JIucTroska: nudopmManus 3a NaHeHTA

PO30P 10 mg/10 mg dnamupanu Tabierku
ROZOR 10 mg / 10 mg film-coated tablets

PO30P 20 mg/10 mg dnamupann TadIeTKH
ROZOR 20 mg / 10 mg film-coated tablets

po3yBacTaTHH U e3eTuMub (rosuvastatin and ezetimibe)

IlpoyeTeTe BHHMATEAHO UAJIATA JHCTOBKA, NPeAH A2 3aN0YHETE 1A NpHeMAaTe TOBA JIEKAPCTBO,

ThH KaTo0 TA CLAbLPAKA BaxHa 3a Bac nudopmanusa.

- 3anaszere Ta3d JIMCTOBKA. Moe f1a ce HalloXKU 21a A MPOUETETE OTHOBO.

- AKO HMATE HAKAKBH AOMBAHUTENHH BBIIPOCH, nonuraite Bawmns nexap unu dhapMalesT.

- Tosa nexkapcTpo e npeanucano avuHo Ha Bac. He ro npeoTtcrbnsaiite Ha apyru xopa. To moxe na
UM HaBpEIH, HE3ABUCUMO Ye MPHU3HaUUTE HA TAXHOTO 3abonsraHe ca cblMTe KaTo Bawure.,

- AKO NONyuYHTE HAKAKBHY HEXKENTAHU peakuun, yseaomere Baiuug nekap vnu dapmauest. Topa
BKITHOYBA M BCUUYKH BB3MOXKHH HEXENMAHH PEaKLIMK, HEOMUCAHU B Ta3H NHCTOBKA. BrxkTe TouKa 4.

KaxkBo CbhAbPKA TA3H JINHCTOBKA
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W3MLITHUTENHA ATEHLIA MO AEXAPY . dﬁ.

1. Kakso npeacrasnsasa PO30P u 3a kakBo ce uanonasa JemoBia - Mptsoveanve 2

2. KakBo Tpsabea aa 3naete, npeaun na npuemere PO30P

3.  Kak na npuemare PO30P Kom Pe2. M ........... “2\ 0-‘*303’}38 '3' 9

4. Bb3MOXMCHMW HEXENAHK PeaKLIMK Paspeienie

5. Kak na cexpanasare PO30OP BC/AMA/MP - ?Exb ?3 0 / 1 B 01 2025
6. ChabpaxaHue Ha ONaKOBKaTa U AOMBAHUTENHA UHDOPMALIMS R

1. Kakpo npeacrasaasa PO30OP u 3a kakBo ce u3no.13pa

PO30P cbabpika ABe pa3niiyHK AKTUBHHU BELLECTBA B eAHa punMupaHa Tabnetka. EaHO OT akTUBHHTE

BELECTBA € pO3yBaCTaTHH, NPUHALIEXKAL KbM MpynaTta Ha Taka HapeUeHWTE CTATHHH, ApYroTO aKTHBHO
BEUIECTRO € e3eTuMuOD.

PO30P e nekapcTBo, HW3NON3BAHO NMPK Bb3PACTHHU MALUMEHTH 32 NOHKKABAHE HA HUBOTO Ha oM
xonectepon, "nownsa" xonecrepon (LDL xonectepon) 1 MacTHH BelLecTBa, HAPEUEHH TPUTTHLIEPUIU B
KpbeTa. B fonbaHeHHe, TOH ChLIO Taka noeuviuaBa HMBata Ha "nobpua” xonecrepon (HDL xonectepon).
Toea nekapcTBo AeicTBa KATO MOHMMKABA XONIECTEPONA MO ABa HAYHHA: HAMAJIABA XOJIECTEPONa,
abcopbupaH B XpaHOCMHJIATENHUS TPaKT, KAKTO H XonecTepoa, KoiTo Tanoto Bu npouseexa
CaMOCTOATEIIHO.

[Ipv noBeyeTo XOpa BUCOKUAT XONECTEPON HE OKA3BA BAHAHUE BbPXY HaUKHa, MO KOHTO ¢€ YyBCTBAT,
3aLLOTO He NPEAU3BHKBA HUKAKBH CUMNTOMH. Bee nak, ako octaHe 6e3 ieueHne, MaCTHUTE OTNaraHus
MOTaT Aa C€ HaTpynar Mo CTEHHUTE Ha KPbBOHOCHHUTE CbJ0BE, KATO MO TO3W HAYHUH TE CE CTECHABAT.
[loHskora cTeCHeHWTE KPbBOHOCHH ChIOBE MOFAT Aa Ce 3anyluaTt, KOeTO MOXe J1a crpe
KPbBOCHAOAABAHETO Ha CHPLETO WY MO3bKA W J1a JOBEAE [I0 CbpaedeH yaap Unr HHeyaT. C
NOHHXABaHE HAa HUBATA HA XONEeCTEPOia MOXE a C€ HaMaH PUCKA OT ChPAEUEH yaap, HHCYT HIIH
CBBP3aHH C TOBA 3APaBOCAOBHHA NpodneMy,
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Toea sniexapcTBO Ce H3MNON3Ba NMPH NMAUMEHTH CbC ChpAcHHH 3abonasanud. PO30P namandaea pucka ot
MH(APKT, HHCYNIT, OTIEPaLHA 33 YBEIMYABAHE Ha MPHUTOKA Ha KPBbB KbM CHPLETO WIIH XOCMHUTANH3aLHA
nopaaH rpbaHa 6oJka.

Topa JEKAPCTBO HEC BHU NnoMara aa oTcnabHere,

2. Kakso Tpa0Ba na 3uaere, npean aa npuemere PO30P

He npuemaiite PO30P , ako

* CTE aNepruvHi KbM pPO3YBACTATHH, €3eTUMMD MM KbM HAKOS OT OCTaHANUTe CHCTABKHM Ha TOBA
nekapcTeo (M30poeHHU B ToHKa 6).

* HMaTe YepHOAPOOHO 3abonaBane.

* HMaTe Texko 6BLOpeyuHo yBpexaaHe.

* WMAaTe NOBTAPALLH ce, HEODACHUMU MYCKYNHH DONKHK (MHonaTHs).

* NpHEMaNTE NeKapCTBO, HAPEYEHO LMKIOCIOPHH (M3N0A3BAHO, HATIPUMED, CNel TPaHCIUTAHTALIMS Ha
OpraHM).

* cre OpeMeHHa UM KbpmuTe, Ako 3abpemereere nokaro npuemare PO30P, cnpere npuema
HezabaBHO U yBenoMeTe Bawuna nekap. XKenute Tpabpa na nibgreat 3abpemensaBane, 10KaTo
NpUEeMAT TOBA NEKAPCTBO, KATO M3MON3BAT MOAXOAAM KOHTPALCITTUBHH MEPKH.

* HSKOra CT€ MMajH TEKEK KOXKEH OOpHUB UNH OelleHE Ha KOXKaTa, I04Ba Ha MEXYPH W/ WK A3BH B
ycrata cnep npuem Ha PO30P unu apyru cebp3aHu nekapeTaa.

AKO HAKOE oT H30poeHHTe No-rope ce oTHacA 3a Bac (Mnu nmare CbMHEHUR), MOJIA, CBBPIKETE CE C
Bawus nexap.

IIpeaynpexaenus u npeanasHi MepKH

["'oBopere ¢ Bawus nekap unu dapmauesT, npeau aa npuemere PO30P, axo:

* umarte npobnemu ¢ 6BOpeuuTe.

* uMare npobiemu ¢ uepHusa apoo.

*  MMAare MOBTAPAUIX CE€ WIIHW HEOOACHUMM MYCKYJIHH DONIKY, THYHA WK CEMEHHA aHaMHe3a 3a
npobnemMu ¢ MYCKYJTHUTE WIH NpeliecTalla aHaMHes3a 3a npobieMu ¢ MYCKYJHHUTE, AOKATO CTe
IpUeMasTy Apyrd NeKapcTea, noHuwxaeaiuy xonecrepona. Kaxere Ha Bawna nekap nesabasHo, ako
HMaTe HeOOACHHMHM MYCKYJIHH O0NKH, 0COOEHO aKO ce MOYYBCTBATE 3/1€ WK UMATE TeMneparypa.
Kaxkete cblio Ha Bamus nekap uau ¢papmauesT, aKO HMaTe NOCTOAHHA MYCKYJTHA cnadocT.

* CT€ OT a3HATCKU NpoM3Xoa (ANOHCKH, KUTAUCKU, QUITUMHUHCKH, BUETHAMCKHU, KOPEHCKH M HHANHCKN).
BawusT nekap Tpabea na u3bepe noaxoasuara 3a Bac goza.

* npuemailre N€KapcTBa, H3INON3BAHU 3a 60pOa ¢ UHPekuun, BarounTenHo XHUB unu xenarur C,
HanpuMep JIONMHHABHP/PHTOHABUP W/ KU aTa3aHABUpP HIH CUMeENpeBHp, MOng, BuxTe "Apyrn
nekapctea n PO30P".

*  MMAaTe TeXKa AUXATe/IHA HEJOCTATBYHOCT,

* npuemaiTe ApYry JIEKapcTsa 3a NOHWXKABaHe Ha XOoJiecTeposa, HapedeHn pudbpatu. Mons, BUKTeE
"IIpyru nekapctea u PO30P”.

*  PECAOBHO KOHCYMMPATE rojieMH KOJU4YECTBA ANKOXOJI.

* CTpagaTe OT XHNOTHPEOUAN3IBM, NPH KOWTO WUroBMAHATA BY »ne3a He paboTu npaesunHo.

* CTe Ha Bb3pacT Haa 70 roauHu (Bawuart nekap Tpabea na n3bepe noaxoasawara 3a Bac noza PO30P).

* NPHEMAaTe WM CTE NMPHEMANH Nnpe3 NOCJeAHUTE 7 AHH JIeKapCTBO, HapeuyeHo Py3nI0Ba KHCETHHA
(ntekapcTBO 3a OakTepHanHa HHPEKLUHS), Npe3 ycTaTa WK HHXEKUIMOHHO, KomOnHauuaTa ot
dy3unopa kucenuda U PO30P Moxe aa aoeeae A0 CepHO3IHU MYCKYAHH rpobiemu (pabaomrionnisa).

* [lpu neuenue ¢ PO30OP ce crobuiara 3a cepuo3RM KOXKHU PEAKLMH, BKJIKOUBALLM CHHAPOM Ha
CtuBbHC [PKOHCHH U 1eKapCcTBEHA peaxuus ¢ e03uHodUnna U cuctemuu cumnromu (DRESS).
Cnpete ynorpebara Ha PO30OP n notbpcete He3abaBHO MEAHLIMHCKA NOMOLLL, aKo 3abenexuTe HAKO
OT CUMIITOMHUTE, ONTUCAHU B TOUKA 4.

*  aKO MMAaTe WJIK CTE HMATH MHAcTeHMA (3abonsBaHe, KOETO Ce MPOsBABa ¢ 0011a MyCKYiTHa A 695%
HAKOM CJy4aM BKJIIOUBALLA U MYCKYJIUTE, KOWTO Y4YacTBAT MpPH AUIIAHETO), HIIHK O ?uaﬁac‘lrfézﬁ_ﬁa e,
(3abonaBane, NnpUuNHABALLO c1abOCT HA OYHUA MYCKY), ThH KATO CTATUHUTE NO mm Mwaﬂ,&"“a 2 \f".a
BnowwaT 3aboNABaHETO WITKH A NOBENAT A0 NOSBA HA MHACTEHHA (BXK. TOUuKa 4). “ Tl e \ >

‘|,~.I1 f. "" r‘ 'I-_‘II | *: : s 4: " .;! . ;




AKO HAKO€E OT H30pOEHUTE NO-rope CLCTOAHMA ce OTHaca 3a Bac (MM ako He cTe CUrypHu):
nocLBeTBaiTe ce ¢ Bawmusa nekap unu dapmauesT, Npeay Aa 3anNovHETe 1a NPHEMATE KOATO ¥ Aa € A03a
OT TOBA JIEKapCTRO.

ITpu mantk Gpoit xopa cTaTMHUTE MOTaT Aa MOBAUAAT uepHUs Apob. ToBa ce ycTaHOBABA € MPOCTO
M3CNAeABaHe 3a MOBUILECHHU HHBa Ha YepHOAPOOHUTE eH3UMHU B KpbBTA. [lopaan Tasu npuurHa Bawusar
JleKap peaOBHO 1l€ NPOBEXIa TO3H KPbBEH TeCT (UepHOAPOOHH (PYHKUMOHATHY U3C/IeBAHHS ) O BpEMeE
Ha JIEYEHHETO ¢ TOBA JiekapCTBO. BaxcHO € Aa rocewasare nekaps 3a HazHauaBaHe Ha labopaTophu
M3CICABAHKA,

Hokaro npremate TOBa neKapcTBo, Baluudar nekap we B1 Habnoaasa BHUMATENHO, ako WMare auaber
MM CTe U3/I0XKEHH Ha PUCK OT palBuTHe Ha Auaber. UMa BEpOATHOCT /1a CTe M3NOKEHH HA PUCK OT
pa3BATHE Ha AnabeT, aKo UMaTe BUCOKM HHBA HA 3aXapW M MA3ZHMHH B KPbBTA, AKO CTE ¢ HAZHOPMEHO
TErJ0 ¥ HMATE BUCOKO KPbBHO HaJIAraHe.

lleta v roHOLIH
YnorpeOara Ha TOBa NEKApCTBO HE Ce NPEMOPBYBA NPU ACUA W IOHOILH Ha Bb3apacT noj 18 roguum.

Apyru aekapersa u PO30P
Mudopmupaiite Bains nexkap unu apMaLeBT, ako npueMare, HaCKopo CTe NPUEMaNi WK € Bb3MOXKHO
Ia rpueMare Apyr n1eKapcTea.

Yeenomere Bawmunsa nekap, ako npHeMare HIKoe OT CACAHHTE:

» l{uxnocnopuH (M3MoA3Ba ce HallpyUMep, CheA TPAHCIUIAHTAUMA HA OpraHH, 3a Aa C€ NPeAOTBPATH
OTXBBPJIAHETO HA TPAHCTIAHTHPAHUSA OpraH. EQEKTHT Ha po3yBacTaTHH Ce MOBMUILABA, AKO Ce
H3Mo/3Ba 3acAHO ¢ uMKIocnopuH). He npuemaiite PO30P, nokaro npuemarte LUKIOCHOPUH.

» JlekapcTBa 3a paszpexaaHe Ha KpbBTa, Hanp. BapgapuH, aleHoKymMapon uny GayuHIUOH (€peKThbT UM
Ha pa3pexJaHe HA KPBbBTa U PUCKBT OT KbpBEHE MOTraT Ja c€ MOBUILAT, KOraTo C€ NMPUEMAT 3aeHO ¢
TOBA JIEKAPCTBO), THKATPEJIOP MITK KIONKAOTPEN.

* Jipyry Jexapcrsa 3a OHHXKXaBaHE Ha X0JIECTEPOna, HapeyeH!u @gudpaTH, KOMTO CbLLO KOpUrHpat
HMBATa HA TPHIITHLEPHINTE B KpbBTa (Hanpumep reMpudpozun u apyru ¢ubparu). Koraro
reMpuOpo3KUa ce Npvema 3aelHO ¢ TOBA JIEKAPCTBO, €(PEKTHLT HA PO3YBACTATUH CE NMOBULLIABA.

* KonectupaMHH (J1eKapCTBO 32 NOHWMKABAHE HA XONIECTEepONa), Thil KAaTO 3acira HauUKMHA, MO KOUTO
nercTpa e3eTHMUO.

* Bcako oT cneaHuTe nekapeTea, U3NoA38aHHU 3a JeUeHHe Ha BUPYCHU MH(ekunH, Bknrountento XHUB
uin Xenatut C, camocTosTenHo UM B koMOuHauusa (Buxre "llpeaynpexaeHus v npeanasHu
MEPKH"'): PUTOHABHUD, NONHHABHP, aTa3aHaBUP, CHMENPEBUP, OMOUTACBHUP, NAPUTATIPEBUP,
nacabysup, seraracBup, rpazonpesup, endaceup, rnexkanpesup, NnuOpeHTa3IBUp.

* JlekapcTBa 3a HAPYLIEHO XPAHOCMMITAHE, ChABLPAKALLK ATYMHWHWI U Marde3ui (M3noJI3BaHu 3a
HeYTPAJIM3MpPaHe Ha KUCEJIMHMY B CTOMAxa; Te MOHWXKABAT NNAa3MEHOTO HUBO Ha PO3yBAcTaTHH.) TO3H
edekT MOXxe Aa ObAe HaManeH KaTo TO3H BHA JAEKAPCTBO ce npueme 2 yaca ciell NpUemMa Ha
pO3yBacTaTUH.

« EpurpoMuunH (aHTHOHOTHK). EdexTsT Ha po3yBacTaTHH CE NOHMXABA, KOTATO CE NMPHEMA 3ae1HO ¢
TO3H AaHTUOHOTHK,

« (Dy3uaosa KHceNMHA. Ako TpaOBa ga npuemare py3uaoBa KMCEIMHA Mpe3 yCcTaTa 3a iIeueHHe Ha
OakTepranHa HHPeKLMs, TpsaOBa BpeMEHHO Aa NPEeyCcTaHOBHUTE ynoTtpebara Ha TOBA NE€KapCTBO.
BawuaT nexap e Bu kaxe kora ¢ 6e3onacHo aa nogHosuTe nedyeHueto ¢ PO30P. [Ipuemanero Ha
TOBA JICKAPCTBO ¢ PYy3UR0BA KUCEIMHA B PEAKH Cy4ad MOXKE Ja J0BeNE 10 MYCKYJIHA ¢nabocT,
4yyBCTBUTENHOCT Wit Oonka (pabaomuonuza). Buxxre nopeue nidopmauua oTHocHO pabaoMHuonmnsara
B pasaen 4.

* [lepopanen koHTpauenTus (xanyeto). Hupara Ha nONOBHTE XOPMOHH, NPHEMAHH C x/zt/n
MOBHLLIABAT, 4,/,- s

* Peropadenund (M3non3saH 3a neyeHHe Ha pak). f;" L
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Ako noctonure 8 OOMHULA WIK NpHEMATe NIeYeHHUE 3a APYT 34pABOCIOBEH npoﬁnen}l K&JKBTC Ha R ;j
MEANLMHCKHUA eKkun, ue npuemare PO30OP. Y e




bpeMeHHOCT H KbpMeHe

He npuemaiite PO3OP axo cTe 6pemeHHa, onuTBaTe ce na 3abpeMeHeeTe WIH CMATATE, He MOXE A1a CTe
OpemenHa. Ako 3abpeMeHeeTe, DOKATO MpHUEMAaTe TORaA JIEKApCTBO, CNpeTe npHeMa He3abaBHO U
yBeaomeTe Baiuua nexap. Kenute tpabsa ga n3non3ear KOHTPAUENTHBHU MEPKH N0 BpEME Ha
fleHeHHUeTO ¢ TOBA JIEKAPCTRO.

He npuemaiite PO30P ako kbpMuTe, Thil KATO HE € U3BECTHO AaNM N€KApPCTBOTO NPEeMUHABA B KbPMATA.

lllopupane u padora ¢ MAUIHHH

He ce ouaksa ToBa jekapcTBO Aa noeause cnocodbHoctra By aa woduparte wnu aa u3non3paTte MaLllUHM.
Bunpeky ToBa, TpsbBa na ce HMa npeaBH, He HAKOM XOpa MOraT Aa MoJiy4aT CBETOBBPTEXK Clel KATO
MpUEMat TOBa JIEKapCTBO. AKO ce YyBCTBATe 3amasiHi, He Tpadea na wodupare UnK Aa paboTture ¢
MallWHH,

PO30P crabvpxa Harpnri
ToBa nekapcTeo ChaAbpKa No-Mako oT 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXKE J1a Ce Kaxke, ye
NpaKTHYECKH HE CbIbpKa HATPHH.

3. Kak na npuemare PO30OP

BuHaru npuemManTe TOBa NeKapCTBO TOYHO KakTO BH € kasan Bawndar nekap unu dpapmMauesr. AKo He CTe
CHT'YPHH B HELLO, NonUTaiiTe Bamua nexap win papmMalleBr.

Tosa nekapcTBO He € NOAXOAALLO 32 3arouBaHe Ha fnedenme. JleueHueTo Tpabpa na ce 3anouHe ¢
AKTUBHHTE BELLECTBA NOOTAE/AHO K Clel ONPEACAHE HA NOAXOASUHTE A03H € Bb3MOXHO
npemuHaBaHeTo KbM PO30P ¢ noaxoaswa koHUeHTpaLus.

Tpabea ga npoabL/KUTE 1A CMA3BaTe AWETA 32 MTOHUXKABAHE HA XONECTEpONna H ia MpaBUTE YIpaKHEHHUA
aokato npuemare PO3OP.

[TpenopbuBaHaTa qHeBHA 1034 3a Bb3PacTHH € edHa ¢uUnMHpaHa TadbneTka.
Hpuematite PO30P Beannx aHeBHO.

MoskeTe na npUeMaTe NEKApCTBOTO MO BCAKO BpEME Ha JICHs, ¢ Uau Oe3 xpaHa. BiemaiTe nexapcTBoTo
NO €AHO M CbLIO BpeMe BCeku aeH. [lornbluakite Beska punmupada tabneTka uana ¢ Boaa.

PexoBHo H3cneaBaHe HA X0AeCTEPOJIA
Ba)kHo € ga nocewasare Baiing nexkap 3a peAOBHO H3CJIEABAHE HA X0JIECTEPOIA, 33 1a CTE CHIYPHH, Ue
XonecteponsT BU e 10CTUrHAM U OCTABA HAa NMPABUIHOTO HUBO.

AKO cTe mpuenH noBeve ot HeoOxoaumara goza PO30OP
Cebpxkere ce ¢ Baung sekap WM CnewHoTo oTAeneHue Ha Hai-6an3kaTa 60NHHULA, 3a10TO MOXKE Aa ce
HY>KA4aeTe OT MEAMLIHHCKA NMOMOLLL.

AKo cte nponycHann aa npuemere PO30OP
He ce TpepoXkeTe, He nNpuemMaiiTe nponycHaraTa 403a H B3€METE C/IeABalLaTa [UIaHHpaHa 032 B TOMHOTO
BpeMe. He B3emaiiTe ABO#HA 1034, 3a 1a KOMIIEHCHPATE NMPOMyCcHAaTaTa 4034,

Ako cTe cnpead npuema Ha PO30P o
["'oBopeTe ¢ Bawuus nekap, ako Mckare ja crpere npyveMa Ha Tosa JiekapeTro. Hupara Ha Balmm__ 0 e
XOJIECTEPONT MOXKE /1a CE MOBULLAT OTHOBO, aKO CIIpETe jAa NpUEMAaTe TOBA JEKApCTBO. - . o
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AKO MMaT€ HAKAKBH JOMBIHUTENHH BbAPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBA NEKAPCTBO, nonn‘rapma .
Bawius nexkap unu gapmauesT. I A A



4, Bb3MOXKHM HeXeIaHB PeaKIHH

KakTo BCHMUKH JICKapCTRa, TOBA JICKApPCTBO MOXKE 1a fIPCAH3BHKA HCKENAHHU pCaKLIHH, BHAPEKK He HE
BCCKH ' MMOJIyYaBa.

BaxkHo e Aa ¢cTe HAACHO KAKBU Ca TE€3W HeXKeJlaH! PCaKLIHH.

Cnpere npuema Ha PO30OP u He326aBHO NOTHpCeTE MEAHLIHHCKA MOMOIIL, K0 NMOJYUYHTE HAKOE OT
C/IeAHHTE!

Peaxu Hexxenanu peaknnu (Morart aa 3acerHat 240 1 na 1 000 aywmu):

ANEPruYHy peaKLHy KaTo OTOK Ha HUULETO, YCTHUTE, €3UKa W/ HITH I'bPJIOTO, KOUTO MOTaT Aa NMPUUNHAT
3aTPYAHEHHA B AMILNAHETO H MPENTBIUAHETO, JIYNTYCONOA00eH CHHAPOM (BKIIHQOUKTENHO OOpUB, CTaBHH
HAapYLIEHUS U €PEKTH BbPXY KPbBHHU KIE€TKH) M Pa3KbCBAHE HA MYCKYII,

HeobuuaitHH MYCKYJIHH D0AKK, KOUTO NPOALKABAT NO-ABIATO OT OUaKBAHOTO. PAnko ToBa Moxe 14 ce
pasBue B MOTEHLHANHO XXHBOTO3ACTpallABALLO MYCKYNHO yBpeXx aaHe, HapeueHo pabaoMHonM3a, KoeTo
BOW 40 HEPA3NONOKEHUE, TpecKa U 0LOpedHO yBpeKaaHe.

C HeH3BECTHA 4eCTOTA (OT HAJTHUHHTE AAHHH HEe MOKe Aa Oble HAPABEHA ONEHKA):

UepseHHKaBH, HEHAAUI HATH, MOOOOHU HA MHILEHA HIH KPBIJIA METHA (10 TANOTO, YECTO LUEHTPANTHO
pa3noyioKeHU MexXypH, OeneHe Ha KoxaTa, 13BH B YCTaTa, MLPIOTO, HOCA, MO FeHUTATHHTE W ouuTe. Te3u
CEpPHO3HNA KOXXHK OOpHUBH MOTraT Aa c€ MpeAlIecTBaT OT MOBUILIEHA TEMNEpaTypa v rprunonoaobHu
cUMITOMH (cHHAPOM Ha CTHBBHC JPKOHCBHH).

O6wupeH obpuB, BUCOKA TEJIECHA TeMriepatypa v ysenuuend numgHu Bb3nn (DRESS cuHapom unu
CUHAPOM Ha JIEKApCTBEHA CBPBLXYYBCTBHTEIHOCT).

Jpyru HexeNaHH peakiHu

Yectn nexenann peakuun (Morart aa 3acersat a0 1 na 10 aymn)

* raasobonune

¢ 3anek

* rajcHe

* MYCKynHa 6onka

* yyBCTBO Ha cnabocT

* BHEHE Ha CBAT

« nuaber. ToBa € NO-BEPOATHO, AKO UMATE BUCOKU HUBA HA 3aXap ¥ Ma3HUHH B KPBBTA, aKO CTE C
HaJHOPMEHO TErN10 UK UMaTe BUCOKO KPBBHO HansiraHe. BawwnsaT nekap we Bu nabnioaaea, nokato
npyUeMaTe ToBa JE€KapCTBO.

« 0oska B cTOMAaxa

* JHapus
*  METeOpH3bM (M3JUILBK OT ra3oRe B YperaTa)
* yMopa

* MNOBWLIABAHE Ha HAKOM MapaMeTpu B 1abopaTOpHHU KPbBHHU H3CeABaHMA HA HepHoApoOHaTa PyHKUHUS
(TpaHCcaMMHa3H)

HeuecTn Hexe1ann peakuun (Morar aa 3acerHart A0 1 ga 100 nyun)
* 00puB, cbpOEXK, KONMPHUBHA TPECKA
* [OBHLUABAHE Ha HAKOH J1aDOPATOPHH KPBbBHHU M3C/IEABAHUA HA MYCKYAHaTa QYHKUMSA (TECF3a—-
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KpeaTHHKHHA3A) s MR
¢  Kallnuua (S e TN
* npobeMH ¢ XpAHOCMHIIAHETO /o ;oo
*  CTOMalIHH KUCETTHHH E; S )

* OOJIKHM B CTaBUTE
* MYCKYJIHHU CNa3MH




* Oonka BbB BpaTa

*  HamaJieH aneTHT

« bHonka

* DHonka B I'bpJHTE

*  TI'OpEeLIU BBITHY

*  BHCOKO KPBBHO HanfraHe
*  ycelllaHe 3a MpaBY4YKaHe

* CyXOTa B yCTaTa

* PBb3MAJICHHE HA CTOMAaxa

* ©Honka B ropba

* MyckynHa ciaboct

* ©Oonka B pbLETE U Kpakarta
* noayBaHe, 0¢0beH0 Ha pBUETE M KpaKaTa

Peakn Hexenany peakuun (Morar aa 3acernar 70 1 na 1 000 aymn)

* Bb3NajJeHHEe Ha NaHKpeaca, KOETO PUUKHABA CHITHA CTOMAatHA 60/1Kka, KOATO MOXKE 1a ce
pa3npoCTpaHy KuM rbpda

* HamandBaHe Ha Oposd Ha TpOoMOOLNUTHTE

MHuoro peakn Hexenanu peakuun (Morat aa zacernar g0 1 na 10 000 ayun)
* KbJITeHMUA (MOKBATABAHE HA KOXKATa M OHUTE)

* Bb3naJeHUe HA YePHus aApob (xenaTur)

¢ Cledu OT KpbB B ypHHaTa

¢ yBpexKJaHe Ha HEPBUTE Ha KpaKaTa W pbieTe (KaTO U3TPHLIBaHE)

» 3aryba Ha mameTtTa

* yBeJIMHaBaHEe Ha M'bPAUTE NPU MbxKeTe (FTMHEKOMACTH)

C HeH3BecTHA 4€CTOTA (OT HAJTUYHHUTE JAHHH He MOxe a3 ObJe HanpaBeHA OLEHKA)

» 3aﬂ.yx

*  OTOK {NOoaYyBaHe)

*  HapYLEHMUS Ha CbHA, BKIKOUWTENHO He3ChHHUE U KoLuMapy

*  CEeKCYAJIHM 3aTpPYAHEHUS

¢ pemnpecHs

* 3aTPYAHEHUA MPH AHILIAHE, BKIIOYHUTENHO YNIOPHTa KallNULA WHAK 3a[lyX WIH Tpecka

*  yBpeXKIaHE Ha CYXOXKUIHATA

*  MYCKYJIHa cnabocT, KOATO € NOCTOAHHA

¢ KaMbHH B MUTbYKATA WIIM Bb3NATEHHE HA KABHYHHA Mexyp (KoeTo MoXke Aa npHunHH 6onka B cTOMaxa,
rajieHe, NOBPLLUAHE)

* MHacTeHHsa rpaeuc (3abonsBaHe, MpUUKHABALLO 0011a MycKysiHa cnabocT, B HAKOM Cllyyau
BKJAKOYBAILA U MYCKYNHTE, KOUTO YYACTBaAT NpH AnwuaHeTo). OuHa MHacTeHus (3abonasate,
NpU4HHABALLO ciabocT Ha ouHMuA mycKyn). ['oBopere ¢ Bawig nekap, ako uznureare cnabocT B
pBbLETE WIH KpaKaTa, KOATO C€ BJIOLIABA C/E NEPHOAK HA AKTHBHOCT, KMaTe ABOHHO BHXKAAaHE WH
YBUCBAHE Ha KJEMavuTe, 3aTPYAHEHO NMPETTBILAHE UITH 3aYX.

ChobiuaBafe HA HEXKEJTAHH PeAKIHH

AKO NONYUHUTE HAKAKBH HEXKENAHHM JIEKAPCTBEHHU peakiUnH, yBeaoMmete Bainus nekap, papMaUueBT UK
MEAMLMHCKA cecTpa. TOBa BKJITO4BA BCUMKH Bb3MOJKHH HEONHUCAHH B Ta3u JIMCTOBKA HEXKENAHW PEAKLIUM.
MoxkeTe ¢BlIOo Aa ChOOLINTE HEeXKEeMaHW peakUHH AUPEKTHO Ype3 HauMOoHaNHaTa CUCTeMa 3a
cboOLaBaHe:

ManbnHUTENHA areHuus o JekapcTeara

yn. . Jaman I'pyes” Ne 8, 1303 Codus

Ten.. +35 928903417

yebcaiiT: www.bda.bg P
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S. Kak ga ¢coxpauasare PO30P
Ha ce chxpaHaBa Ha MACTO, HEAOCTBIHO 3a Aela.

He u3non3saiTe TOBa JIEKAPCTBO ClEA CPOKA HA FOAHOCT, 0TOENN3aH BbPXY KAPTOHEHATA KYTHS W
Oaucrepa caex ,,l'ogen no:* u “EXP”. CpokbT Ha FOOHOCT OTroBapsd Ha NOCAEIHHA A€H OT MOCOUEHHS
MECCLI.

I.[ﬂ CE€ CbXpaHABA B OPUI'MHANTHATA OIMaKOBKa, 3a A4 CC Npeanain OT CBETJIMHA H BJiara.

He u3sxpupnsire JekapcTpata B KAHATIM3ALMATA HITM B KOHTEHHepa 3a JOMalHK oTnaabuM. [Tonwraitre
Bawus ¢hapMalueBT Kak aa H3XBBPJIATE JIEKapcTBaTa, KOMTO BEYE He HU3NOI3BaTe. T€3H MEPKH Lie
CITOMOTHAT 3a OMa3BaHE HA OKOJiHaTa cpefa.

6. CoabpxaHHe HA ONAKOBKATA H JONLJIHUTE/TIHA RHPOPMALHA

Kakso cuabpxa PO3OP

- AKTUBHHMTE BEILECTBA CA PO3YBAacTaTHH (KaTO PO3YBACTATHH KaalUHWiH) U e3eTUMHO.

- Beaka guamupana tabeTka ChaAbprKa po3yBacTaTHH KasLMi, cboTeeTcTBaly Ha 10 mg nnun 20 mg
po3yBacTaTHH K 10 mg e3eTumubd.

- Hpyrute cbeTaBKH ca:

Poszyeacmamun - 80po
[IpexxenaTuHH3IUpPAHO LUAPEBHHHO HULLECTE, MUKPOKPHCTaHa ueaynosa (E460), MernyMuH, Kanuies

xuaporeHgochar auxuapar (E341), kpocnosuaou (E1202), 6e3soseH konouaeH CUAMUMEB THOKCH
(ES51), HaTpuer cTeapundymapar

Ezemumub - adpo

Manuton (E421), 6ytunxuapokenanuzon (E320), natpues naypuncyndar (E487), kpockapMmenosa
Hatpuii (E468), nosunon (K-30) (E1201), yepseH xxenezeH okcna (E172), MarHesnes cteapat (E470 b),
HaTpHes cTeapundymapar

Obsusxa Ha mabremrkama
Xunpomesona (E464), Tutanor anokena (E171), makporon 4000, uepsen xkeneszed okcui (E172)

Kak mraexna PO3OP # kakBo ¢hABLPXKA OTIAKOBKATA

PO30P 10 mg/10 mg ca po30BH, Kpbriu punmupann Tabnerku ¢ anamersp 10,1 mm u peneduo
uzobpaxkenue “AL” or enHaTa ¢TpaHa.

PO30P 20 mg/10 mg ca po3oBH, Kpbriv punmupanu tabnetky ¢ guamersp 10,7 mm, rnaaku oT ABeTe
CTPaHH.

Bnucrepn ot OPA/AYPVC-anymunueso donuo.

OnakoskH, coabpxkaiuy 10, 30, 60, 90 punmupanu TadnerTku.
He BcHukH BUROBE OMAKOBKK MOraT Aa Ob1aT nycHaTH B npoaaxoda.

IIpurexaTen Ha palpelieHHeTO 3a ynoTpeba H MPOH3IBOAHTE

[Iputexarten Ha pa3pelueHHeTo 3a ynorpeba
Maiinan EOQO/J]

Odwnc crpana ,,Cepaunka odpucu™
Ovn. CutHakoeo Ne 48, er. 7




1505 Cocpus, buarapus

[ IpouszsoauTenu

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park
Paola PLA3000

Manra

Mylan Hungary Kft.

Mylan utca 1
Komarom, 2900
YHrapus

McDermott Laboratories Limited T/A Gerard Laboratories T/A Mylan Dublin
Unit 35/36 Baldoyle Industrial Estate

Grange Road

Dublin 13
WUpnanaus

To3u nekapcerBed NpoaAyKT e paspewien 3a ynorpeda B aAbpxkasure wieHku Ha EMII noa ciieanure
HMeHA:

Hunepnanaus Rosuvastatine/Ezetimibe Viatris Healthcare 10 mg/10 mg, filmomhulde tabletten
Rosuvastatine/Ezetimibe Viatris Healthcare 20 mg/10 mg, filmomhulde tabletten
benrus MYROSOR 10mg/10mg filmomhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten
bbarapus PO30P 10 mg/10 mg ¢puamupanu tabnerku
PO30P 20 mg/10 mg ¢puamupanu tadbnerku
Kunsp ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Yewuka Rosuvastatin/Ezetimibe Mylan
Penybiuka TWICOR
Janus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
["bpums ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Ucnanus TWICOR 20 mg/10 mg comprimidos recubiertos con pelicula
Dunnanams Twicor 10 mg/10 mg
Twicor 20 mg/10 mg
OpaHums TWICOR 10 mg/10 mg
Twicor 20 mg/10 mg
XbpBaTcKa ROZOR 10 mg/10 mg filmom oblozene tablete
ROZOR 20 mg/10 mg filmom oblozene tablete
YHrapus ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Upnanaus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
Utanus ROZEIOND 10 mg/10 mg

ROZEIOND 20 mg/10 mg

JlrokcemMOypr MYROSOR 10mg/10mg filmomhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten

Manra TWICOR 10 mg/10 mg L/ Nz, \\
TWICOR 20 mg/10 mg i £/ » A\

[Tonwa Sorento | £ | e e

[Topryranus TWICOR10 mg/10 mg comprimidos revestidos por pelicula| “- _ /.



TWICOR 20 mg/10 mg comprimidos revestidos por pelicula

PyMbHUS TWICOR 10 mg/10 mg comprimate filmate
TWICOR 20 mg/10 mg comprimate filmate
CnoBeHus ROZOR 10 mg/10 mg filmsko oblozene tablete
ROZOR 20 mg/10 mg filmsko obloZene tablete
Cnosauika ROZOR 10 mg/10 mg
Penybnuka ROZOR 20 mg/10 mg
Beaukobpuranus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg

3a JONbJHUTEIHA HHCbD]JMHLI.HH OTHOCHO TO3H JICKAPCTBEH MNPOAYKT, MOJIA CBBLPKETE CE€ C JIOKAJIHUA
NpEACTABHUTEI]l HA MNPHUTCXKATEIJIA HA PA3pPCLUCHHUETO 34 yﬂDTpﬂﬁﬂ:

bbarapus
Maiinan EOO/]
Ten: +359 2 44 55 400

JlaTta Ha nocsieAHO npepa3sriexaaHe Ha JTUCTOBKaTa: OKTOMBpH 2025



