JJUCTOBKA: UH®OPMAIINA 3A IOTPEBUTEJSA
Heocamsa (10, 20, 40, 80 mg duamupann tadaerkn)
Neosimva (10, 20, 40, 80 mg film-coated tablets)
Simvastatin

HPQ‘IETETE BHEMATCIHO IHJATA JIHCTOBKA, IIPEAH AA 32a00YHETE A NPpHJIAraTe TOBRAa JEKAPCTBO.

- 3anaseTe Ta3u nucropka. Moxe fa uMaTe Hyxda Ja A NpouyeTeTe OTHOBO.

- AKO UMaTe HAKaKBH JAONBLJIHUTEHH BRIIPOCH, MONHMTalite Bawmms nexap unu gapMaLesT.

- Tosa nekapcTBo € npeanucaHo muquo Ha Bac. He ro npeorcTensaiire na Apyru xopa. To Moke aa UM
HaBpeH, HE3aBHCUMO OT TORaA, e TeXHHTE CUMIITOMH Ca ChUIMTe KakTo Bainure.

- AKO HAKOS OT HEXeTaHMTe JIeKapCTBEHM peakldM CTaHe Cepuo3Ha, WiW 3abenexwuTe apyr,
HEOMNHCaH! B Ta3H JIMCTOBKA HEXeJIAaHH PeakLuK, MOJIA yBeoMeTe Bamus nexap uiax GapMavesT.

[ o

Y3NBLAHUTENHA ATERLIA O NEKAPCTBATA
B Taz\ JECTOBKA: | flucmoeka - Mpurioxenue 2

“u.}'l‘}.:l'gr‘&\ lzf?%d,\f‘}g

KakBo npencraBnssa Neosimva U 3a KaKBO ¢e U3M0JI3Ba Kom PY No: .
IIpenu na mpuemere Neosimva r/ 20 // o Z
. ’ F 3
Kak na npuemare Neosimva OOOEPEHO. covivereiioflemsreessrersesrincsssennasssserssssssaressssassonss

e
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CoxpaHenne Ha Neosimva
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1. KAKBO ITPEJACTABJISIBA NEOSIMVA U 3A KAKBO CE H3ITIOJI3BA

Ouwimupanute Tabnerky Neosimva ot 10, 20, 40 w 80 mg ca B Onucrepu oOF
MOTMBHHWIXJIOPU/ATyMMHAEBO (ONHO, MAKETHPAaHM B KAPTOHEHA OIAKOBKA, CHABPIKALIA JIMCTOBKA 34
naiuedTa. Onakoskara € ot 14, 28 unu 84 tabnerkm.

Besika dunmupana tabnerka cpAbpaxka cporBeTHO 10 mg, 20 mg, 40 mg uau 80 mg or akTHBHATa CECTABKA
CumBacTatus (Simvastatin).

Neosimva € nokasaH 3a 7ie4eHHe Ha:
flayuenmu c ucok puck 3a pazgumue na ucxemuyna 6orecm na cvpyemo (MBC) unn ¢ ooxazana HBC

ITpu manpeHTH ¢ BUCOK puck oT pa3eutue Ha UBC (c wim Ge3 xunepnunugemus), T.€. NPH NALMEHTH C
RuabeT, aHaMHe3a 3a MHCYIT WIM Jpyra MO3b4YHO-ChAOBa Goject, mepudepHa chaoBa OONECT, WIH ¢
JokazaHa UbC, Neosimva e noxazau 3a:

. Hamangsane Ha obiiaTa CMBbpPTHOCT Upe3 HaMasigBaHe cMepTHOCTTA OT UBC;

. HamangBaHe Ha pHCKa OT FONIEMM CHIOBH UHLIWACHTH (HedaTanen vHDAPKT HA MUOKapAa, KOpoHapHa
CMBPT, MO3BYHH MHCYITH WIH PpEBACKYTAPU3ALMOHHH NPOLIEYPH);

o Hamangsane Ha pHcka OT rojleMd KOPOHApHH WHUMACHTH (Hedarasnen undapkT Ha MHOKapAa WK
KOPOHAPHA CMBPT);

. HamansBaHe Ha pUCKa OT MO3BYEH UHCYIIT;

o Hamangsane Ha HeoOXoOMMocTTa OT KOPOHApHH PeBacKyJIapu3alldOHHH rpoueaypu (aopto-
KOpOHApeH Oajinac H MepKyTaHHAa KOPOHApHA UHTEPBEHLIUA ), it -—T“"*.:.-}
o HamanssaHe Ha HeOOXOAMMOCTTa OT nepudepHH M APYrH HEKOPOHAPHH pPeBacK ﬂaﬁamaum‘fmu
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[Ipu nanmentu ¢ auabet, Neosimva e mokasaH 32 HaMalfBaHE HA PUCKA OT Pa3BHTHE HA YCJIOKHEHMA OT
CTpaHa Ha rojieMure nepudepHu chiose (nepudiepHM peBacKylapu3allUOHHK NPOLEAYPH, aMITYTaliMM Ha
JOJIHA KpaWHHIM WIH YIKYCH Ha KpaKara).

IIpy mauuentd ¢ MIBC u xunepxonecteponemusa, Neosimva € nokazaH 3a 3abaBiHe Halpe¢ABAHETO Ha
KOpOHapHaTa aTepOCKJIep03a, BK/. HAMAlIBaHe PA3BUTHETO Ha HOBH JIE3UHM M HOBH TOTAITHW OKITy3HM.

Hayuenmu c xunepaunudemun

Neosimva e noxasaH B Ao0aBka KbM JMETaTa 3a HaMaigBaHEe MOBULICHHTE HMBA HA OBGILIMA XOJ1ECTEPOIT
(06m-C) u LDL-C, Ttpurmuuepuaure (TG) M anonumonporenH B (apo-B), v 3a yBenuuaBaHe Ha
BUCOKOIIBTHHA Xonectepon (HDL-C) nmpu nmauueHTH ¢ nmbpBHYHA XHMEPXONECTEPONEMHA, BKIOYBALLA
XeTeposurorHa ¢amunna xunepxonecreponeMus (Fredrickson Tun I1a) wam komMOGuuHpada (cMeceHa)
xunepaunuaeMus (Fredrickson Tun 1Ib), koraTo nNOBAHABAHETO OT CBHOTBETHATA JHETa HIH APYTH
He(apMAKOJIOTMYHU CPEACTBA € HemocTaTh4HO. Neosimva moHmkasa cbhorHomeHusta LDL/HDL u ofur
xonectepon/HDL.
¢ Neosimva ¢ NoKa3aH 3a JA€UCHHE Ha MALMEHTH ¢ xuneprparauuepuneMus (Fredrickson Tun IV
XUTEPAUTTMACMHSA ),
¢ Neosimva ¢ NoKa3aH 3a Jie4eHHe Ha MalUeHTH ¢ MbpBHYHa aucGetanunornporerHemus (Fredrickson
Tun 11l xunepnunuaemug).
e Neosimva ¢ nokasaH ¢hpilo B f00aBKa KEM AMeTaTa W APYIrH HEAUETUYHH MEPKU 3a JICYEHHE HA
MAUUEHTH ¢ XOMO3UIOTHA (paMUIHA XMIIEPXOJecTEpOJieMHsl 33 HAMAaJABaHEe MOBHIEHWTE HHUBA Ha

obmusa-C, LDL-C, apo-B.

2. TIPEAHU JA IPUEMETE NEOSIMVA

He npremaiite Neosimva npu cieTHETE CLCTOSHHSA:

¢ (CBpBXYYBCTBHUTEJIHOCT KBM KOMTO U JIa € KOMITOHEHT Ha TO3U Npernapar.

e AKTHUBHO 4epHOApoOHO 3a0onsABaHEe HIM HEHU3ACHEHO MEPCHUCTHPAINO NOBHINEHHE HA CEPYMHHTE
TpaHCaMHHA3H.

¢ bpeMeHHOCT ¥ KbpMeHe (BHK bpeMeHHOCT U KEpMEHe ).

Coennanam npeaynpexiacHAa TPH JedeAHeTo ¢ Neosimva

Muonamun/paboomuonuza

AKTHBHaATa ChCTaBKa Simvastatin, KaKTO U ApYrH npenapatH ¢ nogobeH MeXaHH3bM Ha JeiCTBHE, NOHAKOra
NMPUYKHABAT MHOMIATHS, KOATO ¢€ MaHUGECTHPA ¢ MYCKYJHA O0onka Wi ¢rabocT, CBBbP3aHH C MOKAYBAHE
HUBaTa Ha KkpeaTHHKHHa3aTa (CK) noseue or 10 meTH Haj ropHara aomycTMMa rpaHHla HA HOpMaTa.
MHuonatuiara NoHAKora npueMa opMara Ha pabaoMuonan3a ¢ Wik 0e3 ocTpa OBLOpeUHa HEJOCTATBYHOCT
BCACRACTBUE HA MHOTJIOOMHYPHSA M B PEAKH CITy4aH € HacThNBAJI QaTaneH H3Xo/l.

PucksT or MHonatus/pabaoMuoNH3a Cce yBenMHaBa OT eAHOBpeMeHHaTa ymoTpeba Ha Neosimva ¢be
CITeTHUTE JIEKApCTBA:

[Ipenapaty, chabpxkainy: Itraconazole, Ketoconazole, Erythromycin, Clarithromycin, Telithromycin, HIV-
npoteasHu HHXHOMTOpH, wiu Nefazodone, ocobeHO npu mo-BHcoky n03u Neosimva.

[E——

e T ,_:‘___"""n.
,.-i-'II|F . _,-;'“"""- - ‘."ﬂ‘:::\»

!
‘ {r ; ._li 1; I-r. '-h_.“"i

[loHykasamy JUMUINTE JEKAPCTBEHH NPONYKTH, KOMTO MOraT Aa NPHYHHAT MHONATHA, }(dpafn .ce Aasat; f‘*‘ .
camoctoarento: Gemfibrozil, apyru ¢udpartn, Niacin (HUKOTMHOBA KHCENMHA) B HaM /Bﬁmﬁ HHHH}IHT‘E

0o3M (= | g/neH), 0cobeHO ¢ No-BHCOKH A03u Neosimva. mal 'iz_;;;':'l. £ \ R
T \\"ﬁ . e
R MR AR
\:R tt""* Pk . ‘_.1” nY
k R’\ ) ﬁ:-...\"**""'u. _..uv-“’;r' ‘}‘7’
? N g
"‘1.“':,.:“ _.q.;' 3 L



Cyclosporine: ocobeHo ¢ roneMu xo3u Neosimva.

Diltiazem: Puckbr oT Muonatus e cnabo yBenuden npd nauuedtd Ha Diltiazem, koHTO €IHOBpEMEHHO ¢
ToBa npueMat Neosimva 80 mg. Ilpu Te3n nanMeHTH pUCKBT OT MHONATUA € TpUSUUTENHO 1%.

PrcksT oT MHOnaTHs/pabaoMHuoNK3a e 1030-3aBHcuM. B Ta3u Bpr3Ka Tpabea Ja ce MMa TIPHIBHL CIIGIHOTO:
Yepnodpobuu eghexmu

Ilpy pasaMyHH KNMHHYHH M3NUTaHUuA ca HabmoxaBaHu MOCTOSHHM mMoKayBaHHA (0 moBede OT 3 BTH HA
ropHaTa rpaHHlla Ha HOpMara) Ha HMBaTa Ha CepyMHHMTEC TpaHCaMHHa3M MpPH MaibK Opoil BBIpacTHW
MalMeHTH, KOWTO ca MOoMy4aBalaH Simvastatin, Korato TepanusaTa ¢ 6una npekbCBaHa WK CIHpaHa NMpH Te3x
NaliMeHTH, HUBATa Ha TPAaHCAMHHA3HUTE Ca CrajaiH NOCTENEHHO A0 NpeATEPaneBTHYHUTE.

[penopbyUTenHO € NPOBEXAAHETO HA YePHOAPOOHH QYHKUHOHATHH OPOOH TIPEIH 3aM0YBaHe HA ACUSHHETO
H OTTAM HATaTBK, KOraTo ¢ KIHHUYHO rokasaHo. [TauueHtHTe, npu kouTo no3aTta e yBeauveHa ao 80 mg,
TpAOBA Aa C€ TecTBAT JOMBJIHMTE/IHO NpPeIM YBEIWYEHHETO, 3 Meceua clel yBesmucHuero no 80 mg, n
OTTaM HATaTBK MEPUOJHYHO IO BpeMe Ha JcHYeHHeTO (HampuUMep Ha 6 Mecella) npe3 MbpPBAaTa rofiMHA Ha
JICYECHHETO.

HpenaparsT Tpabea na ce npHiara ocobeHO BHUMATEIHO NpW NALMEHTH, KOMTO YHOTPeGSBAT roNeMH
KOJIMYECTBA AJIKOXOJ HW/WIM MMAT aHaMHe3a 3a 4epHoApoOHO 3alojisBaHe. AKTHBHM 4YepHOAPOOHH
3a00MABaHMA WM HEWIACHCHO MMOKAYBAHE HA TPAHCAMMHA3MTE €A NPOTHBOIIOKA3AHUA 3a ynoTpebara Ha
Neosimva.

Opmanmonozuunu npoasu

JlopH ma He Ce NpHiara HUKaKBa JIEKapCTBEHA TEPanHs, TMOCTENEHHOTO HAMAABAHE MPO3PAYHOCTTA HA
JICIUTE MOXKEe Aa ce 0DACHH C rponeca Ha ocTapaBaHe. [loHacTOAEM pe3yITaTUTE OT €AWH ABJIBLT MEPHOL
Ha KJIMHHYHM H3[HMTaHHS HE Ca TOKasaId HeOMaronpyATHH CTpaHMMHHM egekTH Ha Simvastatin BBpXY
YOBEIKHATE OYHU JICIIH.

Ynompeba ¢ neouampuama
CHrypHocTTa M e(PHMKacHOCTTa Ha ymorpebara mpu geua Bce OLIE HE € YCTaHOBEHa. IloHacToseM
Simvastatin He ce nMpenopbyBa 32 ynorpeba B eAUaTPHATA.

Ynompeba ¢ cmapuecka ev3pacm

[lpy naupMeHTH Ha BB3pacT Haj 65 roauHU, KOUTO ca noflydaeany Simvastatin B pasniuHNA KONTPOIUpaHHU
KIMHHYHHA TPOY4YBaHHWs, €(HKACHOCTTa, NMpPELCHEHA MO CTEMEeHTa Ha peAyKLHUS B HUBATA HA TOTATHUS W
LDL-xonectepon, ¢ nogob6Ha Ha Tasu B oOHIaTa NOMyIaliys, a ChIIO Taka He e 3afensg3aHa MOBHIICHA
YECTOTa Ha aOHOpMHH KIMHHYHHM M TaGopaTOPHU HAXOIKH.

Axo Baumvar nexap B e xa3san, ue UMaTe HEMOHOCUMOCT KBM HAKOH BHOBE 3aXap, ce 00bPHETE KBM HEro,
npeayu Aa NpHeMeTe TO3H NeKapCTBEH NMpOoAYKT. Neosimva CbAbpKa JTaKkTo3a.

IIpuem Ha ApYyrH JiekapcTBa

Mons uHpopmHpaiiTe Bammsa nexkap uiav QapMaueBT, ako NMpHeMaTe WIH HACKOPO ce NPHEMaTH APYrH
JIEKapCTBa, BKIFOYUTEAHO W TAKWBa, OTHYCKaHH 6e3 perenta.

B3aumooeiicmeusn c:

Cyclosporine: PUcKBT 0T MHONIATHA/paGAOMHOIH3A Ce YBEITUYABRA IPH €XHOBPEMEHEH IIPHEM HA
cyclosporine, ocobeHo ¢ BUcokH J03u Neosimva. .
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Amiodarone uau Verapamil: PUCKET oT MHONaTHA/pabioMHONK3A € YBETHYEH ITPH e,uHonp 'eHHa, yﬂomeﬁau
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Diltiazem: IlaumeHTHTe, KOMTO NpHieMaT eaHoBpeMeHHO Diltiazem u Neosimva 80 mg umar j1eKko yBenuueH
PHCK OT MHOMNATHA.

Apyzu e3aumodeticmeun

CokbT OT rpeHndpyT ChABPKA €0UH WIH [TOBeYe KOMIIOHEHTH, KouTo HHXxHOUpaT CYP3 A4 u moxe na
YBEJIN4YH IUIA3MEHUTE HMBA Ha JICKApCTBa, KOUTO ce Metabonusupar ot CYP3 A4, EdekTsT Ha oOnuaiiHaTa
KOHCYMauus (eaHa 250-MMIWIMTPOBA Yallla Ha IeH) € MUHUMAaJIEH H e 0e3 KJIMHUYHO 3HaYeHue. MHoro
roJIeMH KOJIMYeCTBa (1IoBeye oT 1 aurep AHEBHO) obaue TpsAOBa Aa ce U3bArear.

Kymapunoeu npoussoonu

YcraHoBeHoO ¢, e Simvastatin 20-40 mg A1HeBHO yMepEeHO MOTeHLUMpa eeKTa HA KYMAPHHOBHTE
aHTUKoarynaHTH. l1pu marueHTH, B3UMAaIll KyMapHHOBH aHTHKOAryJIaHTH, NPOTPOMOUHOBOTO BpeMe
TpAOBa Ja ce onpenens Npeau 3arno4yBaHeTo Ha Simvastatin U IOCTATHYHO YECTO B HAYAJOTO Ha Teparuaira,
3a ia C€ MOTBBPAM, Y€ ChLICCTBEHA ITPOMAHA B MpOoTpOMOHHOBOTO BpeMe He € HacThIMMIIa. Korarto ce
YCTAHOBH CTAOHTHO NPOTPOMOHHOBO BpeMe, TO TpAOBA Aa ce MOHUTOpHpA Npe3 o0HYaHUTE 32 HALHEHTH
Ha KYMapHHOBH aHTHKOAryJIAHTH MHTEPBaIH. AKO 103aTa Ha Simvastatin ce NpOMeHH WUIH TOH ¢e cIpe,
Tpa0Ba Aa ce nNpoLeAupa 10 ChIUA HAYUH, TepanusaTa ¢ke Simvastatin He € CRbpP3BaHA C KbPBEHE HIH C
IPOMEHH B MIPOTPOMOHUHOBOTO BpeMe MPU MALUEHTH, KOUTO HE B3UMAT aHTHKOATYJIAHTH.

Propranolol

IIpu 3apaBn A06pOBONILYM HE € UMAJIO KIIMHUYHO 3HAYMMH (PAapMAKOKMHETHYHU MM (hapMaKoJAMHaAMHYHU
B3aUMOACHCTBMA [TPH €IHOBPEMEHHOTO MpWIaraHe Ha eIHHHUYHY 103K Simvastatin n Propranolol.

Digoxin

EnxoBpeMeHnOTO npuaarane Ha Simvastatin 4 Digoxin npH 3apaBn [0OpOBOILIM BOOH A0 ¢J1ad0 MOKAUBaHE
(mo-manko ot 0,3 ng/ml) Ha nekapcTBeHaTa KOHUEHTPaLMA (KAKTO € H3MEpPEHa Ype3 paJHOMMYHEH OTIUT ¢
QUTOKCHH) B M1a3MaTa, B CPaBHCHUE ¢ ¢JHOBPEMEHHOTO Npuiarade Ha nnanedo u Digoxin.

ﬂ pyca npm)pymasama mepanun

B iumHuYHY poy4yBaHMA Simvastatin € OpWiarad e{HOBPEMEHHO ¢ UHXUOUTOPU HA AHTUOTEH3UH
koHBepTHpalua eH3uM (ACE), 6eTabnokepu, AMypeTHLH, HECTEPOUIHHA NPOTHUBOBB3MAIUTENIHY JIEKAPCTBa
(HCIIBC), 6e3 noka3aTesicTBO 3a KIIMHUYHO 3HAYHMM HEOIaronpUsITHHA B3aUMOACHCTBUAL.

bpeMeHHOCT H KhpMeHe

[TocsBeTBaitTe ce ¢ Bamuua fekap win ¢hapMaLeBT npean yrnoTpebaTa Ha KOETo U J1a € JIEKapCTBO.
bpemennocm

Neosimva e npomueonoxazen no epeme na bpemennocm,

beszonmacHocTTa NMpu OpeMEeHHH JKCHH HE € ycTaHOBeHa. HaMa KOHTpOJHpaHH KIHHHYHH NPOY4YBaHHSA CBHC
Simvastatin, NpoBeIEHH IIpH OPEMEHHH KECHH.

ATepocKiepo3aTa € XpOHHUUYCH MPOLEC U MPEKBCBAHETO HA TEpAIUATa ¢ MMOHHXKABAUIM JMITUAWTE JIEKapCTBa
0 BpeMe Ha OpeMEHHOCT MMa MAJKO BJIMAHHUE BBPXY ABJITOBPEMEHHHSA PHUCK, CBBP3aH ¢ NMbpPBHYHATA
xunepxonecteponeMus. 1lopaan Te3u npuanHy Neosimva He TpA0Ba a ce H3MOA3Ba NPH OPEMECHAH-KEHY,
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H3nonzeane no epeme na Kepmene

He e n3BecTHO naimH Simvastatin HAH HErOBUTe METabOMUTH Ce eKCKPETHPAT B MaiynHoTo Maaxo. Trit xato
MHOTO JIEKapCTBa C€ EKCKPETHUPAT B MaWYMHOTO MJIAKO U NIOPAaJy MOTCHLMAIHNA PUCK 32 TEXKKH CTPaHHYHH
e(EKTH, KeHuTe, nojtydasamu Neosimva, He Tpa0Ba Aa KbPMAT,

IlHodpupane n padora ¢ MAIAHE

Hsma cBemeHHsA, KOWTO Aa TMpeAnosiaraT, 4€ InpHeMaHeTo Ha Neosimva ©OM Cce OTpasuiao BBPXY
BB3MOKHOCTTA 33 IIO(HUpPAHE UK U3MI0JI3BaHE Ha MallMHH.

3. KAKJZAIIPUEMATE NEOSIMVA

Bunaru npuemaiite Neosimva, To4HO kakTo Bu € Kazan Bamua fexkap. AKO Heé CTe CHTYPHHM B HEIIO,
nonuraire Bamud nexap win papMalieBT.

JlosupoBkata Ha Neosimva Bapupa ot 5 no 80 mg Ha aeH, npueMaH BeaAHBX AHEBHO Beuep. Koraro e
HeOOXO0UMO, KOPHUTHPAHETO Ha [03aTa C€ MpaBH IIpe3 UHTEPBAIH OT HE MO-MAJIKO OT 4 ceIMHLM, AO
MaKcUMaitHa fo3a oT 80 mg BegHBK JHEBHO BEHED.

Hayuermu c eucok puck 3a paszeumue na ucxemununa Goiecm na copyemo (HBEC) uru ¢ doxazana HEC

[Ipy4 manueHTH ¢ BHCOK pUCK 3a pa3zBuTHe Ha UBC (¢ win 6e3 xunepnunmuaeMus), T.e. aLKEHTH ¢ quaber,
aHaMHE32 33 UHCYJIT WK Apyra MO3b4YHO-Ch0Ba bonect, nepudepHa cproBa OonecT, WK ¢ aokasana UBC,
obHuaiiHaTa HavanHa To3a Ha Neosimva e 40 mg BeOHEX OHEBHO Beuep. MeIMKaMEeHTO3HOTO JICUEHHE
MOXKE J1a C¢ 3a0YHE eAHOBPEMEHHO C JIHeTa WK MHU3HYeCKH YIIPakKHEHUS.

Hauuenmu c xunepaunudemun (Koumo He ca 8KUOYEHY 8 NO-20PHAMA PUCKOGA KAME20puAa)

[TaueHTHT TpabBa aa 6B1€ NocTaBEH Ha CTAHAAPTHA XOIECTEPO-TOHIKABAILA JHETA NPEIY MPHIAraHETO
Ha Neosimva 1 cria3BaHeTo Ha Ta3u AUETaA TPAOBA f1a APOABIIKH U IO BpeMe Ha JedeHHeTo ¢ Neosimva.
OOuyaifHaTa HavanHa f03a ¢ 20 mg QHEBHO, KOATO Ce MpHeMa eAHOkpaTHO Bedep. [Ipu nainMeHTH, npH
KOUTO € HeobxoauMo ronsmo Hamansasaxe Ha LDL-xonecrepona (noseue ot 45%), MOxe ja ce 3amoyHe ¢
nosa 40 mg Begunk AHEBHO Bedep. [laiueHTH ¢ leka A0 yMepeHa XHIIepXO0JIeCTEPOIeMHst MOraT Aa ObaaT
JAeKyBaHH ¢ HavaiHa Ro3a or 10 mg Neosimva. TpabBa na ce H3BbpLIN KOpUTHPaHe Ha J03aTa, aKO €
He00X0UMO, KaKTO € TIOKa3aHo Ho-rope.

HHayuenmu ¢ xoMO3U20MHA PAMUTRA XURECPXOLCMEPONEMUA

IIpentopruBanaTa A03a 3a MALMEHTH ¢ XOMO3MIOTHA (paMHIHA xurepxosiecteponeMus ¢ Neosimva 40 mg
JAHeBHO Beuep win 80 mg AHeBHO B 3 oTAenny ao3u — ot 20 mg, 20 mg, u BeuepHa no3a ot 40 mg. Neosimva
TpabBa Aa Obae Hnon3BaH B Ao0aBKa KbM APYro HaMangBaio xojecteposa aeueHue (Hanp. LDL adepesa)
pH TE3U MALMEHTH WM aKO TAKOBA JIEUeHHE HE CHILECTBYBA.

ITpuopyscasawia mepanun

Neosimva ¢ eexTHBEH CAMOCTOATENHO WIM B KOMOWHALWS CHC CEKBECTPAHTH HA HITBYHHUTE KUCETHHH,

[Ipu nmamuenTtH, npueMaii Cyclosporine, Gemfibrozil, apyru ¢ubparu (oceen Fenofibrate) win Niacin

(HHKOTHHOBA KHCEMHHA) B HAMA/ABAIIH JIHHANTE 2034 (Z1g AHeBHO) B koMOuHauKg ¢ Neosimva, fo3arta

He TpsaOBa na npesumiasa 10 mg aueBHo. I1pu mauueHTH, npueMaiy Neosimva 3aeHO c Ammdamne“ﬂﬂﬂ
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Ts# karo Simvastatin He npeTspnaBa 3HaUMMa OBEOpeuHa eKCKpenua, He € HeoOXoauMa KOpeKLMa Ha no3aTta
IIPH NALIMECHTH ¢ YMepeHa cTelleH Ha OB0OpeyHa HeIoCTATHhYHOCT.,

[Ipy nammentn ¢ Texkka OBOpeuHa HEMOCTATHYHOCT (KpeaTHHMHOB iiupbHC <30ml/min) mosw,
npeBulaBanid 10 mg auesHO, Tpsa6Ba BHUMAaTenHo na Oboar oOCBAEHM, M 4KO Ce MpHeMe, ue ca
HeoOXxonumu, aa 6bAAT HPHUNATaHU C FOJISMO BHUMaHHE.

AKO MMaTe HAKaKBH JOTEIHHTE/IHHN BBIIPOCH, CBBP3aHU ¢ ynoTpe6ara Ha TO3M NPOLYKT, MOJIS MOTMTAHTE
Bamus nekap unu drapMalieBT.

4. BDbB3IMOXHMHU HEKEJIAHHA PEAKIIH

KakTo BCHYKH JieKapcTBa, Neosimva Moxe Ja NPeIU3BUKA HEXeJIaHH PEAKLUH, BHIIPEKU Y€ HE BCEKH T'M
noJIy4aga.

AKO HAKOS OT HeXeJIJaHWTE JICKAPCTBEHU PEaKIMH CTaHEe CEPHO3HA, WIH 3a0enexuTe APYrH, HEOMUCAHH B
Ta3H JIMCTOBKA HEXXEJIaHW peaklvy, MOJis yBeaoMeTe Bamus nekap unu gapMaLesT.

Neosimva o610 B3eTO ce MoHacs ZoOpe; MO-roNAMAaTa YacT OT U3BECTHUTE HEXKeJIaHW PeaKkLM¥ ca JIeKH H
IIPEXORHH.

HabmonaBanure HexxenaHu peakuy, HaCTHIIBALIM ¢ yecToTa 1% WK moBeye U pelieHEHH KaTO Bh3MOKHO,
BEPOATHO WIIH CHTYPHO CBBP3aHH C JIeKapcTBoTO ca OWiIH afaomuHandHa 60AKa, KOHCTHIIALMA H
¢prarynenuus. Apyrm HekelaHH peakuud ca OWIHM acTeHHMA M r1aBo0oJHe. 3a rMosfBaTa HA MHOIIATHA CE

cBbOOHIABA PAAKO.

Crnepnvre OOMMBIHATENHH HEXENaHW peakuu ca Ownu HabIroaBaHH NMpH exXeAHEBHa ynotpeba: rajgexe,
AHapHd, oOpuB, AUCnENICUA, MPYPUTYC, ANIONELMsA, 3aMasHOCT, MYCKYJIHM CIa3MH, MUAITHS, HaHKPEAaTHT,
nmapecTe3us, mnepadepHa HEBpOMaTHA, NOBPBINAHE H aHeMMs. PiaAKo HacTemBar pabIoMHOIM3a H
XenaTuT/uxrep. CpaBHUTENIHO PAOKO € HAON0JABAH M3PA3CH CUHAPOM Ha CBPBXUYBCTBHUTENIHOCT, KOWTO Aa
BKJTIOYBA HAKOH OT CAE€AHHTE CHMIOTOMM: aHTHOEAEM, AyHyc-nioNobeH CUHIpOM, peBMaTHYHa IOJIHMHAIITHY,
ASPMATOMHO3HNT, BACKYJUT, TpoMOouwroneHus, eosuHogwiusa, nosumeHa CVYE, aprpur, aprpanrud,
ypTHKapHs, GOTOUYBCTBUTEHOCT, TEMIIEPATYPA, 3aUePBABAHE, IUCITHES U OTIIAAHANIOCT.

Omrnonenus 8 1060pamopnume noxKa3ameii

3a 3HAYMTENIHO H NEPCUCTHPAIL0 TIOKA4YBAHE Ha CEPYMHUTE TpaHCaMUHasM ce cboOuaBa pagxo, Mma
cpOOIIEeHHS U 3a NORHILABAHE CTOHHOCTHTE Ha aNKaiHaTa ¢ocdarasa U Ha g—TITyTaMHII TPaHCTIENTHAA3ATA.
OTKI0HEHHATA BBB (PYHKLUHOHATHHUTE 4YEepHOAPOOHH npobu ca nexu U npexoand. Crobmama ce 3a

NOKa4YBAHE HUBATA Ha cepyMHaTa kpeaTuHkHHa3a (CK), ocrobolieHa OT CKENeTHHUTE MYCKYJIH.

Hma cBeieHHA 3a CNeOHUTE HEXKENTAHW PEaKLUH, HO HE € YCTaHOBeHA MPHYNHHATA BPb3Ka ¢ TEPANIHATA ChC
Simvastatin: genpecus, MyJITHHOPMEHA epUTeMa, BKITIOYMTETHO CHHIPOM Ha Stevens-Johnson, eBkoneHus

H TypHypa.

5. CBHXPHEHME HA NEOSIMVA

Ha ce ¢bxpaHsaBa npy TeMneparypa nog 25°C.

ChbXxpaHspaiiTe Ha MACTO, HEAOCTBITHO 32 ACLA. o
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JlexapcTBata He TpAGBa Ha Ce M3XBBLPAAT B KAHAIM3ALHSTA WIH B KOHTEHHEpPA 3a JOMAlHM OTHAIBLIY.
Honwuraitre Bamms dapmaneBT kak Aa YHUImONKUTE HEHY)XXHHTe Bu nekapcrBa. Tean Mepku me crioMorsar
3a OMa3BaHe Ha OKOJIHATa Cpeja.

6. JOI'bJHUTEJIHA HHO®OPMALIUSA
Kakso cbabpxka Neosimva

- AKTHBHaTa cbcTaBka € CHMBACTATHH (Simvastatin).

- /Apyrure ChCTaBKH Ca NaKT03a, MHKPOKPHCTANHA Lieyno3a, MpeKeIaTHHU3UPAHO HUIIECTe {HULLeCTe
1500), ackopbuHOBa KHCenMHA, TUMOHEHA KHCETHHA MOHOXHUApAT, OYTUAMpaH XHUAPOKCHI aHH30],
MarHe3HeB cTeapart, onaapu 20A 54692 pink.

Kak m3riexnaa Neosimva o KakBo chbAbpxKa ONAKOBKATA

OuIMHpaHH TabJAeTKH 32 MEPOPATTHO NPUIIOKEHHE, B 6AMCTEPH OT MOAHBUHUAXIIOPH/ATYMUHHEBO BONTHO,
[IAKCTHPAHK B KaPTOHCHA ONAKOBKa, CHABPXKAIA JHMCTOBKA 33 mauMeHTa. OnakoBkara e ot 14, 28 unm
TabneTku.

HpaTexaten na pazpemennero 3a ynorpeda

HEO BAJIKAHUKA EOON
Ya. “3eminsane” 35
Codmus, benrapus

IIponssoanTen, oTroBopen 3a ocBoGoxIaBaKe HA NAPTHAHTE

CEMELOG-BRS LTD.
2040 Budaors, Vasut u. 2, YHrapus

3a nomrbnHuTenHa MHGOPMALIUA OTHOCHO TO3H JCKapCTBEH NPOAYKT, MOJIS CBBPIKETE CE C JIOKATTHUS
NPEACTABHTES Ha MPHUTEIKATENA HAa PaspelicHUETO 3a yHoTpe6a

Jara na nocaeano oxo6penne Aa JHCTOBKATA

Hoemepu 2007 r.




