KATO0 TH CbAbPXKA BaXKHa 3a Bac ungopmanus.

- 3anasere Ta3H JIUCTOBKA. Moxke 12 ce HANIOKH Ja 1 MPOYETETE OTHORO,

- AKO MMaTe HAKAKBH JOMBLJIHHTENHH BBIPOCH, NonuTaidTe Bawmus nekap Uiy ¢apManesT.

- Tosa nekapcTBoO € npeanmucaqo u4HO Ha Bac. He ro npeorcrenBaiite Ha Apyrw Xopa. To Moke
1a UM HABPEIH, HE3ABHCHMO HE NPHU3HALIMTE HA TAXHOTO 3a00ssBaHe ca chLIMTE KaTo Bainwure.

- AKO NONYy4MTE HAKAKBK HEXKEIaHH peakiiny, yeeaoMeTe Bawus nexap win ¢papmauest, Tosa
BKITIOURA ¥ BCHUYKH BH3MOIKHK HEWENAHU PCaKiMK, HCOMNUCAHU B Ta3H JIHCTOBKA. Brokre
Touka 4.

KakBo ¢cbIbPKA TA3H JIHCTOBKA

Kakso npencrasnasa Ko-Po3repa H 3a kakBo ce u3n0/13Ba
Kakso Tpadsa aa 3naere, npeau aa npuemere Ko-Possepa
Kak na npuemare Ko-Po3sepa

Bb3MOXKHM HE)KENAHU PEAKLIMH

Kak na cexpangasare Ko-Po3eepa

CbabpKaHHE HA ONMAKOBKATA H JOMBIHHTETHA MHPOpMaLUS
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1. Kakgo npeacrasansa Ko-Po3eepa n 3a KakBo ce H3MO0JI3Ba

Ko-Po3eepa ¢chabpxa aBe paziIMuHU aKTHBHH BELIECTRBA. EQHOTO OT aKTHBHHTE BELLECTBA €
pO3yBAaCTaTHH, KONTO NPHHAANCKH KbM IPyNarTa Ha Taka HapeUeHHTE CTATHHH, APYTrOoTO AKTHBHO
BEUIECTRO € €3eTHMHO,

Ko-Po3Bepa noHH)KaBa HHBAaTa Ha 00K XoJaecTepon, ,,Jowua’ xonectepon (LDL-xonecrepon) H
MAacTHHTE BELICCTBA, HAPEUYCHH TPHIVIMLIEPUAHM, B KpbBTa. B nonbianeHnne, Ko-Possepa noepuwaea
HUBaTa Ha ,,1o0pHa” xonectepon (HDL-xonecrepon). HDL-xonaecTeporbT 4ecTo ce HapH4a ,,100bp”~
XONEeCTEpOo, 3al0TO [T0Mara aa ce NpeaAoTBPaTH HATPYNBAHETO HA JIOLWLHA XONECTEPOI B aPTEPHUHTE H
npeArnasea oT CbpAeYHH 3a0019BaHK.

Ko-Po3Bepa aeiicTBa 32 HamangpaHe Ha XOJeCTeposIa Mo /iR HAYMHA: HaMaaBa XoJecTepona,
abcopOHpaH B XpaHOCMUIATETHHS TPAKT, KAKTO H XOJlecTepona, 00pa3yBaH OT CaMHA OPraHH3bM.

Ko-Po3Bepa ce uznoasea npu nauyHeHTH, KOUTO HE MOraT Ja KOHTPOJIMPAT HUBATA CH HA XONECTEPOJI
CaMO Upe3 IMETa 32 NOHWKAaBaHe Ha X0JecTepona. Bue Tpabsa aa ocTaHeTe HA 1UeTaTa CH 32
MOHWKABAHE HA XOMECTEPONIA, TOKATO NPHEMATE TOBA JIEKAPCTRO.

BawuaT nekap moke aa Bu npeanuine Ko-Po3sepa, ako Beue npueMare po3yBacTaTHH H €3
CHIIMTE JO3H.



Axko umare cepaeuno 3abonasane, Ko-Po3pepa HamansBa pucka OT HH(APKT, HHCYJIT, ONEpaLus 3a
Noa0OpsBaHE HAa IPUTOKA HA KPBB KbM ChPLUETO WK XOCMHTATH3ALHUA NOPaIH IpbiaHa Do/IKa.

Ko-Posgepa He Bu nomara aa orcnabuere.

Tpabea na npoankuTe aa npuemarte Ko-Po3Bepa, nopu ako T8 Hamanu xoaecrepo.a By ao
MPaBH/IHOTO HUBO, ThH KATO TH NPeA0TBPATABA HABATA Ha X0/eCTep0Jia 1A ce MOKA4YAT OTHOBO 1
1a ce 00pa3yBaT MACTHK HaTpyTiBaHHA. Tpadea obade na s crnpere, ako Baumsar sekap Bu kake aa ro
HalpaBUTE, UI1M aKO 3a0peMeHeeTE.

2.  Kakso TpuiBa na 3naerte, npean na npuemere Ko-Po3sepa

He npuemaiite Ko-PosBepa

- aKO CTEe aNepPru4Hi KbM PO3YBACTATUH/€3eTUMHUD WIIK KbM HAKOH OT OCTAHA/IMTE ChbCTABKHU Ha
TOBA JiekapcTBO (M306poeHu B Touka 6),

- ako cTe OpeMeHHa WM KbPMUTE. AKO 3a0peMeneeTe o BpeMe Ha apuema Ha Ko-Po3sepa,
cnpere Aa 51 Npuemare ne3abasHo n yBegomere Bamusn sexap. Xeuure Tpa0OBa na usdarsar
3aDpeMeHsBaHe Mo BpeMe Ha npueMa Ha Ko-Po3sepa upes H3Mon3BaHe Ha NOAXOAAa
KOHTpaLENLIHS,

- aKo UMaTe uepHoApoOHO 3abongaBate,

- aKo umare TeXKH 6b0peuHd npobaems,

- aKo MMare MoBTapAlla ¢ce HIH HeoDICHUMAa MYCKYJTHA DONE3HEHOCT MK OOKH,

- aKO MpUeMaTe JICKAPCTBEH NMPOAYKT € (PUKCHPAHH JO3H ChC
codocOyBHp/BeNAaTaCBUP/BOKCHIANIPEBUP (M3M10/138a CE NNPH BHPYCHA HH(PEKUHA HA Y€PHUS
apo0, HapeueHa xenatut C).

- aKo MpUEMAaTe JIEKapCTBO, HAPEUYEHO LIMKIOCNOPUH (HM3MN0/13BaHO, HAMPHMED, CEN
TPAHCILTAHTALMA HA OPraHu).

AKO HSIKOE OT H30POEHHTE NO-rope ce OTHAacA (WK ce CbMHSBATE, 4e ce oTHacs) 3a Bac, mous,
BbPHETE C€ H ¢e KONCYJITHpaHTe OTHOBO ¢ Baluna jgekap.

Ocpen ToBa, He npHemaiite Ko-Poseepa 40 mg/10 mg (naii-BHCOKaTA R03a):

- AKO Umate yMepeHud 6b0peunud npobaemu (ako ce ChbMHABaATE, NonuTanTe Batuus jekap).

- AKoO muToBMAHATA BU Ane3a He QyHUHOHHpPa NPAaBUIIHO.

- AKO CTe HMaJlH NOBTAPALLA Ce HAH HEOBACHHMA MYCKYy1Ha OOTE3HESHOCT MK DOJIKH, JIHYHA HIIH
(haMuNHa aHAMHE3a 32 MYCKYJTHH 1podIIeMH, WM NpeALIecTBalla aHaMHe3a 38 MYCKYJTHH
npobseMU Mo BPeMe Ha NPHEM Ha APYTH JIEKAPCTBA 3a NOHWKABaHE HA XoJecTepona.

- AKO pPENOBHO NHETE MOJIEMH KOJUYECTBA aNKOX0Jl,

- AKO CT€ OT a3HATCKH NPOH3X0 (AMOHCKH, KHTAKCKH, (PHIMIIMHCKH, BHSTHAMCKH, KOPEHCKH H
WHIHFCKH ).

- AKO npuemare Apyry NekapcTsa, HapeueHH dubparu, 3a Aa MOHIKHTE XO0JIeCTeposia CH.,

- AKO HAKOe OT M30pOEHUTE Mo-rope ce OTHAcA (Wi ce ChbMHsABATE, Ye ¢ OTHACA) 32 Bac, Mo,
CBbLpxeTe ce ¢ Bamusd Jekap.

[Ipeaynpexaenna U Npeanas’Hu MepKH

'oBopete ¢ Bawws nekap wiv dapmanesT, npeau aa npuemete Ko-Poseepa.

- Ako umare npobiemu ¢ OwOpeumTe.

- Axko uMare npodneMu ¢ yepnHua apo0.

- AKO CTe MMANMH NOBTAPALIA CE WM HEOORCHHMMA MYCKY/1HA O0NE3HEHOCT WK OOJNIKH, THYHA HITH
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- AKO wMToBHAHATA BU wne3a He pyHUHOHHPA MTPABHIAHO.

- AKO npHemare Apyry NeKapcTBa, HapeueHu udpartH, 32 Aa MOHWKUTE xonectepona ch. Mo,
[IPOYETETE TA3H JUCTOBKA BHUMATENHO, JOPU U A4 CTe [pUeMany fpeau ToBa ApYryu nexkaperea
38 BUCOK XOJECTEPOI.

- AKO npHeMare JieKapcTBa, H3noJi3BaHH 3a Oopba ¢ XM B-undexkuns, nanp. pHTOHaBHD C
JIONTMHABHP W/MIH aTa3aHaBHp, MO, BikTe ., JIpyru nekapcrea u Ko-Possepa™.

- AKO npMemare Wiy CTe NPHEMAaJIM IPE3 NOCIEAHUTE 7 JHH JEKapCTBO, HAPEUCHO (y3UI0Ba
KyceMHa (JIeKapeTBo 3a DakTepHAJIHA HHPEKLMA ), NPe3 yeTaTa UITH Y4pe3 HHKCKTUpaHE.
Kombunaumata ot dysuaopa kucenHa 1 Ko-Po3pepa MoXe a A0Beae 10 CEPHO3HH MYCKYIHH
npobnemu {pabooMHOTH3A).

- Ako cTe Ha gb3pacT Hag 70 roguuk (Tui kato Bawmuar Aekap tpadsa ga w3depe npaBuiHaTa,
noaxopasla 3a Bac Hauanda noza Ha Ko-Po3seepa).

- AKO MMaTe TEXKKA UXATENHA HEAOCTATHYHOCT.

- AKO CTe OT a3HATCKM NPOM3X0/] — T.€. AMOHCKNU, KUTAUCKH, QUIHIMMHCKH, BUETHAMCKH,
KOpeickn W HHAWICKH. BawmaT nekap Tpabea 1a uzbepe npaBWiHaTa, noaxoadiia 3a Bac
HavaJiHa no3a Ha Ko-Poizsepa.

- AKO HAKOra CTe UMaNY TEXBK KOXKEH O0PHB KM OeneHe Ha KoxkaTta, MosABa Ha MEXYPH U/ WK
3BM B yCTaTa ClI€]] NPHEM Ha PO3YBACTATUH WK JPYrH JEKAPCTBA, ChABPKALLH PO3YBaCTaTHH.

- AKO UMare WIH CTe UMaJTH MuacTeHus (3a00JIABaHE, KOETO C€ NPOABABA ¢ ODLIA MYCKYITHA
c1a00CT, B HAKOH CNTYYaH BKIIOYBAIA H MYCKYJIMTE, KOHTO Y4acTBaT MpH AMUIAHETO), HIIH OYHA
MHAcTeHus (3a00n9BaHe, IPHYHHABALLO CJIA00CT HA OYHHA MYCKYJ), Thi KATO CTATHHHTE
TIOHAKOra MOTaT /12 RJIOIAT 3a00/IIBAHETO WK 13 0BCAAT A0 NOABAa HAa MHACTEHHA (BXK. TOUKA

4.

JlokaTo cTe Ha TOBa JIEKapcTBO, BawuaT nekap we Bu npocieassa BHUMATENHO, aKO HMATE HA0ET
HJH CTE€ C PHCK OT pa3BUTHE Ha AHAGeT. BeposTHO CTe H3NMOKEHH HA PHCK OT pa3BHTHE HA AHA0ET, aKo
HMMATE BHCOKM HHBA Ha 3aXapH U Ma3HWHH B KPBBTA CH, HMATE HATHOPMEHO TEr10 U BUCOKO KPBBHO
HaJIAraHe.

[Ipu manbk Opoil Xopa CTaTHHMTE MOTAT Aa MOBJHAAT Ha yepHHUS ApoD. Toea ce ycTaHOBABA YpE3
MPOCTO H3CJIEABAHE, KOETO ThPCH IOBHLIEHH HUBA HAa YepHOAPOOHUTE €H3UMH B KpHBTa, Ilopanuy Tasu
npuuurna, Bauinat nekap oOMKHOBEHO WIE W3BLPIIIBA TOBA H3CNEABaHE HA KPBETa (UepHOAPOOHO
(YHKLHOHANHO M3C/eABaHE) Npeauy U 110 BpeMe Ha neueHneTo ¢ Ko-Possepa.

[1pH nedeHye ¢ po3yBacTaTHH ce chOOLIABA 38 CEPHUO3HH KOXKHH PEaKUHH, BKINIOYBALIH CHHAPOM Ha
CTurbHC-/[KOHCHH U ICKAPCTBEHA PEaKLUs C CO3HHOMUNMS H CHCTEMHM cuMnToMH ( DRESS).
Cnpere ynorpebara Ha Ko-Po3sepa v norbpcere He3a0aBHO MEAMLIMHCKA NOMOLL, aKO 3a0ENeKHTE
HAKOH OT CHMITTOMHTE, ONMHCAHH B Touka 4.

Hena H 10HOImIH
Ynorpebdara Ha Ko-Po3Bepa He ce npenopbusa npu Aena v KOHOLIX Ha Bb3pacT ol |8 roauHH.

JApyra Jekapcersa g Ko-Possepa

Hudopmupaiite Bawus nekap unu gapmauerT, ako NpyUeMaTe, HAICKOPO CTE MPHEMAIH WK €

Bb3MOIKHO [a [PHEMATE JPYTH JeKAPCTRA.

Yeenomere Bawua nekap, ako npueMare HAKOE OT CNCAHUTE:

- LUKIOCTIOPHH (M3MION3RaH, HATIPUMEP CJIE TPAHCIIAHTALMSA Ha OPraHH),

- BapdapuH, KTONKHAOTPE WKW THKArpeaop (WiH BCAKO APYro JIEKApCTBO, H3OA3BAHO 3a
paspexaaHe Ha KPBBTA KaTO ()eHNMPOKYMOH, aleHOKYMAPOJI WY QIYHHIHOH ),

- pubpaTu (karo rempubposn, peHoGUOPAT) UIH BCAKO APYrO JIEKAPCTBO, H3ITOJI3BAHO 32
MOHIKABAHE HA XOoJecTepona (KaTo e3eTUMHD),

- JleKapcTBa NPOTHB JIOLIO XpaHOCMUIaHE (M3MON3BAHH 33 HEYTPAIU3HPaHE HA KUCEIUH
CTOMAaxa),

- CPUTPOMULIMH (AHTHOHOTHK),

- MNEpOpPaiHH KOHTPAUENTHBH ([IPOTUBO3a4aTh4HH Ta0NETKH),

- XOPMOHaNHa 3aMeCcTHTE/IHA TEparnus,




- peropadeHdd (M3n0.13BaH 3a JIeUeHHE Ha paK),

- napoyTaMuil (M3MOA3BaH 3a JICUEHHE Ha pak),

- HAKOE€ OT CISAHMTE NIEKAPCTBA, H3MOI3BaHH 3a 1eUeHHE HA BUPYCHHU HH(PEKLHH, BKJHOYHTETHO
XHB-uudekuua nnmu xernatut C, cCaMOCTOATETHO HITH B KOMOHHALUSA ( BIDKTE
HIpeaynpexkaeHus W NpeanasHu MepKu”): pUTOHABHP, IONHHABHD, atasaHaBup, codocdyeup,
BOKCHJIATIPEBUP, OMOWUTACBUD, NAPHTANPEBUP, AacabyBup, BEANATACBHP, IPA30APEBHP,
endacBHp, raeKanperydp, NMOpEHTacBHP,

- XOJIECTHPaMHH (IEKAPCTBO 3a MOHUXKABAHE HA XOJlecTepoa), ThH KaTo 3acdara HauMHa Ha
JelCTBHE Ha €3eTHMHUO,

- ako TpIOBa Aa NprHeMare npes ycrarta (py3uaoBa KHCENHHA 3a NEYCHHE HAa OaKkTeprHaiHa
uHpexums, uie TpadBa BpeMEHHO Aa NPEYCTAHOBUTE fipyMeMa Ha TOBA NeKapcTRO. Bawmar jaexap
e Bu kaxke kora e Oe3onacHo ga 3anovnete oTHOBO Ko-Possepa. IIpuembT Ha Ko-Po3Bepa ¢
¢y3110Ba KHCENMHA MOXKE B PSAKU CIY4aH 12 JOBEAE 40 MYCKYNHA ¢/1a00CT, OONIE3HEHOCT HITH
Sonka (paGaomuonnsa). Biokte noseue nudpopmauns oTHOCHO padaoMHonu3aTa B ToHKa 4.

Ko-Po3Bepa Moxe [1a IpOMeHH eheKTHTE HA TE3H JIeKapCTBA WM T€ MOraT Aa MPOMEHST €(PEKTHTE Ha
Ko-Pozgepa.

Ko-Po3Bepa ¢ Xxpana H HAIUTKH
MoskeTte na npuemare Ko-Possepa cbe unm 6e3 xpaHa.

bpemennocT 4 KbpmMeHe

He npuemaitre Ko-Pozsepa, ako cTe OpemeHHa HIH KbpMHTE. AKO 3a0peMeHeeTe Mo BpeMe Ha
npuema Ha Ko-Po3sepa, cnpeTe ga 1 npuemarte He3ataBHo K yBeaomere Bauina nexap. KeHure
TpabBa aa M30ArBaT 3abpeMeHsaBaHe no BpeMe Ha npuema Ha Ko-Possepa ype3 uanon3ssaHe HA
MOAXOAA1UA KOHTPAUESMLIMA.

[locseeTraiiTe ce ¢ Bawnus nexap uian dapmalesT npead ynorpedara Ha KOETO H 14 € JIEKapCTBO.

IlllogupaHe H padoTa ¢ MAMTUHH
Iloseuero xopa Morar aa wodupar ¢ Aa paboTAT ¢ MalKHU, JokaTo npHeMat Ko-Possepa - Tora

HAMA [1a MOBJIHMAE Ha criocOOHOCTTa UM 3a WodupaHe H paboTa ¢ MaluMHHY. BbnpekH ToBa, HAKOU XOopa
ce YyBCTBAT 3aMadgHH MO BpeMe Ha jedueHUeTo ¢ Ko-Po3Bepa. Ako ¢€ 4yBCTBaTE 3aMasaHH,

KOHCYIITUpaHTe ce ¢ Bamus nekap, npenu aAa onurare na wodgupare win paboTHTE ¢ MAKMHK.

Ko-Po3Bepa cbALpAKA JAKT03a H HATPHH

Ako Bawuat nekap Bu e kazan, ye HMaTe HEMIOHOCUMOCT KbM HAKOH 3axapH, CBLPKETE CC € HETO
npeay aa MNpuemMeTe TOBA JICKApPCTBO.

ToBa ekapcTBO ChAbpKA NO-Mako oT 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOXKeE Ja Ce Kaxe,
ye NPaKTHYCCKH He ChAbPHKA HATPHH.

3.  Kak na npuemarte Ko-Po3sepa

Bunaru npuemMaiite ToBa J1IeKapcTBO TOUHO KakTo Bu e kazan Bausar nexap unu ¢papManesT. AKO He
CTE CHTYPHH B HELWO, nonHuraite Bamus sekap unu dapmanesr.

- [Ipeau na 3anouHere neuenueto ¢ Ko-Po3eepa, TpadBa Aa ¢Te Ha queTa 3a MOHWKABaHE Ha
X0JIECTEPO/IA U 1a Ce ICKYBATE ¢ PO3YBACTATHH M €3€THMHO B ChLUHTE J03U. TOBA JIEKAPCTBO HE
e NOAXOASIIO 3a 3alIQUBAHE Ha JIEYSHHE.

- TpsbBa Aa ce NpHabpKaTe KBM AMETATA 33 NOHHKABAHE HA XOJNECTepona, 10KaTo npueMate Ko-
Possepa.

[TpenopbuuTenHara no3a ¢ eaHa tabnerka Ko-Poseepa BeiHbxk nHeBHO. Moxere aa s n
BCAKO BpeMe Ha JcHs, cbe unu 6¢3 xpana. [lornbuiaitre Beska TablieTka uana, ¢ BOAA.
JIEKapCTBOTO [10 €IHO H ChLUO BPEME, BCCKH ACH.



¥Ynorpeda npn gena H IOHOIIH
Ko-Pozeepa He TpsOBa 1a ce H3M0A38a NpH J€L@ U IOHOLIH,

Pe1oBHH NPOBEPKH HA X0.1€CTEpO.JIa
BaxHo € na nocewapatre Baiuuyd jiekap 3a pe10BHHU MPOBEPKH HA XOJECTEPOJIA, 34 14 CTC CHIYPHH, 4E
XOJIECTEPOIBT € JOCTHUIHAN H OCTABA HA [TPABKIHOTO HHUBO.

AKO cTe npHean nosede ot HeoOxoanmara a03a Ko-Po3zsepa

Ceupxete ce ¢ Bauma nekap iy ¢ HaH-0siM3KkaTa OOTHHUUA 33 CHRET.

AKO oTHAETE B OOITHULA WJTH CE JIeKYBAaTe 3a ApYTOo 3a00/aBaHe, KaKETe Ha MECIHUMHCKHA NNepcoHar,
ye npuemare Ko-Pozeepa.

AKko cTe nponycHaa 4 Aa npaemere Ko-Po3sepa
He ce nputecHsBalTE, MpocTo B3EMETE CIEABALIATA CH HACPOUCHA 1034 B TOMHOTO BpeMe. He
B3EMaHTE ABOKMHA 033, 38 Ja KOMIIEHCHpATe MPpOyCHATaTa /1034.

AKo c¢Te cnpead npuema Ha Ko-Possepa
['oBoperte ¢ Bamus nekap, ako uckare aa cnpere npuema Ha Ko-Pospepa. Husara Ha xonectepona
MO3KE Ja ce NOBHMLUAT OTHORO, aKo cnpete npuema Ha Ko-Pozeepa.

AKO UMaTe HAKAKBH AOIMbJIHUTEIHH BHIPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBA JICKAPCTBO, NONMTANTE
Bawus nexap unu GapmaiiesT.

4. BE3MOXHH HeXKeJIaHH peaKIHH

KakTo BcuukH iekapcTBa, TOBa JIEKAPCTBO MOMKE Aa MPEeAM3BHKA HEXKEIIAHH peaKkuHH, BBIIPEKH Y€ HE
BCEKH MM NOJYYaBa.

BaskHO € na cTe HasCHO KaKBH ¢a TE€3H HeXKeJlaHH peakUMH. Te 0BMKHOBEHO Ca JIEKH K U34€3BaT Clie]
KPaTKO BpeMeE.

Cupere npuema Ha Ko-Po3Bepa H He3abaBHO NOThpceTe METHIHHCKA MOMOIN

AKO MNOJIYYUTE HAKOA OT CASAHHTE AJIEPrHYHH PeaKLHHU:

- 3aTpyNHEHO NHLIAHE ¢ UK De3 NoayBaHe HA NHUETO, YCTHHTE, €3HKa W/ IWIH MbpJIoToO.

- [TfoayeaHe Ha TMIIETO, YCTHHTE, €3WKA W/HIH I'bPJIOTO, KOETO MOYKE a MPHYHHH 3aTPYTHEHO
nperabliaHe.

- CHneH cbpbexx no koxkara (C nOAYTHHH).

MM ako MoayuuTe HAKOE OT ClIeAHHTE ChCTOSHUA:

- CUHAPOM Ha ynyc-NoAODHO 3a00naBaHe (BKIIIOUMTEIHO OOpHB, CTABHH HAPYLICHHS H e(PEKTH
BLPXY KPbBHHTE KJIIETKH).

- PaszkbcBane Ha MycKyJ.

- YepBeHUKABH, HEHAJIUTHATH, NTOAOOHH HA MMILEHA WIH KPBIJIH NETHA M0 TAIOTO, HECTO
LEHTPAITHO Pa3nNoi0KEHH MEXYPH, OesieHe Ha KosKaTa, A3BH B YCTATA, [bPAOTO, HOCA, MO
FEHUTATUHTE U OUMUTE. Te3n CepHO3HM KOXKHH OOpHUBH MOTaT Ja ¢€ NPEAIIECTBAT OT NOBULIEHa
TEMMEPaTypPa U rPUronogo0HH CHMIOTOMH (CHHAPOM Ha CTHBBHC [DKOHCHH).

- O6umMpeH o0puB, BUCOKA TENECHA TEMMNEPATYPA U YBeaHUeHH THM(PHH Br3nH (DRESS cunapowm
HJH CHHJPOM Ha IEKaAPCTBEHA CBPbXYYBCTBHTETHOCT).

Cbio 1aka, cnpete npuema Ha Ko-Poisepa u rosopete He3adaBno ¢ Bamus jekap, ako

Mycrcynﬂo YBPEXAAHE, U3BECTHO KaTO padoomuoausa.



Yecrn (Morar aa 3aceraar a0 1 na 10 aymn):

I 1aBobosne

boaka B ctomaxa

3anex

[‘anene

MyckynHa 6onka

UYypcTBO Ha C1aboCT

3aMasHOCT

VBennyaBaHe Ha KOJIMYECTBOTO OC/IThK B YpUHATA — TOBA OOHKHOBEHO C& HopMaJlu3npa
CaMOCTOATETHO, Oe2 Na ¢e nanara ja crmpare npuema Ha Bamure tadbnerku Ko-Pozsepa (camo
no3u ¢ 40 mg po3yRacTaTuH).

Hnaber. ToBa e no-BeposaTHO, aKO UMATE BUCOKM HHBA HA 3aXapy U Ma3HHHH B KPbBTa CH,
HMAaTe HaJAHOPMEHO TEr0 M BHCOKO KPBLBHO Hajarane. Bawuat nekap we Bu #a0monaea,
AOKATO MPUEMATE TOBA JIEKAPCTBO.

[loBHiasane HA HAKOM pe3yATaTH OT 1aboPaTOPHH KPBHBHH H3CNEABaHUA HA YepHOApOOHaTa
dbyHKUMS (TpaHCAMHAHA3H )

bonka B MyCKYJIUTE UM MYCKYJ/IHa ¢/1adoCT

Huapusa

MOnaryneHHa (OTACSHEe Ha ra3oBe)

YyBrcTBO HA yMOpa

HeuecTn (Morart ga 3acernar a0 1 na 100 qymn):

OO0pHuB, cHpOEK WIH JPYTH KOKHH PeaKLHH.

YBeTn4aBaHE HA KOJIMUYECTBOTO OSNTHK B YPHUHATa — TOBA OOMKHOBEHO C€ HOPMAJIM3Upa
CaMOCTOATENHO, O€3 Ja ce Hajlara ja crdpare rnpuema Ha Bawwte Tabmerkn Ko-Po3sepa (camo
no34 ¢ 5—20 mg po3yBacTaTHH).

YcenaHe 3a U3TPBITBAHS

Cyxora B ycTaTa

KonpusHa Tpecka

bonka B repba

MyckysHa cnadocT, 6o1ka B pbUETE H KpaKaTa

[TonyBaue, ocobDeHO Ha PBLUETE W CTHITANATA

[ToBMWIEHH PEIYATATU HA HAKOHW Ja0OPATOPHH KPbBHH W3C/IEIBAHKHS HA MYCKYTHaTa QyHK1M
(XpeaTHHKHHA32)

Kawnuua

Jlowo xpaHOCMHUIIAHE

Kucenuuu B ctomaxa

bonka B craBute

MyCkyJIHH cnasMu

bo:aka BbB BpaTa

Hamanen anetur

bonka

bonka B repauTe

[ 'opeiy BBIHH

BUCOKO KpBBHO HaIAraHe

Peaku (Morart aa 3acernar a0 1 na 1 000 gymm):

Texka anepruuHa peakiims - IPU3HALMTE BKIKOUYBAT MOAYBAHE HA JIMLIETO, YCTHHTE, €3HKa
W/HJIH TBPNOTO, 3aTPYAHEHO MMPErThIIAHE H JUINAHE, CUJIEH ChPOeX Mo KoxkaTa (C MOAYTHHH).
AKoO cMATATE, Y€ HMATE WIEPraYHa peaknus, cupere npuema Ha Ko-Possepa 1 HezabaBHO
NOTLpCeTe MEAULIMHCKE MOMOLL,.

MyckynHO yBpexKIaHe MpH BL3PACTHH - KATO MpeanasHa Msapka, cmpere npaema Ha K
Po3gepa u ne3zabaBHo ce Koncyarnpaiite ¢ Bamus nekap, ako nmare HeoOn1iaH
00./1e3HeHOCT HIIH DOJIKH B MYCKYJ/IATE, KOUTO MPOABIIKABAT [IOBEYE OT OUAKBAHO
OcTpa 00JIka B cTOMaxa {Bb3NajieH NaHKpeac)

Hamanspane Ha OpoA Ha KPBEBHHUTE KIETKH, KOETO MOXKE Ja NPHUKHH KpbBOHACIAA




(TpOoMOOLIUTONEHHA)

Mmuoro peaku (morat Ja sacernar a0 1 Ha 10 000 xymmn):

- AKbaTeHuua (MOXXbATIBAHE HA KOXKATA M OS/10TO Ha OYMTE)

- Xenartur (Bb3raleH YepeH apod)

- Caeaun ot KpBR B YPHHATA

- Y Bpex/aaHe Ha HEPBHTE HA KPAKATA U PbLETE (KATO CKOBAHOCT)
- 3ary0a Ha namer

- VroneMsBaHe Ha MbPAUTE MIPU MBXKETE (THHEKOMACTHSA)

C nen3BecTHa YecTOTA (MECTOTATA HE MOXKe 1A Ob/1e oNpeae/ieHa OT HANTHYKHTE JAHHH):

- HapyLliexdust Ha ¢hHS, BKIFOUHTENHO O€3CHhHYE U KOLIMAPH

- CeKcyanHH 3aTpyaHEHUA

- Henpecus

- [Tpobnemu ¢ AMIUAHETO, BIIIKOYHTENHO NOCTOSHHA KaldLa /WK 3ayX HITH TPECKa

- YepexagaHe Ha CYXOKUAMATA

- MyckynHa cnabocT, KoITO € MOCTOAHHA

- YepHoapobHH npodiemu

- Hanuruar uepeer 0OpHB, NOHAKOTA C JIe3HH, OPOPMEHH KaTO MHLIEHA (€pUTEMa MyNTH(HOPME)

- CkbeBaHE HA MYCKYIT

- Kambhy B KIBUKATA HITH BL3MAIEHUE HA HUTHYHHS MEXYP (KOETO MOXKe 1a NPHYHHH OOJIKa B
KOpema, rajieHe, MOBPHLIAHE )

- Muactenua rpapic (3adonsBaHe, NPUUMHABALLO 00LIa MYCKYJIHA ¢1afOCT, B HAKOH Cl1y4au
BKJIIOYBAILA U MYCKYJIUTE, KOMTO YYACTBAT MPH AULLAHETO)

- Ouna MuacTeHus (3abonaBaHe, NPUUHHABALLO CJ1A0OCT HA OUHHA MYCKYJT)
["oBopete ¢ Bawiug nekap, ako usznursaTe c1abocT B phLETE KK KpakaTa, KOATO CC BJIOLIIABA
CIIEA NEPHUOAM HA AKTHBHOCT, UMATE ABOMHO BHKAAHE UITH YBHCBAHE HA KIICTAYMTE,
3aTPYAHEHO MperjblIaHe Uiy 3aayX.

CrodimaBane Ha HeXKeIAHH peaKUHH

AKO MONYYHTE HAKAKBH HEXKEJIAaHH JIEKapCTBEHH peakLMH, yBenomere Bawun nekap uiv gapmatiepr.
ToBa BK/TIOYB2 BCHUKH Bb3MOXKHH HEOTIUCAHH B Ta3H JIMCTOBKA HEXeNaHU peakuuu. MoxeTte chlIo Aa
CHODLIMTE HEXeNaHW PeaKUHH JUPEKTHO Ypes:

MU3nbaHUTEMHA areduua 1o 1eKapcTbara

yA. ,,Jamau I'pyes™ Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

KaTo cbobi1apaTe HEXENAHM PeaKkiiMK, MOXKETE ia 1aJeTe CBOA NPHHOC 32 NOJyYaBaHEe Ha NORCHE
WHpopMaUHa OTHOCHO OE30MACHOCTTA HA TOBA JICKAPCTBO.

5. Kak na epxpanssare Ko-Possepa

H& CC ChXpPaHABA Ha MACTO, HCNOCTHITHO 3a ACLLA.

He u3nonzpaiite TOBa ASKApPCTBO C/IEA CPOKA HA TOAHOCT, OTOENSA32H BbPXY KaPTOHEHATA ONIaKOBKA
caed ,.l'oged no:“. CpokbT HA TOOHOCT OTTORAPA Ha [OCIEAHUA JeH OT MOCOYEHHI MECed.

Jla ce cbxpaHaBa B OpHTHHAIHATA OTIAKOBKA, 34 J1a Ce MpeAna3y OT CBETIMHA ¥ Bara.
Tora nekapcTBO HE M3MCKBA CMECUHAMHM TEMICPATYPHH YCIOBHA HA ChXPAHEHHE.

He u3xBBLpisiTe fickapcTBaTa B KaHanM3auMaTa WM B KOHTEHHEpa 3a JOMALLHH OTMaAbLH,
[lonuradite Bawmsa (papMaLeBT KaK ga U3XBbpATE JIEKAPCTBATA, KOUTO BEUYE HE M3MOA3RA
MEPKY L1I€ CIIOMOTHAT 3a ONa3BaHE HA OKOJIHATA Cpela.




6. CrabpiKaHHe HA ONAKOBKATA H JONLIHHTEAHA HHPOpMALHS

Kakeo ceaspxa Ko-Po3zsepa

- AKTHBHHMTE BEHIECTBA Cd PO3YBACTATHH W €3¢TUMHUO (rosuvastatin/ezetimibe).

5 mg/10 mg: Beaka dunmupana tabneTka cbabpika 5 mg po3yBacTaTHH (KaTo po3yBacTaTHH
kanuuit) H 10 mg ezeTmud.

10 mg/10 mg: Beaka punmupana tabnerka cbabpka 10 mg pozyBacTaThH (KaTo pO3yBacTaTHH
kanuui) u 10 mg e3eTHMHD.

15 mg/10 mg: Beska dpunmupana tabnetka cbabpika 15 mg pozyBacTaruH (KaToO po3yBacTaTUH
kanuuii) u 10 mg ezeTumud.

20 mg/10 mg: Beska ¢punmupana tabnetka chabpka 20 mg po3yBacTaTHH (KaTo po3yBacTaTHH
kanigi) 0 10 mg ezeTumud. |

40 mg/10 mg: Beaka ¢punmupana tabnerka cpaspxa 40 mg po3yBacTaTHH (KaTO poO3yBacTaTHH
kanuuii) 1 10 mg e3eTuMHo.

- J{pyrvTe CHCTaBKH B AAPOTO Ha TabJieTKaTa ca MUKpOKpHcTanHa ueayiaosa (E460), nakrosa,
manutost (E421), kpocnoBumoH TUN A, KpocKapMesio3a HaTpuii, Mmaruesue creapar (E470b),
noeuaoH K30, Hvatpues naypuicyndat (E487) u konouaen 6e3804eH CHIULIHEB THOKCHT
(E551).

Jlpyrute cbCTABKH BbB (PHUIIMOBOTO MOKPHTHE ¢a JIAKTO3a MOHOXHMApAT, xunpomenosa (E464),
Tutatos aMokcua (E171), tpuaneTun, xwiat xkenesen okena (E172) — camo 3a 10 mg/10 mg u
15 mg/10 mg, yepreH xene3eH okcHa (E172) — camo 3a 15 mg/10 mg, 20 mg/10 mg u

40 mg/10 mg 4 uepen kenezeH okcua (E172) camo 3a 40 mg/10 mg.

Buxrte Touka 2 ,,Ko-Po3sepa cbabpika nakrosa u HaTpHid™.

Kaxk usriexaa Ko-Po3gepa H KAKBO ChABLPXKA 0OMAKOBKATA

5 mg/10 mg: Benwn nin nouty O6enu, KpbIiy, IEKO ABOHHOHW3NbKHANK GUIMUpaHU Tab/IETKH
(TabneTku) ¢BC CKOCeHH pBOOBE, ¢ peneduo odo3nadenue R1 ot eaHaTa cTpana Ha Tab/eTKaTa.
HuameTsp Ha Tabnerkara: npudau3utento 10 mm,.

10 mg/10 mg: breno kapeHnKaBOKBATH 10 6.1€10 KaQABO-KBATH, KPBIJIH, JEKO JBOHHOU3IbKHANH
dunmupann Tabaerku (TabneTku) ¢be CkoceHH prboBe, ¢ penedHo obo3zHaueHne R2 oT eHaTa cTpaHa
Ha Tabnerkara. JlHaMeTsp Ha Tabnetkata: npubausvresHo 10 mm.,

15 mg/10 mg: biaeno po3oso-opatKeBH, KPBbIH, TEKO JBOMHOUINBKHAIH HHAMHPAHH TabNETKH
(TabneTku) cbe CKOCEHH pBOOBE, ¢ penedno odo3HaqeHue R3 or exHara cTpana Ha tabrnerkara.
JnameTbp Ha Tabnerxara: npubinzdrento 10 mm.

20 mg/10 mg: bieno po3oBHU, KPBITIH, JIEKO ABOHHOW3MBKHATH QHIMHpaHH TabneTkH (TabNETKH) Che
CKOCeHH pbOoBe, ¢ pesiedHo odo3HaueHue R4 ot enHara cTpaHa Ha tabnerkara. /luamersp Ha
Tabnerkara: npubanzuTento 10 mm,

40 mg/10 mg: bieao cuskapoBHOIETOBH A0 D.1€10 CHBO-BHOIETOBH, KPBIJIH, JIEKO JBOHHOU3IIEKHAIH
¢unmupanu TadneTky (TabneTku) cbe ckoceHH puboBe, ¢ penedHo o0o3HayeHue RS oT eHaTa cTpaHa
Ha Tabnetkara. [luamersp Ha TabneTkara: npudnuzurendo 10 mm.

Ko-Po3Bepa ce npennara B 0nuctepu, ceabprawu 14, 15, 28, 30, 56, 60, 84, 90 u 98 puamupaHu
Ta0JIETKU, B KyTHA.
He Bcuuky BMAOBE OMAKOBKKA MOTAT Aa ObJar fycHATH Ha Masapa.

IIpuTekarea HAa pa3pelieHHETO 32 ynorpeda:
KRKA, d.d., Novo mesto, Smarje3ka cesta 6, 8501 Novo mesto, CrioeeHus

IlponsBoauTEeNH: )
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrnoseHus
TAD Pharma GmbH, Heinz-Lohmann - Strafie 5, 27472 Cuxhaven, ['epmanus




Tosa ;1ekapcTBO e paspeuieHo 3a ynorpeda B AbpkaBuTe — 4jieHKH Ha EBponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOJ C/IeIHHTE HMeHA:

Crpana-ujienka THproecko HMe HA NPOAYKTA
Yewuka pemydiinka Sorvasta Plus
bbvarapus Ko-Po3gepa 5 mg/10 mg dpuamupanm tabnerku

Ko-Po3sepa 10 mg/10 mg ¢puaMupanu TadneTku
Ko-Pozeepa 15 mg/10 mg dhunmupanu tTadneTku
Ko-Po3eepa 20 mg/10 mg ¢puaMupaHu TadneTku
Ko-Poseepa 40 mg/10 mg puamupaHu TabaeTKH
Ectonus Rosazimib

XbpBaTHs Co-Roswera 5 mg/10 mg filmom oblozene tablete
Co-Roswera 10 mg/10 mg filmom oblozene tablete
Co-Roswera 15 mg/10 mg filmom obloZene tablete
Co-Roswera 20 mg/10 mg filmom obloZene tablete
Co-Roswera 40 mg/10 mg filmom obloZene tablete
JlutBa Sorvitimb 5 mg/10 mg plévele dengtos tabletés
Sorvitimb 10 mg/10 mg plévele dengtos tabletes
Sorvitimb 15 mg/10 mg plévele dengtos tabletés
Sorvitimb 20 mg/10 mg plévele dengtos tabletes
Sorvitimb 40 mg/10 mg plévele dengtos tabletés
JlaTBuS Rosazimib 5 mg/10 mg apvalkotas tabletes
Rosazimib 10 mg/10 mg apvalkotas tabletes
Rosazimib 15 mg/10 mg apvalkotas tabletes
Rosazimib 20 mg/10 mg apvalkotas tabletes
Rosazimib 40 mg/10 mg apvalkotas tabletes
[lonia Coroswera

[Topryranus Rosuvastatina + Ezetimiba Krka 5 mg + 10 mg
comprimidos revestidos por pelicula
Rosuvastatina + Ezetimiba Krka 10 mg + 10 mg
comprimidos revestidos por pelicula
Rosuvastatina + Ezetimiba Krka 20 mg + 10 mg
comprimidos revestidos por pelicula

PymBbHuUSA Co-Roswera 5 mg/10 mg comprimate filmate
Co-Roswera 10 mg/10 mg comprimate filmate
Co-Roswera 15 mg/10 mg comprimate filmate
Co-Roswera 20 mg/10 mg comprimate filmate
Co-Roswera 40 mg/10 mg comprimate filmate
CnoBeHus Sorvitimb 5 mg/10 mg filmsko oblozene tablete
Sorvitimb 10 mg/10 mg filmsko obloZene tablete
Sorvitimb 15 mg/10 mg filmsko oblozene tablete
Sorvitimb 20 mg/10 mg filmsko obloZene tablete
Sorvitimb 40 mg/10 mg filmsko obloZene tablete
CnoBakwus Rosazimib 5 mg/10 mg filmom obalené tablety
Rosazimib 10 mg/10 mg filmom obalené tablety
Rosazimib 15 mg/10 mg filmom obalené tablety
Rosazimib 20 mg/10 mg filmom obalené tablety
Rosazimib 40 mg/10 mg filmom obalené tablety

l[EITa Ha NOCJICAHO nmpepasrjiekIane Ha JIHNCToBKaTa:

22 KOuu 2023

[Toapobna undopmaims 3a ToBa JIeKapCTBO € NMpeIoCcCTaBeHa Ha yeOcaiiTa Ha
no Jlekapcreara (MAJI) http://www.bda.bg.




