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PO3O0P 20 mg/10 mg puamupanu tabiaeTkn
ROZOR 20 mg / 10 mg film-coated tablets

po3yBacTaTHH M e3eTUMHUO (rosuvastatin and ezetimibe)

IIpoueTeTe BHHMATE/IHO USAIATA JIHCTOBKA, NPEIH 1A 3aN04HeTe A2 IPHEMATe TOBA JIeKAPCTBO,

ThH KaTo TH CbAbP:KAa BakHa 3a Bac nndopmanus.

- 3anasere Ta3u AMCTOBKA. MojKe J1a ce HAJIOXKHM /1a s NPOYETETe OTHOBO.

- AKO UMaTe HAKAKBH JIOMBJIHMTE/IHK BBIPOCH, nonutaite Bawuus nekap wiau apmatiesr.

- Tosa nekapcTBo € npeanycaHo 1M4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe na
HUM HaBpe/IM, HE3aBHUCHUMO Y€ MPU3HALMTE Ha TAXHOTO 3abosABaHe ca CchllKMTe KaTto Baiwuwure.

- AKO NoJIy4HTe HAKAKBH HEXKEIaHU peakluH, yBenomere Bauus nekap wnu dapmauest. Topa
BKJIIOYBA H BCHYKH Bb3MOXKHH HEXKEJIAaHU peaKLMH, HEOTTMCAHU B Ta3M JIMCTOBKA. BuxkTe Touka 4.

KakBo ¢cbabpika Tazu JIHCTOBKA

Kakso npeacrasnasa PO3OP u 3a kakBo ce u3non3sa
KakBo TpsOBa na 3Haere, npeau aa npuemere PO30P

Kak na npuemare PO30P

BBb3MOXXHH HEXKelaHU peaKilvH

Kak na cexpansare PO30P

ChbabpxaHue Ha ONaKkoOBKaTa U JOMbJIHUTEIHA HHpOpMaLIHS

N T b B b

1, Kakso npeacrasiasisa PO30OP u 3a kakBo ce H3nm0.13Ba

PO30OP cvabpixka aABe pa3iMyHU aKTUBHH BelllecTBa B eiHa (hunmupaHa Tabnerka. EAHO OT akTHBHUTE
BELLIECTBA € PO3YBaCTaTHH, PHHA/UIEKALL KbM IpyrnaTa Ha Taka HapeYeHHWTEe CTATHHH, IPYrOTO aKTHBHO
BELLIECTBO € e3eTUMMO.

PO3OP e nekapcTBo, U3MOA3BaHO NPH Bb3PaCTHU NALMEHTH 3a NMOHH)KABAHE HA HUBOTO Ha OOLIMS
xonectepoJ, "nowus" xonectepos (LDL xonectepon) U MmacTHH BellecTBa, HApeYeHH TPUIITULIEPHIHN B
KpbBTa. B nonbjiHeHue, TOM ChLLO Taka nosyiuaBa HUBaTa Ha "nobpus" xonecrepon (HDL xonecrepon).
Tosa nekapcTBO AeHCTBA KaTO MOHMXKABA XOJECTEPOIIa MO JBa HAYMHA: HaMaJIsiBa XOJIeCTepoJia,
abcopbupaH B XpaHOCMHUIATEIHUA TPAKT, KAKTO M XOJeCTepoJia, KOUTO Tanoto Bu npoussexna
CaMOCTOSTEJIHO.

[Ipy noBeyeTo Xopa BUCOKMAT XOJIECTEPOJ HE OKa3Ba BIMSHUE BbPXY HauMHa, MO KOMTO ce YyBCTBAT,
3al1l0TO HE NMpeAM3BUKBAa HUKAKBU CUMIITOMU. Bee nak, ako ocraHe 6e3 sieueHue, MaCTHUTE OTJIaraHMs
MOraT /1a C€ HATPYIaT M0 CTEHUTE HA KPbBOHOCHUTE ChJIOBE, KATO MO TO3U HAYMH TE C€ CTECHSBAT.
[ToHsikora cTreCHEHHUTE KPBBOHOCHH CBJIOBE MOTaT Ja ce 3amnyluaT, KOeTo MOXe J1a crnpe
KpbBOCHA01BaHETO HA CHPLIETO WM MO3bKA U J1a J0Bee 0 Chp/eyeH yaap i Haeyar. C
MOHH>KABAHE HA HUBATA Ha XO0JIECTEPOJIa MOXKE /1a C€ HaMaJlld PUCKa OT Chbp/JiedeH yaap, HHCYJIT HIIH
CBBP3aHH C TOBA 3/IpaBOCIOBHHU NMpoOJIEeMH.

ToBa nekapcTBO ce H3Moa3Ba NMPH MaLMEHTH, YAUTO HUBA HA XOJIECTEpPOJT HE MOraT
KOHTPOJIMpaHH caMo 4pe3 JueTa 3a NOHUW)KaBaHe Ha xosiectepona. JlokaTo npuem
TpsAOBa J1a OCTaHeTe Ha iMeTaTa 3a MoHWXKaBaHe Ha Xxosecteposia. Bawusar nekap
PO30P, ako Beue npuemare po3yBacTaTHH U €3€TUMHUO B CHIIMTE 103M.



ToBa nexapcTBO C€ M3M0JI3Ba MPH MALHEHTH ChC chpae4yHH 3abonssanus. PO30OP Hamanssa pucka ot
MHQAPKT, HHCYJIT, OTIEpalHs 3a yBEIHYaBaHe HA MPHTOKA HA KPBHB KbM ChPLIETO WIK XOCHHTANH3aLMs
nopaau rpbpaHa 6oka.

Toga nexapcTBO He BM NoMara Ja oTciiabHere.
2. Kaxso Tpa0Ba aa 3uaere, npeau aa npuemere PO30P

He npnemaiite PO30P , ako

* CTE al€PrudyHH KbM pO3YBACTATHH, €3€TUMHUO WM KBM HAKOSA OT OCTAHAIHTE ChCTABKH Ha TOBA
nexapcTBo (M30poeHH B Touka 6).

* UMaTe YepHOApoOHO 3abonaBaHe.

*  HMaTe TeXKO OLOpeyHo yBpexnaHe.

* WMATE [TOBTAPALIM Ce, HeOOACHHMHU MYCKYIHH O0nKH (MHOMaTHA).

* TpHeMaHTe IEKapCTBO, HAPEYEHO LIMKJIOCNOPHH (M3N0A3BAHO, HANPUMeED, ClIe TPAHCIUIAHTALIMA Ha
OpraHH).

* cTe OpeMeHHa UM KppMuTe. Ako 3abpemeHeete aokato npuemare PO30OP, cnipere npuema
He3abaBHO M yBenoMere Bauua nekap. XKeunte Tpabsa na n3barsat 3abpemeHsBaHe, 10kaTo
NpHEeMAaT TOBA JIEKAPCTBO, KATO U3MOJ3BAT NOAXOAALIH KOHTPALEMTHRHH MEPKH.

* HAKOra CTe MMANH TeXbK KOXKeH 0OpuUB Unu GerneHe Ha KOXKaTa, MoABa HA MEXYPH H/HAH A3BH B
yctaTa cnef npuem Ha PO30P vnu apyru cebp3aHH eKapeTsa.

Axo HAKOe OT U3bpoeHHUTe ro-rope ce oTHaca 3a Bac (MM HMaTe ChbMHEHHA), MOJIA, CBBPXKETE Ce€ C
Baunusa nekap.

IIpeaynpexieHRS H NpeANa3HH MepKH

["oBopere ¢ Bamma nekap win ¢apmauert, npeau aa npuemere PO30P, ako:

« wumarte npobiemu ¢ 6vbpetmTe.

* uWMare npobneMu ¢ yepHus apob.

* MMaTe NOBTapALUY Ce WIH HeOOACHUMM MYCKYJIHH GOJIKH, JIMUHA WK ceMeiiHa aHaMHe3a 3a
npobneMH ¢ MyCKYJHHTE MK NpelIecTBalla aHaMHesa 3a npobnieMH ¢ MyCKYJTHHUTE, JOKATO CTE
NpueMaJiu ApyTH NeKapcTea, MoHWwkapatliy xonecreposna. Kaxere Ha Bawna nekap HezabaBHO, ako
HMaTe HEOOACHHMH MYCKYJTHH 60nKH, 0coBeHO ako ce NOoYyBCTBATE 371€ WKW UMaTe TEMIEpaTypa.
Kaskere collio Ha Batuus nekap wim ¢papMaleBT, akO UMaTe NOCTOAHHA MYCKYJIHA ¢iabocT.

* CT€ OT a3MaTCKU NPOU3XOo] (AMOHCKH, KUTAHCKH, GPUITHITHHCKH, BAETHAMCKH, KOpeHCKH U MHOUHCKH).
BawuaT nekap Tpabsa na uzbepe noaxoadinara 3a Bac nozsa.

* npuemMaiiTe nexkapcTBa, M3NoOM3BaHK 3a 60pba ¢ MHpekuuH, BmounTenHo XUB unu xenatur C,
HarpyuMeED JIONMUHABUP/PHTOHABHP W/ WITH aTa3aHaBUP HJIM CUMENPEBUD, MOJIA, BIKTe " JpyrH
nexkaperea u PO30P",

* MMAaTe TEXKa JUXaTe/Ha HEAOCTATLYHOCT.

* npHeMalTe APYrH JeKapCTBa 3a MOHHAKABAHE HA XOJIECTEPOA, HapeueHH ¢ubpaTtu. Mond, BHKTe
"Npyru nekaperea u PO30P",

* PpEenoOBHO KOHCYMHpATE rofieMu KOTHYECTBA aJTIKOXOJI.

* CTpagaTe OT XMIIOTHPEOMOU3BM, PHU KOHTO WMTOBMAHATA BH xxesa He paboTh npaBuiHO.

* cre Ha BB3pacT Haa 70 roanuu (Bawuar nexap tpabsa na mabepe noaxoasawara 3a Bac noza PO30P).

* [pUeMaTe WIH CTe NPHEMANH Npe3 NMOCAeAHNUTE 7 IHU NIeKapCTBO, HapeueHo Qy3HAoBa KHCENHHA
(nexapcTrO 3a DakTepuanHa UHDEKLMA), Npe3 ycTaTa WK HHxXekUuoHHO, KoMbuHaumara ot
¢pysnposa kucenuHa 1 PO30P Moxe na noseae A0 CepHO3HH MYCKYJTHH npobnemu (pabaoMuonusa).

« [Ilpu neuenne c PO30OP ce cvobiiiara 3a cepuo3Hy KOXKHM peakLiiy, BISTIOUBALILM CHHAPOM Ha
CrusbHe JHKOHCHH M NleKapcTBeHa peakuus ¢ eosuHodunua U cucteMHu cuMirroMu (DRESS).
Copere ynorpebara Ha PO30OP u norspcere He3abaBHO MEULIMHCKA OMOLL, aKko 2abefexuTe HAKOA
OT CUMITTOMHTE, ONHCAHH B TOYKA 4.

* aKO MMAaTe WIM CTe MMaJIi MUuacTeHu (3abonspaHe, KOETO ce NMpoABABa ¢ obwia
HAKOHM CTy4aH BKJIIOYBALLA H MYCKY/IMUTe, KOUTO Y4acTBaT MPpH JHULLIAHETO), Wil
(zabGonsasaHe, nmpuuMHABALIO ¢NabocT Ha OUHHA MYCKYN), TBH KATO CTATHHHUT
B/IOLIAT 3a00NABaHETO UM 14 AOBEAAT AQ MOABa HA MMAcTeHMs (BXK. TOUKa 4




AKO HAKOe OT H3DPOEHHTE M0-rope CLCTOAHUS ce OTHacA 3a Bac (Mnu ako He cTe CHrypHu):
nocbBeTBalTe ce ¢ Bawng nekap win gapmalieBT, npeau aa 3ano4HeTe 1a NpHEMATE KOSTO U Ja e 1033
OT TOBA JIEKAPCTEO.

[Ipn ManbK Opoit XOpa CTaTHHHUTE MOraT fa NOBAMAAT uepHus apob. Tosa ce yCTaHOBsSBA ¢ MPOCTO
H3CNeABaHE 3a NOBMILIEHH HUBA HA YEPHOAPOOHUTE €H3UMHU B KpbBTa. [lopaau Tasu npuunHa Bawusar
JieKap pelOBHO L€ MPOBEXKAA TO3H KPbBEH TeCT (HepHOAPOOHH QYHKLMOHAIHM H3CIEABAHKA) 110 BpeMe
Ha JICYCHHETO C TOBA JIEKAPCTBO. BakHO € Aa moceinasare Jiekaps 3a HazHaYaBaHe Ha NabopaTopHy
H3C/IeABaHUA.

Hokato ripiemarte ToBa nexapcTBo, BaluuaT nekap uie U Haba0AaBa BHHMATENHO, akO UMaTe AuabeT
WJTH CTe U3JI0XKEHH Ha PHCK OT pa3sBUTHE Ha fuaber. IMa BepOATHOCT a CTe H3NOXKEHH HA PUCK OT
pasBuTHE Ha AuabeT, ako MUMAaTe BUCOKM HMBA HA 3aXapH M Ma3HWHM B KPBBTa, 8KO CTe ¢ HaJJHOPMEHO
TEr/10 U UMATE BUCOKO KPBLBHO HansATaHe.

Hena # 10HOMN
Ynorpebarta Ha TOBa NIeKapcTBO HE ¢€ NPENopbYRA NPH AL H IOHOLIM Ha BB3pacT nof 18 roauHu.

Apyru nekapcrea n PO30P
Hudopmupaiite Baluuna nexap wiu ¢apMaUeBT, ako MpUeMaTe, HACKOPO CT€ NPHEMAITH WITH € Bb3MOXHO
[a npHemMaTe ApYru IeKapcTaa.

Yeenomere Bamus sekap, ako npUeMare HAKOE OT ClIEAHHTE:

* lluxnocnopuH (M3Mn0/13Ba C€ HaNpHMEP, ClIeA TPAaHCIUTAHTALMA Ha OpraHHM, 3a Ja ce MpeAoTBpaTH
OTXBBLPJASHETO HA TPAHCILIAHTHPaHus oprad. EdexTsT Ha po3yBacTaTHH C€ MMOBHILIABA, aKO CE
M3T10JI3Ba 3a€HO ¢ UMKiocnopuH). He npuemaiite PO30P, nokaro npueMare UMKAOCNIOPHH.

» JlexapcTsa 3a paspe)kaaHe Ha KpbBTa, Hanp. BapdapHH, aleHOKyMapon wiK GIyHHAHOH (eeKTLT UM
Ha pa3pexJIaHe Ha KPbBTA H PHUCKBT OT KbpBEHE MOTAT [a C& NOBUILAT, KOraTo ce NMpHeMaT 3aeIHO ¢
TOBA JIEKAPCTBO), THKArpeJIOp WIH KNONUAOrpe.

* Jlpyru jekapcTsa 3a NOHWKABAHE HA XOIECTEposia, HapeueHH GudpaTu, KOUTO ChILC KOPHUTHPAT
HUBaTa Ha TPUIIHLiepHAHTE B KpbBTa (Hanpumep rempubposun n apyru dudpat). Koraro
rempubpo3nn ce npuema 3aelHO C TOBA JIEKAPCTBO, e(EKTHT HA PO3YBACTATHH C€ MOBUIIABA.

+ KonecTHpaMiH (JiekapcTBO 3a NOHH)KABAHE Ha XOMECTEPOJIa), Thil KaTO 3acAra HaYMHa, MO KOKTO
AOeHCTRA e3eTUMHO.

* Bcako ot cneanuTe NekapcTBa, H3MOA3BaHH 32 leueHHe Ha BUPYCHH HHGbEKIHH, BKTIouHTeNnHo XHB
unu xenatur C, CaMOCTOATENIHO UM B KoMObuRauua (ke "[IpeaynpexkaeHus U npeanasHu
MEDPKH'): PHTOHABHD, JIONTUHABHP, aTa3aHABUP, CUMENpeBHp, OMOUTACBHp, NapHTanpeBHp,
nacabyBup, BenaTacBHp, rpa3ornpesup, endacBup, rieKkanpeBup, MHOpeHTa3BUD.

» JlekapcTBa 3a HAPYUIEHO XPAHOCMHIAHE, ChABPMALIH AATYMUHMIR U MarHe3uil (M3NOJI3BAHH 32
HEYTPaJIM3HPaHE Ha KUCEJIMHU B CTOMAaXa; T€ MOHWXABAT MJIa3MEHOTO HHBO Ha po3yBacTaTHH.) To3u
edexT Moke Aa Obie HamalneH KaTo TO3W BHI JIEKAPCTBO Ce MpHeMe 2 yaca cle/| npHema Ha
pPO3yBacTATHH.

» EputpomuumH (aHTubuotuk). EdexTsT Ha po3yBacTaTHH ce NOHUKABA, KOraToO ¢€ NPHEMA 3aeIHO C
TO3M AaHTUOHOTHK.

* {dy3uaosa kucenuHa. Ao Tpabea ga npuemare $y3uaoBa KHCEIMHA MPE3 YCTATa 38 JeUEHHE Ha
OakTepuanHa HH(pekums, TpaOBa BpeMeHHO Ja peyCTaHOBUTE yrioTpeGaTa Ha TOBa JIEKAPCTBO.
Bammat nexap we By kaxe kora e 6ezonacHo na nonHosHre neveHnero ¢ PO30OP. [IpuemaHeTo Ha
TOBA JIEKAPCTBO C (PY3UAOBA KHCE/IMHA B PEAKH CIYUYaH MOXe Aa AOBe/le 0 MYCKYJiHa ciabocT,
4yBCTBHUTENHOCT HitH Oosika (pabaoMuonusa). Buxre noeeue nHdopmalua OTHOCHO pabaoMHONIH3aTa
B paszzen 4.

» TlepopaneHn koHTpauenTus (xam4etro). Hueara Ha NOMOBUTE XOPMOHH, NIPHEMAHH C
NOBHLLIABAT.

+ XOpMOHAJIHA 3aMeCTHUTENHA Tepanua (MOBUILABAT ¢€ HYBAaTa Ha XOPMOHHTE B

« Peropadenud (M3non3saH 3a Te4eHHE HA paK).

AKo noctenuTe B OONHHLIA WIM [TPHEMATE JIEYSHHE 33 APYT 3APaBOCIOBEH NPo
MeIMLIMHCKHA eKul, 4e npuemaTe PO30OP,

........




BPEMEHHOCT H KbpMCHE

He npuemaitre PO30P ako cte OpeMeHHa, onuTBare ce aa 3a0peMeHeeTe HITH CMATATE, Y€ MOXKE a CTeE
OpeMenna. Axo 3abpeMeHeere, AOKATO MPHEMATE TOBA JIEKAPCTBO, CNPETE NPHEMA He3abaBHO
yBeaoMeTe Bawns nekap. XXennre Tpadsa na u3non3sar KOHTpaLENITHBHH MEPKH 110 BPEME Ha
NIEYEHHUETO C TOBA JICKAPCTBO.

He npuemaiite PO30P ako kbpMHTE, THH KaTO HE € M3BECTHO [aTH JIEKapCTBOTO NPEMHHABA B KbpMATa.,

IModupane u pabora ¢ MAINHHY
He ce o4axsa ToBa nexkapcTro Aa MoBause cnocobHocTra By Aa modupare wiv Ja H3nom3eaTe MalIMHU.
Borpeku ToBa, Tpsabpa na ce MMa npeaBUA, ue HAKOM XOpa MOTAT Ja NOJYYaT CBETOBLPTENK CJiel KaTo

NpHeMaT TOBA JICKapCTBO. AKO Ce YyBCTBATE 3aMasHH, He TpaOBa Aa modupare wid Oa paboTute ¢
MallVHH,

PO30P ebabpxa naTpuit

ToBa nexapctso cpabpica mo-Manko ot 1 mmol Hatpuii (23 mg) Ha Tabnerka, T.e. MOXe Ja ce Kaxe, 4e
TIPaKTHYECKH HE ChOBPKA HATPHIA.

3. Kak aa npuemare PO30OP

Bunary npueMaiite T0oBa IEKapcTBO TOYHO KakTo Bu e kazan Baumar nexkap wnu dapManesT. AKo He ¢Te
CHTYPHM B HEWLO, nonuTaiite Bawug nexap win ¢gapmauesr.

ToBa nekapcTBO HE € MOAXOAALIO 3a 3aNoYBaHE Ha JieyeHHe. JleueHHeTo TpaOBa a ce 3aMo4He ¢
AKTHBHUTE BELUECTBA MOOTAENHO H CJIeA OlpeAensHe Ha MOAXOAALLMTE JO3H € BE3MOXKHO
npemrHaBaHeTo KeM PO30P ¢ noaxonsiua koHUEHTpaLHA.

Tpabpa aa mpoabKKTE Aa cria3BaTe AMeTa 33 NOHM)KAaBaHE Ha XO0JleCTepona M a NpaBUTe YIIPaKHEHHS
noxato npueMare PO3OP.

[IpenopbuBaHaTa IHEBHA 0034 3a Bb3PacTHH € eAHa duiiMupaHa TabeTka.
IIpuemaiite PO30P Beansbk AHEBHO.

MoskeTre ga npremarte NeKapcTBOTO M0 BCAKO BpeMe Ha AeHsd, ¢ uiu Oe3 xpaHa. BiaemaliTe nexapcTBoTO
10 €/1HO M ChILO Bpeme BCekH aeH. [Tornbinaiite Bcaka punmupana Tabnerka wgana ¢ Boaa.

PenoBno u3cieapane Ha Xxonectepoaa
BaxxHo € aa mocewasare Baiuus JICKAPD 34 Pp€A0OBHO H3C/IEABAHE HA XOJNECTCPOJIa, 3a da CTC CHI'YPHH, 4C
XONCCTCpOIILT Bu e goctvriuan v ocrasa Ha IIPpaBWIHOTC HUBO.

AKO cTe NpHeJH noBede oT HeoOxoaumaTa ao3za PO30P
Cebpaxere ce ¢ Baluus nexkap Uin CnelwiHOTO OTASHeHHe Ha Hal-Onu3kaTa 60MHHULIA, 3aLLOTO MOXMe 1A C€
HyXKJaaeTe OT MeJULIHHCKA NMOMOLL.

AKo cTe nponycuaian aa npuemere PO30P
He ce TpeBOXeETe, HE NpHEMaiiTe MPONYCHATATA 103a M B3EMETE ClieJBaLlara [JIaHUpaHa 0032 B TOYHOTO
speme. He B3emaiiTe nBoiiHa no3a, 3a Ja KOMIIEHCUpaTe MponycHaTaTa J03a.

Ako cTe cnpenn npueMa na PO30P
["'oBopete ¢ Balua nekap, ako HckaTte Ja cripere npuemMa Ha ToBa nekapcTso. Husa
XOJIeCTepOs MOXKE Aa CE€ MOBHULIAT OTHOBO, aKO CIIpeTe Aa NpUeMaTte TOBa N1eKapeTs

AKO UMaTe HAKAKBH JONBIHHUTEHH BBIIPOCH, CBBp3aHy ¢ ynoTpebara Ha TOBa 1€
Bawmsa nekap uiu ¢gapMaLeBT.



4. Bb3MOKHH HEXKENaHH peaKlHu

KakTo BCHUKH JICKApCTBa, TOBA JICKAPCTBO MOXKE Aa NPEJH3IBUKa HEXKETAHH peaKLIMU, BBIIPCKH Y€ HE
BCEKH I'd [TIOTy4HaBa.

Ba)xHo € 12 cTe HagCHO KaKBH Ca Te3H HEXKENaHH pe€aKLIHH.

Cuopete npuema na PO30P u nezabapHo noTbpeeTe MeAHIMHCKA NOMOILL, AKO NOJYYHTE HAKOE OT
CJIeXHHTE;

Peakn Hexenann peaknun (Morat ga 3acersat 10 1 wa 1 000 gymmn):

ANepruyHy peakUMH KaTo OTOK Ha JIMLETO, YCTHHTE, €3MKa H/HAX MbPAOTO, KOUTO MOTAT Aa MPUUHHAT
3aTPYAHEHUA B AULIAHETO H NPETTbLIAHETO, NYIMyconoaobeH CUHAPOM (BKITIOUHTENTHO OOpHB, CTABHH
HapyLUEHHA H €(PEeKTH BbPXY KPbBHH KJIETKH) H Pa3KbCBAHE Ha MYCKYII.

HeobuuaitHu MycKkynHY O0JIKH, KOMTO NPOAEKABAT NO-ABIT0 OT OYaKBAHOTO. PAAKO TOBA MOXKeE 1a ce
pa3BHE B MIOTCHLHANHO XXHBOTO3aCTpallaBaLl0 MYCKYJTHO yBpeKAaHe, HapeueHo pabaoMHoIn3a, KoeTo
BOJIM O HEPA3MON0KEHHE, Tpecka U 6pOpeyHo yBpexaaHe.,

C HeH3BecTHA yecTOTA (OT HAJTHYHHTE JaHHH He MOXe Aa ObJe HANPABEHA ONEeHKA):

YepeeHukasH, HeHanUrHaTH, NOAOOHN HA MULLIEHA UM KPBIJIH NMETHA MO TANOTO, YECTO LIEHTPATHO
pa3nosoXKeHH MexypH, OeneHe Ha KOXKaTa, A3BH B yCTaTa, 'bpJoTo, HOCA, N0 TeHHTAJMHUTE U ouMTe. Te3u
CEpUO3HH KOXKHU OOpHBH MOraT Ja ce npejuIecTBaT OT MNOBHILEHA TEMIIEPATYPA H IPHUIIONOAO0HH
cUMNITOMM (CUHApOM Ha CTHBBHC [DKOHCHH).

ObuupeH o6puB, BUCOKA TeJilecHa TeMrepaTypa U ysenuueHy nuMbuu Be3nd (DRESS cuuapoMm wiu
CHHAPOM Ha JIEKapCTBEHA CBPbXUYBCTBHTETHOCT).

JApyra HesKenaHy peakiHu

YecTn HexXeNaHH peakuuu (Morar Aa 3acerdat Ao 1 Ha 10 anymn)

+ rnasobonue

*  3anex

* rajeHe

* MYCKynHa fonka

* 4yBCTRO Ha cnaboct

* BHEHE HA CBAT

» nuabet. Toea e NO-BepOATHO, aKO MMATE BUCOKH HUBA HA 3aXap ¥ Ma3HWHU B KPBBTA, aKO CTE ¢
HaJHOPMEHO TEIJ10 UK HMATe BUCOKO KPBBHO HansaraHe. Bawuar nekap uie By Habnwoaaea, nokaro
npHeMaTe TOBa JIeKapCTBO.

 Oonka B cTOMaxa

* auapua
*  METCOPU3BbM (M3HIUBK OT ra30BE B YPEBaTa)
*  yMopa

* [OBHLIABAHE HA HAKOM napaMeTpy B n1abopaTOpPHHU KPBHBHHU W3cielBaHUA Ha YyepHoapoOHaTa GyHKUUS
(TpaHCcaMHHa3H)

HeuecTn Hexe1ann peakuuu (Morat aa 3acersart 20 1 ua 100 aymn)

* 06pus, cppbex, KONpHUBHA TPECKa

* MOBUILIABAHE HA HAKOU J1aOOPATOPHHU KPLBHH U3CNEIBAHUSL HAa MYCKYNHATA PYHK
KpeaTUHKHHAa3a)

¢ Kauuimua

* npoOneMH ¢ XpaHOCMHIAHETO

* CTOMAIIHU KMCEAHHH

« OONKH B CTaBUTE

*  MYCKYJIHH Cra3MH




» Oonka BLB BpaTa

* HaMaJICH aneTut

« Qonka

* ©onKa B repauTe

¢ TOpEeLIH Bb/IHU

¢ BHMCOKO KPBBHO HaJIAraHe
¢ ycellaHe 33 MpaBy4KaHe

* CyXOTa B yCTaTa

*  BB3NAJICHHE HA CTOMAXA

« ©onka B repba

*  MyckyaHa cnabocr

« OosKa B pblETe U KpaxaTa
* [OAyBaHeE, 0CODEHO Ha PBLUETE M KpaKaTa

Peaku HexeIaHH peakiun (Morat Ja 3acerHat Ao 1 va 1 000 aymu)

* BB3NAJIEHHE HAa NaHKpeaca, KOETO NPUUYHHABA CHIIHA cTOMaluHa 6o/Ka, KOATO MOXKeE Ja ce
pasnpocTpaHy KbM rbepba

* HamassBade Ha Opos Ha TpombouuTUTE

MHOro peJKH HexeJaHH peaknHH (Morat aa 3acernar 20 1 va 10 000 aymmn)
*  XKBITEHULA (NOXCHJITABAHE HA KOXKATA H OUHMTE)

* Bb3MaleHue Ha uepHus apob (xenartur)

* CcneAu OT KPBB B YPHHATA

* YBpexXJaHe Ha HePBUTE Ha KpakaTa U pbLETe (KaTo U3TPRIBaAHE)

« 3aryba Ha nameTTa

* YBEJIMYaBaHE Ha MbPIAUTE NPU MBXKETE (TMHEKOMACTUSA)

C Hen3BeCTHA 4ecTOTa (OT HAJIMYHHTE JaHHH He MOXKe 14 Oble HANpPABEHA OlleHKA)

» 33.,[[}0(

* oToK (noayBaHe)

¢ HapYLIEHHS Ha CBbHA, BKTIOUHTENHO He3CbHME H KOLIMapH

* CEKCYAJIHH 3aTpyRHEHHA

* Jenpecus

* 3aTPYAHEHHUS NpPH JMIlIaHE, BKIIIOYHMTETHO YIIOPUTA KAllIMLA WIIH 3ayX WIH Tpecka

¢ yBpEXIaHe Ha CYXOXKUIHATA

¢ MYCKYJAHa ¢nabocT, KOATO € MOCTOSHHA

* KAMBHHU B XIHYKATA WIH BB3NACHUE HA XTBYHHA MEXYP (KOeTO MOKe na mpHuMHH Oonka B cTOMaxa,
rajieHe, MOBPBILAHE)

* MHacTeHHs rpaBuC (3abonaBaHe, npuunHaBalE oba MyckyiHa cnabocT, B HAKOW Clydau
BK/TIOUBAILAa U MYCKYJIUTE, KOUTO Y4acTBaT npu AuiuaHeto). OuHa MuacTeHua (3abonssaue,
npuuuHABaWo cnaboct Ha ouHHA Myckyn). ['oBopere ¢ Bawumsa nexap, ako uanureare cinabocr B
pBUETE WM KpaKaTa, KOATO C€ BJIOLIaBa clief] epHoAn Ha AKTUBHOCT, UMATE NBOHHO BIXKAAHE WH
YBHCBAHE HA KIIENA4YUTE, 3aTPYAHECHO NPETTbLLAHE WX 3a0YX.

CrofmaBane Ha HEKEJIAHA PEaAKIHH
AKO NONYUMTE HAKAKBU HEXENAHM IEKapCTBEHM peakildM, yBeaoMere Baiuua nekap, dapMaLEBT WK
MEIHIIMHCKA CecTpa. TOBa BKIKOYBA BCHYKH Bb3MOXKHH HEOMNHCAHHU B Ta3M JHCTOBKA HEXKEJIAaHH peakLHH,
MoxxeTte ¢bLIO Ja ChOOUIMTE HEXEMAHH peaKUMH JUPEKTHO Upe3 HallHOHAIIHATA CHCTEMa 3a
cpobiaBane:

HM3nbaHKTENHA areHUMA MO JEKapeTBaTa
yn. ,,JAaman I'pyer” Ne 8, 1303 Codus
Ten.: +35 928903417

yebcaiiT: www.bda.bg

Kato cnobiiaBare HexenaHu PCaKLHH, MOXKCTC 04 JaaCTC CBOA MMPHHOC 3a NOJAYY
Hchopmauwl OTHOCHO D€e30MmacHOCTTa Ha TOBa JICKApCTBO.




5. Kak na cwhxpansgBate PO30P

Ha ce cbxpaHaBa Ha MACTO, HEJOCTBITHO 3a Jelia.

He m3non3Baiite TOBA N€KapCTBO C/ejl CPOKA Ha TOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATa KYTHS U
Onucrepa cnen ,,l'oned po:* u “EXP”. CpokbT Ha roAHOCT OTroBaps Ha MOCAEGAHHA AEH OT [TOCOUEHHA
Mecell.

I.[a CC CbXpaHsABa B OPHIrHHa/HATa OIaKOBKa, 3a Ja Ce [Ipeana3n OT CBET/IHHA H BJiara.

He u3xsbpnaiiTe nexapcTeata B KaHAIM3aLMATA WK B KOHTEMHepa 3a JoMaliHu otnaasui. [lonuraiite
Batuns gapMaleBT Kak fja H3XBBLPIATE JeKapcTBaTa, KOMTO Beue He u3nonisaTe. Te3n MepKkH 1ue
CIIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA CpeAa.

6. CopabpkaHne HA ONAKOBKATA H JONbIHHTEIHA HHPOpMALHA

Kakpo ceabpxa PO30OP

- AKTHBHHTE BELLECTBA Ca pO3yBacTaTHH (KaTo po3yBacTaTHH KAJILMIA) U e3eTHMHO.

- Beska dunMupana tabnerka cbabpxKa po3yBacTaTHH Kanumid, ceoTBeTcTBall Ha 10 mg uau 20 mg
po3yBacTaTHH U 10 mg e3zeTMmub.

- Hpyrurte cbCTaBKH ca.

Posysacmamur - a0po

[IpexenaTHHH3MPaHO LAPEBUYHO HHILECTE, MHKPOKpUCTAHA Uenyto3a (E460), MernyMuH, KaiuHes
xunporendocdar nuxuapart (E341), kpocnosuaon (E1202), 6e3BoaeH KONOWAEH CHIMLMEB AMOKCHA
(E551), HaTtpueB creapungymapar

Ezemumub - 20po

Manurton (E421), 6yrunxuapokcuanuson (E320), vatpues naypuncyndar (E487), kpockapmenosa
HaTpuii (E468), nosunon (K-30) (E1201), uepsen xenesen okena (E172), marnesues creapar (E470 b),
HaTpHUEB cTeapwidymapar

Obsusxa na mabaemxama
Xunpomesona (E464), turavoe auokcug (E171), makporon 4000, uepsen xxeneseH okcua (E172)

Kak usraexaa PO30OP i kakBo cbaABLPXKA ONAKOBKATA

PO30P 10 mg/10 mg ca po3osu, kpernu dunMupanu Tabnerku ¢ avamersp 10,1 mm u penedro
n3obpaxenve “AL” oT eaHaTa cTpaHa.

PO30P 20 mg/10 mg ca po30oBH, KpbrAH punmupaHu Tabnetku ¢ auameTsp 10,7 mm, rnaaku or asere
CTpaHH.

Bnuctepu ot OPA/AI/PVC-anyMuHueso ¢onuo.
Onakoexy, ceabpxkaiuy 10, 30, 60, 90 dunmupanu Tabnetky.

He Bcuuxy BUaOBe onakoBkH morat Aa 6bgat nycHaTth B npogaxoa.

HpHTB}KaTEJ'I Ha pA3peHICHHETO 38 yno*rpeﬁa H MPOH3BOAHTEN

[IpHTexaTen Ha paspelleHHEeTo 3a ynorpeba
Maiinan EOO/]

Oduc crpaga ,,Cepauka opucu™
6y, CutHakoBO Ne 48, eT. 7




1505 Codus, brarapus

[IpousBoauTENH

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park
Paola PLA3000

Manrta

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
Hpnanaus

To3u JiekapcTBeH NPOJAYKT € pazpemieH 3a ynorpeda B AbpxkaBute wienku Ha EUII noa caeanure
HMeHa:

- Hupepnannus Rosuvastatine/Ezetimibe Mylan Healthcare 10 mg/10 mg, filmomhulde tabletten
| Rosuvastatine/Ezetimibe Mylan 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 tabneTku
PO30P 20 mg/10 mg ¢punmupanu tabneTku
- Kunsp ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Yewka Rosuvastatin/Ezetimibe Mylan
- Penybnuka TWICOR
 Jlanus TWICOR 10 mg/10 mg
- TWICOR 20 mg/10 mg
["bpums ROZOR 10 mg/10 mg
- ROZOR 20 mg/10 mg
Hcnanus TWICOR 20 mg/10 mg comprimidos recubiertos con pelicula
- ®uHnanaus Twicor 10 mg/10 mg
| Twicor 20 mg/10 mg
OpaHums TWICOR 10 mg/10 mg
- Twicor 20 mg/10 mg
XbpBarcka 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
Hpnanaus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
Hranus ROZEIOND 10 mg/10 mg
ROZEIOND 20 mg/10 mg

| ﬂ}cheMGypr | MYROSOR 10mg/10mg filmomhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten

Manra TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
Topryranus TWICORI10 mg/10 mg comprimidos revestidos por pelicula|




TWICOR 20 mg/10 mg comprimidos revestidos por pelicula

- PyMbHHUSA TWICOR 10 mg/10 mg comprimate filmate
- TWICOR 20 mg/10 mg comprimate filmate
- CnoBenus ROZOR 10 mg/10 mg filmsko oblozene tablete
| ROZOR 20 mg/10 mg filmsko obloZene tablete
Cnosaika ROZOR 10 mg/10 mg
Penybnuka ROZOR 20 mg/10 mg
Benukobpuranus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg

3a pombAHMTENIHA MH(POPMAalIMA OTHOCHO TO3M JIEKAPCTBEH MPOIYKT, MOJIS CBBPXKETE Ce C JIOKAJIHHS
[peJICTaBUTE)l Ha IPUTEXKATENs Ha pa3peleHHeTo 3a yrnorpeoda:

Bbbarapus
Maiinan EOOJ]
Ten: +359 2 44 55 400

JlaTa Ha nocyieIHO npepasriexiaHe Ha JucToBkaTa: mai 2025




