JIMCTOBKA: HHOOPMAIIHS 3A TIOTPEE

NAN
OJJ,OEPEHO

1€ -0 . 0%

.............................

IIpaBacTaTHH

IIpogerere BHHMAaTEIHO IS/1ATA JACTOBKA NpeAH Aa 3aMovHeTe A NIPHEMATE TOBA
JEKApCTBO. | |

- 3amaseTe Ta3u TMCTOBKA. MoXe Ja ¢e HalloXH| Aa i [IpoveTeTe OTHOBO.

- AKO HMare HIKAKBH JONBJIHHTENHH BbIPOCH, OIMTAliTe Bamms exap unn dapManepr.

- Tora nekapcTBo € npeanucano JuuHO Ha Bac. He ro npeorcrensaiiTe Ha apyru Xopa. To
MOXeE Ja HM HaBpeH, He3ABHCHMO OT TOBA, 9€ TEXHATE CHMITTOMH Ca CBHINUATE KaTo
Bammure. |

AKO HSKOSL OT HEXKEIIAaHATE IEKAPCTBCHH PEAKIHH CTaHe CEPHO3HA, HIIM 3a0€NIECXKHTE APYTH,

HEOIIHCAaHH B Ta3H JHCTOBKAa HE)KelIaHH peaKinH, MOJIA yBexpoMere Balug nexkap uin

dapManeBT

B Ta3H JIHCTOBKA:
Kaxso 1ipeicTaBIsiBa
[pemm nia npuemere |
Kax 1a npuemare fj

BraMoxHH

| 1 33 KaKBO Ce H3MON3Ba

R e S

Kawpo nupcercran. sisa ip LM 3 IARBO CC HB0.03BA

OPHHAANCKH KBM Ipyla JekacTBa HapedeHH HMG-CoA penyKkTa3zHH HHXHOHTOPH
(MMM CTaTHMHH), KOMTO JeHCTBAaT MOCPEACTBOM MOHM)KABAHE KOJIMYECTBOTO HA “JIOLOMA
XOJIeCcTepOn’, KOMTO ¢e IpoM3BeXJa BB Bammsg opraHuzpM H IIOBHINZBA HHBATa HAa
“nobpua” xonectepos. XOJNCCTEPONBT € JIMIHA, KOHTO MOXKE Ja IOpHIMHH KOpPOHAapHA
00JIeCT Ha CHPHETO NMOCPEICTBOM CTECHSBAHE HA KPHBOHOCHHTE ChAOBE, KOHTO CHaOOsBar
CLPIETO ¢ KPHB. 10Ba CHCTOSHHE, KOETO C€ HApHuYa YIUTGTHSBAHE HA aprepHATEe HIH
aTepoCKIepO3a, MOXE Ja JoBede RO rphiHa Oojka (aHrHMHA HEKTOPHC), CBpACYEH YAap
(MEOKapaeH UH(papKT) HIH HHCYIIT.

Axo Bede CTe MMald ChpJICUCH yAap wiM mMare Gonka B IbpAHTE B IOKOH (HECTAOWIHA
aHTMHA MEKTOpHC), ANl HaMasIBa pHCKA OT OBTOPEH CHPACYEH YAAp WIH HHCYIT B
OBpaemeTo, HE3aBUCHMO OT CTOHHOCTHTe Ha Bammus XO0JeCTepoIl.

AI(O HMAaTC INOBHMICHH HHBA HA XOJIECTECpOJIAa, HO HAMATC KOpOHAPHa ChpAcHHaA GDJIECT

§il NOHMkaBa PHCKa TOBa Jia ce CJTyTd HIIH JIa HMare ChpAeyucH HHApKT 3a B ObAcIIe.
Koraro npueMare § BRI, Bamuat nexap mme nmpemopbua ApYrH ACHCTBHA KaTo 4acT OT
Bamero nedenne, KaTo aueTa GenHa Ha Ma3HHHH, NOBHINCHa (PH3MYECKA AKTHBEOCT H

IIOHMKABAHC HA TCICCHOTO TEIIO.
AKO HMarTe TPAHCILUTAHTHEDPAH Opl'aH H HPHBMRTB JIeKapCTBa, mm HE II03BOIABAT HA

Banmist opraEM3pM 4 OTXBBpIM TPaHCIUIAHTA, CRRLINEE nammcana 110 HINCHATE HHUBA HA

2. Hpean o puceviere H




He npuemaﬂ're . -
* aKO CTE CBp’bX‘I}’chHTeJIHH (QIepraYHy) KbM HAKOA OT C'BCTaBKHTe Ha [ IRIES;

* aK0 cTe OpeMeHHa HITM HMa BEPOSTHOCT Ja 3a0peMeHEeTe,
* AKO KBPMHTE;
* aKO HMaTe YCPHOAPOOHH NpodIIeMH.

ITonutaitte Bammus nekap, ako He CTe CHTYPHH AaH MOKETE J1a IpHeMaTe § I

Ofbprere cnennaINo BHAMAHHE NPH yHoTpe6aTa Ha Li{EIN
HNudopMupaiite Bammmsa nekap, ako HIKOTa CTe HMATH e,uHo OT cne,uBamHTe

» bwOpeuro 3aboisaBaHe HITH NOHIKEHA (PYHKIIHA Ha MUTOBHIHATA XKie3a

e IIpoGneMH ¢ anKoxona (peIOBHO IHETE TONEMH KOJIMYECTBA aIKOX0J)

o HacneacTeeHo MYCKyJHO 3a0ofnsgBaHe HIH aKO HMAaTe¢ KpBHBEH POJHHMHA C TaX0Ba
3a00JIABaHE

e Hexenamn peaxnum 3acaramm Bammprre MycKynm, KOraTo CT€ OPHEMATH JPYyro
IOHMKABAITIO XOJIECTEPONIA JIEKAPCTBO KATO CTATHH WIH (HrOpar.

o Alco HMaTe aHaMHE3a 3a YepHOoaApoOHHA mIpodIeMH.

B cnydgait ge CTpa,uaTe OT HAKOH OT Te3H npodieMH, BammaT nexap e psa0Ba na HaIIpﬂBH
KPBBHO H3CJICABAHE NIPEAHM M BEPOSTHO MO BpeMe Ha JICYEHHETO C. FEtiifl, 3a 1a OIEHH
Bammms puCK OT CBBpP3aHH ¢ MYCKYJIMTE HEXEJIaHH JICKapCTBEHHU peakuun. ChINo Taka MoXKe
na Bu e Heo6XoauMO TOBa KpHBHO H3C/I€ABAHE, aKO CTE HA BB3pacT Hax 70 ropHi.

BrpHere ce npu Bamms nekap BegHara moM Bu 6Ba¢ BBE3MOXKHO H 00ChIere Bammire
TPEBOI'M H cliasBaiiTe nageHus Bu cbBer.

IIpaeM na Qpyru JekapcTBa

Baxno ¢ ma HHPopMmpare Bamms jrekap, ako Beue IpOBEXZaTe JICYCHHE ¢ HAKOE OT
CJICABAIIHTE:

e JIDYTH JEKapcTBa TMOHHXKABAIM XoOJiecTepona Hapedenu (¢ubparn (mHamp.
reM¢pudposni, peropudpar). KomOrHanusaTa Moxe Jia MOBHIIN PHCKA OT HEXENAHH

pEeaKIIHH.

¢ JIEKapCcTBa, KOATO C€ MPHJIArar 3a pPerylIHpaHe Wik alaliTHpaHe Ha HMYHHHS OTTOBOD,
HAIIp. IHKIOCIIOPHH. KOMSHHauHﬂTa MOXK€E Ja [OBHIIK PUCKa OT HEXKEJAHH PEaKIiH.

* aHTHOHOTHIHTE EPUTPOMHIHH MIIH KJIEIPHT[JOMHHHH (KoMOHHAI[HITA MOXKE J1a AOBEZIE
IO IMOBUIIICH PACK OT HACTHIBAHE HA MYCKYJIHH NpoOIeMHu)

. CMOJIH KaTO XOJESCTHPAaMHH H KOJCCTHINON, MOHHXXABAIIH JIHITHIHTE nexapcma
@i oOwmuaiino TpaGBa Ja ce MpUeMa HOHE €IMH 4ac NPEIH MM YETHPH daca
Cllefl KaTo cTe npHend cMonara. ToBa € HeoOXOOMMO, 3alMOTO CMOJIATA MOXE Ja
nosJHAe abcopOrmaTa Ha , AKO JBeTe JICKapCTBa ¢€ MPHEMAT CKOPO €HO CleN

IpYTO). | T T
Monsa yeenomere Bamms nekap, ako IpreMare HiH Hacmpa cTe IIpHE!; JIR\IPYTH JTeKapCTBa,
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B MOXe JTa ce TpHeMa ¢ 1 6e3 xpaHa. |
AKO He cTe CHI'YPHH 3a TOBa, MOJIA CIIe/iBaliTe MpenopbkuTe Ha Bamms neKap

bpemennocT
He tps6Ba na npuemMare Sl

}| 0 BpeMe Ha ﬁper:HI-IDCT Axo ITaHHpATe 2 3&6p3M6HE':E'I'B
HIM ako cre GpemeHHa TpﬂﬁBa fla cpeTe mpueMa Ha S ¥ He3abaBHO 1a yBEOOMHTE
Bammsa niekap (BHKTe IIO-TOpe). |

[MockBerBaiite ce ¢ Bamma nekap wid (apMaresT npenu ynm"peﬁaTa HA KOETO M na e

JICKapCTBO.

Kppmene: _ | —
He tpsbea za mpueMare §EMSE nokaro KbpMHTE (BEDKTE IO-TOpe), Thil KaTo FEESRNEN
IPEMHHABA B MAHIHHOTO MJLSKO.

IMockBeTBaiiTe ce ¢ BalIIHiI neKap Wi q)apuauem: opeau yrorpedara Ha KOETO H Ja e
JIEKApPCTBO. -

pupane B padoTa ¢ MAIIHHHA®
[if 0OrJaiino He NOBMMsBa Bamara ciocobHOCT Aa mopupare, HO aKo yceTHTe KaKBaTo

B n1a GHIO 3aMAsHOCT Ce yBEpeTe, ue MOXeTe 1a modupare H paboTHTE ¢ MaIIMHHU NPeIH Ja
3allOYHETE.

o

Baxna ﬂmllopmamm OTHOCHO HAKOH OT CLCTABKHTE HA } .
Axo Bammar nexap Bu e kazaj, ¢ HMaTe HENOHOCHMOCT KEM HAKOH 3axapn (Hanp nam*osa)
CBBPXETE CE ¢ HETO IIPEAH Ja IPHEMETE TO3H IEKapCTBEH IIPOLYKT.

3. Kaw o npueyare
Buraru npueMaiite TOYHO KaKTo BH ¢ Ka3zan Bamug nexkap. AKo He CTe CHIYPHH B
Helno, nonuraiite Bamug nekap win papMaLieBT.

Bb3ipacTHn:
Obnuaitnara o3a Ha § } ¢ 10 — 40 mg egHOKparHO JHEBHO, 3a IIPEJIIOYHTaHE BEYep.
MOXKE Aa ¢ IpHeMa ¢bC WM 0€3 XpaHa, ¢ IIOJOBUH Yailia BOAA. |

lena B noapacTeamu (noa 18 roaunn):
il He ce IpernophYBa IIPH TE3H MAITHEHTH.

b1LOpeYno B 9epHOAPOOHO YBpEKAaHE: |
OOudaiinato mo3a ¢ 10 mg eaHOKpaTHO MAHEBHO IPH MaOHEHTH ¢ OBOpedHo HIH
JepHOApOOHO YBpeKIaHe. |

Caea opranna TpaHCHJIAHTAINMA
O6ruaiinara no3a ¢ 20 mg eTHOKPATHO AHEBHO.

I'H JCKapiTBa.
'_'I']]HﬁBﬂ BHHAI'KN [1a CC IIpHCMAa IIOHC CAHUH “acC IIPC/IH HJIN ‘IﬁTHpH qaca CJIEI[ KatTo CTE
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AKO HMATe BIICYATACHHETO, de edexrta oT ki

! ¢ npekaneHO CHJICH WM IIPEKaaeHo cnal,
oBcBaere T0Ba ¢ Bamms nekap wim dapmanesT. | o

AKo cTe IpHETA NoBede 0T HeofxoammaTa K032 F e
AKo CTe TPHEIM TIpeKATeHO MEOTO TaGeTKH MK aKo HAKOH CITy9alfHO HOrBIIHe HAKOJIKO OT
| TAX, CBBpXKeTe ce ¢ Bamms nexap wim ¢ Hait-GiM3KkarTa GONHMIA 32 CBBET.

AKo cTe HPONyCHAJIH 1a NpHAeMerTe |
He ce TpeBOKeTe, ako CTe IPOMYCHATH 7103a. [IpoCcTo IpHeMeTe clieBAMmATa /034 B
obuuaiinoTo 3a ToBa BpeMe. He B3eMaiite nBoiiHa 1033, 33 A3 KOMIICHCHPATE nporrycna'rme

OTIACIIHA J0O3H.

AKO cTe cripe/id IpHEMA HA
Bunaru uapopMupadite Barmma nekap, aKO MCKATE J1a IPeyCTAaHOBHTE JICUCHHETO.

AX0 MMaTe HSIKAKBH AOITBIHUTC/IHH BBIPOCH, CBBP3aHHK C }’HOTpEﬁaTa HAa TO3H MPORYKT,
MOJI IoNUTaliTe Bamms jrexap nima jpapManeBT.

4. Bn3viosknn peme g peanii

KaxTo BCHYKH JieKapcTsa, £l

§ MOXKe 112 IPMYHHHE HEXEVIAHH PeaKIHH, BBIPEKH de He
BCEKH T'H TI0TYYapa. |

KeTe ¢e ¢ Bamma Jexkap KoJAK0TO € Bh3MOKHO HO-CKOPO H MPEYCTAHOBETE MPpHEMA
aK0 HMAaTe KaKBHTO M Ja OHIO HeoOACHHMH HJIH IEPCHCTHPAINH MYCKYIHY -

Cn
Ha }

Gom, gyBCTBHTE/IHOCT, cAaboCT HIHM KpaMiH, OocO0EHO, aKo IO ChIOTO BPEME He ce
qyBcTBaTe A0Ope MM HMare BHCOKA TeMmeparypa. B MHOro peixm Ciyiad TOBa €
[POrpECHpPANo H € CTaHaJIO0 CEPHO3HO M MOTCHIWATHO JXKMBOTO3ACTpaIlaBalllo CHCTOAHHE
(Hapedeno padOMHOIH3A).

1A moceTnuTe Hesabapao Bamug

JeKap, aK0 AMATe CHMITTOMH Ha aHTHOEEM KaTo:
@ [OJIYBAHE Ha JIHNETO, €3UKa HIH dapHHKCA
e 3aTpYAHEHME IPH NIPErPhIIAHE
¢ YPTHXapHA WIH 3ATPYAHCHHA NPH JANAHE

[ToBeueTo MAIMEHTH HAMAT HEXKCNAHW PEAKUMHM OT §
J1a IMAT He)KETIAHH PeaKI(iH.

Hpyru BE3MOKHH HEXEJIAHH PEAKIHH:

HedecTH HeXeTAHM PEAKIHH (3acizauu noseve om I na 1 000, no no-manko om 1 na 100

oyuiu) BKIIIOYBAT:

® 3aMasHOCT, IMaBoGoIme, HapylneHHus Ha CHHS

¢ Tpo6JIEMH CHC 3PEHHETO KATO 3aMbIIEHO HITH ABOHHO BIDKIaHEe

¢ CTOMaNHK WIH YPEBHH NPOOJIEMH KaTO HAapyIIeHO XPaHOCMHIIAHE, KopeMHa Goka,
Goska oT napeHe 3aj rpbAHATa KOCT, [afIeHe, NOBPhINARE, maapnﬂ HJ'EH aanelc H ra3oBe

® KOXHH peaKkLliMH KaTo ¢bpbex H oGpHBH, KONPUBHA Tpecica, (ypraKapw
Ha cKaJra M KocaTa KaTo KOCOIax HECERR = N




e POONEMU ¢ NMHUKOIHNA MEXYD (60J1e.3He:Ho FUTH YECTO YpAHApPAHE, HEOOXOAUMOCT OT
YPAHHpaHE Mpe3 HOIITa) |
¢ CYKCYalHH IpodneMH

* yMopa
® MYCKYJIHA H CTaBHa OonKa.

MHoro peaks peaknBm (3acseawu no-marko om 1 om 10 000 dywsu) BKIIOYBAT:

e npobiieMH IpH JOKOCBAHE KATO YCEINAHE 3a MapeHe/H3TPhIIBAHE HJIH CKOBAHOCT, KOHTO
MOTaT Aa Haco4BaT KbM YBpPeKAaHE HAa HEPBHHUTE OKOHYAHHA

® TEKKH aJIEprdYHH PEaKIHH BKIIOUYBAINY JIOKAJIHM3HPAHO NMOAYBAHE HA JIHIIETO, YCTHHTE,
€31MKa /WM TpaxesTa, KOETO MOXKE J1a IPHYMHM IoJ/IMO 3aTpyAHCHUE IpH AUINaHe. ToBa
€ MHOTO pAJKa peaknys, KOSTO aKO HaCThIIM MOXe Ja ObJe cepHo3Ha. AKO TOBA c€ CIyTH
TpsAOBa Aa yBeaoMuTe Bamma nexap He3abaBHO

¢ BB3NaJICHUEC HA YEPHUA Apod WM maHKpeaca

® MYCKYJIHO yBpeXaaHe (MHOTIATHS)

AKO HAKOA OT HEXCIAHUTE JICKAPCTBEHH PEaKI[HH CTaHE CEPHO3HA, HIH 3abeIeKUTE OpyTH,
HEONHCAHM B Ta3d JMCTOBKA HEXKEJIAHH PeakI[Hi, MOJIA YBeJomeTe Balmus nexap mm

¢dhapMarnerT.

ChbxpaHsBaiiTe Ha MACTO, HEZOCTBITHO 32 Jella.

,I[a €€ CBXpAaHiIBa B OPHI'HHAITHATa ONAKOBKA, 34 fa CC l'IpE,I[l'Iﬂ_BH OT BJIara.

He m3nonsaiite Yipaiiel cries1 cpoka Ha FOMHOCT o — BBPXY OmakoBkara. CPOKBT Ha
TOJHOCT OTTOBAps Ha MOCJIEAHES NeH OT IOCOYCHHS MECELl,

JlekapcTBara He TpaOBa Ja ce H3XBBPIST B KaHAIM3AIMATA UM B KOHTEHHEpPA 32 JIOMAIIIHH
otnagbud. [lonuraiite Bamms dapmaneBT kak Ja YHUINOXKHTE HEHY)XKHHTS BH mekapcTBa.
Te3u MepkH e CLIOMOTHAT 3a ONla3BaHE HA OKOJIHATA Cpea.

6. . lousanure n nngopyaanng

KakBo chabpixa

- AKTHBHOTO BemecTBD €. IpaBacTaTHH HATPHH

- Jpyrute CBCTaBKHU ¢a: MHKPOKPHCTANIHA HEYI03a, JJAKTO3a MOHOXHIpAT, IHHATPHER
bocdar Oe3BoacH, KpocKapMelIo3a HaTPHii, HATPHEB JIAYTHICY/I(aT, MOBHAOH, XKENC3EH
okcuj (kadsB) (E172), chmnues HOKCH] KoJIoHAaleH Oe3B0ieH, MarHE3HER cTeapart

Kasc mraexna SIS n kaxso cumpxa onaxosxata
f ca cBeriio KadABH, IHCTPH, OBATHH TaGMETKH C JENHTENHA YEpPTA OT JBETE
c'rpa}m u Hagmue “P 10” ot egHaTa crpana

i il ca cBeTIIo KadgBH, ITLCTPH, OBAJTHH TaOIEeTKH c;,uemernﬂa qep:sw )T ABETE
chamI 1 Haymec “P 20” oT enHara crpana ;j.-f S N




CTpaHu H Haamuc “P 40” ot epHaTa CTpaHa
AlfAl,ﬁJiHCTep:

10mg: 1,7,10, 14, 20, 21, 28, 30, 50, 60, 98, 100, 100x1
20mg: 1, 7,10, 14, 20, 21, 28, 30, 50, 60, 98, 100, 100x1
40mg: 1, 7,10, 14, 20, 21, 28, 30, 50, 60, 98, 100, 100x1

- He BCHUKH ontakoBKHA Morat Aa Ob4at ITyCHATH B npoaaxoOa.

IlpaTexaTes HA pa3pelmIeHHETO 3a ynoTpeda

Ilpon3BoauTen

Lek Pharmaceuticals
Verovskova 57
SI-1526 Ljubljana
CnoBeHus

To3u JexapcTBeH HPOAYKT € pa3pelied B crpannTe WieHKH Ha EHO cbe cnennnare
HMeHa: |

ABCTpHA: Pravasan 10 mg- Tabletten
| Pravasan 20 mg- Tabletten
Pravasan 40 mg- Tabletten

bemrusi: Pravastatine Sandoz 20 mg tabletten
Pravastatine Sandoz 40 mg tabletten

Brarapus: [Tpanum |

JTauus: Pravastatin Sandoz

Ourrangmsa: Pravastatin Sandoz 20 mg tablett
Pravastatin Sandoz 40 mg tabletti

Opanmys: - PRAVASTATINE GNR DEVELOPPEMENT 10mg, comprimé
sécable
PRAVASTATINE GNR DEVELOPPEMENT 20mg, compnme
sécable
PRAVASTATINE GNR DEVELOPPEMENT 40mg, compruné
sécable

I'epmanns: Pravastatin Sandoz10 mg Tabletten

Pravastatin Sandoz 20 mg Tabletten
Pravastatin Sandoz 40 mg Tabletten
YHrapus: Pravastatin Sandoz 10 mg tabletta
Pravastatin Sandoz 20 mg tabletta
Pravastatin Sandoz 40 mg tabletta
HUranug: PRAVASTATINA Sandoz GmbH 10 mg cnmpresse
PRAVASTATINA Sandoz GmbH 20 mg c?mppesse
PRAVASTATINA Sandoz GmbH 40 mg con pﬁesse
Xonauzgns: Pravastatinenatrium Sandoz 10 LRoay




Hopeerus:

ITomna:

Ilopryranus:

PyMBHIA:

CroBeHHS:

Hisenus:

AHIHA:

Pravastatinenatrium Sandoz 20
Pravastatinenatrium Sandoz 40

Pravastatin Sandoz 20 mg Tabletter
Pravastatin Sandoz 40 mg Tabletter

Pralip |
Pravastatina Sandoz 10 mg Comprimidos
Pravastatina Sandoz 20 mg Comprimidos
Pravastatina Sandoz 40 mg Comprimidos
Pravastatin Sodium Sandoz 10 mg comprimate
Pravastatin Sodium Sandoz 20 mg comprimate
Pravastatin Sodium Sandoz 40 mg comprimate
Pravastatin Lek 10 mg tablete

Pravastatin Lek 20 mg tablete

Pravastatin Lek 40 mg tablete

Pravastatin Sandoz 20 mg Tabletter

Pravastatin Sandoz 40 mg Tabletter

Pravastatin sodium 10 mg film- coated tablets
Pravastatin sodium 20 mg film- coated tablets
Pravastatin sodium 40 mg film- coated tablets

JlaTa Ba MOCaeAH0 ogo0penne HA JHCTOBKATA:




