JUCTOBKA: HHOOPMAIUA 3A HOTPEBUTEJIA
Heocumsa (10, 20, 40, 80 mg ¢puamupanna Tabierin)
Neosimva (10, 20, 40, 80 mg film-coated tablets)
Simvastatin

IIpogyereTe BHAMATETHO HAIATA JIHCTOBKA, HPEAK A 3aN0UHeTe a2 NPAJIATAaTE TOBA JIERAPETBO.

- 3anasere TasH JMCTOBKA. Moxe a MMaTe HYKJa Ja f [1poyeTere OTHOBO.

- AKO ¥MAaTe HAKAKBH AOTIBAHUTE/IHH BBIIPOCH, MONHTaitTe Bammsa nexap win bapMmauesT.

- Tora nexapcreo ¢ npeAnucano Ju4Ho Ha Bac. He ro npeotctunpaiite Ha apyru Xopa. To MOXe /1a UM
HaBpeIH, HE3aBUCUMO OT TOBR, 4¢ TEXHWTE CUMIITOMH Ca ChIHTE KAKTO Bammure.

- AKO HAKOA OT HEXENaHHTE JICKAPCTBEHH DPeaknMM CTaHe CepHO3Ha, WM 3abesexuTe JApyTH,
HEQIMCAHH B Ta3H JINCTOBKA HEXEJIaHH peaKLiHH, Mojid yBenomere Baibivis siexap win gapMaliesr.
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B13MOXHH Hexes1aHH peakuuu
CoxpaneHne Ha Neosimva
Honwnuurensa nahopManms
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1. KAKBO IIPEACTABJIAABA NEOSIMVA H 3A KAKBO CE H3IIOJI3BA

Qunmupanute TabnetkH Neosimva or 10, 20, 40 u 80 mg ca B Omucrepu or
MOJIMBUHUIXIOPUA/aTyMHHNEBO (OJIHO, MaKeTHPaHH B KAapTOHEHAa ONaKOBKa, CchABPIKALA JMCTOBKA 34
nanueHTa. OnaxkoBkara e oT 14, 28 wiu 84 TabneTxku.

Beaxa gpuimupaHa TabieTka ChAbpka CroTBeTHO 10 mg, 20 mg, 40 mg winu 80 mg OT aKTHBHATA CHCTABKA
CuMsacrtaTtuH (Simvastatin).

Neosimva ¢ NOKa3aH 33 JIeYeHHe Ha:
Hauuenmu c sucox puck 3a pazsumue Ha ucxeMuyna borecm Ha copuemo (MBC) unu ¢ ooxazana HEC

Iipy mauymeHTH ¢ Bucok pHCK oT passuTHe Ha MBC (¢ unu Ge3 xunepavnmaemms), T.e. IPH HAUHEHTH C
npabet, aHamHe3a 3a MHCYJIT WIM JApyTa MO3BYHO-ChAoBa 6oject, nepudiepHa chbAoBa GONECT, WM C
noxaszana UbC, Neosimva e rokasaH 3a:

. Hamanasane Ha 06imata CMBPTHOCT Ypes HaMangBane cMbpTHocTra oT UBC;

. Hawmanssane Ha pucka OT roseMH Ch0BH HHIMAEHTH (HeaTaneH uHDAPKT Ha MHOKapaa, KOPOHapHa
CMBPT, MOIBYHH HHCYIITY WM PEBACKYJIaPU3aLHOHHM NIPOLEAYPH);

o HamansBaHe Ha pucka OT roneM# KOPOHAPHM MHIMACHTH (HedaTaneH MH(APKT Ha MHOKapIa WM
KOPOHapHA CMBPT);

e  HamanapaHe Ha pucka OT MO3BYCH HHCYIIT;

. HamanaBaHe Ha HeoOXOAMMOCTTa OT KOPOHAPHM PEBACKYNAPMAALMOHHM TPONENYPH (aopTo-
KOpOHapeH 6ainac u nepKkyTaHHa KOPOHapHA HHTEPBEHLHSA ); "
. HamansBaHe Ha HEOOXOOMMOCTTa OT MepH(PEPHH M APYTHM HEKOPOHAPHH peﬂacijagmajmdﬂ‘ﬂﬁ
NpoLeaypH;

. Hamangsate Ha pucKa OT XOCIUTAIN3ALHA 110 NOBOJ HA CTEHOKAPAHA.




[lpu nauuentn ¢ quaber, Neosimva € MokasaH 3a HaMajIsBaHe HA PHCKA OT Pa3BHUTHE HA YCIOKHEHHA OT
CTpaHa Ha rofeMuTe NEpUGEPHU ChAORE (MepHU(epHH peBacKYNAPU3ALMOHHH NPOLEAYPH, aMITyTALIMM Ha
OOJTHH KpaUHULIM WJIH YJIIKYCH HA KpaKaTa).

[Ipu nauuentd ¢ UBC u xunepxonecreponemus, Neosimva € moka3ad 3a 3a0aBgHe HaIpeIBaHETO Ha
KOpOHapHaTa aTepoCKIepo3a, BKJI. HAMATIIBAHE Pa3BUTHETO HA HOBM JIE3UHM M HOBH TOTAJIHU OKJTY3HH,

Hayuenmu c xunepaunuoemun

Neosimva e nokazad B fo0aBka KbM AMETaTa 3a HAMAIABAaHE MOBHIIEHMTE HMBA Ha OGIIMA XOIECTEPOI
(06w-C) u LDL-C, tpurmunepumure (TG) u anonunonporemn B (apo-B), u 3a yBemuuaBade Ha
BUCOKOMIBTHUA XoyiecTepon (HDL-C) nmpu nmauueHTM ¢ MbpBUYHA XMMEPXONECTEPONIEMHA, BKIIOYBALLA
XeTepo3uroTHa Qamuina xumepxonecteponemus (Fredrickson Tun Ila) unn komOGuHupaHa (cMeceHa)
xunepnunaaeMua (Fredrickson Tum IIb), korato noBmHABaHETO OT CBHOTBETHATA [AMETA WAH ApPYrH
He(apMaKOIOrMYHH CPeACTBa € HEAOCTaThYHO. Neosimva noHwkasa cpoTHomeHusTa LDL/HDL u ofm
xonectepor/HDL.
¢ Neosimva e Moka3aH 3a JiedeHHEe Ha MauueHTH ¢ Xuneptpuriuuepuaemus (Fredrickson Tun IV
XHUIIEpIUNUIEMUs ),
e Neosimva € NoKa3aH 34 JIe4YeHUe Ha NMAUeHTH ¢ MbpBAYHA aucOeramunonporenHemus (Fredrickson
Tun LI xunepaunugeMus).
e Neosimva € nokasaH CbhIO B A00aBKAa KbM AMETATA W APYTH HEAHCTHYHH MEDKM 3a JCUEHHE Ha

NallMeHTH € XOMO3WIroTHa (paMUIIHa XUAEPXOJECTEPOIEMHS 3a HAMAJIABAHE MOBHIICHHTE HUBA HA
obus-C, LDL-C, apo-B.

2. TPEIHN JA IPUEMETE NEOSIMVA

He npuemaiite Neosimva npsn cjiefHATe ChCTOAHHA:

¢ (CBPBXYYBCTBUTEIHOCT KbM KOHTO U 12 € KOMIIOHEHT Ha TO3H NMpenapar.

¢ AKTHBHO 4epHOAPOOHO 3a00nfABaHE WIM HEH3ACHEHO IMEPCUCTHPAINO MOBMINEHHE HA CEPYMHHTE
TpaHCAMHHA3H.

* DbpeMeHHOCT ¥ KbpMeHe (B bpeMeHHOCT H KbpMeHe).
Coennajinn npeaynpexacHnn NpH JedeHneTo ¢ Neosimva
Muonamun/paboomuonuza

AKTHBHATa CbCTaBKa Simvastatin, KAKTO U JpYTH MpenapaTty ¢ nogo0eH MeXaHu3bM Ha AeiCTBHE, IOHIKOTra
APUYHUHABAT MHOIMNATHA, KOSATO C€ MaHHU(ECTHpa ¢ MyckylHa 00aka WM cj1aboCcT, CBBhpP3aHH C NOKAYBaHE
HHBaTa Ha KpeaTHHkHHaszara (CK) mosede or 10 mwTH Hag ropHara AomycTHMa rpaHWLa HAa HOPMATA.
Muonatusira noHskora npuemMa gopmMara Ha pabaoMuosiM3a ¢ Wik Ge3 ocTpa OBOpeYHA HEOOCTATBYHOCT
BC/ICACTBHE HAa MHOTJIOOMHYPHS U B PEAKH CITyqaH € HacThNBan daTaneH U3XoL.

PHCKBT OT MHonaTHs/pabgoMMonm3a ce yBeaWYaBa OT e€JAHOBpeMeHHara ynorpeba Ha Neosimva cbe
CIICOHUTE JICKApCTRA!

[IpenapaTy, chabpkainy: Itraconazole, Ketoconazole, Erythromycin, Clarithromycin, Telithromycin, HIV-
poTeazHu HHXUOHTOPH, il Nefazodone, ocobeHo npu no-BUCOKH J03H Neosimva.
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[Tonmxapaly TUOUAWTE NEKAPCTBEHHU NPOAYKTH, KOMTO MOraT Ja IIPHYHHAT MHOIIATHIL, j;dmfb ce ﬂaﬂa‘f
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Cyclosporine: ocobeHo ¢ ronemMu 103u Neosimva.

Diltiazem: Puck®sT OoT MHonaTus e cnafo ysenvueH npw naiuent na Diltiazem, kxowurto €IHOBPEMEHHO ¢
TOBa npueMat Neosimva 80 mg. IIpu Te3u malueHTH pUCKBT OT MUONATHA € NpubiusHTenHo 1%.

PHCKBT OT MHOTIaTHS/pabaoMHONM3a € 1030-3aBHCHM. B Tasy Bpu3ka Tpabea [a ce uma NPUABKI CIEIHOTO:
Heprnoopobru ehexmu

TIpw pasnuuny KIHHHYHY H3NMTAHUA ca HaGiiofaBaHH MOCTOAHHM NOKauBaHUA (o NOBeye OT 3 MBTH Han
FOpHaTA rpaHHlla Ha HOPMaTa) Ha HUBAaTA Ha CEPyMHUTE TPAHCAMMHA3M NpU Manbk Opolt BB3pacTHH
MaLUMEHTH, KOMTO €a NojTy4aBaTH Simvastatin, korato repanuarta e Owia MpexbLCBaHa WM CITMpaHa NpH Te3H
MafUeHTy, HUBaTa Ha TpatiCaMMHasUTe Cca Cllafali NOCTENEHHO 0 NPEATEPANEBTUIHHTE.

[IpenoppanTenHo € NpoBEeAKIAHETO HA YePHOAPOOHH GYHKLHOHATHU TpoGH Npeau 3aMOYBaHe Ha JICYEHHETO
¥ OTTaM HAaTaThBK, KOraro ¢ KIMHHYHO nokaszaHo. IlauMenTHTe, mpu KouTO nosara e yseanueHa a0 80 mg,
TPAOBa [a C€ TeCTBAT NOMBIHUTENHO NpPefM YBENMYEHHETO, 3 MEceLa clie]] YBeIHYEHHETo 10 80 mg, H
OTTaM HATaThK NEPHOAHYHO IO BpeMEe HA JICYEHHETO (HampuMep Ha 6 Meceua) npe3 ILPBATA TOAMHA HA
JEYEHHETO.

[IpenapatbT Tpadea ga ce npHaara ocobEHO BHUMATENHO NpW NANMEHTH, KOWTO YIOTpeGABAT roleMH
KOJIA4ECTBA AJIKOXOJ W/HIH MMaT aHaMHe3a 3a YepHOApoOHO 3aGonsBaHe. AKTHBHH HYEPHOAPOGHH
3a00nABAHUA WIM HEM3ACHOHO TOKAYBAHE Ha TPAHCAMHHA3MTE ca MPOTHMBONOKA3aHHMA 3a yrnoTpefara Ha
Neosimva.

O¢manmonozuunu nponeu

Jlopu na He ce npunara HHKAKBa JICKADCTBEHA TepallHd, MOCTENCHHOTO HAMAIABAHE MPO3PadHOCTTA HA
NeIMTe MOXKE Aa ce 004ACHH ¢ Mpolieca Ha ocTapABaHe. [IOHACTOANIEM Pe3yTaTUTE OT €AWH JBIbI MEPUO/
Ha KIMHWYHH H3MMTaHHA He ca IMOKasanu HeQnaronpusTH¥ cTpanwdsM edexktn Ha Simvastatin Bbpxy
YOBEIIKMTE OYHH JIELIH.

Ynompeba ¢ neduampusma
CurypHocTra M edukacHocTra Ha ynorpefara NpH JeLa Bce OLle HE € ycTaHOBeHa. [loHacTosmeMm
Simvastatin He ce penopuUBa 3a ynotpeda B neavaTpuaTa.

Ynompebda ¢ cmapuecka evipacm
[lpy mauveHTH Ha BB3pacT HaA 65 roauHu, KoWTo ca noxyyaBany Simvastatin B pa3/IMYHH KOHTPONUPAHH
KIMHAYHA NpOy4YBaHMA, €(PUKACHOCTTA, NMpeHeHEHa MO CTelleHTa Ha peAyKLHUs B HHBAaTA HAa TOTANHHUSE W

LDL-xoxnecrepon, ¢ nopobHa Ha Ta3d B obmiatra Ionyjauusa, a ChUIO Taka He e 3afens3aHa IMOBUIIEHA
4eCTOT2 Ha a6HOPMHM KNHHUYHH H 1a60paTopHH HaXO/IKH.

Ako Bamuar nexkap Bu ¢ kasan, 4e wMaTe HENOHOCUMOCT KbM HAKOM BHIOBE 3axap, ce OOBbPHETE KbM HEro,
Npeay Aa NPpUCMETE TO3H JIEKapCTBEH MPOoAYKT. Neosimva chabpika J1aKkTo3a.

IlpHem Ha ApYIH JEeKapPCTBA

Mosts ungopmupaiite Bamma fexap win dapmalieBT, ako NPHeMAaTe WIH HACKOPO C€ NPHEMANH IPYTH
JI€KapCcTBa, BKTIOYUATEAHO H TaKHBa, OTIYCKaHH O€3 perenra.

Biaumooeiicmeun ¢:

Cyclosporine: PHCKBT 0T MHONaTHs/paGAOMHONHK3A CE YBEIHYaBa IPH IHOBPEMEHEH NIPHEM Ha

cyclosporine, ocobeHo ¢ BucoxkH 1034 Neosimva, R
Amiodarone win Verapamil: PUCKBT 0T MHONATHA/pabroMHO/H3A € YBEIIMYEH NPH BHHUBpsMéHﬁa-fYﬁOTpeﬁaﬁﬁ B
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Diltiazem: ITauxeHTHYe, KOMTO NpHeMar eaHoBpemerHO Diltiazem 1 Neosimva 80 Mg UMaT JIeKO yBeJIMUeH
PUCK OT MHOIIATHS.

Jpyzu e3aumodedicmeun

COKBT OT rpeHngpyT ChABLPKA €HH WM 0OBEYE KOMIMOHEHTH, KOMTO MHXUGHpar CYP3A4 1 Moxe aa
YBC/IHYH IUIA3MEHUTE HHBA Ha JICKapcTBa, KOUTO ce MeTabonmnsupar ot CYP3A4. EdexrsT Ha o6HydaiinaTa
KOHCyMallus (exHa 250-MHIHIATPOBA Yallla Ha JIeH) € MUHUMAIEH U e 6e3 KIMHUYHO 3HaueHue. MHOTo
rojieM# Konu4ecTsa (rmoeeye ot 1 auTsp AHEBHO) 06Gaue TpaOBa Aa ce u3bIrear.

Kymapunosu npouzeoonu

YcTaHOBEHO ¢, 4e Simvastatin 20-40 mg AHEBHO yMepeHO MOTEHUMpa epeKTa Ha KyMapHHOBHTE
aHTHKOArynanTH. llpy malMeHTH, B3UMallll KyMapHHOBH aHTHKOATYJIAHTH, POTPOMOHHOBOTO BpeMe
TpA0Ba Aa ce onpe/ens Npeau 3anouBaHeTo Ha Simvastatin M JOCTATBYHO YECTO B HAYATIOTO Ha TEepAarnuATa,
33 a € NIOTBBP/M, HE CBILCCTBCHA NMPOMSAHA B NIPOTPOMOHUHOBOTO BpeMe He € HacThmwia. Korato ce
YCTaHOBHU CTaOHIHO NPOTPOMOHHOBO BpeMe, TO TPAOBA 1a Ce MOHHTOPHpa Npe3 O6UYAHHTE 38 NALHEHTH
Ha KyMapHHOBM aHTHKOAry/JJAaHTH HHTEPBAJIH. AKO N03aTa Ha Simvastatin ce mpoMeHH WM TOM ce Cripe,
TpaOBa fa ce mpoueaMpa no cuiud HaunH. Tepanuara che Simvastatin He € cBbp3Bana ¢ KbPBEHE HJIH C
TIPOMEHH B TIPOTPOMOHHOBOTO BPEME IIPH MALMEHTH, KOWTO HE B3UMAT aHTHKOATYJIAHTH.

Propranolol

I1pu 3apaBu 100pOBOJILM HE € MMATO KIMHHYHO 3HaYUMH (apMaKOKHHETHYHH HIH (hapMaKoqHHAMHYHH
B3aMMOJCHCTBUA NPH €AHOBPEMEHHOTO NpHIAaraHe Ha eMHHYHM 1034 Simvastatin u Propranolol.

Digoxin

EnHoBpeMeHHOTO Npuarade Ha Simvastatin 1 Digoxin npu 3apasu o6poBoILM BOAH 10 ¢1aGo MOKAUBAHE
(no-masiko ot 0,3 ng/ml) Ha nexapcTBeHaTa KOHUEGHTPALHUS (KAKTO € H3IMEPEHa Upe3 PATHOUMYHEH ONHUT ¢
JHFOKCHH) B IUTa3MaTa, B CPaBHEHHE C €JHOBPEMEHHOTO Mpuiarale Ha niaane6o u Digoxin.

Apyza npuopyacasauwia mepanun

B xrmHMYHA npoyusanMa Simvastatin e npuiarad eIHOBPEMEHHO ¢ MHXMOHTOPH Ha aHTHOTEH3HMH
koHBepTHpamus eH3uM (ACE), Oetabnokepu, AMypeTHLM, HECTEPOUIHM NTPOTUBOBB3MATHTE/HU JIEKApCTRa
(HCTIBC), 6e3 mokasatesncTBo 32 KITHHUYHO 3HAYMMH HeOIAronpUATHH B3aHMOAEHCTBHS.

bpeMeHHOCT H KbpMEHe

Hocbeetsaiite ce ¢ Baluns nekap nin dapMaLesT npeau ynotpebata Ha KOETO U 1a € JIEKapCTBo.
bpemennocm

Neosimva ¢ npomugonoxazen no epeme na 6pemennocn,

bezonacHocTTa IpH GPEMEHHH XKEHM He € YCTaHOBEHa. HaMa KOHTPONHMpPAHH KJIMHHUYHH NPOYYBAHUS CHC
Simvastatin, IpoBeJeHH ITPH OPEMEHHH KEHM.

ATepockieposara € XpOHHYEH TPOLEC H NMPEKhCBAHETO HA TEPAMATA ¢ MOHWKABAIIM JTUTTHAMTE IeKapcTBa
o BpeME¢ Ha OPEeMEHHOCT MMa MallkO BJIMAHME BbPXY ABIATOBPEMEHHHS PHMCK, CBBP3aH ¢ NbPBHYHATA
xunepxonecreponemMus. [lopagu Tesn npuunan Neosimva He TpAOBa na ce M3MON3Ba NpH OpeMeHHTSKeHY,
MPU XKEHM, BB3HAMEDSBAIK [a 3a6PeMEHEST WM Te3H, 32 KOMTO ce MpeAnonara, ug~CanGpemrenm s,
JleuenneTo ¢ Neosimva Tpsa6Ba na ce npekbCcHe Mo BpeMe HA HpeMEHHOCTTa WIH JOKA T | ‘“ég;:%{:.
KeHaTa He € OpeMeHHa. %“ﬁﬂ ‘-
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H3nonzeane no gpeme na Kvpmene

He e u3BecTHO fanmM Simvastatin MM HeroBUTe MeTabOIHTH ce eKCKPETHPAT B MayHHOTO Misako. Thil kato
MHOIO JICKapCTBa C€ EKCKpETUPAT B MAHYMHOTO MJISKO U MOpPaad MOTEHLMAIHUA PHCK 3a TEXKH CTPAaHHYHU
eexTH, xeHnute, nonyvyasamu Neosimva, He TpaOBa [a KbPMST.

Hlopupane n padoTa ¢c MAIBHEA

Hama cBefeHMs, KOMTO MAa TIpeAmnonaraT, 4Ye npHeMaHeTo Ha Neosimva OH ce OTpasWwiIo BBPXY
BE3MOXKHOCTTA 32 ModHpaHe WIK H3M0N3BaHE Ha MAUIHHM.

3. KAK JA IPUEMATE NEOSIMVA

Bunarn npuemaiite Neosimva, TouHo kakTo Bu e kaszan Baumma nexap. Ako He cre CATYPHH B HElO,
nonuraite Bamug nexap niu ¢papMauesT.

Hosuposkara Ha Neosimva Bapupa ot 5 a0 80 mg Ha AeH, npueMaH BeOHBX AHEBHO Beuep. Koraro e
HEOOXOMMO, KOpPUTHpaHeTO Ha A03aTa ¢€ NPaBH Npe3 HHTEPBAIM OT He [O-MaiKe OT 4 ceaMuuy, 10
MakcHMaiTHa Jo3a oT 80 mg BegHBbXK JHEBHO Beuep.

Hauyuenmu ¢ 6UCOK puck 3a pazeumue na ucxemnyna 6orecm na copyemo (MBC) unu ¢ doxkazana HEC

[IpH nauMeHTH ¢ BHCOK pHCK 3a pa3ButHe Ha UBC (¢ i 63 xunepaunuaeMus), T.e. NaltdeHTH ¢ fuaber,
aHaMHE3a 3a HHCYJIT WJIH Apyra Mo3b4YHO-CEIAO0BA BoNnecT, nepudepHa cpaoBa bonect, wiM ¢ gokasaHa UbC,
obHyaiiHaTa HavanHa no3a Ha Neosimva e 40 mg BenHBK AHEBHO Beyep. MeIMKAMEHTO3HOTO JIEUYCHHE
MOJKeE Jia Ce 3aTI0MHE EHOBPEMEHHO C AHeTa WIH QGU3UYECKH YIIpaKHEHHS.

Hayuenmu ¢ xunepaunudemun (KOUMO He Ca GICUOUEHU € NO-20PHAMA PUCKOBH KAMe20pin)

[lateHTET TpsOBa Ja OBA€ NOCTABEH HA CTAHAAPTHA XOJIECTEPOJI-IOHMKABAILA JIMETa NPeAH IPHIATaHETO
Ha Neosimva 1 cniasBaHeTo Ha Ta3H queTa TPSAOBa Ja MPOABIKM U 110 BpeMe Ha jJeueHueTo ¢ Neosimva.
ObuuaiiHaTa HavanHa fo3a € 20 mg AHEBHO, KOATO ce NpHeMa eIHOKpaTHO Beuep. [IpH ManueHTH, NpH
KOMTO € HeoDXxoauMo romamMo HamanaeaHe Ha LDL-xonecreposna (nosede o1 45%), MoXKe 1a Ce 3amnoyHe ¢
no3a 40 mg BeaHEBK AHEeBHO Bedep. [lanmeHTH ¢ ieka 0 yMepeHa XHIEpX0JeCTeposieMUs MOrar aa Opaar
JICKyBaHH ¢ Ha4danHa zio3a oT 10 mg Neosimva. TpabBa Ja ce u3BBPIIA KOPHIMpaHE HAa 103aTa, ako €
HeOOXO0IUMO, KaKTO € TI0Ka3aHo Mo-rope.,

IHauyuenmu ¢ xomozuzomua paMunHa Xunepxonecmeponemun

IlpenopryBanaTa A03a 3a MALKWEHTH ¢ XOMO3UroTHa ¢aMunHa xunepxonecrepoiiemus e Neosimva 40 mg
AHeBHO Bedep unu 80 mg qHeBHO B 3 oTaeaHM Ao3u — ot 20 mg, 20 mg, 1 BeuepHa Ao3a oT 40 mg. Neosimva
TpA6Ba fa ObJe unona3BaH B AoDaBKa KbM APYro HaMangBaulo Xojectepona jgedenue (Hanp. LDL adepesa)
pU TE3W NAIMSHTY WM AKO TAKOBA JicueHHME He ChlIeCTBYBA.

Hpuopyscasauia mepanus

Neosimva € epeKTHBEH caMOCTOATETHO HJTH B KOMOHHAIIMSA CHC CEKBECTPAHTH HA HUTHYHHUTE KHCEIHHH.
lp¥ naumentd, npuemamu Cyclosporine, Gemfibrozil, apyru ¢ubpatu (ocBeH Fenofibrate) unm Niacin
(HAKOTHHOBA KHCE/IHHA) B HAMANABAIUM JIMMUAKTE 103K (21g nHeBHO) B KoMOHHauus ¢ Neosimya, Jo3aTa
He TpsOBa Ja npesrana 10 mg aHerHo. [Ipu nanueHTH, npuemamy Neosimva 3ae,r_mﬂ c Ammdamne ﬂﬂu
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Verapamil, nosata He 6uBa fa npesumasa 20 mg AHEBHO. B L ﬁ‘:ﬁ
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T'pii KaTo Simvastatin He MpeThpIsIBa 3HAYHMA OGBOPEUHA EKCKpeLUs, He € HeOOX0AHMa KOPEKIUA Ha 103aTa
pY MALMEHTH ¢ YMEPEHa cTeneH Ha Ox0peuna HeJOCTaThYHOCT.

Ilpp nDauueHTH ¢ TeXKKa OBOpeyna HenmocrarpuHOCT (KpeaTHHWHOB KiMphHC <30ml/min) no3m,
npesumasan 10 mg aHeBHo, TpsadBa BHUMAaTenHo na ObHaT oOCHAECHHM, M 4KO C€ TIpHEME, 4Ye ca
HEOOX0AMMH, Aa OBAAT NpUIAraHu ¢ roJaMo BHUMaHME.

AKO MMAaTe HAKAaKBH JAOITBJIHHUTEIHU BBIIPOCH, CBBP3aHU ¢ ynoTpebara Ha TO3W MPOAYKT, MOJIS MOMUTANTE
Bamusa nexkap unu papmalest.

4. BbB3IMOXHH HEXEJAHH PEAKIITUHU

Kakro BcHYkM AexapcTBa, Neosimva MOxXe Ja Npeau3BHKa HEXENaHW peakUMWH, BHIPEKH Ye HE BCEKH T'H
NoJTy4apa.

AKO HAKOA OT HEXKEJIAHHUTE JIEKAPCTBEHH PEakLUH CTAHE CEPHO3HA, WIH 3a0elie:kuTe APYrH, HEOIIHCAHH B
Ta3H JTUCTOBKA HEXEJIAHW peaklivM, Mo yeesoMmere Bamnis nekap niu dapMatieBr.

Neosimva 00110 B3eTO ce noHacs nodpe; No-rojigMaTa 4acT OT M3BECTHHTE HEXEIAHM PEaki[UH ca JIEKH U
[PEXOIHM.

HabmonaBaHuTe HeXXeNaHHW peakLH, HACTBIBAIIM C HecToTa 1% WM NoBeue U MPELIEHEHH KAaTo Bbh3MOXKHO,
BEPOATHO WIHM CHUTYPHO CBBbP3aHM C JICKApCTBOTO ca OwnM abaoMuHanHa ©007Ka, KOHCTHMNALIMA H
¢naryneHuus. Jpyru HeXxe/laHH peakLHUH ca OWaM acTeHus v rnaBobonue. 3a mosBara Ha MHONATHS CeE

cBhOOINaBa PAIKO.

Crnennure OOMBIHUTENHY HeXENaHW peakuuu c¢a Ounmu HabmogapaHH NIpH €KeAHEBHA ynoTpeba: raiese,
auapud, oOpuB, TUCIICIICHUS, MIPYPUTYC, aloNMelus, 3aMasHOCT, MYCKYJIHH CIiasMM, MHaJIrHf, MaHKpEeaTHT,
napecresus, InepudepHa HEBpPOIaTHA, IOBpPBINAHE W aHeMMA. Paako HacTtenBar pabaoMuonusa H
XenaTut/UukTep. CpaBHHTEIHO PAAKO € HaOMmoOAaBaH U3pa3eH CHHAPOM HA CBPBXYYBCTBHTE/IHOCT, KOWTO 14
BKJIIOYBA HAKOM OT CJIEAHHUTE CUMIITOMH: aHIHOSAEM, TYNYC-IOAOOEH CHHAPOM, PEBMATHYHA NOJHMMAITHS,
JIepMaTOMMO3UT, BACKYJHUT, TpoMOouuroneHus, cosuHopuiana, nosumieHa CVE, aprpur, aprtpanrus,
ypTHKapHA, POTOMYBCTBUTEIHOCT, TEMITEPATYPA, 3a4CPBABAHE, AUCTIHEA H OTNIAHAJIOCT.

Ominonenun ¢ r1abopamoprume noKazamenu

3Ja 3HAYHTENTHO W MEPCHUCTHPALIO IOKaYBaHe Ha CepyMHHTe TpaHCaMHMHA3d c€ chobwmaBa pazko. Mma
CcbOOIICHUA M 3a MOBHINABaHE CTOMHOCTUTE Ha alKanHaTa ¢pocdaraza 1 Ha g-TIIYTAMKIT TPaHCOENTHAA3ATA,
OTKJIOHEHHATA BBEB (YHKUMOHRIHUTE 4vepHOApOOHM npobU ca jeku u npexoaHu. CowobmiaBa ce 3a

NoKa4BaHe HUBaTa Ha cepyMHaTa KpeaTuHkHHa3a (CK), ocBoboeHa OT CKeIETHUTE MYCKYJIH.

HMMa ceefieHHs 32 CIIEIHUTE HEXKENAHHU PEeaKLHH, HO HE € YCTAHOBCHA MPUYMHHATA BPB3Ka ¢ TEPAIUATA ChC
Simvastatin: genpecus, MyJITH(QOpPMeHa epUTeEMa, BKIKUUTEIHO CHHAPOM Ha Stevens-Johnson, JieBKONEHUs

H Myprypa.

5. CBbXPHEHHE HA NEOSIMVA
Ha ce cbXxpaHsaBa npH TeMneparypa noa 25°C.

CrxpaHdBaiTe Ha MACTO, HEAOCTHITHO 34 AeLA,

He usnonszpaitte Neosimva caeq CpoKa Ha rogHocT, oTOens3aH BBPXY €THKETa M K
CpOKBT Ha FOAHOCT OTTOBApA HA MOCIEAHHUA OCH 0T MOCOUCHHA MECEL.



JlekapcTBaTa He TpAOBa 14 ce H3XBBPIAT B KAHATH3AUMATA WIM B KOHTeHHEpa 33 AOMAIIHH OTHAZBLH.
IHonwraiite Banria dpapmanest kak Aa yHuLIoXuTe HeHyXHUTe By nexapcrpa. Te3n MepKy 1€ CHOMOTHAT
3a O[1a3BaHE Ha OKOJIHATa cpena.

6. JOINBJHHUTEJHA HH®OPMALNA
KakBo ¢pabp:ka Neosimva

- AKTHBHATA ChCTABKA € CMBacTaTuH (Simvastatin).

- JApyrure ChCTaBKH €A JIAKTO33, MHKPOKPHCTAIHA LEMYJI03a, NPEeXEIATHHUIUPAHO HHILECTE (HUIDecTe
13500), ackopbuHOBa KHMCEIHHA, TUMOHEHA KMCEAWHA MOHOXHAPAT, OYTHIMPAH XHUIPOKCHI aHH3O0,
MarHeaueB crTeapat, onaapu 20A 54692 pink.

Kak m3raexna Neosimva u kakBo cbanpka onakoBKara

OUIMHpPaHH TablIeTKH 3a MepOPaTHO NPUIIoKEHHe, B GIUCTEPH OT NMOMMBUHKAXIOPHI/ATYMHHNEBO (OO,
MakeTHpaHd B KAPTOHEHA OMNAaKOBKa, CHABPKALI(A JHUCTOBKA 3a nauueHTa. Onakoskata e or 14, 28 win

TabneTKH.

IIpaTexaTen HA pazpemeHueTo 3a ynorpeda
HEQ BAJTIKAHUKA EQON]

Y. “3emnane” 35

Codwus, bparapna

IIponAssonHTEs, OTTOBOPEN 32 0CBOGOKAABAHE HA NAPTHARTE

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

3a norrpHUTETHA HEQOPMALMS OTHOCHO TO3M JCKAPCTBEH TIPOAYKT, MONS CBBPIKETE CE C JIOKATHHS
NpeACTaBHTE) HA IPUTEKATE/IA Ha pa3pelIeHUeTo 3a ynoTpeba

Hata Ha nocaeHO 0g00penne HA JACTOBKRATA

Hoemspu 2007 r.
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