IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHSA JIIKAPCHKOI0 3ac00y

MOTHJIITYM®
(MOTILIUM®)

Cknao:

diroua pevosura: domperidong

1 TabieTka MicTUThH HomMnepuony 10 mr;

O00NOMINCHI pevosuHuU. A0pO madiemKu. JTAKT03a, MOHOTIPAT; KPOXMallb KyKYPYI3sTHUI; IIETI0I03a
MIKpPOKpHUCTAJII4uHa; KPOXMaJlb KapTOIUIIHUH MPeKeTaTHHI30BaHNUH); TIOBIJJOH; MarHito creapar; ojisi 0aBOBHSIHA
TiApOTreHI30BaHa; HATPIIO JaypuiIcyibdar;

n1i6K068a 00O0IOHKA: TIIPOMENIO3a, HATPIIO JIaypHIICYIb(art.

Jlikapcbka ¢gopma. TabneTku, BKPHUTI IUTIBKOBOIO 000JIOHKOIO.
OcHosHI i3uKo-Ximiuni enacmueocmi: KpyTili JBOOMYKII TaOJIETKH, BKPUTI IJTIBKOBOIO 000JIOHKOIO 01510T0 200

3J7IeTKa KPEMOBOT'O KOJIbopy, 3 HanrcoM «JANSSEN» 3 ogHoro 6oky ta «M 3 iHIIOTO.
10»

d®apmakorepaneBTuuHa rpyna. Crumynstopu nepuctanbTuku. Kog ATX AO3F A03.

Dapmakono2iuni eracmuocmi.

Dapmaxoouramixa.

JlomniepuioH — aHTaroHIicT Jodaminy 3 TPOTHOIIOBATLHUMHU BIIACTUBOCTAMH. J[oMIIEpHI0H HE3HAYHOIO MipOIO
NPOHMKAE Kpi3b reMaToeHIedaniunuii 0ap'ep. 3acTocyBaHHS JOMIEPUIOHY AY>KE PIIKO CYIPOBOIKYETHCS
eKCTpanipaMiTHUMU TOOTYHUMH JTISIMH, OCOOJIMBO y TOPOCIUX, ajie JOMIIEPUIOH CTUMYJIIOE BHILICHHS
IPOJNAKTHHY 3 Timodiza. Moro mpoTu6moBansHa Jist, MOXKIIMBO, 3yMOBIIEHA OEIHAHHSIM HepUpEPHIHOT
(racTpokiHETHYHOT) [Tii Ta aHTAaroHI3MYy JI0 PEeHenTOopiB JodaMiHy Yy TPUTEPHIM 30HI XEMOPEIIEITOPIB, IO
3HAXOAUTKCS 1032 reMaToeHnedatiunum 6ap’epoM y 3aaHiil ainsHLidrea postrema).

JocniaxeHHs: HAa TBapUHAX, a TAKOK HU3bK1 KOHIIEHTpAIlii, [0 BU3HAYAIKNCh Y MO3KY, BKa3ylOTh Ha MIEPEBAXKHO
nepuepruyHy it JOMIEPUAOHY Ha pelenTopH 1odgaminy.

JlocipKeHHs y JIFOAMHY OKa3ajIy, 1110 IPH 3aCTOCYBAaHHI BHYTPIIIHBO JOMITIEPUIOH IMiABUIITYE TUCK Y HIKHIX
BiJ/IlJIaX CTPaBOXO/IY, IOKPAIIy€e aHTPOAYOICHAIbHY MOTOPUKY Ta MPUCKOPIOE 3BUIbHEHHS IUTyHKA. JloMIepuioH
HE BIUIMBAE HA IIJTYHKOBY CEKpEIIilo.

Dapmarokinemuxa.

Bcemokmyesanus.

JloMnepuaoH mBUAKO abcopOyeThes pU epopaIbHOMY NPHIOMI HaTIIe, MAKCUMalbHa KOHLIEHTPALS Y TU1a3Mi
KpOBI JocsTaeTbest mpubnau3Ho yepes 60 xpuwinH. Huszbka abconmoTHa 010J0CTYITHICTD MTEPOPATEHOTO
nomrepuaony (mpubmau3no 15 %) 3yMoBIieHa eKCTEHCUBHUM METa00I1i3MOM MEPIIIOTO MPOXOHKEHHS Y CTIHIIL
KHUIIIEYHUKY Ta B TIEYIHII. X04Ya y 3JOPOBUX JIFOACH 010J0CTYITHICT TOMIEPHUIOHY 301UTBIIYETHCS TIPU PHHOMI
micys iy, XBOPHUM 31 CKapramMy MUTYHKOBO-KUIIIKOBOTO XapaKTepy CIiI MpUiMaTh AOMIIEpHIoH 3a 15-30 xBuiuH
110 imu. 3HWKEHA KUCJIOTHICTh IITyHKA 3MEHIITye abcopOiiito qomnepunony. [Ipu nepopansHomy npuiiomi
npenapary miciis i1 MakCuMalibHa abCcOpOIIis 1eII0 YIOBUIbHIOETHCS.

Posnooin.

[Tpu nepopaibHOMY NPUIOMi TOMIIEPHUIOH HE aKYMYJIIOEThCA 1 HE 1IHAYKY€E BIACHUN OOMiH; MaKCUMaJIbHUH PiBEHb
y tta3mi yepe3 90 xBunuH (21 Hr/MiT) Ticas ABOTHXKHEBOTO MepopasibHOTO npuiiomy 1o 30 Mr Ha 100y OyB
Mailke TakuM ke, SK Ticis npuiiomy nepiioi go3u (18 ur/mi). Jomnepunon Ha 91-93 % 3B’s3yeThest 3 Oinkamu
m1a3Mu KpoBi. JlocimikeHHs po3moalTy JOMIIEPUIOHY, 10 OYJIM MTPOBEICHI Ha TBAPUHAX 33 IOTIOMOTOFO
mpernapary, Mi9YeHOTO pai0aKTUBHUM 130TOIMOM, MTOKA3aJIl MOT0 3HAYHUH PO3MOIiT Y TKAHUHAX, aJie HU3bKY
KOHIICHTpAIIIIO B MO3KY. Y TBapWH HEBEJIHMKI KUIBKOCTI MperapaTy MpOHUKAIOTh KPi3hb TUIAIICHTY.

Memabonism.



JloMIiepuI0H MBUAKO Ta €KCTEHCHBHO META0O0III3YEThCS Y MEHiHII IIISIXOM TiIPOKCHITFOBaHHS Ta N-
JI€aJIKLTyBaHHSI.

BuBeneHnHs 13 cedero Ta KaloM CTaHOBHUTH BiAnoBigHO 31 % Ta 66 % Bia nepopaibHoi 103u. Buainenns
npernapaTty B He3MiHEHOMY BUTJISII CTAHOBUTH HeBeNMUKH BiZcOTOK (10 % 3 kamom Ta npubmmsuo 1 % i3 ceuero).
[epion HamiBBUBEICHHS 3 IJIa3MH KPOBI MICIIS MPUAOMY Pa30BOi 03U CTAHOBHUTD 7-9 TOJMH y 3I0POBHX
JIOOPOBOJIBIIIB, aJie TIOJJOBKEHUN Y XBOPHUX 13 TSHDKKOIO HUPKOBOKO HEJIOCTATHICTIO.

KutiHiyHI XapaKTepUCTHKH.

Ilokazanns.
Jlnst moJernieHHsl CAMITOMIB HYIOTH Ta OJIFOBAaHHS.

Ilpomunoxazanus.

MoTmniymMm® npoTunoka3aHui:

- XBOPHM 31 BCTAaHOBJICHOIO ITiIBUIICHOIO Yy TIHMBICTIO JI0 TipenapaTy abo 10 JOTMTOMIKHUX PEYOBUH;

- XBOPUM 3 MPOJAKTUH-CEKPETOPHOIO MyXJIHHOIO Tinodiza (MpoJakTHHOMOIO);

- XBOPHM 3 TSDKKHMH 200 MOMiIpHUMH TOPYIICHHAME (DYHKIIT TeYiHKH T&O0 HUPOK (IIMB. PO3ALT «
Oco06JIMBOCTI 3aCTOCYBAHHD);

- XBOPHM 3 BiJOMUM IHOIIOB)KGHHSIM IHTEPBAJIIB CEPLIEBOT IPOBIIHOCTI, 30erMa|QTc, XBOPHUM 31 3HAUHUMHU
MOPYIIEHHSMHU 0aNaHCy eIeKTPOIITIB a00 3 POHOBUMHU XBOPOOAMHU ceplisl, TAKMMH SIK 3aCTiiHa cepiieBa
HEJOCTATHICTH (IUB. po3aiT «ODCOOIMBOCTI 3aCTOCYBAHHSD? );

- XBOPHM 3 II€YIHKOBOIO HEJIOCTATHICTIO;

- SIKIO CTHMYJIALIS pyXOBOi (YHKIIT IUTyHKa MOKe OyTH HeOe3MeYHOI0, HaPUKJIIa/l, TIPU IUTYHKOBO-

KHIITKOBIN KPOBOTEYi, MEXaHIUHINA HEMPOXiTHOCTI abo mepdoparlii;

IIPOTUIIOKA3aHE OJJTHOYACHE 3aCTOCYBaHHS KETOKOHA30Iy, EpUTPOMILIMHY 200 1HIINX CHIIBHOAIIOYHNX
iHri6iTopiB CYP3A4;

MIPOTUTIOKAa3aHe OJJHOYACHE 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, SKi MOAOBXKYIOTH iHTepBaT QT, Takux sk
(i1yKOoHa30I1, epUTPOMILIMH, ITPAKOHA30J1, IEPOPAIbHUI KETOKOHA30J1, TOCAKOHA30J1, PUTOHABID,
CakBiHaBip, TeIANPEBip, BOPUKOHA30I, KJIAPUTPOMILIMH, aMiOJIapOH, TENITPOMIIIMHIUB. PO3ITH «
Oco0nmBocCTi 3acTOCYBaHHD Ta «B3aemois 3 IHIIMMH JTiKapChKUMU 3ac00aMU Ta 1HIII BUIU B3AEMOIIN»).

B3aemooia 3 inmumu nikapcoKkumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

AHTHXOJIIHEPriuHi NpenapaTy MOXKyTh HEUTpaIi3yBaT aHTUAUCTIENTHYHY A0 MoTuiniyM®. Y 3B 53Ky 3
(dbapMaKoIMHAMIYHOIO Ta/a00 (hapMaKOKIHETHYHOIO B3a€MOIISIMHU TTiIBUIIYETHCS PU3HK BUHUKHEHHS TTOJJOBKCHHS
QT-inTepBainy.

He cnix npuiimMaTy aHTalWAHI Ta aHTUCEKPETOPHI MpenapaTy OAHOYACHO i3 MoTminiyMoM®, OCKIJTbKM BOHU
3HIKYIOTh HOT0 010/10CTYNHICTh MiCis MPUHOMY BHYTPIIIHBGAMUB. PO3/LT «OCOOIMBOCTI 3aCTOCYBAHHSD)).
Jomnepuion metaloii3yeThes mepeBaxHo 3a JoMororo CYP3A4. 3a nanuMu AOCHIIKEHbIN Vitro CyIyTHE
3aCTOCYBaHHs IpenapaTiB, 10 3HAYHUM YHHOM HPUTHIYYIOTh 1IeH (hepMEeHT, MOKe MPU3BECTH 110 M1ABUILIICHHS
PIBHS IOMITIEPHUIOHY Y TIIa3Mi KPOBI.

[Tpu 3acTOCyBaHH1 JOMIEPUIOHY CYIYTHBO 13 HOTYKHUMH iHTi0iTopamu CYP3 A4, 3naTHUMH IOIOBXKYBaTH
iarepBan QT, crioctepiranucs KIiHIYHO 3HAUyIIi 3MiHU iHTepBany QT. Tomy cymyTHE 3aCTOCYBaHHS JTOMIICPUIIOHY
3 IEBHUMH IpenapaTamMy MpoTUrokasane (auB. po3aul «lIpoTunokasaHusy).

CynymHue 3acmocy8anHs HUICHeHA8e0eHUx NiKapCcoKux 3acobié pazom 3 00MNepuooOHoOM NPOMuUnOKa3aHe.
VYcinikapebki 3aco0u, sKi MOA0BXKYIOTh iHTEepBan QT

AHTUApUTMIUHI IIpenapary kiacy 1A (Hanpukian, Ja30mipamin, XiHiauH, TIAPOXIHIAMH);

aHTHApUTMIYHI npenapatyu kiacy [l (nmanpuknan, amionapos, modeTuiia, IpoOHEeIapoH, 10y THIIII, COTAJION);
- JesiKi HeHpOJIeNITHYHI IpenapaTy (HapuKiIa, rajonepu 10, MMO3U1, CEPTHHIOM);

- JIesIKi aHTUJIETIPECaHTH (HAPHUKIIa/, IIUTAJIONPaM, ECIIUTAIONpaM);

- JIesiKi aHTUO10TUKH (HAPUKIIA/, JIeBO(IOKCAIIH, MOKCU(DIOKCAIIMH, EPUTPOMILIUH, CIIPaMIIIKH);

- JIesIKi MPOTUTPUOKOBI MpenapaTy (HapuKIIa, IEHTaM1IuH);

- JesIKi MpOTUMAIISAPiiHI penapaTi (HapyuKIiIaa, TaJodanTpuH, JTroMepanTpiH);

- JesiKi NUTYHKOBO-KHUIIIKOBI TTpenapaTh HAPUKJIIA, [IU3aMPHU/I, 10JIaCETPOH, MPYKATOTPHI);

- JIesIKi aHTUTICTaMiHHI ITpenaparty (HanpuKiaa, MEKiTa3uH, Mi30JacTHH);



- esIK1 IPEnapaT, 110 3aCTOCOBYIOTELCS IIPHU OHKOIOTTUYHUX 3aXBopIOBaHH${|>(IHaanKJIaz[, TopeMid)eHl,
BaHIETaHIO, BiHKaMiH)IL

- JesKi HIIi mpenapaTu(HapHUKIa, OSTPUANI, METaI0H, TU(EMaHL).
[Tpuknanamu cunbHUX 1HrI01TOpiB CYP3A4, 3 IKUMM IPOTHIIOKA3aHO 3aCTOCOBYBATH MOTUIIyM®:

- a30JIbHI MPOTUTPUOKOBI MIpENapaTH, Taki K (IIyKOHA30T*, iITpaKOHA30J1, KETOKOHA30I™* 1 BOPUKOHA30IT™;

- MakKpoJiJHI aHTUOI0THKH, TaKi SIK KIAPUTPOMILUH™ 1 epUTPOMIIIUH*;

- 1Hri0iTOpH mpoTteasu’™;

- i=ri6iTopu BlJI-npoTeasu, Taki sik aMnpeHaBip, ara3aHaBip, ocammpeHaBip, iIHIUHABIP, HeI(iHaBID,

PHUTOHABIp 1 CaKBIHABIP;

- aHTaroHICTH KaJbIlil0, TaKi SIK AUITIa3eM 1 Beparmamis;

- amiomapoH®;

- aMpemiTaHT;

- HedaszoI0H;

- TeTITpOMIIUH*.

*nposnonryoTs iHTepBai QTc.
OoHouacne 3acmocy8anHsa HACMYNHUX PEYOBUH BUMALAE 0OEPENCHOCI.
O0epexHO 3aCTOCOBYBATH 3 TIpEIapaTaMu, 0 CIIPUIHHSIIOTH OpaJMKap/Iito 1 TIMOKAIIEMIIO, a TAKOX 3
HACTYMHHUMH MaKpOJIJaMH, 1110 MOKYTb COPUYMHUTH MOJOBXKEHHS iHTepBainy QT: a3uTpoMILIUH 1 pOKCUTPOMILIMH
(KJTapUTPOMIIIFH MPOTHITOKA3aHUH, OCKUTBKY i€ TOTY>XHUH 1HT10iTOpCYP3A4).
Cuniz 3 06epekHICTIO 3aCTOCOBYBATH JJOMIIEPUIOH CYIYTHBO 3 NOTYKHUMH iHTi01Topamu CYP3A4, sxi He
CIPUYUHSIIM NTO0BXKEHB 1HTepBany QT, TakuMU sIK 1HAMHABIP, 1 32 NAL[IEHTaMH CJIiJl MUIBHO HArJIsSAaTy Ha
BUIIAJIOK MOSIBU O3HAK 00 CUMITOMIB HeOaKaHUX pEaKIii.
BurienaBeieHni epertik € penpe3eHTaTuBHUM, ajle HE € BUYEPITHUM.
MoTminiymM® MOXHA HO€AHYBATH 3:

- HEUPOJENTUKAMH, [0 SIKUX BIH MTOCHITIOE;

- nodamiHepriYHMMHU aroHictaMu (OpOMOKPUNTUHOM, L-a0mor0), HebakaHi nepudepuydHi Iii SKUX, TaKi sK

MOPYILIEHHS TPaBJIEHHS, HYJO0TY, OJIFOBaHHS, BIH NPUTHIUY€E O€3 HelTpani3alii OCHOBHUX BJIACTUBOCTEH.

B okpemux gociimkeHHsIX papMakoKiHETHYHOI/(papMaKkoAMHAMIYHOT B3a€EMOJIH Vivo TIPU OJHOYACHOMY
MePOPATLHOMY 3aCTOCYBaHHI KETOKOHA30JTy 200 EpUTPOMIIIHY Y 3JI0POBUX JTOOPOBOJIBIIIB OYJI0 MiATBEPIKCHO,
1110 111 TpernapaTy 3HaYHUM YMHOM NPUTHIYYIOTh IPECUCTEMHHUN METa00Ii3M TOMIIEPHIOHY, ONIOCEPEAKOBAHUI
CYP3A4. [Ipu cynytHpoMy 3acTocyBaHH1 10 Mr noMnepu1ony nepopaibHo 4 pa3u Ha 100y Ta 200 mMr
KETOKOHA30J1y MepopaibHO 2 pa3u Ha 00y B MepioJ] CIIOCTEPEeKEHHs O0YyJI0 BIJ3HAUEHO MOOBKEHHSI IHTEpBaTy
QTc B cepeauboMy Ha 9,8 Mcek; okpeMi 3HaueHHs KoymBanucs Big 1,2 go 17,5 mcek. [Ipu cynyTHpoMy
3actocyBaHHi 10 Mr nomnepuaony 4 pasu Ha 100y Ta 500 Mr epuTpOMIIIMHY NIepopabHO 3 pa3u Ha 400y iHTepBal
QTc y nepioj ciocTepeKeHHs MOI0BKYBaBCs B CEPEIHbOMY Ha 9,9 Mcek, IHTepBal OKPEeMHUX 3HAYeHb CTAHOBHUB
Big 1,6 1o 14,3 mcek. PiBHOBaxHi 3HaueHHs Cmax 1 AUC noMiepuJoHy 3pocTany NpuOIu3HO BTpUUl Y KOKHOMY
3 LUX JIOCII/DKEHb B3aeEMO/I11. BHECOK MiIBUIIIEHUX TIa3MOBHUX KOHIIEHTpALIll TOMIEPUIOHY Ha CIIOCTEPEKYBaHUN
edext Ha QTc HeBimoMMiA. Y LUX JOCHIKEHHAX y BUNAAKY MOHOTepamnii qomnepuaoHoM (10 Mr nepopanbHo 4
pasu Ha 100y) inTepBan QTc mogoBxyBaBcs B cepeHbOMY Ha 1,6 Mcek (JOoCIiKEHHSI KETOKOHA3011y) Ta 2,5 MCEK
(ocnimKeHHs] epUTPOMIIIMHY), B TOM Yac sSK 3aCTOCYBaHHS JHIle keTokoHazomy (200 mr 2 pa3u Ha 100y) abo
eputpoMinuny (500 mr 3 pa3u Ha 100y) MPU3BOIIIIO 10 30UTBIICHHS iHTepBaTy QTC B mepio1 criocTepekeHHs Ha
3,8 Ta 4,9 Mcek BiAIOBIIHO.
TeopeTnuHo, OCKIIbKM MOTHIIYM® YHHUTH TPOKIHETUYHY /110 Ha IUTYHOK, 11€ MOK€ BIUIMBAaTH Ha BCMOKTYBaHHS
NepopabHUX MPENaparis, 10 3aCTOCOBYIOTHCS CYIYTHBO, 30KpeMa Ha JTiKapchKi (POPMH MPOJIOHTOBAHOTO
BUBIJIbHEHHS 200 KMITKOBOPO3YMHHI. O/THAK y MAII€HTIB, CTaH SIKMX BXKe CTa0LIi3yBaBcs Ha T 3aCTOCYBaHHS
JUTOKCHHY a00 MapaneTaMmolry, CyIyTHE 3aCTOCYBaHHS JIOMIIEPUIOHY HE BIUIMBAJIO HA PIBHI LUX MpENapariB y
KpOBI.

Ocobueocmi 3acmocy8anHs.

Motuniym® He peKOMEHIYEThCS NP 3aXUTyBaHHI.

MotuniymM® CITiJi 3aCTOCOBYBATH 3 O0CPEKHICTIO MAIIEHTaM JIITHBOTO BiKy a00 TaIlieHTaM 3 HassBHUM
3aXBOPIOBAHHSM ceplls a00 13 3aXBOPIOBAHHSIM CepIls B aHAMHE3I.



Cepyeso-cyounni echexkmu. Jlomnepuion 0yB nos'si3anuii 3 nposionramieto inteppany QT na EKT'. ITix wac
MOCTMAPKETHHTOBOT'O CTIOCTEPEKEHHS CITOCTEPIirayincs Tyske pifkicHi Bunaaxu npojonramii QT Ta TpimoTiHHS-
MEPEXTiHHS IITYHOUKIB y MaIli€HTIB, sIKi IpuiiManu nomnepuoH. Li moBimomiieHHs BKItoYanu iH(popmailiro mpo
MAIIE€HTIB 3 IHIIUMHI HECTIPUHHATINBUMHA YHHHUKAMHU PU3UKY, EICKTPOJIITHUMH TOPYIICHHSIMH Ta CYIYTHBOIO
Tepamiero, ki MOXKYTb OYyTH CHOPUSIOUUMHU (HAKTOPAMHU.
Bianosigno no kepiBuunrea ICH—E14, 6yno npoBeaeHo NOCTIKEHHS 3 peTeIbHUM BUBYEHHIM 1HTEepBany QT y
3nopoBux ocib. [Tonosxkenns intepBany QT, sike crioctepiranu y JOCTiKEHH] IPU 3aCTOCYBaHHI JOMIIEPHIOHY,
3T1HO 3 PEKOMEHI0BAaHUM PEXHMOM J03YBaHHS y 3BUYAMHUX TepaneBTUUHUX /103ax (1o 10 a6o 20 mr 4 pa3u Ha
n00y), HE Ma€ KIIHIYHOTO 3HAYEHHSI.
3acmepeoicenns. loMnepuaoH cii 3 00€pexKHICTIO 3aCTOCOBYBATH IMALlI€HTAM 3 JISTKUM MOPYIIEHHSIM (QYHKITI1
MEYiHKU Ta/ab0 HUPOK.
Yepes migBUIIEHUH PU3UK IITYHOUKOBOI apuTMiMOTIIlyM® NPOTHITOKA3aHO 3aCTOCOBYBATH MMAIlIEHTaM 13
MOJIOBKEHHSIM 1HTEPBAIIB CEpPIEBOI MPOBIAHOCTI, 30kpeMaQTc, marieHTam 31 3HAYHUMHU MOPYIICHHSAMU OaaHCY
eJIEKTPOITITIB (TiMOKaJIiEMIi€I0, TIEpKATIiEMIEI0, TiMOMarHieMieto) abo Opaaukapaieto, abo marieHTam i3 GOHOBHUMHU
XBOopoOaMu ceplis, TAKUMHU SIK 3aCTiifHa ceplieBa HEJOCTaTHICTh. Biomo, 1110 mopyiieHHs 0anaHcy eneKTPOIiTiB
(rimokaieMis, TinepKaiemis, TimoMartiemis) Ta OpaguKapIis € CTaHaMH, IO ITiIBUIIYIOTh IIPOAPHUTMOTCHHHNA
PH3HK.
VY BUMAaaKy MOSIBM O3HAK YM CHMIITOMIB, III0 MOXKYTh OyTH TIOB’513aHi 13 CEPIIEBOIO apUTMI€I0, 3aCTOCYBAHHS
MoTuniymy®noTpiOGHO IPUIMHNUTH, a TALI€HTY CJIiJ] HETAiHO MPOKOHCYJIbTYBATUCS 13 JIIKAPEM.
Iopywenns ¢pynxyii hupok. Ilepion HarmiBBUBEICHHS JOMIEPUAOHY NIPU TSHKKOMY NOPYIICHH] (QYHKIIIT HUPOK
nojosxeHui. [1pu TpuBasioMy 3aCTOCYBaHHI YaCTOTY A03yBaHHS JOMIEPUAOHY CJIiJ 3MEHIIUTH 0 OJHOT0 abo
JIBOX pa3iB Ha /100y 3aJIKHO BiJl TSHKKOCTI MOPYIICHHS. Takok MOYKe BHHUKHYTH NOTpeOa B 3HIKEHHI JO3H.
AHTanuH1 a00 aHTUCEKPETOPHI MpenapaTH He I MpUiMaTH OJTHOYACHO 3 MepopabHUMU (hopMaMHU Ipenapary
Motuniym®, OCKUIbKM BOHU 3HUXKYIOTh [TEpOpalibHy 01010CTYIHICTh AOMIEPUIOHY (AUB. po3ain «B3aemonis 3
IHIIMMHU JIIKapCbKUMHU 3aco0aMM Ta 1HIII BUIU B3aeMOAii»). IIpu cymicHOMy 3acTocyBaHHI mpenapat MoTuiniyMm®
CJTJT TPUIMATH TIEpe]T 11010, a aHTAIUAHI a00 aHTUCEKPETOPHI MpenapaTy — Micis 11u.
3acmocysanns 3 kemokonazonom. Y TOCTIIKEHHAX B3a€EMOJI 3 EpPOpaIbHOI0 (OPMOIO KETOKOHA30ITY
BiJI3HaYaI0Ch MojjoBxkeHHs QT-iHTepBany. Xo4a 3Ha4eHHS I[LOTO JTOCIIHPKCHHS YiITKO HE BCTAHOBIICHO, CITiJT
o0patu anbTepHATUBHE JIIKYBaHHS, SKIO OKa3aHa IPOTUIPUOKOBA TepaIisi KETOKOHA30JI0M (JUB. PO3/ILI
«B3aemonis 3 IHIIMMU JIIKAPCHKUMH 3ac00aMH Ta 1HII BUAN B3a€MOJIII).
Tabnerkn MoTmwiiiyM® MiCTATh JIJAaKTO3Y, TOMY IpenapaT He CJIiJ] 3aCTOCYBATH MaIlieHTaM 3 HEIIePEHOCUMICTIO
JIAKTO3H, TAJTAKTO3EMI€I0 Ta MAIThaOCOPOITIEI0 TITFOKO3H/TATAKTO3H.
Cniz BpaxoByBaTH HaCTYIHY 1H(QOPMALiI0 CTOCOBHO PU3UKY PO3BUTKY YCKJIaJHEHb CEPLIEBO-CYANHHUX
3aXBOPIOBaHb, 3yMOBJICHHX JIIKAPCHKHMHU 3aCO0aMH, 110 MICTSATh IOMITEPH/IOH:
o Jlesiki emigeMioNoriyHi TOCIiHKEHHS MTOKa3aly, 10 JOMIIEPUIOH MOXKE acOIIFOBATUCA 3 MiIBUIICHIM
PHU3UKOM CEpHO3HUX LIUTYHOUKOBUX apuUTMiil a00 panToBOi CEPLIEBOI CMEPTI.
* Pusuk cepiio3HUX IUTYHOUKOBHUX apUTMiil 00 panToBoi cepiieBoi cMepTi MOke OYyTH BUIIUM Y TAIli€EHTIB
BikoM BiJl 60 poKiB a00 IpH MEepOpaATBLHOMY 3aCTOCYBaHHI /103 mpenapary oursine 30 Mr Ha 100yl oMy ciij
3 00epexHICTIO 3acTOCOBYBAaTH MoTuiniyM® narieHTam JiTHbOro BikyllamieHTam Bikom Bix 60 pokiB
nepex npuiioMmoM MoTuiiyM® citiJi IPOKOHCYJIBTYBATHCA 3 JTIKapeM.
* JloMmiepuaoH CIIiJl IpU3HAYATH TOPOCIUM Ta IITAM y HaWHWUK4ii e(heKTUBHIN 1031.
CriBBIAHOIIEHHS PU3UKY Ta KOPUCTI JOMIIEPUAOHY 3aJIUIIAETHCS CIIPUSITIUBUM.

3acmocysanns y nepioo eazimuocmi abo 200y6anus 2pyooio.

JlaHi 1010 MOCTMAapKETUHIOBOTO 3aCTOCYBAaHHs JOMIIEPU/IOHY BariTHUM >KiHKaM ooMmesxeH1. Tomy Motuiniym® y
Nepio BariTHOCTI CIIiJ] MPU3HAYATH JIMIIE TOJI, KOJIHM, Ha [yMKY JIiKapsi, O4iKyBaHUH MO3UTHBHUAN ePEKT IIs
MaTepi NnepeBuIy€e NOTCHIIHHUN PU3UK AJIS IJI0/1a.

KinbKicTh TOMITEpHUIOHY, SIKa MOXKE MTOTPAIUTH B OPraHi3M HEMOBIISITH Yepe3 TPy THE MOJIOKO, HaI3BUYAIHO
HU3bka. MakcuMaibHa BiIHOCHA J103a A7t HeMOBIIAT (%) oIiHIOeThCs Ha piBHI 6mu3bko 0,1 % Big no3u ans
Marepi 3 MonpaBKoIo Ha Macy Tina.HeBinomo, i BiH IIKOJUTH HEMOBJISTI, TOMY MaTepsM, sIKi IPUIMAaIOTh
MoTuiiym®, BapTO yTpUMaTHCS BiJ rotyBaHHs Ipy a0 ClliJ IPOSBISATH 00EpekKHICTh y pa3l HassBHOCTI YUHHUKIB
pu3uKy nonosxkeHHs iHTepBany QTc y miTeid, siki mepeOyBaroTh Ha TpyAHOMY roayBaHHLIics excrio3uii B
pe3yJbTaTi IPOHUKHEHHS Mpenapary 3 rpyAHUM MOJOKOM HE MOXHA BUKJIIOUHUTH MOSBY MOOIYHUX e(EeKTIB,



30KpeMa Kap/IioJIoTiuHuX e(eKTiB.

30amuicmb eniueamu Ha WEUOKICMb peaKyii npu KepyeanHi aé6mompancnopmom ado iHuMu Mexanizmamu.
BpaxoBytoun mo0iyHy 1it0o 3 00Ky HEpPBOBOI CHCTEMH, NAIiEHTaM HEOOXiTHO OyTH yBaKHUMH IIPH KEPYBaHH1
aBTOTPaAHCIOPTOM ab0 poOOTi 3 IHIIMMH MEXaHI3MaMHU.

Cnocio 3acmocysanna ma 0o3u.

s nonecuienta cumMnmomis nyo0omu ma On08anHs.

Jopocni iaiTu BikoM Bif 12 pokisi Macoro Tisia He MeHmie 35 krmo 1 tabnetni (10 mr) 3 pasu Ha 100y.
MakcumanbHa 1060oBa n103a — 3 tadnetku (30 Mr Ha 100Y).

PexomeHayeThest mpuiiMaTh npenapat MotuiniyM® nepen npuitoMoM Dxi. BcMokTyBaHHS npenapaty Aeio
3aTPUMYETHCS, SIKIIO HOro npuitMary micis npuiiomy DkiTpuBanicTh JiKyBaHHS HE TOBUHHA MEpEBUITYBATH |
TUXKJICHb.

Mimu.
[Ipemapat 3acTOCOBYBaTH JUIs JIKyBaHHS AiTel BIKOM BiJ 12 poKiB i MAacoro Tijia HE MEHIRS KT.
JloMniepuaoH ciif Mpu3HAYaTy AIiTAM Yy HAWHWKIIH eeKTHBHINA A031 MPOTITOM HAHKOPOTIIIOTO TEPioy.

Ilepeoo3ysanns.

Cumnmomu: CUIMIITOMaMU Tepe103yBaHHs MOXYTh OyTH aXUTallisl, TOPYLIEHHS CBIAOMOCTI, Cy/I0MH,
JIe30pi€HTAIlisl, COHJIMBICTD Ta €KCTpaIipamiIHi peaxiiii.

Jlikysanna. CnenudiuHOro aHTUOTY JJOMIIEPUIOHY HEMAE, ajie y BUMAKy 3HAYHOTO Iepe103yBaHHs
PEKOMEHI0BaHE MTPOMHUBAHHS [ITYHKA IPOTITOM | TOIMHM TiCIIs MPUHOMY Mperapary Ta 3aCTOCYBaHHS
aKTMBOBAHOTO BYT1JIJIS, a TAKOXK MUJIbHE CIIOCTEPEKEHHS 3a MaLll€EHTOM Ta MiATPUMYIOUYa Tepartis.
AHTHXOJIIHEPriuHi penapaTu, 3aco0H I JTiKyBaHHS XBopoOu [lapkiHCOHA MOXKYTh OyTH €(EeKTHBHUMU JIJIS
KOHTPOJIIO EKCTparipamiHUX peakiiii.

Ilo6iuni peakuii.

OrmiHka yacTOTH BUHUKHEHHS MOOIYHUX peakiiit: ayxe gacto (> 1/10); wacto (> 1/100 mo <1/10); HewacTo (> 1
/1000 mo <1/100); piako (= 1/10000 no <1/1000); myxe piako (<1/10000), BKII0OUHO 3 130JIbOBAHUMH JIAHUMHU.

3a yMOBH JOTPUMAaHHS PEKOMEH/IAIIIH 3 JO3yBaHHS Ta TPUBAIOCTI JTIKYBaHHS TOMIIEPUIOH 3a3BUYal
MEPEHOCUTHCS 10Ope 1 HeOakaHi ABHILA BUHUKAIOTh HEYACTO.

3 6oky imynnoi cucmemu: Ty’e piIko — aJeprivHi peakiii, BKIJYaron aHadigakcito, aHaQiTaKTHIHAN TIOK,
rinep4YyTiINBiCTh.

3 60Ky eHOOKpUHHOI cucmemu: PIAKO — MiABUILECHHS PIBHS MPOJAKTHHY.

Tcuxiuni po3naou: Kye piIko — HEPBO3HICTh, PO3APATOBAHICTD, 30y KEHHS, IENPECis, TPUBOKHICTH, 3HIKEHHS
a00 BiZCYTHICTB JTi0i0.

3 60Ky Hepgogoi cucmemu: Iye piIKo — O€3COHHS, 3aIlaMOPOUYEHHSI, CIpara, CyJ0MH, MJISIBICTb, TOJIOBHH O1Jb,
COHJIUBICTh, aKaTHU3is, EKCTpaIipaMigaibHI PO3IIAIH.

3 60Ky cepyego-cyounnoi cucmemu: Jyxe piiko — HAOpsIK, BITIYTTS CepLEeOUTTS, MOPYIIEHHS YaCTOTH Ta PUTMY
CeplEBUX CKOPOUYEHb, Mo0BKeHH iHTepBainy QT (dacToTa HeBizoOMa), CepiO3HI IUTYHOUKOBI apUTMIi,
[UTYHOYKOBI apuTMii o Tumy «torsade de pointesy», panToBa cepiieBa CMepTh.

3 60Ky WIYHKOBO-KUUKO8020 MPAKmy: PIIKO — TaCTPOIHTECTUHAIBHI PO3JIaId, BKIIOYAI0YH a0 0MIHATBHINA O1Tb,
perypriTariito, 3MiHy aneTuTy, HyI0TY, euilo, 3a1op; Ty>Ke PiIKO — CyXiCTh y POTi, KOPOTKOYACHI KUIIKOBI CIIa3MH,
Jiapest.

3 60Ky wiKipu ma nIOWKIpHUX MKAHUK. TyKe P1IKO — CBepOK, BUCUIIAHHS;, YACTOTA HEBiloMa — KPOIMB SHKA,
aHT1OHEBPOTUYHUI HAOPSIK.

3 60Ky penpodyKmueHoi cucmemu ma MOAOYHUX 3A7103. PIIKO — TajJakTopes, 301IbIIEHHS MOJIOYHUX 337103
/TTHEKOMACTIsI, Yy TIAUBICTH MOJIOYHUX 3aJ103, BUIUICHHS 3 MOJIOUHUX 3103, aMEHOPEsI, HAOPSK MOJOYHHX 3aJ103,
O11Tb y TUISTHII MOJIOYHHX 3aJ103, MOPYIICHHS JaKTallil, HeperyIapHUuil MEHCTPYaIbHUI LIHKIL.

3 60Ky onopHo-pyx080i cucmemu ma CnoIyYHOI MKAHUKHU. PIAKO — OUTH Y HOTaX.

3 60Ky ceuosudinbHoi cucmemu: 1yxe piIKO — 3aTpUMKa cedi, AU3Ypisl, 4aCTe CEYOBUITYCKAHHS.

3azanvmi po3naou: piIko — aCTEHisl.



3 60Ky opeanis 30py: 4acTOTa HEBIJJOMA — OKYJIOT1pHI KPU3H.

Inwie: KOH FTOHKTUBIT, CTOMATHT.

3minu nabopamoprux noxkasnuxis. nyxe pigko — nigsuineHHs pisHsa AJIT, ACT i1 xonecrepuHy, He4acTo —
BiJIXWJICHHS BiJI HOPMH ITOKa3HUKIB (YHKIIOHAIILHUX TECTIB NIEUiHKHU; PiJIKO — IiBUIIEHHS PiBHS MPOJAKTHHY Y
KpOBI.

Ockinbky Tino(i3 3HaXOAUTHCS 11032 TeMaToeHIeQaivHuM 0ap’€poM, JOMIEPUIOH MOKE CIIPUIUHUTH
HiABUILEHHS PIBHS MPOJAKTUHY. Y MOOJMHOKUX BUIA/IKAX TaKa rieprpoJaKTHHEMIs MOXKe IPU3BOIUTH 110
HEHPOCHIOKPUHHUX MOOIYHUX €(PEKTiB, TAKUX SK TaJaKTOpes, TIHEKOMACTisl Ta aMEHOpel.

V nepiof; MOCTMapKETUHIOBOT'O 3aCTOCYBaHHS IpenapaTy BiIMIHHOCTEN y podisii 6e3MeKH 3aCTOCYBaHHS
mperapary y JopocCinX Ta AITeH BiI3HAYEHO HE OyII0, 32 BUHATKOM SKCTpaIlipaMiTIaTbHUX PO3JIAIIB Ta 1HITUX
SIBUIIL, CYJIOM 1 30y/PK€HHsI, OB’ 3aHUX 13 LIEHTPAIBHOIO HEPBOBOIO CUCTEMOIO, 1110 CIIOCTEPIrauCs MEPEBAKHO Y
TUTEH.

Tepmin npuoamnocmi.
5 pokiB.

YmoBu 30epiranns.
He BumararoThcst 0co0IMBI YMOBH 30epiraHHsl.
30epiratu y HeJJOCTYITHOMY ISl 1iTEH MiCITi.

Ynakoska. [To 10 Tabnetok y Gmicrepi, no 1 abo 3 Oxicrepu B KapTOHHIN yIaKOBII.
ITo 30 Tabnerok y Giicrepi, mo 1 GuicTepy B KapTOHHIH yIIaKOBIIi.

Kareropis Binnmycky. be3 penenra.

BupoOuuk.
SAnccen-Cinar/Janssen-Cilag.

Micue3HaxoakeHHs1 BAPOOHHMKA Ta HOro agpeca Micusi MPOBaIKeHHs AislIbHOCTI.
Jomen ne Merpemon, 27100 Ban ne Proii, @pannis/Domaine de Maigremont, 27100 Val de Reuil, France.



