IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NEKAPUC
(DECARIS)

Cknag:

Alito4a peyosmHa: neBamison;

1 Tabnetka 50 mr micTuTh nieBamizony 50 Mr (y BuUrnagi 59 mr nesamisony rigpoxnopuay);

AONOMI>KHI PEYOBUHU: KpOXMaslb KYKYPYA3SHWUIA, CaxapyH HaTpito, NOBIAOH, Ta/lbK, apoMaT abpuKOCOBWIA, MarHito cteapar, XoBTuii 3axig FCF (E 110);
1 Tabnetka 150 Mr mictuTb niesamizony 150 mr (y Burnagi 177 mr fesamisony rigpoxnopugy);

AOMOMI>KHI PEYOBMHU: KpPOXMaslb KYKYPYA3AHWIA, NaKTO3a MOHOriApaT, caxapo3a, NoBiJoH, Ta/lbK, MarHito creapart.

JlikapcbKa hopma. Tabnetku.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMBOCT:

Tabnetkn no 50 mr — Kpyrni, Nnocki, 671if0-0paHXeBoro Konbopy, 3i CnabkuM 3anaxoM abpukoca, 3 (Packor Ta 3 pucKaMu, WO Po3AinsatoTh TabneTKy Ha 4oTmpu
4acCTWHM, 3 OAHOro 60Ky. 3nam TabneTky 6/1i40-0paHXeBOro Kobopy. [iameTp TabseToK — 6/IM3bKO 7 MM;

Tabnetkn no 150 mr — Kpyrni, NNocki, Maike 6in0ro KonbLopy, 3 ¢ackoto Ta rpaeBipyBaHHAM «DECARIS +150» 3 0gHOro 60Ky, iHWWiA 6ik 6e3 Hanucy. diameTp
TabneToK — 6/1M3bK0 9 MM.

dapmakoTepaneBTUYHa rpyna. NpoturensMiTHI 3ac06K. 3acobu, SiKi 3aCTOCOBYHOTLCA NPY HemaTtofo3ax. MoxigHi imigasoTiasony. Kog ATX PO2C EO1.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

JleBami3oN YMHUTL LUBUAKY aHTUTENbMIHTHY Ait0. Y raHrfionogibHMX YTBOPEHHAX HEMAaTOZ NeBami30fl CPUYMHAE LenoNiApU3yoUmnin HeMpoM’A30BKin Napaniy.
TakvuM 4YMHOM, NapanizoBaHi HeMaToAM BUAANAKTLCA 3 OpraHiaMy BHACNILOK HOPMa/bHOT MEPUCTIbTUKN KULIEYHWKY MPOTAroM 24 roguH nicns npuiomy
npenapaty. Hessaxkaroun Ha Te, WO /fIeBamMi30N B MepLly Yepry BM/AMBAE Ha HEPBOBO-M’A30BY CUCTEMY HEMATOZ, LiIKOM MOX/MBO, WO B AEAKWUX FeNbMIHTIB
IHribyBaHHA CUCTeMM (PymapaTpesyKTasn TaKoX BNMBAE HA aHTUTE/IbMIHTHY eDeKTUBHICTL JIeBami3ony.

PapmakoKiHe TuKa.

Pas3oBa fo3a nesamizony 50 Mr LUBMAKO BCMOKTYETLCA 3i LLUIYHKOBO-KULLIKOBOrO TPakTy. MakcrMasibHa KOHUEHTpaLisa nesamizony y nnasmi kposi 0,13 Mkr/mn
BiI3HAYaETbCS B CepeHbOMYy uYepe3 1,5-2 roguMHM nicns 3acTocyBaHHS npenapaTy. JleBami3on MeTaboni3yeTbCA y MediHui, OCHOBHI Oro meta6onitm —
N-rifipoKcK-neBamis3on i Moro rnrKypoHigHa noxigHa. Mepiog HaniBBMBEAEHHA CTaHOBMTb 3—6 roauH. JleBamizon MeTaboni3yeTbCAa B MediHUi A0 6araTtbox
MeTaboniTiB, fKi BUAINAKOTLCA B OCHOBHOMY HUpKamu (6513bko 70 % npoTarom 3 AHIB) i B MeHLWWin Mipi 3 Kanom (5%). Y He3MiHeHOMY BUTNIsLI BULINAETLCS 3
opraHi3amy i3 ceyeto MeHLue 5 %, 3 KaloM — MmeHLe 0,2 % BBeAeHOT f031. OCHOBHUM MeTabo/iTOM 3 ceyi €

p-rifpoKcnieBamizon i Moro rnioKypoHigHWA KoH’torat (12 % fo3n).

KniHIYHI XapaKTePUCTUKW.
lNokasaHHA. ACKapuao3, HEKaTopO3, aHKIIOCTOMIL03.



MpoTurnokKasaHHA. MMigsuLLEeHa YyTAUBICTb A0 /1eBami3osy abo 40 6yab-AKOT 40NOMIXKHOT PeHOBMHM, LLLO BXOAMTb 10 CKady /1iKapCbKOro 3acoby.

B3aemogisi 3 iHWKUMK NiKapCbKMMK 3aco6aMy Ta iHWi Buan B3aemogiii. Mpu ogHoyacHOMY npuiiomi [ekapucy 3i CIMPTHUMMK HamnosimMmn CrocTepiralnTbes
ancynbdipamonofioHi CMMNTOMMN.

3 06epexxHiICcTHo 3acTocoByBaTH [ekapuc 3 npenaparamu, sKi BrMBatOTb Ha KPOBOTBOPEHHS.

Mpy ogHoYacHOMY npuiioMi [ekapucy 3 KyMapuUHONOAIOGHMMU aHTUKOArynsiHTamy npoTPOMOGIHOBMIA Yac MOXe 36iMbuMTUCS, TOMY HeobXigHO KOpUryeaTtu Ao3sy
NepopasibHOro aHTUKOAry nsHTY.

CymicHe 3acTocyBaHHA [ekapucy 3 anbbeHAa30/10M 3Ha4YHO 3HVDKyBano nsowy nig kKpusoto (AUC) anbbeHpgasony cynbgokcugy. besneka Ta e(eKTUBHICTb
neBami30ny He 6y BCTaHOB/EHI NPW CyMICHOMY 3aCTOCYBaHHI 3 a/lb6eHAa30/10M.

CyMicHe 3acTocyBaHHS [ekapucy 3 iBepMEKTUHOM 3Ha4YHO 36inbLuyBano naowy nig Kpusoto (AUC) iBepMeKTUHY. be3neka Ta eq)eKTUBHICTb fieBami3ony He Bynu
BCTaHOB/IEHI MPWU CYMICHOMY 3aCTOCYBaHHI 3 iBEpPMEKTUHOM.

[Jekapuc 36inbLUye piBeHb (DEHITOTHY B KPOBi, TOMY NPK TX 0AHOYACHOMY 3aCTOCYBaHHI HEOOXIAHO KOHTPOMOBATY PiBEHb (DEHITOTHY B KPOBI.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Mg Yac Ta NPOTArom 24 rofvH nicna NpUinoMy npenapary He [03BONSETLCA BXMBATY alIKOr0/1bHi Hano.

ICHye psif [OKasiB, WO MOBTOPHWIA BNMB /1€BaMi30/ly MOXKe OyTW MOB’A3aHWIA 3 anepriyHMMK peakuisMu, BKIOYAOUM FemMaTonoriyHi NOpyLIeHHs, Taki fK
neikoneHis. TOMy peKoMeH/oBaHY 403y npenapaTty He MOXKHa nepesuLLyBaTh. HeobxigHa 06epeXXHiCTb Npu 3acTocyBaHHI [ekapucy B KOM6GiHaLUii 3 npenapaTtamu,
AKI MOXYTb HEeraT1BHO BMNNMBATK Ha FreMaTomnoes.

Mpo NenKoLMTOKNACTUYHMIA BaCKYNIT NOBILOMASNOCA NPY 3aCTOCYBaHHI 1eBaMi3ony.

CuHapom CriBeHca—[DKOHCOHa. Y MauieHTiB, AKi  OTpMMyBann KOMOGiHauito 5-(hTopypaunny Ta neBami3ony, 3apeecTpoBaHO BUMAAKW  CUHAPOMY
CriBeHca—/[KOHCOHa, OAHaK NPUYMHHO-HACMIAKOBUIA 3B’30K He BYB BCTAHOBMEHWI. AKLLO 3’ABASAIOTLCA CUMNTOMWU CUHAPOMY CTiBeHca—[P)KOHCOHA, NliKyBaHHA
[ekapncom cnif HerainHo NpuUnUHUTK. Hallkpawuii pesynbTaTy NikyBaHHI cuHapomy CTiBeHca—[)KOHCOHA A0CAraeTbCa NpY paHHii AiarHoCTuLi.
JleikoeHuedanonaTis. Mpy 3acTocyBaHHI A03 NpenapaTty iCTOTHO BULLMX Bif pEKOMEHA0BaHUX, i MPWU NiKyBaHHI NPOTAroM TPUBAIOro nepiogy NoBigoM/sN0Cca Npo
nosBy neikoeHueanonartii. Y 6inbwocTi NauieHTiB BOHa 6y1a 060pOTHOLO | paHHs Tepanisi KOPTUKOCTePOiAaMmn Masa NO3UTUBHMWIA pe3ynbTaT. [MpoTe 3aMWaeTbCs
He3’ACOBaHMM, Y/ iCHYE NPUUYMHHO-HACIAKOBWIA 3B’A30K 3 /IEBAMI30/10M.

LIMpo3 neyiHkW. MNpun HasgBHOCTI LMpPo3y nediHKn Ciyo 1€BAMI30NY TiAPOXIOPULY He3HaUYHO 30iNbLUYETLCA, ane naowa nig Kpusoto (AUC) 36inbLUyeTbes B 4 pasu.

OCKIifNIbKM KNiHIYHA 3HAYMMICTb TaKOi B3aEMOAIT HEBM3HaYeHa, TO MauieHTaM 3 LMPO30M MEeYiHKM CNif YBAXKHO CTEXMUTU 3a MOX/IMBUMU MOGIYHUMM peakLisiMu.

FAKLLO CnoCTepirarTbLCA Taki peakLii, MOXIBO, LOBELETLCA 3MEHLLNTY [03Y ab0 NPUMMHUTY 3aCTOCYBaHHSA Mpenapary.

MepudepnyHa Heriponartisi. Mpu cymicHOMY 3acToCyBaHHiI fieBamisony 3 5-propypaunnom Oynv 3apeecTpoBaHi BMNagkM nepudiepuyHoil Heinponatii, ofgHaK
NMPUYNHHO-HACNILKOBWIA 3B’A30K He 6yB BCTAHOB/IEHUIA. AKLLO NPKU 3aCTOCYBaHHI BUHUKaOTb CUMNTOMU, L0 BKa3ytOTb Ha PO3BUTOK NepuepuyHOT HeilponaTil, chif
nepernsaHyTV CMiBBiAHOLLEHHA KOPUCTL/PU3NK W00 NPOLOBXKEHHS NTIKYBaHHS.

JonomixkHi pe4yoBuHW. Mpenapat Jekapuc, Tabnetkn no 50 mMr, Mictutb XoBTuiA 3axig FCF (E 110), SKnid MOXe CIPUYMHATI anepriyvni peakuii.

MpenapaT dekapuc, TabneTkn no 150 mr, MiCTUTb NakTo3y MOHOTIApaT Ta caxapo3y. MauieHTam 3 pigKiCHMUMKU CNagKoBUMY (hopMamMmn HeNepeHOCMMOCTI FranakTosu,
HernepeHOCMMOCTI /1aKTO3N Ta (DPYKTO3M, CUHAPOMOM TIHOKO30-Tra/iakTO3HOT Masibabcopbuii abo caxapo30-i30MasibTO3HOK HeAOCTAaTHICTIO He CAif 3aCTOCOBYBATy
npenapart.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.



[Mepiog BariTHOCTI. Y AOCMIIKEHHI HA TBapMHaX He CroCcTepirasn TepaToreHHoi Ail. Jobpe KOHTPObOBaHMX AOCNIAXKEHb 3 YYacTHO BariTHUX XXIHOK He NpoBOAu/IN,
TOMY Yy Mepiof BariTHOCTI [lekapuc MOXHa MpU3HaYaTu TisIbKM Y pasi, AKLL0 0YiKyBaHa KOPUCTL NepeBaXkae MOXIMBUIA PU3MK 3aCTOCYBaHHSA Npenapary.

Mepiof rogysBaHHS rpyaar. Hesifomo, YM MPOHMKAE NeBami3on y rpyfAHe MOJIOKO XKIHKW, OfHaK BiH BW3Ha4yaBCA Yy KOpOB’s4oMy Mosoui. [ns 3anobiraHHs
HeraTMBHOrO BMN/IMBY Ha HEMOBASA NOTPIOHO BUPILLNTM NUTaHHS NPO HEOOXiAHICTL NPMIAOMY NpenapaTy ANs XIiHKKW, AKa rofgye rpyaato.

PepTUIbHICTL. PeNpoayKTUBHI JOCNIKEHHA HA TBApPMHAX HEe MOKa3ain BM/UBY Ha (DePTUSbHICTb.

34aTHICTb BNMBATM Ha LWBMAKICTbL peakuil npy KepyBaHHI aBTOTPAHCMOPTOM abo iHWKMMK MexaHisamamu. He foBefieHO, L0 /1eBaMi30/ BMN/IMBAE Ha 34aTHICTb
KepyBaT/ aBTOMOGiNIeM ab0 HLLIMMKM MexaHi3MaMu, X04a MoBiAOMAAN0CL NPO eHLUedanonaTito AK AyXe piaKicHYy NobivyHy peakLito Npu NikyBaHHI 1eBaMi30/10M.

Cnocib 3acTocyBaHHA Ta A03u. Jopocnnm ans nikyeaHHs refibMiHTO3iB [leKapuc npmnsHayvaroTb 04HOPa30oBo Y Ao3i 150 Mr (1 TabneTka).
LiTaM npenapaT npu3HavatoTb y hopMi TabneTok no 50 Mr ogHOpa3oBo (BBeYepi) y A03i
2,5 Mr/kr macw Tina:

Bik gnTnHM Maca Tina [o03a npenapary, 04HOPa30Bo
3-6 pokiB 10-20 kr 25-50 mr (1/2-1 Tabn.)

7-10 pokiB 20-30 kr 50-75 wr (1-1,5 Ta6n.)
11-18 pokiB 30-60 kr 75-100 mr (1,5-3 Tabn.)

MpenapaT AOLINbHO NpUIAMaTK 3 HEBENIMKOHO KiNbKICTHO BOAW NiCNs NpuitoMy Ki, BBEYepi.
Y 3acTOCyBaHHI NPOHOCHMUX 3ac06iB abo crewianbHiin AiETi HeMae NoTpedu.
Y pasi Heo6XiZHOCTI NiKyBaHHA MOBTOPIOKOTHL NicNs 7—14-AeHHOI nepepsu.

[iTun. Tabnetkn no 150 Mr He MOXKHa npu3Hayatu gitTam! Tabnetkn no 50 Mr 3acTOCOBYBaTU AiTAM BIKOM Bij, 3 POKiB 32 NPU3HAYEHHAM Ta Mif Harnga40M nikaps.

MepepnosyBaHHs. [Npy NpuiioMi BENMKOT f03K neBamizony (noHag 600 mr) 6ynm onucaHi Taki 03HaKu IHTOKCMKaLiT: HyoTa, 6/1l0BaHHS, neTapris, cnasmu, fiapes,
rON0BHWI 6iflb, 3aMaMOPOYEHHS | CNTYTaHICTb CBIOMOCTI. MNpw f03ax, BULLMX Bif PEKOMEHA0BaHMX, NOBIAOM/IANOCA NPO KOHBY/LCIT.

NikyBaHHA: MpW BUMNAAKOBOMY MNepefo3yBaHHI, AKLWO Micns NpuiioMy MWHYNO Hebarato 4acy, Cnif MPOMWUTU LWAYHOK. HeoOXigHWIA MOHITOPUHI XUTTEBUX
MOKa3HWKIB | NPOBEAEHHA CUMMTOMATUYHOI Tepanit.

Y pasi HasABHOCTI 03HaK aHTUXOMIHECTePasHOT AiT MOXXHa BBECTU K aHTUAOT aTporiH.

Mo6iyHI peakuii.

3 60Ky CepLieBO-CYANHHOT CUCTEMI: BiguyTTa cepLebnTTal;

3 60Ky CMCTEMI KPOBi Ta NiM(haTUYHOT CUCTEMU: arpaHyoLMTO32, NeNKONeHisZ;

ncuxiyni posnaan: 6e3coHHAL;

3 60Ky LleHTpa/ibHOi HEPBOBOT cMCTeMN: cyomul, 3anamopoyeHHsL, eHuedanonartiss, ronosHuii 6inbl;

3 60Ky KULLIKOBO-LLYHKOBOrO TPaKTY: abAoMiHanbHuii 6inbl, giapeal, Hygotal, 6noBaHHAL;

3 60Ky IMYHHOT CUCTEMM: MOX/MBI peakuii rinepyyTAnBOCTI, BKIKOYAKUM LUKIPHI BUCUMNAHHS, CBEPOIXK Ta aHriOHEBPOTUYHUIA HabPSIK;

3arasibHi NopyLLEHHa Ta MicLesi peakLil: nipekcis4.

1y MOOAMHOKMX BMNafAKax MOXYTb 3’ABAATUCA FONOBHWUIA 6iNb, GE3COHHSA, 3anamMOpOYeHHs, BiguyTTs CepuedbuTTa, CyLoMM, AUCMENTUYHI ABMLLA, TaKi AK HYAO0Ta,
6Nt0BaHHA, abaoMiHabHWUIA 6inb, giapes. Lli eheKTn BUpaxKeHi HErocTpo, KOPOTKOYACHI | MUHAKOTL CAMOCTIIHO.



2I'Ip|/| 3acTocyBaHHI BENIMKMX [103 ab0 npv TpuBani Tepanii MOX/IUBI EAKOMNEHIs Ta arpaHyoLmTo3.

3e MOBIOMNEHHSI NPO PO3BUTOK peakLiii 3 60Ky LieHTpanbHOI HepBOBOI cucTeMun (eHuedanonartii) yepes 2-5 TWXKHIB nicna npuitiomy npenapaty. Y 6inbLIOCTi
BMMNaAKiB BOHW OY/IM 060POTHI i paHHE NiKyBaHHS KOPTUKOCTEPOIAHMM 3aCO0O0M MOJTINLLYBa/O CTaH.

4Pip,Ki BUMNaAKKM NipeKcii 6ynun 3apeecTpoBaHi y nepiof NOCTMapKETUHIOBOr0 CMIOCTEPEXXEHHS MPU NiKYBaHHI S1€BaMi30/10M.

[MoBIAOM/IEHHSA MPO Nif03PHOBaHI NOBIYHI peakLil

[MoBiAOMIEHHS NPO MiA03pHOBaHI NOGIYHI peakLii y nepiog NOCTMapPKETUHIOBOr0 CMOCTEPEXKEHHSA € Ay)Ke BaXIMBUMU. Lle fae MOXXMBICTb 34iCHIOBATA KOHTPO/b
3a CriBBiAHOLLIEHHAM KOPUCTL/PU3UK A4N15 NiKapCbKUX 3aco06iB. MpawiBHUKN 0XOPOHM 340POB’S MOBMHHI MOBILOMAATY NPO Mif03ptoBaHi Mo6IYHI peakuil.

TepmiH npuaaTHOCTI. 5 pokiB. He 3acTocoByBaTy Micna 3aKiH4eHHA TepMiHY NPUAATHOCTI, BKa3aHOro Ha yNakoBLi.

YMoBW 36epiraHHs. 36epirat npy Temnepatypi He BuLle 25 OC. Mpenapat 36epiratv B HEAOCTYNHOMY AN1s AiTen Micui.

YnakoBKa. [lekapuc, 50 mr, — 2 Tabnetkn y 6nictepi; no 1 6nictepy B KAPTOHHIA YNaKoBLi;
[Jekapuc, 150 mr, — 1 Tabnetkay 6nictepi; no 1 6nictepy B KAPTOHHI yNaKoBLii.

KaTteropis Bignycky. be3 peuenTa.

BupobHuku. MegeoH Pixtep PymyHia A.T.; BAT «["efieoH PixTep».

Micue3HaxomKeHHA BUPOOHUKIB Ta afpecu MiCLs MPOBapKEHHS X AiANbHOCTI.

Byn. Kysa Boge, 99-105, Tupry-Mypew, xyaeus Mype, 540306, PymyHis (MOBHWIA LK BUPOGHMLTBA FOTOBOT NPOAYKLiT, MaKyBaHHS, KOHTPO/Ib cepil);

H-1103, bypanewT, Byn. Oempel, 19-21, YropwwmHa (BUNYcK cepii, 0opMIeHHs cepTudikaTie sKocTi). Bupobnsetbca 3a niueHsieto dipmm JANSSEN
PHARMACEUTICA, BENIbIIA.

3anBHUK. BAT «["eaeoH PixTep».

MicuesHaxomkeHHS 3asiBHMKaA. H-1103, byganewuT, Byn. [lempei, 19-21, YropLimHa.



