JIMCTOBKA: UH®OPMAIIHS 3A HOTBPEBHTEJmi

BOPEJIAHHH 10 mg, 20 mg nnu 40 mg ¢puam-radaerx
Amopeacmamun ..

VOREDANIN 10 mg, 20 mg nnm 40 mg film-coated tablets
Atorvastatin

IpoyereTe BHHMATEIHO TA3H JHCTOBKA, EPEAH A2 3aH0YHeTe 42 NPAEMATE TOBA JIEKAPCTBO.
- Jamna3sere Ta3u JUCTOBKA. Moxe a ce HanoXu Jia s npoyeTeTe OTHORO.
- AKo HMaTe HAKaKBH JOMBIIHUTENIHH BBIPOCH, TIoniUTaiiTe Bawus nexap uiM QGapMauesT.
-  Tosa nexapcTso € npeanucaHo nMuHO Ha Bac. He ro npeorcreneaiite Ha qpyru xopa. To
MOXKC Ja UM HaBpead, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca ChIIMTE Karo Bammure.
- AKO HAKOA OT HEXENTAHHTE JIEKAPCTBEHH peakLMM CTaHe CEPUO3HA MITH 3abeNexuTe ApyTH,
HCOMUCAHM B TA3H JINCTOBRKA HEXENAaHU pPeaKLUH, MO yBeaoMeTe Baumis nexap wiH

(apMalicBT.

B Ta3n JHCTOBKA:
1. Kakso npencrapnssa BopenanuH u 3a KAKBO ce U3M0i3BA

2. llpenu aa npuemere BopenanuH
3. Kak na npueMare Bopenannn

4. BB3MOXHH HEXEJITAHH PeaKLHH
5. Kax na cexpaHsBare BopegaHuH
6. JomsnHurenna uHdopMalms

1. KAKBO ODPEACTABJISIBA BOPEJNAHHWH | 3A KAKBO CE H3I10OJI3BA

Bopenanun € noHmWKapalo JUNMAKTE B KPBBTA JIeKapcTBO. BopenaHnH ce H3noy3Ba kato Jjiobaeka
KEM MPOMSHATA B JUETATA 32 NOHHXXABAHE KONMYECTBOTO KPHBHU JIMITHAM, KAKBUTO €& XO0JIECTEPONa H
TPUITIMLICpUINTE, Korato OefHaTa Ha Ma3HUHH JHETa HIIM APYTH BHAOBE JIeYeHHE Karo (PH3HMUECKH
YNPaXXHEHUA H IPOMAHA B HAYHHA HA XUBROT HE C€a JOCTAThYHH. BopeAaHHH ce W3MOJ3Ba CHIIO KATO
NOMBJIHEHUE KbM JICYCHHETO ¢ APYTry NOHHXABAUIH KPbBHHUTE TMITHIH JIEKAPCTERA.

2.  IIPEJAU XA IPAEMATE BOPETAHWH

He npuaemaiite Bopenanuu
- 4KO CTe aJIepruyHH (CBpPBEXUYBCTBHUTEIIHN) KbM ATOPBACTATUH WM KbM HAKOA OT OCTAHAUTE

CHCTABKH Ha BopenaHuH.

- aKo ¢ HabmoJjaBaHa aneprus (CBPBEXYYBCTBHTEJIHOCT) BBEB BPB3Ka ¢ ynorpebara Ha nmoaooHu
MOHYDKABAINM JIMITUANTE JICKAPCTRA.

- aKOo MMarte YyepHoApoOHO 3abondBaHe.

- aKo cTpajarte OT MyCKYJiHO 3a0oraBaHe {MHOTIATHA ).

- IO BpeMe Ha OPpEMEHHOCT HIIH KbpPMEHE.

- 8KO CTE€ JKE€Ha C JeTepOACH IOTCHMA ¥ HE TIOI3BATE aJlCKBAaTHH KOHTPALIENITHUBH. |

- 4KO UMAaTe KaKbBTO H AA € HEU3AICHEH aOHOPMEH KPBBEH TECT 3a HEPHOAPOOHA PyHKIHA.

Obbpuere cnenuaiH0 BHEAMaHuE NpH ynoTpebara Ha Bopenanun

- aKko uMare 4epHoapobHo 3abongBaHe B MMHAJIOTO MK KOHCYMHpPAaTe 3HAYKWTEITHH
AJIKOXOJI

- AKO ¥Mare HapyueHa Os0peuHa pyHKLMA

- axo umare 3abapeH MeTabonu3isM nNOpaAM HapymieHa AeHHOCT Ha THpPO
(XUNOTHPOUAHUIBM)

- aKo cre Ha BB3pacT Haj 70 rogHHH

- aKO CTe UMAITH HacNieACTBCHA MHOTIATHS
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- @Ko CTC HMMaJli MMOMATHs, NOJIydeHa BCREACTBHUE yrioTpedaTa Ha MOHWKARAIM KPBLBHHTE
JIMNW/IH JIEKApCTBA

AKo 3abenexure mMofBaTa Ha HEU3ACHEHH MYCKYJIHM OONKM, Kpammy, GONe3HEHOCT MM yMopa,
OCODEHO NPHAPYXKEHHU C HEPA3NONOKEHUE WIH BUCOKA TEMIEPATypa, BeAHAra ce cBbpkeTe ¢ Baius
JeKap, ThH KaTO MOXE Jia CE HATIOXKU Ja ce cnpe JieyeHHeTo ¢ Bopenanyy WK Aa HaMaj 103aTa.

Ilpean HawayoTo M MO BpeMe Ha JiedeHHETO BamHAT fiekap BepPOATHO INE HMCKAa Aa M3CIEABA
XO0JIECTEPOIIA, KPBBHHSA CTATyC U YepHOApoOHaTa BH GpyHKUHS.

Ynorpeda sa Apyra JJekapcerea

Momns undopMHpaiite Bammsa snekap win QapMmaneBT, ak0 npUeMare WIH HAcKOpo CTe IpHEMAITH
JAPYTH JICKapCTBa, BIUIIOMHTENIHO H TaKMBa, OTIyCKaHW Oe3 pernenrta. Hsaxkom nekapcrea morat Ja
MOBJIHAAT e(ekra Ha Bopenannn u Bopenanun Moxe Aa ce OTpa3H Ha €eKTa Ha APYry JIeKapCTBa.

bbiere BHUMATENHU NPY €JHOBPEMEHHOTO NpHiIaraHe Ha BopenaHuH H CIeQHWTE JIeKapCTBa, Thi
KaT0 PHCKBT OT MUONATHs € MIOBHLUCH, KOETO B PEKH CIIy4yad MOXe fa Ob/e CEpHO3HO U Aa NMPUYHHH
yBpexaaHe Ha OpoperuTe:

- HHKJIOCIIOPHH (MMYHOCYIIpECOp)

- HAKOH aHTHOHOTHUH (€pHUTPOMOLIHH, KIIAPUTPOMOLIVH)

- HAKOH NMPOTHBOrbOMYKOBH (MTPAKOHA30J1, KETOKOHA30J1)

- HedasoAoH (aHTHAENIPECAHT)

- HHauuH (NOHUKABAIO XOJIECTEPOJIA JICKAPCTRO)

- (pubparu (MOHM>XABAIIO XOJIECTEPOJIA JIEKAPCTBO)

-  HIV-nporeasHu HHXYOMTOPH

Crobniere Ha rekapd, ako npHemare Bap@apuH (aHTHKOAryJIaHT), JUIOKCHH {aHTHAPUTMHYHO
CPEACTBO), MEPOPANIHU KOHTpaUenTHUBH (CHABPKAIM HOPETHCTEPOH W/WIH €THHHI ecTPaauoi),
KONECTHIION (MOHIKABAUO XOJECTEpoNna JIEKApCTBO) MNH aHTHALMAM (CHOBPHKAIIH MATHE3WEB WIH
anyMHHHEB XUIAPOKCH), ThH KaTO eheKTa HA Te3H JIeKapcTBa MOXE [a € YBEIHYH.

Ipuem Ha Bopeaanuu ¢ XpaHHu H BAlIMTKH
JlekapcTBOTO MOXKe J1a ce npuema ¢ uiu Oe3 xpaHa.
He xoHCYMHpaliTe roleMU KONHYECTBA COK OT rpeindpyT no BpeMe Ha JeueHueTo ¢ BopenanuH, Tei

K4aTO COXDBT MOXKC Aa IMOBJINAC ec])elc'ra Ha Bﬂpﬁﬂ&HHH

bpemennocr
He npuemaiite BopenauuH no ppeMe Ha OpemMeHHoCT. JKeHM ¢ nerepoleH noreHuman Tpabpa aa

[IOJI3BAT CUTYPHH KOHTPALECNITHBH MO BpeMe Ha JieueHueTo ¢ Bopeganus. [lockeeTBaiiTe ce ¢ Bauus
JeKap wnH papMaleBT NpeaH ynorpeda Ha KOETO M Aa € JIEKApCTBO M0 BpeMe Ha OpeMeHHOCTTA.

Knpmene
He npuematite Bopenanus, axo xkepmure. HockseTBaiite ce ¢ Bawms jiekap win dGapMaueBT npeau

ynotpeda Ha KOETO U Jia € JISKapCTBO N0 BpeMe Ha OpeMeHHOCTTA.

Illopupane n padora ¢ MAIIHHAH
Bopepanvl He Bnuse Ha COCOOHOCTTA 3a IoPupaHe Wi paboTa ¢ MalIHHH.

3. KAK JIA IPHEMATE BOPEJIAHUH

Bunard npunemaiite BopeaandH To4HO Kakro Bu ¢ kaszan Bautusar nekap. AkO He
Hello, monuTaiite Bainnua nekap vnu gapmaiiesT.

Bopegauud ce npueMa BEOHBXK NHEBHO. JIekapcTBOTO MOXE Ja ObJ/ie NPpHEMAHO
neHA, ¢ wikd 0e3 xpana. 3anoMHeTe, ue TpAbBa a NPONBILDKHTS CNCLMAIHATA [
HAYUH HA ’KUBOT NO BpeMe Ha nedyeHueTo ¢ BopenaHuH.
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H'LPBGHEI‘IBJ]HHT& AO34a CC Oonpchciid Cnopen XOJCCTCPOIIOBUTE HMBA MW LCHTa Ha JICMEHHETO.

Obnuaiinara HayanHa no3a e 10 mg AHEBHO.
‘Ta3n noza MOoXxe Aa ce npomeny crel 4 ceaMULIM WIH TIOBEYE CIIOPER ChBeTa Ha Bamus nekap.

Makcumanuara a03a € 80 mg BeHLK JHEBHO.
JAHEBHATA 1032 MOXE [la Ce HpHeEMa €IHOKPATHO.

Hapymena 6n0peuna ¢penxunn
Kopexnys Ha nosarta He ce Hanara. Cliefipaiite ykazaHHATa Ha Bamiusa nexap.

Hena n ronomu 4-17 roauHn
Ynorpebara Ha Bopexanuu TpaOBa Aa ce cieAM OT CELMANHCT.

Axo cre nprenu noseye Bopepanun, oTkoAKOTO TPHOBA
Axo npuemere nopede Bopenannn, oTKONKOTO TpAOBa, ce cebpikeTe ¢ Bammus .ﬂel{ap, CHEIIHA oMol

HIH AlITCKA.

AKO cTe NPOBYCHANH A2 NpueMere Bopenanun
AKO IIPOIHYCHETE Aa NPUEMETE 1034, B3eMETE S KOJKOTO € BBMOXHO M0-CKOPO, OCBEH aKO HE € BpeMe

33 CieABalaTa J03a.
He B3emaiiTe gBOiiHA 1033, 3a Aa KOMIICHCHpATE IIPpONyCHATaTa J034.

AKO uMaTe HIKAKBRM NOITHIIHHTENHM BBIPOCH, CBBP3aHH C yHoTpe0daTa Ha TO3H TIPOAYKT, MOJd
nmonuraite Bamus nexap unv ¢papMalIeBT.

4. Bb3AMOXHHW HEXEJAHU PEAKIWM

KakTo Bcuuxu nekapersa, BopenauHH MoOxke 1a MpeH3BUKA HEXKEIIAHH PEaKIIAH, MaKap Y€ He BCEKH
'k MOMy4YaBa.

Ceppkere ce ¢ Bammmsa nexap BegHara umoMm 3abenexure HeoOACHHMa MycKyilHa Oonka (MHanrus),
KpaMnu, OOJIE3HEHOCT WK YMOpa, 0COOEHO NPHAPYKEHH ¢ HEPa3NON0KECHUE H BHCOKA TEMIICpaTypa.

Cvobuyasa ce 3a nosasa HA CReOHUMe HENCENAHU DeaKyuu.

Hecmu: (noseseam ce npu 1-10 om 100 nayuenmu): 3anek, razope, JUCHENCHA, rageHe, IHApHA,
CBPBXYYBCTBHTEIHOCT, Oe3ChHHE, rN1arodoHe, 3aMasHOCT, KOXKHH YCEIaHHs KaTo IapeHe, 0Omexw,
chpOex wiu MpaByukaHe, Oe3 sBHa MNpuunHa {NapecTe3Hs, NOHWKEHA YYBTCBUTENHOCT TNPH JOMHUD),
00puB, cbpbex, MyckyaHU Oonku (Muanrus), 00K B cTaBuTe (apTpanrus), yMopa, OONKHA B rPBIHUS
Kol 1 r'epba, neprdepeH OToK.

Hevecmu: (nosessam ce npu 1-10 om 1000 nayuenmu): 3aryba Ha aneTuT, NOBphLIaHE, HAMAJICHUE HA
CIOCOOHOCTTAa Ha KPBBTA Ja ce ChcupBa (TpoMOOUMTONEHHA), KOCONAH, OILUICIHUBABAHE (aNomnerus),
NOBUUIEHH WM MOHM)XEHH HMBA Ha KpPHbBHATZ 3axap, BBLIAJNEHHE HA nankpeaca (MaHKpeaTur),

HApYUICHHs Ha HepBHaTa cucreMa (mepudepHa HEBpOIATHA), CHPOAIL KOXeH OOpHUB (ypTHKApHi),
3aryba Ha naMeTTa (aMHE3Us), 3BBHTCHE WK OyYeHe B YIUNTE (THHHTYC), MUONATHA, T.¢. OONC3HEHU U
OTCHabeHH MYCKYJIH, HEPA3NoNOKEHHE, HaJUIaBaHE HA TErj10, HMMIOTEHTHOCT.

Peoxu: (noseseam ce npu 1-10 mo 10000 nayuenwmu). Bb3najgeHue Ha depHUd Apod (xenaTur),
XONECTaTUYHA XKBJITEHHIIA, BE3NAN€HHE HAa MYCKYJHTE (MUO3HWT), MYCKYNHH KpaMIii WM cjiaboct
BCiteacTere obig guckoM@opt Wiy Tpecka (padaoMHO3UT). |

(aHaunakcys), KpAaTKOTPAHHO TIOAYBaHE, 3acATAIO JIMUETO, [UHUATa, ANaHUTE
(aHruoenem), obpur ¢ Mexypu {(BKI. epurcma myaTudopMme, cuHApoM Ha CTHRBH
TOKCHUYHA SMUACPMaIHA HEKPONU3a). Lo
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5. KAK JJA CBXPAHSBATE BOPE/IAHUH
CrhXxpaHapaiiTe Ha MACTO, HEJAOCTBITHO 34 JIELiA.
To3u nexkapcTBeH NPOAYKT He H3UCKBA CIIELMAIHH YCIOBHSA 3a ChXpaHeHHE.
He nonsgalite Bopenanus ciief cpoka Ha roasocT, oT0ens3aH BbpXy KaApTOHEHATA ONAKOBKA.

Jlexapcrsa He Tpa6Ba la Ce M3XBBLPNAT B KaHAJIM3ALMATA WIH B KOHTEHHepa 33 JOMALIHHA OTIAaJal.
[Tonmraiite Bawms dapmanesr xak aa yHHIOxKuTe HEHykHuTe Bu nekapcrsa. Tesu MEPKH Ilie
CIIOMOTHAT 3a Ol1a3BaHE HA OKOHATA CpeJia.

6. JOIBJHUTENHA HHO®OPMAIIUS

Kaxso cuoaspxa Bopenannn

- AKTHMBHO BEIIECTBO € ATpPOBACTATHH
JApyrure ¢bCTaBKH ca:
ChpUEBMHA Ha Tabnerkara: manuron (E421), mukpokpucTanua nemynosa, kanuues kap6onar (E170),
noBUROH (Tin K-30), kpockapMenosa HaTpHERa COJ, HATPHEB Jaypui cyidar, CHITHIHER IHOKCHT,
KOJIOHUICH, MATHE3HEB CTEAPAT
00BHBKa Ha Tabnerkara: xunpomenosa 6 cP (E 464), titanium dioxide (E 171), macrogo! 6000.

Kak mzriexaa Bopenannn A chAbpkanue HA ONAKOBKATA

10 mg: benu, KpBIH, ABOAHO-U3NBKHAIH, 7 mm QWIM-TaONeTKH.

20 mg: Benu, KpBITH, NBOMHO-H3TBKHANH, 9 mm GWIM-TaGNeTKH.

40 mg: benw, envncoBUARH, ABOHHO-U3MMEKHAMH, 8,2 X 17 mm ¢unM-TabneTku

bincrepn (OPA-A1-PVC/AL): 4, 7, 10, 14, 20, 28, 30, 50, 56, 84, 98, 100, 200 (10 x 20), 500 2a
BCUYKH HO3HPOBKH.
IInacTmacoBd mmMiuera or nonveTwieH Bucoka mwibTHoct (HPDE) ¢ BupTAa ce Kamauka oOT

nonyeTuneH nucka mwrsTHoct (LDPE): 10, 20, 30, 50, 100, 200 3a BcH9KH JO3MPOBKH.
B1:3MOXHO € HIKOU OT U30pOEHKTE BHIOBE OTIAKOBKH A4 HE IIPUCHCTBAT B aIlTEYHATA MpEXa.

IlpaTexate) Ha paspemieHHETO 32 yHOTpeda
OZONE LABORATORIES BV

2 Martinus Nijhofflan, |

2624 ES Delft

Xonadausa

Hpon3soaure
Actavis hf
Reykjavikurvegi 76-78
220 Haftnarfjérour
Ucnauans

3a BCAKAKBA HHPOPMALHA OTHOCHO TO3H JIEKAPCTBEH IIPOLYKT, MOJISl CBBpKeTE ce ¢ IIpurexarens Ha
paspeLuIeHMUETO 3a ynorpeba

To3n nekapcTBeH MPoaAYKT € pa3zpereH 3a ynorpeba B erpanuTte unenkn na EEA o

HOMepa:
Hcnannus Actastatin
Czech Republic Voredanin 10 mg
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Voredanin 20 mg
Voredanin 40 mg

Hungary - Voredanin 10 mg
Voredantn 20 mg
Voredanin 40 mg

Poland Voredanin

Slovac Republic Voredanin 10 mg
Voredanin 20 mg
Voredanin 40 mg

Romanmia Voredanin 10 mg comprimate filmate
Voredanin 20 mg comprimate filmate
Voredanin 40 mg comprimate filmate

Hara Ha nocjexno og00peHAe HA JIHCTOBKATA: CenTeMBpH, 2008
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