IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOT0 3aC00y

TABJIETKU BIJI 3AXUTYBAHHSA TA HYJ1OTH

Cknao:

diloya peuoguHa: TUMEHT1IPUHAT;

1 TabGneTka MiCTUTh TUMEHTiapUHATY 50 MT;

O00NOMIJICHI peuoguHU. TIET0I03a MIKPOKPUCTAIIIYHA, HATPIF0 KPOCKAPMEN03a, JIAKTO3H MOHOTIPpaT, MarHiro
creapar, 6apBHuk xoBTHii 3axiag FCF (E 110).

Jlikapcbka gopma. TabneTku.
OcHosHi ¢hizuko-ximiyni éracmusocmi: TAOIETKH OPAHIKEBOTO KOJBOPY, KPYTIi, TUIOCKi. 3 OJHOrO OOKY
Tabnetku € BigouTok «APO 50» abo Hemae, 3 1HIIOTO — JIBi MOMEPEYHO-TIEPETATI PUCKH.

dapmakoTepaneBTHYHA rpyna. 3aco0u, sKi 3aCTOCOBYIOTbCA MHpU BECTHOYNIApHUX mopymeHHsIX. Koa
ATX NO7C A.

Dapmakonoziuni e1acmueocmi.

DapmaroourHamixa.

JluMeHTiipuHaT € XJIOpTeo(diTiHOBOIO CIJUII0 BiJIOMOTO aHTUTICTAaMIHHOTO 3aco0y audeHriapaminy, KR
onokye Hi-penentopu 1 wmictuth npubmmusHo 55 % nudenrizpaminy ta 45 % 8§-xmopreodininy.
dapmakoJoriyHa aKTUBHICTh TUMEHTIAPUHATY 3yMOBIIEHA AU(EHTIIPaMiHOM, SIKUW MIPUTHIUYE HEHTPAIbHY
HepBoBy cucteMy (LITHC), Mae aHTuXOMNIHEPriYHY, aHTUEMETHYHY, aHTUTICTAMIHHY Ta MiCLIEBOAHECTE3YIOUY
AKTUBHICTb.

AHTHXOJIIHEpriyHa Jisl: MPUTHIYEHHS CTUMYJISILIT BeCTUOYIISIPHOrO amnapary MpH 3aaMOpOYeHHi (CHHAPOM
Menbepa, MOpChKa Ta MOBITPsiHA XBOP00Oa). JJuMeHT1IpuHAT MPUTHIYY€e CTUMYJIALIIO JAOIpUHTY MPOTATOM
3 roauH micins npuiiomy.

AHTHEMETHYHa Jis: TpUTHIYEHHS OMoBOTHOro peduiekcy. TouHMI MeXaHi3M HE BCTAaHOBJICHUH.
JIMMeHT1IpyHaT NMpUrHidye OJIOBOTHUN pedieKkc MpH BBEACHHI anoMopdiHy, OJHAaK HeepEeKTHUBHUU MpHU
0JIF0OBaHHI1, CIPUYMHEHOMY €METOreHHOI0 XimioTepamieto. [Ipu TpuBazoMy 3acTocyBaHHI NPOTHOIIOBOTHA
ISl MOXKE 3MEHIIYBaTHCS.

AHTHUTrICTaMIHHA Jlig: 3HAYHMHA CelaTUBHUHA eQEeKT TMposBIAETbCA 3a PAXyHOK LEHTpaibHOI M-
xonHoOnokyrouoi aii. [lpurniuyBanena nis Ha [[HC TpuBae mpoTsAroM KITBKOX JHIB 3aCTOCYBaHHSI
JTVMEHT1IpUHATY.

Dapmakoxinemuxa.

[Ticns npuitoMy BHYTpilIHBO J00pe alOcopOyeTbes y TpaBHOMY TpakTi. IlpoTuGmioBoTHa 1isi HacTae
npubim3Ho yepe3 30 xB, TpuBamicTh Aii — 3—6 roauH. [1IMpoko po3nmoiIsgeThCsI B OpraHi3Mi, BKIIOYAI0OUN
[IEHTpaJIbHy HepBOBY cucTteMy. CTymiHb 3B’s13yBaHHA 3 O1IKaMu 11a3Mu KpoBi — 78 %.

AKTHBHHM KOMIIOHEHT JUMEHTIIpUHATY AU(EHTiApaMiH MeTabomi3yeTbCs y MEYiHIl Ta E€KCKPETYEThC
NEepeBaXHO Yy BHUIIAAI MeTaboumiTiB mpoTsroM 24 roauH. MiHiManbHa KIUJIBKICTh HE3MIHEHOI PEYOBUHH
BUBOJUTKLCS 13 CEYEIO.

[lepion HamiBBUBEAEHHS CTAHOBUTH MPUOIU3HO 3,5 TOJUHH.

KuiniuHi XapakTepucTHKH.

Ilokazanns.

. 3anobiraHHs 1 yCyHEeHHs HYJOTH Ta OJIIOBaHHS SIK MPOSIBIB MOPCBHKOI 1 MOBITPSHOI XBOpOOH, Mpu
3aCTOCYBaHHI TPOMEHEBOI Teparii, JIKapChbKUX 3aco0iB (OKpiM 3aco0iB, IO 3aCTOCOBYIOTHCS IS
ximioTeparnii py OHKOJIOTIYHUX 3aXBOPIOBAHHIX) Ta MiCIs Onepariil.



o CuMnToMaTHyHe JIKyBaHHSA XBOpoOu MeHbepa Ta IHIINX MOPYIIEHb BECTUOYIISPHOTO arnapary.

Ilpomunoka3zanna.

[TinBuIieHa YyTAUBICTh 10 TUMEHTIIPUHATY Ta JO 1HIIUX MPOTHTICTAMIHHUX 3ac00iIB MOAIOHOI CTPYKTYpH
a00 10 Oyab-sIKO1 3 TONMIOMIKHUX PEYOBHH, 110 BXOASTH JI0 CKIIATy 3ac00Yy.

3aKpUTOKYTOBa TIJIayKOMa, IABUIICHUH BHYTPINIHBOYEPEITHUH THUCK, (eoxpomonuTomMa, mopdipis,
rinepuiasis mpocTaTH 3 3aTPUMKOIO0 CEUOBUITYCKAaHHSI, STIJIETICIs, EKJIaMIICis, TOCTPUI HamaJ acCTMH, TSKKa
MEYIHKOBA HEJIOCTATHICTh, TSHKKAa HUPKOBA HEJIOCTATHICTH (KIIPEHC KPeaTHHIHY < 25 MMOJIb/XB).

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83a€Mo0iil.

Crnix yHUKaTH OJHOYACHOTO NPUIOMY QJIKOTONIO 3 TUMEHTIAPUHATOM, OCKUIBKM MOXIIMBA 3MiHA Ta
MOCHJICHHS JTii TUMEHT1IpUHATY.

Judenrizpamin MokKe MiJCHIIIOBATH AHTUXOJIHEPTiYHY [iI0 IHIIMX JIIKAPCHKUX 3ac00iB (HAMPHKIAM,
aTpOIliHy, TNPOTUIAPKIHCOHIYHMUX  JIKAPChKUX  3ac00iB, TPUIMKIIYHMX  aHTUICIPECAHTIB)  Ta
NPUTHIYYBaJIbHY J1it0 Ha HeHTpanbHy HepBoBYy cucteMy (LIHC) takux 3aco6iB, sk OapOiTypatu, CHOAiHI,
ceJlaTUBHI, TPAHKBUII3aTOPH, aHTHACTPECaHTH, MOp(]iH (aHATBI'C€THKH, MPOTUKAILILOBI, JIKAPChKI 3aCO0H
JUIs 3aMicHOI Teparii), OeH30/1a3emind, HeUPOICNTHKH, aHTUTINEPTEH3UBHI MpenapaTi UEeHTPaIbHOI Mii,
OaksodeH, TaTiIoMi.

[Ipenapar Moxe migcUIIOBaTH MpUrHidyBainbHy Airo Ha [IHC npoTueninenTuyHmux JIiKapchbKUX 3ac00iB.
OnHovyacHWit mpuiioM pasoM 3 iHribiTopamu MoHoamiHOkcuaasu (MAO) Moxe MiJCHITIOBATH
AQHTUXOJIHEPTIYHY Aif0 Au(eHTiapaMiHy; B OKPEMHX BHIIAJKaX IOBLIOMIISIIOCS TPO TMapalliTHUHUHA
CUHAPOM (1HOMI 3arpO3NMUBUN ISl )KUTTS), 3aTPUMKY Ce€ul, MiJBUIEHUN BHYTPIIIHbOOYHUMN THUCK, TaKOXK
MOYKJIMBE 3HWKEHHS apTepiajibHOTO TUCKY, CElaTUBHA Jlisl HA IICHTPAJIbHY HEPBOBY CUCTEMY Ta MOPYIICHHS
JXaHHSL.

JlikapchKui 3aci0 MiACKITIOE BILTUB Jia3ernaMy, YNHUTH J1it0, IPOTHIICKHY /il amdeTamiHiB Ta X MOXiTHHX.
[TpuiioM AMMEHTIIPUHATY 3HMKYE JI€BICTH KOPTUKOCTEPOINHUX MpemnapaTiB Ta aHTHUKOATYJISHTIB MJIs
NIEPOPATBHOTO IPUIOMY.

OpHouacHe 3aCTOCYBaHHS 3 IpernapataMd BiCMYTY, 3HEOOJIOBAIBHUMH 1 ICUXOTPOMHHMMHU 3acobamu, a
TaKO’K CKOTIOJIAMIHOM MOYK€ CITPHYMHHTH TIOTipIICHHS 30DYy.

Ocob6muBoi  00epeXHOCTI CIiJl JOTPUMYBAaTHUCS, TNPU3HAYAIOUM JIKAPCbKUM 3aci0 marieHTam, sKi
3aCTOCOBYIOTh 3aC00M, L0 MPU3BOASATH 10 MOA0BKeHHs iHTepBany QT (3acobu mpotu aputwmii I ta II knacy:
Jesiki aHTUO10TUKY, HANPUKIIAJ pUTPOMILIMH, 3aCO0M MPOTH Majspii, aHTUTICTaMiHHI 3aCO0M, MpernapaTu
HeliponenTuyHoi aii), abo mpemnapaTH, 110 MPU3BOAATH A0 TIMOKamieMii (HalmpuKiIaa, Ieski crerudivHi
CEYOTiHHI 3aCO0M).

JluMeHrigpuHaT MOKe IPUXOBYBATH NOOIYHY 110 OTOTOKCHUYHUX 3ac001B, HAPUKJIIA] aMIHOTJIIKO3H/IIB.
Tepamito i3 3acTOCYBaHHSM JUMEHTIAPUHATY CIIiJl CKacyBaTH HE MEHIIE HIX 3a TPU JHI 10 MPOBEAECHHS
aJIepriyHuX Mpo0, OCKUIBKK HOro IpUiOM MOXE MPU3BECTH JJO OTPUMAHHS XUOHOHETaTUBHOIO PE3YJIbTATYy.

Ocoonueocmi 3acmocy8amnnsi.

3 0co0NMBOIO OOEPEXKHICTIO CIiJ] NpU3HAYaTH JIKAapChbKUK 3aci0 malieHTam, sKi CTpaXJaloTh Ha
3aXBOPIOBAHHS TEUYIHKM Ta HUPOK, TiNepTHpeo3, OpaauKapiiio, apTepiajbHy TiNepTeH31l0, XPOHIYHI
3aXBOPIOBAHHS OPraHiB JWXaHHA, OpPOHXialbHY acTMy, TiIOKali€Mil0, TiIOMarHieMilo, MJIOPOCTEHO3 Ta
MJIOPO-TYOICHAIbHY OOCTPYKINiI0, BHUPA3Ky IIUIYHKA, KHUIIKOBY HEMPOXIAHICTh, MalOTh BPO/KCHUM
CHUHJIpOM mojoBxkeHHs iHTepBany QT abo iHII KIIHIYHO 3HAYyILIl MOPYLIIEHHS POOOTH cepus (cepueBo-
CYJIMHHI 3aXBOPIOBaHHSI, IOPYIIEHHS KPOBOOOITY, apuTMii), OJHOYACHO MPUIMAIOTh 1HIII JiKapChKi 3ac00H,
1110 MPU3BOJATH J10 NOI0BXEHHS iHTepBany QT abo a0 rimoxaniemii.

3 00epeXHICTIO CiJ MpU3HAYaATH JIIKAPCHKUM 3aci0 marieHTaM JITHHOTO BIKY, OCKITBKH BOHH MAarOTh
OUTBIIY CXWJIBHICTH JIO PO3BUTKY OPTOCTATUYHOI TiMOTEH31l, OXHUPIHHS, XPOHIYHOTO 3amopy (pU3MK



PO3BUTKY MapaiTHIHOTO CHHAPOMY), TimepTpodii mepeaMixypoBoi 3an03u, xBopoou [lapkiHcoHa, a TakoX
yacTiiie TpUuiMarTh ceqaTuBHi 3aco0u. TakuM maiieHTaM CIniJl IpUMaTi HAWHIKYY PEKOMEHIOBAHY 103y
JUTSL IOPOCIINX, OCKUTBKY BOHU YYTJIMBI O aHTUXOJIIHEPTIYHUX €(EKTIB Mperapary.

JlikapchKuii 3aci® MICTHTB JIAKTO3Y.

Sxmio y Bac BCTaHOBJICHO HENEPEHOCHUMICTh ACSKUX I[YKPIiB, MPOKOHCYJIBTYWTECHh 3 JIKapeM, Mepil HikK
npuiiMaTH 1el JikapcbKuii 3acio.

[TamieHTH 13 PIIKICHOK CHAJKOBOI HEMEPEHOCHMICTIO TalakTo3u, jaedinuroMm Jaktasu Jlamma abo
TIIFOK030-TAIAKTO3HOI0 MAIbaOCOPOITiEr0 HEe MOBUHHI IPUAMATH TIeH JTIKapChbKuii 3acio.

Jlikapcbkuit 3aci6 mictuth 6apBHUK >x0BTHI 3aXia FCF (E 110), axuii Mo)ke CIPUYUHATH ajepridHi peaKirii.

3acmocysanus y nepiod sacimrocmi abo 200y8anHs cpyooro.
VY mepion BariTHOCTI JIiKapCchKUid 3aci0 MpOTUITOKa3aHW. JIMMEHTIIpUHAT Y HEBEJIUKIH KUIBKOCTI IPOHUKAE
y TPyJHE MOJIOKO, TOMY IIiJ] Yac JIiKyBaHHS T'OyBaHHS I'PYIO CIIi/l HPUITHHUTH.

30amuicmy  énausamu  Ha WEUOKICMb pearkyii npu Kepy8aHHi ABMOMPAHCHOPMOM a0  THUUMU
MExXauizmamu.

[TpuitoM mpemapaTy MOXe CIPUYHMHHUTH COHJIMBICTH, MOPYIICHHS KOOPAMHAILl PyXiB, 3alaMOpOYEHHS,
301IBIIEHHST Yacy peakilii, TOMy IiJi 4ac 3acCTOCYBaHHS Iperapary CIiJ YTPUMYBATHCS BiJl KepyBaHHS
aBTOTPAHCIOPTHUMH 3aco0amu a00 poOOTH 3 MEXaHI3MaMU 3 MiJBUIIICHUM PU3UKOM TPaBMaTU3MY.

Cnocio 3acmocysanna ma 003u.

[puiiMaTi IepoOpaIbHO, HE3AJIEKHO BiA mpuitoMy iki. TableTKky MOKHA 3allUTH HEBEIHMKOI KUTBKICTIO
BOJIU.

3anobicanns i ycynenns HyOomu ma OM08AHHS K NPOSAGIE MOPCLbKOI I NosimpsaHoi xeopobu, npu
3aCmMoCy8anti nNpomenesoi mepanii, 1iKApCcLKuUX 3acobie ma nicis onepayii

Jiist ipodinakTHKKM MOPCHKOI Ta MOBITPSHOI XBOPOOH PEKOMEHI0BaHY J03Y CIIi/I MPUIHATH HE MEHII HIX 32
HiBrOAMHU /10 TIOCAJIKU y TPAHCIOPTHUH 3aci0 (J1iTak abo Kopadens).

JlopocyiuM 1 JiTsIM BikKOM Bix 12 poOKiB:

pexoMeH10BaHa J103a cTaHoBUTH 50 Mr (1 TabneTka) 3a 30—60 XBUIUH 0 MOYATKY MOI3IKH, TPUIOM MOXKHA
noBTOprOBaTH Ipu HeoOxiaHOCTI Mo 50—100 Mr koxH1 4—6 rouH.

MakcumanbHa 1000Ba 103a He Mae nepeBuuryBaTi 400 mr.

JliTsiM BikoM 6—12 pOKIB:

peKoMeH/0BaHa Jo03a cTraHoBUTH 25-50 mr (1/2—1 Talnerka), mpuiloM MOXHa IOBTOPIOBaTH MpHU
HEOOX1HOCTI KOXHI 6—8 roauH. MakcumasnbHa 1000Ba /1032 He Mae nepeBuuryBaT 150 mr.

JliTsiM BiKOM 2—6 pOKIB:

pEeKOMeH/I0BaHa J103a CTaHOBUTH 25 Mr (1/2 Talnerku), mpuiloM MOKHA HMOBTOPIOBATH NMPU HEOOXITHOCTI
KOXH1 6—8 roauH. MakcumainbHa 1000Ba 1032 HE Ma€ TIEPEBUIILYBATH 75 MT.

MaxkcumanbHa 1000Ba 1032 y ellaTpUYHIi MPaKTULIl HE MA€ NMEePEBUIIYBATH 5 MI/KT.

[TarieHTaM JITHROTO BIKY CJI1J] 3aCTOCOBYBATH MTOYATKOBY 7103y 25 mr (1/2 TabneTkn).

IIpu x60pobi Menvepa ma inwux nopyueHHAX 6ecmudYIApHO20 anapamy

Jlopocii: 50-100 mr (1-2 TabneTkn) KokHi 4—6 FOAMH MPU HEOOX1THOCTI, HE MEPEBUIIYIOYN MAaKCUMAIbHOT
1060801 mo3u 400 Mmr.

3 00epeXHICTIO MPU3HAYATH MalliEHTaM 3 HUPKOBOIO Ta/ab0 MEeuiHKOBOIO HEIOCTATHICTIO.

[Tpu neuyiHKOBIN HEAOCTATHOCTI 103y CIiJ 3SMEHIIUTHU B 2 pa3u.

[Ipu HUPKOBIN HEAOCTATHOCTI 1032 3BUYAIHA.

Jimu.
EdextuBHicTh Ta Oe3meka 3aCTOCYBAaHHS JIIKAPCHKOIO 3ac00y AITSIM BIKOM J0 2 pOKIB HE BCTAHOBJIEHI.
3acTOCOBYBATH NpenapaT MOKHa JIITSAM BIKOM BiJ] 2 POKiB.



Ilepeoosysanns.

Cumnmomu. llepmi cUMOTOMH TIepelO3yBaHHS 3 SBISAIOTBCS depe3 0,5-2 roauHM Ticias Npuiomy
TOKCHYHOI 703U (25 MI/KI Macu Tija), MEPEeBaXHO Yy BUTJISAAL TOJOBHOTO OO0, 3araMOpPOYEHHS,
CTOMJIIOBAHOCTI Ta COHJIUBOCTI.

Uepes neskuii 4ac 3 ’SBISIOTHCS JOJATKOBI CHMIITOMH: CBEpO1K, 3BYKEHHS CYAWH IIKIpH, PO3MIMPEHHS
3IHUIb 3 YIOBUIBHEHHSAM pedieKkcy 3iHWIb, [HMKJIOIUICTis, HICTarM, 3HI)KCHHS M S30BOi CHJIH,
CYXOXKHJIBHUHM peduiekc Ta 3aTpUMKa CEUOBHITyCKaHHA. YacTora cepueOHTTsS 3HAYHO IMiJBHUILYETHCS,
apTepiaIbHUM TUCK MiABUITYETHCS a00 3HUIKYETHCS.

CrioctepiratoThCsi TAKOX CHUMIITOMH NPHUTHIYEHHS LeHTpanbHoi HepBoBoi cuctemu (LITHC) (meposGipnuBa
MOBa, JI€30pI€HTAIliT y 4Yaci Ta MpoCTopl, arakciia, koma) abo 30ymkenns I[HC (cymomu, mcuxos i3
TTIOIMHALISIMH ), 1[0 TIOCTYIIOBO ITiICHITFOIOTHCS.

Jlikyéanus: IpOMUBAHHS LIUTYHKA, PU3HAUYEHHS EHTEPOCOPOEHTIB, CAMITOMAaTUYHA TEPAITisl.

Hob6iuni peakuii.

3 6oxy mHepsogoi cucmemu: 3aIAMOPOYCHHS, TOJOBHHHA OlTb, COHJIMBICTH, 30y/KeHHS, O€3COHHS,
NPUTHIYEHUH CTaH, CTOMJIIOBAHICTh, 30UIbIIEHHS Yacy peakiii, M’s30Ba ClaOKICTh, MOPYIIEHHS
KOOpJAWHAIIII pyXiB, TPEMOpP, TPUBOXKHICTb, IIOPYIIEHHS KOHIEHTPAIIIi Ta mamM’sITi, CyZJOMH, TATFOLMHAIII].

3 6oky opeanieé 30py: TiaykoMma, MOPYIICHHsS 30py, MiABUIICHHS BHYTPIIIHBOOYHOTO THUCKY, MOYKJIMBE
HOMYTHIHHS 30pY, TUTUIOMIS.

3 6oy opeanis cnyxy: IIyM y ByXax.

3 6oky cepyeso-cyounHoi cucmemu: BITUYTTS CEPIEOUTTS, TaxiKap.is, apuTMisl, HAmagd CTCHOKapIii,
apTepiayibHa TIMOTEH3isl, y TOMY YHCI1 OPTOCTaTUYHA.

3 60Ky WIYHKOBO-KUWK06020 mpakmy: OUIb y NITYHKY, Jiapes, 3armop, CyXiCTh y pOTi, HyJ0Ta, OJFOBaHHS,
MiBUIICHHS a00 3HIKEHHS aneTUTy, 30UIbIIeHHS] MacH Tina.

3 6oky wiKipu i niOwKipHoi K1imKoguHu: aNeprivyHi peakiii, (oTOUyTIUBICTh, eKC(HOIIATUBHANA IEPMATHT,
BUCHUIIAHHS, KPOIIUB THKA.

3 6oky aimpamuunoi cucmemu ma cucmemu KpOBOMBEOPeHHsL: TEMOJTITUIHA aHEMISI.

3 60Ky iMyHHOI cucmemu: aHTIOHEBPOTUYHUIN HAOPAK, P1IKO aHa(ITaKTUYHHUH LIOK.

3 60Ky ceuo6usionoi cucmemuy: TMOPYIIEHHS CEYOBUITYCKaHHS (YTPUMaHHS Ceul Yyepe3 aHTUXOJIHEPTriuHun
e(eKT), yTpyAHEHHS CEYOBUITYCKAHHS.

3 boky eenamobiniaproi cucmemu: OpyieHHs QYHKIIIN TEYIHKU, XOJECTaTUYHA KOBTSIHHIIS.

3 60Ky opeanie OuxanHs: 3aKIaJIEHICTh HOCA, MIJBUILEHHS B A3KOCTI OPOHX1aIbHOTO CEKPETY.

Inwi: apTpanrisi, 3HUKEHHS TOTOBHUJIUIEHHS, CYXICTh CIIM30BUX O0OOJIOHOK.

TpuBanuii npuitoM TUMEHT1IPUHATY MOYXE MPU3BECTU JJO YTBOPEHHS 3aJI€5KHOCTI BiJl JIIKAPCHKOTO 3ac00Yy.

Tepmin npuoamnocmi. 5 poxis.

YmoBu 30epiranus.
30epiraty y HEIOCTYITHOMY IS TiTel Micli pu Temnepatypi e Buie 30 °C.

YnakoBka. [To 25 a6o 10 TabneTok y 6mictepi; mo 1 6micTepy y KapTOHHIN yITaKOBIIi.
Kareropis Binnmycky. be3 penenra.

Bupoonuk. ®apmacaiinc [nk./ Pharmascience Inc.

Micue3naxonxeHHs1 BAPOOHHKA TA ajpeca Micls NPOBAIKeHHs HOro AiIbHOCTI.

6111 PosmmaynT ABento, 100, Mounpeans, KBeoex H4P 2T4, Kanana.
6111 Royalmount Avenue, 100, Montreal, Quebec H4P 2T4, Canada.






