JJHCTOBKA: HHO®OPMALIUSA 3A TIOTPEBUTEJA
Heocumaa (10, 20, 40, 80 mg pnamupann TadieTkn)
Neosimva (10, 20, 40, 80 mg film-coated tablets)
Simvastatin

ITpogeTeTe BHEMATE/IHO UAIATA NHCTOBKA, MPENH Aa 3a0YHETE 1A MPAIATATE TOBA JIEKAPCTBO,

- 3anazeTe Ta3u JIMCTOBKA. Moske 12 MMaTe HY)/Ia J1a 3 NPOYETETE OTHOBO.

- AKO HMaTe HAK2KBY JONBIHHTENHH BBIPOCH, Nonurtaiite Bamus nexap wn dbapMmaiesr.

- ToBa nexapcTBo € npeanucano nuuHO Ha Bac. He ro npeotcThneaiite Ha apyru xopa. To MOXe 2 MM
HaBpeOH, HE3aBUCHMO OT TOBa, Ye¢ TEXHUTE CUMIITOMHM Ca CBIUIHTE KakTo BainuTe.

- AKO HAKOS OT HEXENAaHHTE JIeKAPCTBEHM PEAKLUMH CTaHE CEepHO3Ha, WK 3alenexure OpyrH,
HCOMHUCAHH B Ta3H JIMCTOBKA HEXKeJIaHH PeakiMu, MoJIA yeeaoMeTe Bamus nexap winu dapmanest.

W3MBNHUTENHA AlEHUUS 110 IEKAPCTBATA
B TAZIH JIHCTOBKA: Flucmoska - lNpunoxente 2 |

Kakso npencrasnspa Neosimva ¥ 3a KakBo ¢€ U3I10/13Ba KoM PY Ne:,
IIpenu na npuemetre Neosimva n
Kak na npuemare Neosimva OdobpeHa: ......
B13MOXHH HeXeNlahHu peaKki|u ’
CexpaHenue Ha Neosimva

JombaHuTenHa nHPOpMalus

A S

1. KAKBO IIPEACTABJ/IABA NEOSIMVA U 3A KAKBQO CE U3IIOJI3BA

Ounmupanure Tabnetkm Neosimva ot 10, 20, 40 u 80 mg ca B 6GaucTtepu oOT
MONMBHHIIXJIOPHI/ATyMUHHEBO (OMO, NMAKETHPAHU B KAPTOHEHA ONAKOBKA, CBAbP)KAIa JHUCTOBKA 32
nauupeHTa. Onakoskara e ot 14, 28 unn 84 Tabnetku.

Besika punMupata TableTka cbabpka ceoTBeTHO 10 mg, 20 mg, 40 mg uau 80 mg OT akTHBHATA CHCTABKA
CuMmsacrtatu (Simvastatin).

Neosimva € rnokasaH 3a Jie4eHHE Ha:
Hayuenmu c gucox puck 3a pazeumue na ucxemuuna 6orecm na copyemo (HEC) unu ¢ doxazana HEC

[Ipy nmanueHTH ¢ BMCOK pHCK OT passurhe Ha MBC (c mnu Ge3 xunepaunumemus), T.e. NPU TIALHEHTH C
aualdeT, aHaMHe3a 3a MHCYAT WIXM Apyra MO3BYHO-ChAOBa OonectT, mepudepHa ChaoBa GONECT, UIH C
nokasana UbC, Neosimva e nmokasa 3a;

. Hamangsate Ha ofimarTa CMBPTHOCT Ype3 HaMangBaHe cMbpTHocTTa 0T UBC;

¢ Hamangsate Ha puCKa OT roieMM ChJI0OBH HHLMICHTH (HedaTaleH HHQAPKT Ha MHOKAp/4, KOPOHApHA
CMBPT, MO3BYHH HHCYJITH WIH PEeBacKyJIapH3allHOHHH IIPOUEAYPH);

. HaMansBaHe Ha pHCKa OT roneMH KOPOHapHH MHHHMAEHTH (HedaralleH WHOAPKT HA MMOKapAa WM
KOPOHAPHA CMBPT);
. HamanaBane Ha pucka OT MO3bUeH HHCYJIT;
. HamangsaHe Ha HeoOXOAMMOCTTAa OT KOPOHApHH pEBACKYNIapH3aLMOHHM TNpoucaypd (aopTo-
KOpPOHApEH Daiinac # nepKyTaHHa KOPOHapHA HHTEPBEHIIMA); ,.-J;;:“-Lifﬁ?’-?-:zm
. Hamangsave Ha HeoOxomuMmocTTa OT nepuepHM W ApPYr¥ HeKOpOHapHM peaacwfgﬁsﬁmdﬁmi
MpOLEAYPH; § SR LAY
*  HamangpaHe Ha PUCKA OT XOCTIMTANM3ALMS O IOBOJ HA CTEHOKAPAHS. g ( ot N W
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IIpy mauuentn ¢ Auaber, Neosimva € NokasaH 3a HaMajfiBaHe HA PHCKAa OT pPa3sBUTHE HA YCAOKHEHHS OT
CTpaHa Ha rojeMure nepudepHu cpRoBe (NepUdepHH peBACcKYNapH3aLHMOHHH NMPOLEIYPH, aMITyTaLMH Ha
JNOJIHH KpaHHHIIM WIH YJIKYCH Ha KpaKara).

[TIpu nauwentd ¢ UbBC u xunepxonecreponemus, Neosimva ¢ nokasan sa sabaBsHe HanpeaBaHETO Ha
KOpOHapHaTa aTepoCcKiiepo3a, BK/I. HaMaJIABaHe Pa3BUTHETO Ha HOBH JIC3UH K HOBH TOTAJIHM OKJTY3HH.

Hauuenmu c xunepiunudemun

Neosimva ¢ nokaszan B Jo0aBKa KbM JHETaTa 3a HaMaJIABaHE NOBHIIEHHTE HMBA Ha OOWIMA XONECTEPOT
(06m-C) m LDL-C, rpurnuuepuaunte (TG) u anonunomnporeH B (apo-B), W 3a yBenuuaBaHe Ha
BHCOKOIUTETHHA xoJiectepon (HDL-C) nmpu naneHTH ¢ mbpBHYHA XMMNEPXOAECTEPONAEMHS, BKJIIOMBALIA
XeTepo3urorHa (aMuiHa xunepxonecteposiemus (Fredrickson Tun Ila) wnu komGuHHpaHa (cMeceHa)
xunepnunuaeMus (Fredrickson Tum IIb), xorato noBnMABaHeTO OT CHLOTBETHATA JAMETa WM JAPYrH
He(apMaKOJIOTHYHH CPEACTBA € HEeAOCTaThuHO. Neosimva MoHMkaBa choTHomeHusTa LDL/HDL u o6m
xonecTepos/HDL.
¢ Necosimva € nokazaH 3a JICUCHHE Ha manueHTH ¢ xuneprpuravuepuaeMus (Fredrickson Tum IV
XHIEPITUNIUIEMHA),
* Neosimva € NoKas3aH 3a JI€4eHHe Ha MalHeHTH ¢ MbpBHAYHA nucOetanunonporewnemMus (Fredrickson
Tun I xunepaunuaeMus ).
* Neosimva ¢ nokasad ¢blU[O0 B Ao0aBka KbM AUETATA W JPYIH HEIUSTHYHH MEPKH 3a JICUCHHE Ha
MAUMEHTH C XOMO3HIoTHa (haMHIHA XHIEPXOJISCTEPOJIeMHs 3a HAMAJIABaHE OBHUINCHUTE HMBA Ha
obmms-C, LDL-C, apo-B.

2, HPEIA JA IITPUEMETE NEOSIMVA
He npuemaiiTe Neosimva npn cieIHATe ChbCTOAHHA:

 (CBpPBXYYBCTBMTEIHOCT KbM KOMTO M [1a € KOMITIOHEHT HA TO3H Mpernapar.

¢ AKTHBHO 4YepHOApoOHO 3a0osABaHE MAM HEU3SACHEHO ITEPCUCTHPALIO MOBHINEHHE HA CEPYMHHTE
TpaHCaMHUHA3M.

* bpeMeHHOCT U KbpMeHe (BUX BpeMeHHOCT U KEpMeHe).

Crnendannn npegynpe;xIeHHa IPA JedeaneTo ¢ Neosimva

Muonamun/patboomuonusa

AKTHBHATa ChCTaBKa Simvastatin, KaKTo H JpYry mpenapaTty ¢ nogo0eH MeXaHu3bM Ha AeCTBHE, ITOHAKOra
NPUUMHABAT MUOMATUA, KOATO ce MaHudecTUpa ¢ MycKylHa Oonka WM ¢nabocT, CBLP3aHK ¢ NOKAYBaHe
HUBaTa Ha KpearuHkuHazata (CK) nmoeeue or 10 mpTH Hap ropHaTa JOMycTHMa IpaHHIla Ha HOPMATA.
MuonaTuaTa NoHAKora npueMa ¢gopMara Ha pabaoMHOIM3a ¢ WiIH 6e3 ocTpa OBOpeYHa HeAOCTATHUHOCT
BCJICACTBHE Ha MHOTJIOOHHYPUS M B PEIKH CTy4Yau € HAaCThNBaA (paTajleH U3xXou.

PHUCKBT OT MHoMaTusa/pabgoMMOiM3a ce yBeld4aBa OT eAHOBpeMeHHaTa yrotpeba Ha Neosimva cbC
CJIIHUTE JIEKAPCTRA.

IIpenapatu, chabpxkamy: Itraconazole, Ketoconazole, Erythromyecin, Clarithromycin, Telithromycin, HIV.-
npoTeasHy HHXHOHTOpH, Wi Netazodone, ocobeno npu no-eHcoku Ao3u Neosimva.,
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[loHMKaBally NMIUANTE JEKAPCTBEHH MPONYKTH, KOHTO MOraT Ja NpPHYMHAT MHONATHS, KOpato.ce gaBaf,
camocTogTenHo: Gemfibrozil, apyru ¢ubparn, Niacin (HUKOTMHOBA KHCENMHA) B HaM H
no3u (= 1 g/neH), ocobeno ¢ o-Bucoky A03u Neosimva.
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Cyclosporine: ocobeno ¢ rojemu 1031 Neosimva.

Diltiazem: PHCKBT OT MHONATHA € Cnabo yBeaHveH IipH NauHeHTH Ha Diltiazem, KOHTO ¢AHOBPEMEHHO C
ToBa npuemar Neosimva 80 mg. IIpH Te3u NauUeHTH PUCKBT OT MUOMATHA € IpuOIu3uTenHo 1%.

PucksT 0T MuonaTus/pabaoMHonnza € 1030-3aBUCHM. B Ta3u Bpb3Ka Tpa6Ba Ja ce MMa NPUABHA ClIEIHOTO:

Heproopobru epexmu

IIpn pazmuuHy KIMHHYHY M3MMTaHUA ca HAOMIOAaBAHW MOCTOAHHHM MOKAa4YBaHMA (JI0 MOBEYE OT 3 MBETH HAl
ropHaTa rpaHdiia Ha HOpPMaTa) Ha HHMBATa HAa CEPYMHMTE TPaHCAaMWHa3d NpH Malsk Opoi BB3pacTHH
MaleHTH, KOHTO ca MoJlyuaBaau Simvastatin, korato Tepanuara € 61Mna npekbCBaHa WIH CIIHPaHa 1pH TE3H
NMalMeHTH, HUBATa Ha TPaHCAMHMHA3HUTE Cca CIaay MOCTENIEHHO 00 TpeATepaneBTHIHUTE,

[IpenopbYUTENHO € NMPOBEKIAHETO Ha YepHOAPOOHH GYHKIMOHAIHH NMPoOH NPy 3aMIOYBAHE HA JIe4eHHUETO
M OTTaM HAaTaThK, KOraTO € KJIMHUYHO nokasaHo. IlanueHTUTe, NpU KouTo f03aTa € yBenuueHa jo 80 mg,
TpaAOBa 1a ce TeCTBAaT AONBJHUTEIHO NMpead YBEIW4EeHHETO, 3 Meceua ciiell yBeauueHnero a0 80 mg, u
OTTaM HATATBK TIEPHOLHWYHO JIO0 BPEME HAa JICUSCHUETO (HanpuMep Ha 6 Mecela) mpe3 mbpBara roJMHa Ha
JICYECHUETO,

[IpenapateT TpaOBa ga ce npunara ocobeHO BHUMATENTHO MpH MAUMEHTH, KOWUTO YNOTpeOABaT roleMH
KOJIMYESCTBA ankoXod H/WIM HMMaT aHaMHe3a 32 4epHOApoOHO 3abonsBaHe. AKTHMBHHM 4YepHOAPOGHH
3300/19BaHMA WM HEHM3SACHEHO MOKAauBaHe HA TPAHCaAMMHA3WTE C€a TPOTHBONOKA3aHHA 3a ynoTpebara Ha

Neosimva.

O¢manmonozuunu npoaeu

JlopH 1a He ce mpWiaara HHMKaKBa JICKapCTBEHA Tepalus, MOCTECNSHHOTO HaMalliBaHE MNpo3padyHOCTTa Ha
NEIINTE MOXKE Ja ce OOACHHU ¢ mpolieca Ha ocrapsBaHe. [loHacTOsIEM pe3yNTATHTE OT eUH ABJIBT HEPHO
Ha KJIWHHYHH H3OHTaHAA He ca TOoKa3aimd HeOIaronpusTHH CTpaHHuHM edexTH Ha Simvastatin BLpXy
YOBEHIKUTE OYHHU JICIH.

Ynompeba ¢ neonampurma
CurypHocTra M efMKacHOCTTa Ha ynoTtpebaTa NpH Jella Bce Ole HE € YCTAHOBEHA. IlOHAcTOAIIEM
Sumvastatin He ce MpenopbYBa 3a YIIOTpeba B NMeAMATPHATA.

Ynompeba ¢ cmapuecka év3pacm

[Ipy mauueHTH Ha BBH3pacT Haj 65 rOOUHH, KOWTO ca mojiy4yaBalH Simvastatin B pa3siWuHH KOHTPOJIHPAHH
KIHHAYHHA OPOy4BaHHA, ¢(PUKACHOCTTa, HpELCHEHA MO CTEelICHTAa HAa pedyKuMs B HHUBATA HA TOTAJIHHA H
LDL-xonecrepos, € noaobHa Ha Tazu B o0NiaTa TONyjaluMg, a C¢BI0 Taka He € 3abensg3aHa MOBUINEHA
yecTOoTa Ha abHOPMHH KJIMHWYHHU K 1a00paTOPHH HaXOMKH.,

Axo Bammat nexap Bu e Kasan, ye UMaTe HEIIOHOCHMOCT KbM HAKOH BHJIOBE 3aXap, C€ 0OBPHETE KbM HETO,
Ipely Ia NprueMeTe TO3H JICKApPCTBEH NpoaykT. Neosimva cbabpaKa JIaKTo3a.

IIpueM Ha ApYrH AeKapcTBa

Mons wadopmupaiite Bamusg nekap wiau ¢apMmaleBT, ako NpHeMaTe WIH HACKOPO ce IMpHEMaIM APYTH
JICKAapCTBa, BKIIOUHUTENHO W TAKKBA, OTITyCKaHU 0e3 pelienra.

Biaumooeiicmeun c:

Cyclospotine: PHCKBT 0T MHONATHA/pabaoMHOJIN3A CE YBEJIMYABA NPH €JHOBPEMEHEH NIPUEM HA

cyclosporine, ocobeHo ¢ BUCOKH 03U Neosimva, —
,f'f"::'::‘ ; S ;ﬂiﬁ'ﬁ:‘?}m
Amiodarone wiu Verapamil: PucksT o MuonaTha/pabA0MHONH3a € YBEMYEH NPH €JHOBPGMEHHS. :mo'[peﬁa; N
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Diltiazem: Tlaunentnre, KOMTO NpreMar exHoBpeMeHHO Diltiazem u Neosimva 80 mg umat neko yeenuueH
PUCK OT MHOTIATHA.

Apyzu e3aumooeiicmeun

CoKBT OT rpeHndpyT CbAbpIKA €JHH WIH ITOBeYe KOMITOHEHTH, KOMTO HHXu6upaT CYP3A4 u Moxe n1a
YBCIMYH TUIa3MEHUTE HUBA HA JICKApCTBA, KOMTO ce MeTtabonr3upaT ot CYP3A4. EdekrsT Ha 06uuaiiHaTa
KOHCyManma (eaxa 250-MUIMAHTPORA Yalua Ha A€H) € MUHUMAJICH U € 6e3 KITHHUYHO 3HaueHHe. MHOTo
roJIEMH KOTHUSCTBA (MOBeYe OT 1 TUTHp AHEeBHO) 00ade TpgOBa Ja ce H3bATRaT.

Kymapunoeu npoussoonu

YcTaHOBeHO €, ye Simvastatin 20-40 mg nueBHO yMepeHo noTeHLUpa ed)ekTa Ha KyMapHHOBHUTE
aHTHKOAryJaHTH. 11pn nauneHTy, B3MMaiuy KyMapHHOBH aHTHKOAryJIaHTH, IPOTPOMOHHOBOTO BpeMe
TpA0Ba fa ce onpefiend NPeaM 3aMoUBaHeTO Ha Simvastatin ¥ IOCTATEYHO 9€CTO B HAYAIOTO HA TEpaNHATA,
33 Jla C€ IOTBBPAH, Ye ChIlLECTBEHA MPOMAHA B MPOTPOMOHMHOBOTO BpeMe He e HacTenuna. Koraro ce
YCTaHOBH ¢TabDUIHO MPOTPOMOUHOBO BpeMe, TO TPA6Ba Ja ce MOHMTOPHpa Npe3 0O6uYaitHITE 3a MAUEHTH
Ha KYMapHHOBH aHTHKOATYJIAaHTH HHTEPBaNH. AKO J03aTa Ha Simvastatin ce MPOMEHH UM TOI ce crpe,
Tp40Ba /la ce npoileaupa no ceiMg HauuH. TepanusaTa ¢xe Simvastatin He € cBBP3BaHa C KBPBEHE HIIH C
[POMEHH B NPOTPOMOMHOBOTO BpeME MpH MALHEHTH, KOUTO HE B3UMAT aHTHMKOATyIaHTH.

Propranolol

IHpu 3apasu 10OPOBOJILM HE € UMAJIO KIIMHUYHO 3HaYUMHU (hapMaKOKHHETHYHH WK GapMaKoIHHAMUYHH
B3aMMOJIEHCTBHAA NPH €AHOBPEMEHHOTO MpHUIIaraHe Ha eJUHH4HY 1034 Simvastatin u Propranolol.

Digoxin

EnnospeMennoTo mpuiarane Ha Simvastatin 4 Digoxin npu 3apaBu 1oGpoBOSILK BOIH A0 €/tabo MoKaYBaHe
(mo-manko ot 0,3 ng/ml) Ha nexapcTBeHaTa KOHUEHTPALMA (KAaKTO € H3MEPEHa Ype3 PaiMOMMYHEH OIHUT ¢
JRWTOKCHH) B IUTasMaTa, B CpaBHEHHE C €THOBPEMEHHOTO MpHiarale Ha miaue6o u Digoxin.

Apyza npudpycasauia mepanun

B KIHHMYHH NPoy4YBaHHUsa Simvastatin € nprAnarad €IHOBPEMEHHO C HHXUOUTOPH HA aHTHOTEH3UH
koHBepTHpamus eH3UM (ACE), 6etabnokepH, AMypeTHIM, HECTEPOUIHH NPOTHBOBE3NAIMTEHH IEKapPCTBA
(HCIIBC), 6e3 nokasarencTso 3a KIIMHMYHO 3HAYMMH HeOJaronpHaTHHA B3aUMOEHCTBHA.

bBpeMe¢HROCT H KbpMERe

ITochBeTBaiiTe ce ¢ Bailins nekap win apMaLesT npeau ynotpebaTta Ha KOETO U JJa € JIEKAPCTBO.
bpemennocm

Neosimva e npomueonoxkasen no épeme Ha 6pemennocm,

besonacHocTTa Npy OpeMeHHM JKEHH He € ycTaHOBeHa. HsaMa KOHTPOJHpaHH KIMHHYHU MPOYYBAHHA CEC
Simvastatin, npoBeJeHH NPH OpeMEHHH KEHH.

ATepOCKIep034aTa € XPOHHYEH NPOLEC U NMPEKBCBAHETO HA TEPAIHATA ¢ MOHMKABALIY JTUNHANTE NeKapCTBa
mo BpeMe Ha OPEMEHHOCT MMa ManKo BIMAHUE BBPXY ABITOBPEMEHHHA PUCK, CBBHP3aH ¢ [ThbpPBHYHATA
xunepxonecteposieMus. [lopagu Tesn npuunnau Neosimva He TpabBa jia ce H3MOI3BA NPH 6peM6HHH')EEHJQ,
MpH XE€HH, BBE3HAMEPABAIIM Ja 3a0peMeHEsT WIH Te3H, 32 KOWTO €€ MNpearojara, efg@xépemﬂnu
JleuenneTo ¢ Neosimva TpsbBa a ce mpeKbcHe 10 BpeMe Ha OpeMEHHOCTTa WIHM J0Ka Q@SfCTaHﬂBI:f ﬂ\&u
XeHara He e OpeMeHHa. S
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H3nonzeane no epeme na xepmene

He e n3pecTHO nanm Stmvastatin HAH HETOBHTE METa0ONUTH Ce EKCKPETHPAT B MAHYHHOTO MIIIKO. Thil KaTo
MHOT'O JICKapCTBa €& €KCKPeTHpaT B MaWYHUHOTO MJIAKO H TMOpaiX NOTEHIMAMHHA PUCK 32 TEXKKH CTpaHHYHH
e(EKTH, XKEHHUTE, nolyyaBamy Neosimva, He TpsOBa 1a KbPMAT.

lllogprpane n paGoTa ¢ MamInHA

Hama ceenenns, kouTo na npeanosarar, 4ye npuemaHero Ha Neosimva 64 ce OTpasHIO BbPXY
BB3MOXKHOCTTA 33 IUOPUPAHE WIH H3NOJJI3BaHE HAa MALLIHUHM.

3. KAK JA TIPUEMATE NEOSIMVA

BuHaru mpyemaite Neosimva, TOYHO kakTo Bu e kasan Bamius jekap. AKO HE cTe CHTYDHH B HEIUO,
nonuraiTe Bauusa nexap unu gpapmailesr.

Hosupopkara Ha Neosimva Bapupa ot 5 no 80 mg Ha JeH, nNpueMaH BeJHBX JHEBHO Beuep. Korato e
HeoOXo/MMO, KOpHIrHpaHeTO Ha R03aTa Ce NpasH Ope3 HHTEPBAIM OT HE MO-MaJKo OT 4 ceaMuIM, A0
MaKCHMaTHa 1032 oT 80 mg BeAHEBK AHEBHO BEYep.

Hayuenmu c sucok puck 3a pazeumue na ucxemuuna 6orecm na cvpyemo (UBC) unu c doxazana HEC

[Ipu nanveHTH ¢ BHCOK pHcK 3a pa3Butue Ha UBC (c wiu 6e3 xumepaunuaeMus), T.e. NaUUeHTH ¢ Axader,
AHaMHe34a 3a MHCYAT WK Apyra MO3b4HO-CBAOBA OoJiecT, nepudepHa chaora Ooaect, MM ¢ aokasana UBC,
obHyaiiHaTa HavagHa fno3a Ha Neosimva € 40 mg BeaHbK AHEBHO Beuep. MeAMKAMEHTO3HOTO JieYEHHE
MOXeE 13 C€ 3aMIOUHE SHOBPEMEHHO C AUeTa WK PH3UUCCKY YIPaXKHEHMS.

Hayuenmu ¢ xunepaunudemun (Koumo He ca GKIIOHERI 6 NO-20PHAMA PUCKOSA KamMezopiin)

[lanmeHTHT TpAOBa 1@ OBE MOCTABEH HA CTAHAAPTHA XQNECTEPON-NIOHMIKABAIA AMETA [IPSAX NPHIATAHETO
Ha Neosimva M cna3BaHeTO Ha Tas3u AHETA TpAOBa Aa MPOABIKU H 110 BpeMe Ha JieueHHneTo ¢ Neosimva.
O6uuaiinata HavanHa [03a € 20 mg XHEBHO, KOATO Ce NpHeMa eAHOKpaTHO Beuep. [IpM nainueHTH, NPy
KOHTO ¢ HeoOxonuMo ronsamo Hamangeade Ha LDL-xonecrepona (nmoBede ot 45%), Moxke Na ce 3aMoyHe C
no3a 40 mg BegHbK AHEBHO Beuep. [laimeHnTu ¢ nexa 10 ymepeHa XunepxonecTeponeMus MoraT Aa Onpar
JIeKyBaHH ¢ HavanHa Ro3a oT 10 mg Neosimva. Tpabsa ga ce u3pbpiiM KOpHMrHpaHe Ha [o3aTa, ako €
HeOo0X0AUMO, KaKTO € NOKa3aHo MO-Tope.

Hauuenmu c xomo3uzomna GamMuing Xunepxonecmeponemun

IlpenopryBanara m03a 3a MalMEHTH C XOMO3WIOoTHa (aMuiiHa xumepxoJecteponemus ¢ Neosimva 40 mg
AHEBHO Bevep unH 80 mg nHeBHO B 3 OTACIHH J03H — 0T 20 mg, 20 mg, n BeyepHa Ao3a ot 40 mg. Neosimva
TpsabBa Ja Oboe MION3BaH B 100aBKa KBM ApYro HAMalfBailo xolecTeposa Nevenue (nanp. LDL agepesa)
OpH T3 NALHEHTH WIH akO TaKoBa JICYCHHUEe HE ChIIECTBYBA.

IIpuopyscasawia mepanun

Neosimva e e(peKTHBEH CaMOCTOATENHO WIHM B KOMOHHALMSA Ch¢ CEKBECTPAHTH Ha MUTbYHHTE KHCETHHH.

[Ipn manuentH, mpueMaiy Cyclosporine, Gemfibrozil, npyru ¢ubpatu (oceed Fenofibrate) wim Niacin
(HHKOTHHOBA KMCE/IHHA) B HaMansABall{ JUNMAMTE J03U (>1g nHeBHO) B koMOHHauus ¢ Neosimva, Josara
He TpAOBa Ja npepumiansa 10 mg aHesHo. [lpu maienTn, npuemamu Neosimva 3aeaHo c Ammda:cone‘ uay
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T'sH kato Simvastatin He npeTbpriBa 3HaYUMa OBOpeUHa ekcKpelHs, He € HeoGX0JHMa KOPeKIUA Ha N03aTa
IIpH NAllHEHTH ¢ yMEpPEHa CTENeH Ha OnOpetuHa HeJOCTaTHhYHOCT.

Ilpny mamueHTn ¢ Texka ObOpeuHa HenOCTATBUHOCT (KPEATHHUHOB KIMPBHC <3 Oml/min) gosw,
npeBuiIaBamy 10 mg aHeBHO, TpaOBa BHMMarenHo Aa ObAar oOCHAEHH, M 4KO c€ TIpHEMe, 4e ca
HeoOxoauMH, Aa 6pAAT NpUAaraHy ¢ roasMo BHUMAaHHE,

AKO HMAaTe HIKAKBH JONBIHUTEIHU BBIIPOCH, CBBP3aHH ¢ YNOTpeGaTa Ha TO3M NPOAYKT, MONS TIOMMTaiiTe
Bamua nexap unu ¢papmalieBT.

4. BB3IMOXHHU HEXEJIAHHU PEAKIIUHA

Kakto BcHukmM nekapcrsa, Neosimva Moke [a NPEAM3BHKA HEXEJaHH PeaklMH, BBIIPEKH Y€ HE BCEKH I
OJy4aBa.

AKO HAKOS OT HeXKeNaHWTe JNEKAPCTBEHH PeaklMH CTAHE CEPHO3HA, WM 3a0elieKNTe APYri, HEONMHCAHH B
Ta3H JTHCTOBKA HEXKEJIaHU peaKLMi, MoJia yBexomeTe Bains nekap wim dapManesT.

Neosimva o610 B3eTo ce MoHaca AoOpe; Mo-roisMaTa 4acT OT U3BECTHHUTE HEXKEIAHW PEAKUMH ca JICKH M
[PEXOIHH.

HabmonapaHuTe HexeNaHW peaKkiMM, HACTBNBALIM ¢ YecToTa 1% WM NoBeYe U NMPeLeHEHN KaTO Bh3MOKHO,
BEPOATHO WIM CHTYPHO CBBP3aHH ¢ JIEKAPCTBOTO c¢a OuaM aOagoMHHaIHA Oo0JIKa, KOHCTHNALHS M
¢praryneHuusa. Jpyru HexkenaHH peakitMu ca OWIM acreHus M DiaBofOosMe. 3a nmosBaTa Ha MHONATHA CeE

¢cb0O0IaBRa paako.

ClneaHdTe OOMBIHUTENHH HEXKeNaHW peakuu ca Ounu HabmogaBaHH NMPH €KeqHeBHa ymoTpeba: raaexe,
Avapus, oOpHB, AMCIIENCHA, MPYPHUTYC, AIONELMs, 3aMasHOCT, MYCKYJTHH CITa3MH, MHUAJITHA, TTAHKPEaTHT,
napecTe3us, IMepudepHa HEBpOMaTHA, MOBpPLIUIAHE H aHeMHA, Paako HacTenBar pabaoMuonM3a H
xernaTutT/ukrep. CpaBHHUTENIHO pAAKO € HabnioJaBaH U3paseH CHHAPOM Ha CBPBXUYYBCTBUTEIHOCT, KOUTO Aa
BKJTIOYBA HAKOH OT CJIEXHUTE CHMIITOMH: aHTHOEAEM, NyITyc-Nogo0eH CHHAPOM, peBMaTH4YHA NOTHMHAAITHA,
JCPMaTOMHO3HT, BACKYJHMT, TpoMOouWTOoNneHHA, co3uHo@unusa, nosumeHa CVYE, aprpur, aprpanrus,
ypTHKapus, GOTOUyBCTBUTEIHOCT, TEMIIEPATYPa, 3aYepBABaHe, AMCITHES U OTIAJHANOCT.

Omxnonenun 6 1abopamoprume noxazameni

3a 3HaYUTETHO W HEPCUCTHpPAILO MOKAa4YBaHE HAa CEPYMHMTE TpaHCAMHHA3H ce choOmiaBa psaako. MMa
ChOOIIEHHA M 3a [OBUILIABaHE CTOMHOCTHUTE Ha ajlkalHaTa docdaraza W Ha g—TIIyTaMII TPAHCTIENTHAA3ATA.
OTioHeHHATa BBB (YHKIUOHAHHTE 4YepHOApoOHU npodM ca ek M npexoauu. ChoOlllaBa ce 3a
NoKa4YBaHe HHUBATa Ha cepyMHaTa KpeaTHHKHHa3a (CK), ocBoOo/ieHa OT CKe/IETHUTE MYCKYJIH.

FMa cBeeHHs 3a CieJHUTE HEXKeJlaHH peakUlH, HO He ¢ YyCTaHOBEHa MPHYMHHATA BPB3Ka ¢ TEPANMATA ChC
Simvastatin: aenpecus, MyITHHOPMEHA epUTEeMa, BRIIIOYHTETHO CUHAPOM Ha Stevens-Johnson, eBkoneHUs

M myprypa.

5. CDBXPHEHHUE HA NEOSIMVA

Ja ce cexpanaBa npy remneparypa noj 25°C.

CoxpaHsBaiite Ha MACTO, HEJOCTHIIHO 3a Jelia. Jp—
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JlekapcTBata He TpsOBa Jla ¢e M3XBBPIAT B KAHANH3ALMATA WIH B KOHTEHHEpPA 3a JOMaIIHM OTHNAXBLIM.
Ilonuraitre Baimus dhapMauesT kak Aa yHHIOXKHTE HEeHy)KHUTE By nekapcrsa. Teau Mepku mie cnoMornar
3a Orla3BaHe Ha OKOJIHATA Cpeja.

6. JOITBJJHHUTEJIHA UHO®OPMAIIHUA
Kaxpo ¢csabpxa Neosimva

- AKTHBHaTa CbCTaBKa € CuMmBacTatuH (Simvastatin).

- Apyrure ¢uCTaBKH ca JNIAKTO3a, MUKPOKPHCTAIHA LENTYNo3a, [PEKETATUHAIUPAHO HUIIECTE (HULIECTE
1500), ackopbuHoBa KHCelWHA, TMMOHEHA KHCE/IMHA MOHOXHApPAT, OYTHITHAPAH XUWAPOKCHJI aHM3OJI,
MarHe3ueB creapat, onaapu 20A 54692 pink.

Kak usrnexna Neosimva B KakBo chbABLpka ONAKOBKATA

OunMupanu TabneTky 3a NEPOPATHO NPWIOKEHHE, B GIHCTEPU OT MOMTHBHHUJIXJIOPHI/anyMHUHHEBO (POJTHO,
MAKCTHPAHH B KapTOHCHA OMNAKOBKA, ChABpKallla JHUCTOBKA 3a nauueHTa. Onakoskara € ot 14, 28 win
TabJIETKH.

IIpaTexaren Ha paspenieHHETO 3a ynoTpeba

HEO BAJIKAHUKA EOOX
Y. “3emnsane” 35
Codus, Benrapus

IIponsBoauTen, 0TroBOpeH 32 0CBOGMKAABAHE HA IAPTHANTE

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

3a MOMBAHHTENHA HHPOPMAIIMA OTHOCHO TO3M JIEKAPCTBEH MPOAYKT, MOJIS CBBPKETE C€ C JIOKATHHA
MpeACTaBUTEN HA MPUTEXATE I HA paspelieHHETO 3a ynotpeda

Hara Ha mocjiefHO ofoOpenne Ha JIUCTOBKATA

Hoemspu 2007 r.
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