JIncToBka: nHGOpMALHS 32 MALAEHTA

PO30P 10 mg/10 mg puamupann TadjieTku
ROZOR 10 mg / 10 mg film-coated tablets

PO30P 20 mg/10 mg pnamupann TadaeTkH
ROZOR 20 mg / 10 mg film-coated tablets

po3yBacTaTUH U e3eTHMHO (rosuvastatin and ezetimibe)

[Ipouerere BHHMATENHO UA/1ATA JINCTOBKA, NPEIH 1A 3AM0YHETE 1A PHEMATE TOBA JIEKAPCTHO,

THH KaTO T CbAbPXKA BaXXHA 3a Bac undopmanns.

- 3ana3zere Tazu TUCTOBKA. MoxXe N1a ce HATOXKH A 51 NPOUETETE OTHOBO.

- AKO HMaTe HAKAKBH JONBIHUTENHH BBIIPOCH, NonHTaiiTe Bamusg nekap uiu ¢apmalesT.

- Tosa nekapcTso € npeanucano MMUHO Ha Bac. He ro npeoTcThiipaiite Ha ApyrH xopa. To Moxe 1a
MM HaBpeau, HE3ABMCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00NiaBaHe ca ChLUMTE KaTo Bawure.

- AKO nonyuuTe HAKAKBHM HEXE/IAHU peakLnH, yBejomere Bamus nekap ik dhapmauest. Tosa
BKJIIOYBA H BCHYKH BL3MOXKHH HEXKENAHH peakliiK, HEOIMTHCAHH B Ta3H JHCTOBKA. Buxre Touka 4.

KakBo ¢babpxa Ta3H JHCTOBKA U3NLNAHUTENHA MERLAR N0 NEXKAPCTBATA I

flucmoBka NMpuaowexue 2
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1. Kakpo npeacraasasa PO30OP u 3a xakBo ce H3N0.13BA

PO30P cpabpska ABe pasiMuH{ aKTHBHH BELLECTBA B eaHA duaMHpana tabieTka. EAHO OT akTUBHUTE

BCIIECTBA € PO3yBACTATHUH, [IPHHAIEHKALL KBM IPyNaTa Ha Taka HapeuUeHHUTE CTATHHH, APYTrOTO AKTUBHO
BELIECTRO € e3eTHMHO.

PO3O0OP e nekapcTBo, H3n0N3BaHO NPU Bh3PACTHU NALMEHTH 32 IIOHHXKABAHE HA HUBOTO Ha o0y
xoutecTepor, "nowua" xonecrepon (LDL xonecTepon) v MacTHH BelllecTBa, HAPEYEHH TPUTTIMLIEPHAH B
KpbETa. B nonmeiHeHue, TOH ¢blUO Taka NOBHLLIARa HUBATa Ha ""noOpusa” xonecrepon (HDL xonecrepon).
ToBa nekapcTeO eHCTBA KATO NIOHMXKABA XOJIECTEPOA 110 [ABA HAUMHA. HAMAJIABA XOJIECTEPONa,

abcopbupaH B XpaHOCMUNATENHUA TPAKT, KAKTO H XOJIEeCTEPOa, KOMTO TanoTo Bu npousBexaa
CAMOCTOSATEJHO.

[Ipn noBeueTo XOpa BUCOKUAT XONECTEPOI He OKa3Ba BAMAHHE BhPXY HAUYHHA, TIO KOHTO € YYBCTBAT,
3a110TO HE NPEeIM3BHKBA HHKAKBH CUMNTOMM. Bee nak, ako octane 6e3 j1eueHNE, MAaCTHHTE OT/IaraHus
MOraT Ja ce€ HaTPYIIAT M0 CTEHHTE Ha KPbBOHOCHHUTE CHAOBE, KATO M0 TO3W HAYHH T¢ C€ CTECHABAT.
[lonskora cTecHeHUTE KPLBOHOCHH CHAOBE MOTAT Aa C€ 3anylIaT, KOETO MOXE Ja CIpe
KPBBOCHAOAABAHETO HA CHPLIETO MJTH MO3BbKA M Aa JOBEAE 10 ChpAeUYeH yaap Win HHeynT. C
MOHHXKABAHE Ha HUBATA HA XOJECTEpOa MOMKE /1a C€ HaMaNKu pHCKA OT ChPAEHEH Yaap, HHCYIT WK
CBbp3aHHM ¢ TOBA 3/IPABOCIOBHH NMPOOIEMH.

Tosa nekapcTBO ce M3MON3Ba NPH NALMEHTH, YHUTO HHBA HA XOI1ECTepos He MOraT Aa Obaat
KOHTPOJIMPaHH CaMO pe3 IHeTa 3a MOHWKABAHE Ha XonecTeposa. Jlokaro npuemare ToBa Jiei
TPAOBa Ja OCTAHETE HA AMETATA 32 MOHIKABAHE Ha XonecTepona. Bauar nexkap Moxe jaa By
PO30P, ako Beye npuemare po3yBacTATHH U €3¢THMHO B CBUIMTE [103H. {(

Tora niekapcTBO HE BM moMara jia otrcinabHeTe.



2, Kakgpo TpsOBa na 3HaeTe, npeau na npuemere PO30OP

He npuemaiite PO30P | ako

* CTE€ allePruUHM KbM PO3YBACTATHH, €36TUMHO WM KBM HAKOA OT OCTAHAAMTE CHCTABKH Ha TOBA
JeKapcTeO (M36poeHH B TOUKa 6).

* HWMare YepHoapoOHo 3abosRaHe.

*  HMaTe TeXKO OLOpeUHo yBpexaaHe,

* HMAaTe MOBTAPAIIM ce, HEODICHHUMM MYCKYITHH 60sIKK (MHONATHA).

* MNpHEMaHTe JIEKapCTBO, HAPEYEHO LIUKIOCTIOPHH (M3MI0I3BAHO, HANPHUMEP, CE/ TPAHCTIAHTALIUS Ha
OpFaHH).

* cTe OpeMeHHa WK KbpMUTe. Ako 3abpeMeneete gokaro npuemare PO30OP, cipere npuema
He3abasHo W yeepoMere Bawns nexkap. Xenute tpabea n1a uzbsrear 3a0peMeHABaHE, A0KATO
MPUEMaT TOBA JIEKAPCTBO, KATO MU3MO/3BAT MOAXOAAIH KOHTPALENTHBHH MEPKH.

* HAKOrd ¢T€ MMAaJM TEXBK KOKEH 0OpUB MNu OeneHe Ha KOXKATa, 10ABA HA MEXYPH U/WIIH A3BH B
ycrara cnea npveM Ha PO30OP unu apyrd cebp3aHM iekapcTea.

AKO HAKO€E OT U30pOeHHTe [I0-rope ce oTHACA 3a Bac (M1 MMaTe CbMHEHHSA), MOJIS, CBBPIKETE Ce C
Bawmnsa nexap.

Ilpeaynpexaenus u npeanasHl MepKH

I'osopere ¢ Bamms nexap unun dapmanert, npeau na npuemere PO30P, ako:

* wumare npobnemu ¢ GubpeunTe.

* HMare npobiemMu ¢ yepHUs apood.

* HMAaT¢ MOBTAPALIN C€ WIH HEODACHHMU MYCKYJIHH OOJIKH, JTHIHA WK CEMEHHA aHaMHE3a 34
NpodJIEMH ¢ MYCKYJIHUTE WK NIPELIECTRALIA AHAMHESA 33 NPOBIEMU ¢ MYCKYITHUTE, [lOKATO CTE
npHeMaiIu ApYrH NeKapcTBa, oHWXKasaluy xonecrepona. Kaxere Ha Bawus nexap He3abaBHO, ako
HMaT¢ HEODACHUMH MYCKYNHHU DONKH, 0COGEHO aKO ¢e NOUYBCTRATE 31€ WIH MMaTe TeMIepaTypa.
Kaxcere cpino Ha Bamus snekap unu dapmaueBT, ako MMaTe MOCTOAHHA MYCKYJIHA cnabocT.

* CTe OT a3UaTCKH NMPOU3XO/ (STIOHCKH, KMTAHCKH, (DUITUNTHHCKH, BHETHAMCKH, KOPEHCKHY U HHIMHACKH).
Bamwuar nexap tpabea na uzbepe noaxonsuiara 3a Bac nosa.

* TPHEMAaHTE JIEKAPCTRA, U3NOI3BaHM 3a DopOa ¢ MHbpekuuu, BkmourtenHo XUB wnu xenarur C,
HaNpHMeED JIONHHABUP/ PUTOHABUP U/HIH aTa3aHABUP WU CUMENpeBUp, Mond, BuxTe " Apyru
nekapctea u PO30P",

* HMAaTE TEKKa AUXaTeNnHa HEJOCTATBUHOCT.

* MpHEManTe ApYry JeKapCTBa 3a [IOHW)KAaBaHe Ha XonecTepona, HapedueHd pudpartn. Mons, BukTe
"pyru nexapctea u PO30P".

* PEOOBHO KOHCYMHPATE [O/IEMHU KOMHUYSCTBA AKOXOS.

* CTpajate OT XHIIOTHPEOHAH3LM, TIPH KOHTO IUUTOBUAHATA BH xneza He paboTH rpaBWIIHO.

* CTe Ha BB3pacT Hap 70 rogunu (Bawmst nekap tpabea na uibepe noaxoaswara 3a Bac noza PO30P).

* [PHEMATE WIH CTE MPHEMAIIH Npe3 NOC/ASAHUTE 7 IHH JIEKAPCTBO, HAPEUEHO Py3na0BaA KMCE/IHHA
(nexapcTBO 3a GakTepuasiHa HHbeKLMA), IPe3 YeTaTa KM HHkekLUHOoHHO. KoMOHHaLHATa OT
¢y3unosa kucenuua 1 PO30P mMoke aa noBeae 10 cepuo3Hu MyCcKyaHu mpodnemu (padaoMuonusa).

* Ilpu neuenue ¢ PO30OP ce crobluaBa 3a cepHo3HM KOWHH PEaKLIMK, BKIIOUBALLK CHHAPOM Ha
CTtBBHC [DKOHCHH W nekapcTBeHa peakums ¢ eo3nHOPWIHA ¥ cuctemuu cumntomH (DRESS).
Cnperte ynorpebara Ha PO30OP u notspcere HezabaBHO MeMLIMHCKA MOMOIL, aKO 3a0€N1€KHTE HAKOM
OT CHMIITOMMTE, ONUCAHHM B TOUKa 4.

* 3KO MMAaTe WM CTe uMany Muactenus (3abonsrade, KOCTO ce MpOosBsBa ¢ 0OUIA MYCKYJIHA cabocT, B
HAKOH CTyYaH BKJIIOMBALINA U MYCKYJIMTE, KOWTO YYaCTRAT IIPH AMLUAHETO), WJIH OUHA MHACTEHUS
(3abonssane, npuunHIBALIO cAaBOCT HA OYHUA MYCKYJT), Thil KATO CTATHHWTE MOHAKOTA MOraT Ja
BJIOLIAT 3a00/ISIBAHETO MJIM J1a OBEAAT A0 NOABA HA MHACTEHMA (BXK. ToUKa 4).

AKO HEKOe OT M30POEHHTE NO-TOPe CHCTOSHHSA ¢e OTHacs 3a Bac (MM aKO HE CTe CHTYPHH):
nochBeTBaliTe ce ¢ Bawus nekap WM gapmauesT, IpeaH Aa 3anoyHETe a NpUeMare KOsTO M,
OT TOBA €KAPCTBO. |
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JICKap PEAOBHO LIE NPOBEMAA TO3H KPbBEH TECT (YePHOAPOOHHU PYHKLUMOHAIHH H3CICABAHMA) MO BPEME

Ha JICHCHHUETO C TOBA JIEKAPCTBRO. BaxkHO e 1a rocenapaTte JICKApA 34 Had3Ha4YaBaHC HA H&ﬁOpﬂTDpHH
H3CJICABAHHUA.

JlokaTo npuemare ToBa JekapcTso, Bammar JeKap we B1 HabstonaBa BHUMATENHO, aKo UMarte auaber
HIIH CTE€ U3JNIOKEHH HAa pHCI{ OT PAa3BHTHE HA ,[[HElﬁET. HMB BEPOATHOCT A4 CTEC H3JIOXKECHHK Ha PHCK OT

Pa3BUTHE HaA ﬂ,HﬂﬁET, dKO HMATC BUCOKHM HHBA Ha 3aXapH H MAa3HHHH B KPBbRTA, AKO CTE€ C HANHOPMEHO
TCrioc H UMATC BUCOKO KPbBHO HaNAraHe.

Jdeua v 1OHOIIH
YnoTpeOarta Ha TOBa JIEKAPCTBO HE Ce NMpenopbuBa NpH JAENa H IOHOIIM Ha Bb3pacT noj 18 roavnu.

Apyru sexkapersa u PO30P

Nudopmupaiite Bamus nexap unu bapMaleBT, ako MpUeMaTe, HACKOPO CTE NPHEMATTH HIIH € Bb3MOMKHO
Aa npueMare APYry JieKapcTaa.

YBeaomere Bawmns nekap, ako npyeMaTte HAKOE OT CEAHHTE:

+ LiMyocnopHH (M3non3ea ce HaNpUMeEp, CAel TPAHCIIAHTALMA HA OPraHM, 3a Aa e MPeLOTBPaTH
OTXBBPJIAHETO HA TPAHCIUIAHTHPAHUA oprad. EQekThT HA pO3YyBACTATHH CE NMOBHMILIABA, AKO CE
M3IT0M3Ba 3a€/IHO ¢ uuknocniopun). He npuemaiite PO30P, nokato npueMaTte HHUKIOCHOPHH.

* JlexapcTBa 3a pazpexaaHe Ha KpbBTa, Hanp. sapdapHH, aleHOKYMapoa Wi GayHHAMOH (eeKTHT UM
Ha pa3pex/iaHe Ha KPbBTa U PUCKDBT OT KbPBEHE MOrar Ja ce MOBHLIAT, KOraTo ¢€ npuemMar 3ae/1Ho ¢
TOBA JICKAPCTBO), THKAIPEIOp WilK KIAOMHAOTPEIL.

* Jlpyru nekapcTBa 3a NOHH)KAaBAaHE HA XONECTEpoaa, HapedeHH GUOpPATH, KOUTO CHIIO KOpUrupaT
HMBATa Ha TPUIVIMUEPHAWTE B KpbBTa (Hanpumep rembudpo3nn U apyru gpubparn). Korato
remMpUOpO3UI Ce MpreMa 3aeAHO ¢ TOBA JIEKAPCTBO, e)eKThT Ha PO3yBACTATUH CE MOBHUILABA.

* KonecTHpaMuH (JIeKapcTBO 3a MOHMMKABAHE HA XONECTEPOa), Thil KaTo 3acAra HauKHa, o KOHTOo
NeHCTBA €3eTHMMO.

* BciKko OT cieoHMTE IEKapCTBa, H3MOM3BaHH 3a ICYEHHE HA BUPYCHH HHEKIHH, BIIo4nTenHo XUB
HJTH Xenatut C, CaMOCTOATENHO Mnu B koMORHaLKg (BIDKTe "[IpeaynpekaeHHa W Npeana3Hu
MEPKK"): pUTOHABHP, JIOTIHHABUP, aTa3aHABHD, CHMEIIPEBHP, OMOUTACBHp, IIaPUTANPEBUD,
nacaOyBHp, BETIATACBUP, MPA30NPEBUD, el10aCBHUp, INIEKANPEBHP, NUOPEHTA3BHP.

« JlekapcTsa 3a HAPYLUICHO XPAHOCMMIIAHE, ChABPIKAILIM aTyMHHHMI U MarHe3ui (M3MOM3BaHH 3a
HEYTpalnu3upaHe Ha KHCEIMHH B CTOMaXa; Te MOHWKABAT NJa3MEHOTO HHBO Ha PO3yBacTaTHH.) To3w
edeKT Moke Aa Obe HaMaleH KaTo TO3W BHJL JIEKAPCTBO Ce NpUeMe 2 Yaca clel NpHeMa Ha
PO3YBACTATHH.

* EpurpomuuuH (aHTHOMOTHK), EQeKTHLT Ha po3yBaCcTATHH CE NOHMKABA, KOraTo Ce NPHEMa 3ae/THO ¢
TO3W AHTHUOMOTHK.

* (Dy3unosa KucenwHa. Ako TpaOBa Ja npHemare Gy3ua0Ba KHCEIMHA NPe3 YCTATa 3a JieueHHe Ha
GakTeprajiHa MH(MEKUHNA, TpAOBA BpEeMEHHO [1a NpeycTaHoBHTE ynoTpedarta Ha TOBA JIEKapCTBO.
Bamuart nekap me Bu kaxe kora e 6e3onacuo na nogHosure jgedenueto ¢ PO30P. [IpremaneTo Ha
TOBA JIEKAPCTBO ¢ PY3U/I0BA KMCEUHA B PE/IKH CTydau MOXe Ja IOBeJle JI0 MyCKYTHa ciadocT,
UYBCTBUTEIHOCT HIIH Donka (pabaoMuonuza). Biokre noseue nHpopMauus OTHOCHO pabaoMuonun3ara
B pazzen 4.

* Ilepopanen kouTpauentus (xanueto). Hupata Ha NONOBUTE XOPMOHH, MPHEMAHH € XaNYETO, CE
MOBUILIIABAT.

* XOpMOHaNHA 3aMEeCTHTC/IHA Tepanus (MOBMILIABAT CE€ HUBATA HA XOPMOHHTE B KPBBTA).

* Peropadennd (uznonsean 3a neueHde Ha pak).

AKO MOCTBIXTE B OOMHHLA HIH IPUEMATE JICUCHKE 3a APYT 3ApaBoOC/ioBeH NpobieM, KaxkeTe Ha
MEIMLMHCKHUA €KuIIL, ue nipuemare PO30P.

bpemenHOCT H KbpMeHe

He npuemaiite PO30P ako cte GpemeHHa, onuTBaTe ce Aa 3a0peMeHeeTe UM CMATATE, Ue Mt
OpeMenHa. Ako 3abpemMeHeeTe, AOKATO MPHEMATE TOBA IEKAPCTRO, CNpeTe nMpHeMa He3abas



YBENOMETE Bamusa JICKAp. Kennte TpHﬁBﬂ Ad U3N0JA3BAT KOHTPALENITHBHH MEPKH I10 BPEME HA
JICHEHHETO C TOBRA NEKAPCTRO.

He npuemaiite PO30P ako kbpMuTe, THiH KaTO HE € U3BECTHO JaNH JIEKapCTBOTO MPEMHHABA B KbpMaTa,

[llodupane u padboTa ¢ MamAHHU
He c¢ ouakpa ToBa nexapcTBO Aa noBaMse ¢cnocobnocTra By Aa wodupaTte Wiy 1a H3MO3BATE MALIHHH.
Bunpexu ToBa, Tpsabea 1a ce uma npeasu, 4e HAKOM XOpa MOraT fa NOMyHaT CRBETOBBPTEX ClIE/] KATO

[pUEeMAaT TORA N€KAPCTBO. AKO Ce HYBCTBATE 3aMasHU, He TpabBa aa wodHpaTe WIK Aa pabOTHTE C
MALIHHH.

PO30P cranpxa HaTpHi

Toea nexapcTeo cbabpxka no-Masnko ot 1 mmol Harpuii (23 mg) na tabnerxa, T.€. MOXKE J1a C€ Kaxe, ye
NPAKTHYECKH HE ChABPIKA HATPHI.

3. Kaxk aa npuemare PO30OP

Bunary npuemMaiiTe ToBa EeKapcTBO TOMHO KakTO BH ¢ ka3zan Baluuar nekap WiH gapMaueBT. AKO He CTe
CUTYPHH B HEIO, MONHTaiTe Balns nekap wiu dhapMallesnT.

Topa nexkapcTBO HE € NOAXOAALLO 34 3aN0YBAaHE Ha JieueHHe. JledeHneTo TpaOBa a ce 3anoyHe ¢
AKTHBHHTE BEUIECTBA NOOTAE/HO H CNER ONpe/ieSiIiHE HA MOAXOAALINTE 103 € Bb3MOMHO
npeMHHaBaneTo kbM PO30P ¢ noaxoaaiia koHueHTpanys.

Tpabsa na npoawKHTE Aa cnazBaTe AHETA 3a MOHHKABAHE HA XOJIECTEPOA U JIa MPABHTE YIPaKHEHHUA
nokato npuemate PO30P.

[IpenopbuBanaTa AHEBHA A03a 32 BL3PACTHH € eAHa PuMUpaHa TabneTka.

IIpuemante PO30P Bennnik A1HeBHO.

MoxeTe fa mpUeMarte 1eKapcTBOTO MO BCAKO BpeMe Ha JeHs, ¢ Uitk 0e3 xpana. Biemalite 1eKkapcTBOTO
10 €JHO H CBLIO BpeMe Beekd AeH. [lornbluaiiTe Beaka dHiIMHpana TadieTka usfia ¢ Boaa.

PeaoBHo nicieaBane Ha XoaecTepoJia
BaxHo e na nocewasate Baiuus nexap 3a peloBHO H3C/I€IBaHE HAa XOJECTepoa, 3a 1a CTe CHI'YPHH, 4¢
XONeCTEPONBT BH € JOCTHUIHAIT Y OCTaBa HA NPABUITHOTO HHEO.

AKO cTe NpHueaH noBeye oT HeoOXxoauMmarta Ao3a PO30P
CpbpkeTe ce ¢ Baiuud fekap WM CrelIHOTO OTACIEHHE Ha Hall-O/1M3KkaTa 60nHKUA, 3a10TO MOXKE 1A Ce
HY>KJaeTe OT MEeJULIHHCKA [TOMOIIL.

AKo cTe nponycHa/u Ja npuemete PO30P
He ce TpeBoxeTe, He npuemaiite nponycHararta /103a W B3EMETe CJie/IBalllaTa IiaHupaHa /103a B TOUHOTO
BpeMme. He s3eMaiiTe JROAHA 1034, 33 Ja KOMIIEHCHpaTe NpoNycHaTaTa 103a.

AKo cTe cnpean npuema na PO30P

["oBopeTe ¢ Baluug nekap, ako uckare Ja cripeTe nNpHeMa Ha Tosa JiekapcTso. HuaTta Ha Bauus
XONECTepOI MOXKE J1a ¢€ MTOBHIIAT OTHOBO, aKO CMPETE Aa NpUEMaTe TOBA JIEKApCTRO.

AKO UMaTe HAKAKBH JOMbJHUTENHH BBIIPOCH, CBBP3aHHU ¢ yNIOTpebara Ha TOBa JIEKAPCTBO, NOMUTAHTE

Bawuns nekap uau gpapmauesr.

4, Bb3MOKHNA Hexe1anu peaklHuu




KakTo BCHHKH JleKapCTBa, TORA JIEKAPCTBO MOXKE a NPeAM3BHKA HEXXETAHH PeakiMH, BBIIPEKH e He
BCEKH ' MOJTy4ana.

Baxxho e Aa CTC HAACHO KAKBH Ca TE3H HEXE/NaHN peaKlHH.

Cnpere nprema na PO30OP u ne3a6aguo nornpeere MeAHIHHCKA OMOIL, AK0 NOJAYUHTE HAKOE OT
CJeIHUTE:

Peaxu nexenanu peakuun (Morar aa 3acersar ao 1 ua 1 000 aywu):

AJTEPrUYHH PEAKLIMM KATO OTOK Ha JHMLIETO, YCTHHTE, €3HKA H/UAH FBbPIIOTO, KOUTO MOTaT A8 NPUYMHST
3aTPYJIHCHHA B IMIIAHETO M NPErIBILAHETO, 1YNyconoao0eH CHHApOM {BKtoMHTeNHO OOpPHB, CTARHU
HApYLIEHHA H e(EKTH BBPXY KPLBHH KJIETKH) H PA3KBCBAHE H2 MYCKYL.

Heobunuakiny MyCcKysTHH OOJIKH, KOUTO NMPOABIKARAT MO-ABAr0 OT OYAKBAHOTO. Pako ToBa Moxe na ce
passue B NOTEHLUHAITHO )KHBOTO3ACTPALUABAILG MYCKYIHO YBpEXAaHe, HapeueHO pabJoMHOJIN3a, KOETO
BO/IM 10 HEPA3NOJOKEHHE, Tpecka H OBOpeHHO yBpexaaHe,

C HeniBecTHA 1€CTOTA (OT HAJIHYHHTE JAHHHE He MOXKe a2 Ob/le HANPABEHA OLEHKA):

HepeeHrKasn, HEHaJMrHATH, IOJAO0OHH HA MULIEHA WM KPBIJIH [1€THA 110 TAIOTO, Y€CTO LIEHTPATTHO
PAa3NoJIOKEHH MEXYPH, O€lIeHe Ha KOKaTa, A3BH B yCTaTa, I'bPJOTO, HOCA, MO FeHUTATIHHTE U o4uTe. Te3u
CEPHO3HM KOKHH OOPHBH MOraT Ja ce MPEAILICCTRAT OT MOBUINEHA TEMIIEPATYPa ¥ IPUIIONOA00HH
cUMNTOMHU (CHHAPOM Ha CTHBBHC J/DKOHCHH).

O61uKpeH 0OpHEB, BUCOKA TeNleCHA TEMMEPATYpa M yBenuueHH numban Bu3nu (DRESS cuHapoM unu
CHHAPOM Ha JIEKAPCTBEHA CBPbXUYBCTBHTEIHOCT).

Apyru Hexe/1aHH peaknHi

Hecrn HexenaHn peakuuu (morar aa 3acernar a0 1 na 10 aymmu)

* riaBoGoaue

*  3aMneK

*  rajaeHe

*  MycKynHa Oonka

* YYBCTBO Ha cJj1abocT

* BHEHE Ha CBAT

« nualer. Tosa € NO-BEpOATHO, aKO HMATE BUCOKM HWBA Ha 3aXap H MA3HHHU B KPBBTA, &KO CTE C
HaJHOPMEHO TCT10 HIH MMaTe BUCOKO KPBbBHO Hansarade. BawumaT nekap we Bu Habmoaasa, 1okaro
npyeMare TOBA JIEKaApCTRO.

* 0osKa B cTOMAXa

*  uapHs
*  METEOPH3BM (M3JIHIIBK OT ra30BE B UpeBaTa)
*  yMOpa

* MOBULIABAHC HA HAKOMW NapamMeTpH B 1a00OPaTOPHH KPBBHH U3C/I€/IBAHHA Ha Y€PHOAPOOHATA DYHKUHS
(TpaHcamMMHa3H)

HeuecTu nexenann peaknnn (Morar aa saceruar o 1 va 100 xymn)

« 00puB, chpOexK, KONPHUBHA TPECKA

* TMIOBHILABAHE HA HAKOW N1a0OpaTOPHH KPBbBHH M3CNEABAHUA HA MYCKYJIHATa (pyHKIMs (TECT 3a
KpeaTHHKHHA33a)

*  KallAHua

* 1poOaeMHU ¢ XPaHOCMUJIAHETO

*  CTOMALUHW KHCENHHH

* OONKH B CTaBHTE

*  MYCKYJIHH CTIa3MH

* 0oJika BBB BpaTa

* HaMaieH aneTHT

+ bOonka

* DOJKa B rbpaAMTE




* TOpeUIH BbJIHK

* BHCOKO KPbBHO HajfraHe

*  yCelaHE 3a MpaByUuKaHe

* CYXOTa B yCTaTa

* Bb3MNAJICHHE HAa CTOMAaXa

» Donka B repda

* MYCKyHa cinabocT

» Oonka B pbUETE H KpaKaTa

* [OAyBaHe, 0COOEHO Ha pBLETe H KpaKaTa

Peaxn nexenann peaknnu (Morar aa 3acersar 1o 1 ma 1 000 aymmn)

* BBL3NAJICHHE Ha NaHKpeaca, KOETo NPUUMHABA CUNHA CTOMAaLIHA 00JIKa, KOATO MOKE J1a ¢
pasnpocTpaHHu KuM rvpba

* HamajaBaHe Ha Opos Ha TPOMOOLIMTHTE

MHoro peakd He)xeJIaHH peaknuu (MoraT aa 3acernar ao 1 na 10 000 xyurn)
* OKBJITEHHLA (MTOKBIITABAHE Ha KOXKATA M OUUTE)

* BB3MAJEHHE Ha YepHUA Apod (XenmaTHT)

* ClIeAH OT KPbB B YpHHATA

* YBpE)KJaHe Ha HEPBHTE Ha KpakaTa U phLETE (KaTo U3TPbNBAHE)
= 3aryba Ha mamerrTa

*  YBEJMYABAHE HA FbPIAUTE NPH MbXKeTe (THHEKOMAaCTHS )

C Heu3BECTHA 4ecTOTA (OT HATHMYHHTE JAHHH HE MoOJKe /12 Objle HAanpaBeHa OLeHKA)

*  3aIyX

* OTOK (NoayRaHe)

* HapyWeHHs Ha ChHA, BKIIOUHUTENHO Oe3ChHHUE W KOUIMapH

* CEKCYAJIHM 3aTPYAHCHUS

* Jenpecus

* 3aTPYAHCHHA NPH JMIUAHE, BKIIIOYHUTE/HO YIIOPUTA KALUNHLIA WK 3a0yX WM TpecKa

*  YBPEKJAHE Ha CYXOKHITUATA

*  MYCKYAHa cnaloCT, KOSTO € MOCTOSHHA

* KaMbHHM B SKITBUKATA HIH BB3NAJICHHE HA MUTHUHHUS MexXyp (KOeTo MosKe na NMpHYHHK Donka B cTOMaxa,
raaeHe, oBpPLIAHE)

* MHACTECHMA rpasuc (3aboisgBaHe, npUUMHABaLIO 0011a MYCKYJIHA ¢1abocT, B HAKOM Cilydau
BKJIKOYBALLA U MYCKYJIMTE, KOHTO y4acTRat npu auiuaHeTo). OuHa MuacteHus (3a00i1sBaHe,
MPU4UHABALLO C1Aa00CT Ha OuHMA MycKyn). ['oBopere ¢ Bawns nekap, ako M3NUTBaTE ¢1a00CT B
PBLETE WK KpaKaTa, KOATO Ce BAOLIABA Clle/l NEPHUOLH HA AKTHBHOCT, UMATe ABOHHO BHXX/1aHE WH
YBHCBAHE Ha KI€NA4YHUTE, 3aTPyIHEHO NpernbllaHe WY 3aayX.

Cro0maBaHe HA HeXeaHH peaKIHH

AKO MOJIyYHTE HAKAKBH HEXKENIAHK JIEKAPCTBEHH PeakUMH, yeeaomere Bamms nekap, dapMaierT MM
MEIHIIMHCKA ceCcTpa. 10Ba BKIIOYBA BCUYKH Bh3MOXKHHU HEOIUCAHKN B Ta3U JIUCTOBKA HEXKE/IAHH PEaKLMN.
MojkeTe ¢bL10 A CHOOLIHITE HEXKENAHH PEAKLIMK JHPEKTHO YUpe3 HALHOHAMHATA CHCTEMA 3
CHOOUIABAHE!

M3nbaHuTenHa areHUMA 1o Jiekapersara

yi. ,Jamsad I'pyes” Ne 8, 1303 Codus

Ten.: +35 928903417

yebcalT: www.bda.bg

Kato cpo0ilaBaTe HeKETAHH peakiLiK, MOXKETe J1a JafieTe CBOS MPHHOC 3a MOJy4aBaHe Ha oBeYe
HH(pOPMALHA OTHOCHO §e30MacHOCTTA HA TORA JIEKAPCTBO.

S. Kak aa cexpanapare PO30OP

HAa ce chXxpaHsaBa Ha MACTO, HENOCTBITHO 34 JIelA.




He uznonssaiite ToBa nekapcTBO crel cpoKa HA FOAHOCT, OTOENA3aH BbPXY KAPTOHEHATA KYTHS H

bamcrepa caen ,,[onen 10:“ u “EXP”. CpokbT Ha rOAHOCT OTroBapA Ha MocjeAHHUs AEH OT MOCOUYEHUR
Mecell.

,Hﬂ CC CbXpPaHsiABa B OpHIrHHAJIHATA OMNAKOBKA, 34 Ja C¢ MpeAna3H OT CBETIHHA H BJ1ara.

He u3xpupnsiite nekapcTBata B KaHANH3a1M4Ta WIM B KOHTEHHEPA 3a JOMALUIHM oTHaabuM. [Nonvraiite
Bauiva ¢apmanest kak fa U3XBBPIATE NeKapceTBaTa, KOMUTO Beye He u3non3saTe. Te3n MEpKH 1ue
CMOMOTHAT 3a ONa3BaHe HA OKOJIHATA CPEA.

6. CoabpikalHie Ha ONAKOBKATA H A0NbJAHHTEIHA HHpOpMANHn

Kakso ceabpka PO3OP
- AKTHUBHHUTE BELECTBA Ca PO3YBACTATHH (KaTO PO3YyBACTATHH Kanumii) U e3eTHMHD.

- Beska gunmupana Tabnerka cbabpka po3yBacTaTHH Kallui, choTeeTeTBall Ha 10 mg unn 20 mg
posyBacTaTUH U 10 mg e3eTumMub.
- pyrure ¢beTaBkH ca:

Posysacmamun - s0po

[IpeskeTaTHHU3UMPAHO LIAPEBHYHO HUILECTE, MUKPOKpHCTANIHa uenysosa (E460), MeriyMHH, KalLuKeB
xugporengocdar anxuapar (E341), kpocnoeuaos (E1202), 6e3804eH KOJOUASH CHAMLKER AUOKCHA
(E551), natpuer creapundymapar

Ezemumud - 20po

Manuron (E421), 6ytunxuapoxcnanuzoa (E320), natpues naypuncyndat (E487), kpockapmesnosza
narpuii (E468), noenmon (K-30) (E1201), uepsen xesezen okcua (E172), marnesunes creapat (E470 b),
HaTpHeB cTeapuwidymapar

Obeuska na mabtremxama
Xunpowmesoda (E464), tutanos auokcua (E171), makporon 4000, uepeeH xenesen oxena (E172)

Kak mirnexaa PO30P u xakBo ¢hABPKA ONAKOBKATA

PO30P 10 mg/10 mg ca po30oBH, KpbraH puimupanu tabnetku ¢ auametsp 10,1 mm u penedHo
n3obpaxkeHue “AL” oT egHaTa cTpaHa,

PO30OP 20 mg/10 mg ca po3osu, kpbriu dunmupanu tabserku ¢ auameTsp 10,7 mm, rnaaky ot OBeTeE
CTpaHH.

bnucrepu ot OPA/AI/PVC-anymunaueBo $ponuo.

Onakoski, cbaspkawu 10, 30, 60, 90 punaMupanu TabaeTkw.
He BCHUKH BHIOBE OnakoBKH MOrar Aa 0b4aT ImyCcHaTH B Ipoaaxoa.

IlpnTexaren Ha paspelieHHETO 32 ynoTpeda H NPOU3IBOAHTET

[IpdTexaTen Ha pa3peleHUETO 3a ynoTpeda
Maitnan EOQO/J]

Odwuc crpaana ,,Cepamka opHcH

Oyn. CutasakoBo Ne 48, er. 7

1505 Codus, bearapus

[TpouzeouTenu
Pharmadox Healthcare Ltd.




KW20A Kordin Industrial Park
Paola PLA3000
Manra

Mylan Hungary Kft.
Mylan utca 1
Komaéarom, 2900

YHrapus

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

Dublin 13
Upnanaus

To3u nexapcTBen NpoaAyKT e paspeuiel 3a ynorpeda B abpxasute uienku Ha EUII noa caeanure
HMeHa:

Hunepnanaus 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 =~
bvarapus PO30P 10 mg/10 mg ¢punmupanu TabneTku
PO30P 20 mg/10 mg ¢hunmupanu Tabnerku
Kunsp ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Yeuwika Rosuvastatin/Ezetimibe Mylan
Penybnuka TWICOR
Hanus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
["bpuus ROZOR 10 mg/10 mg
ROZOR 20 mg/10 mg
Ucnanus TWICOR 20 mg/10 mg comprimidos recubiertos con pelicula
DuHNaHaAMA Twicor 10 mg/10 mg
Twicor 20 mg/10 mg
OpaHuus 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
Uranus ROZEIOND 10 mg/10 mg
ROZEIOND 20 mg/10 mg

JlrokcemOypr MYROSOR 10mg/10mg filmomhulde tabletten
MYROSOR 20 mg/10 mg filmomhulde tabletten

Manra TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg
[Tomua Sorento
[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




Crnoenus  ROZOR 10 nigfl(] mg filmsko obloZene tablete
| ROZOR 20 mg/10 mg filmsko obloZene tablete

CnoBauika ROZOR 10 mg/10 mg

Penybnauka ROZOR 20 mg/10 mg

Benukoopuranus TWICOR 10 mg/10 mg
TWICOR 20 mg/10 mg

3a QOMb/IHUTEIHA UHPOPMALMS OTHOCHO TO3M JIEKAPCTBEH MPOJAYKT, MOJsi CBBPIKETE C€ C JIOKATHHS
MPeACTaBUTEN HA MPUTEXKATEIS HAa pa3pelleHHeTo 3a ynorpeba:

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

JlaTa Ha nocneaHoO npepasriekaaHe Ha JMcToBKaTa: Mapt 2023




