IHCTPYKIIS
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKApPCHKOIo 3aco0y

MIPATIEKC®
(MIRAPEX®)

Cknao:

0il0ua peuosuHa: IPaMIIeKco;

1 TabGneTka MICTUTh MPaMITIEKCOTY AUTIApoXIopuy MoHoriapaty 0,25 mr, mo mamnosigae 0,18 Mr npaminekcony,
a6o 1 mr, 1o BiAmoBinae 0,7 Mr mpaMineKkcoiy;

donomixcui pewosunu: MaHIT (E 421), kpoXxmaiib KyKypyA3sSHUH, KPEMHIFO 11 OKCHJ] KOJIOITHUN O€3BOIHUM,
TIOBIJIOH, MarHilo cTeapar.

Jlikapcbka ¢gopma. TabneTku.

OcnosHi ¢hizuko-XimMiuni 1acmueocmi.

tabnetku 1o 0,25 Mr — Oui, OBaJIbHI, IJIOCKI 3 000X CTOPIH TAOJIETKH 31 CKOIIEHUMH KpasiMH Ta MAPKyBaHHSM:
P7/ rmuboxa ninist poznomy/ P7 3 ognoro 60Ky, norotun komnatdi bepinrep [Hrensxaitm/ mHis po3ioMy/ JIOTOTHIT
kommanii bepinrep [HrenpxaiiM 3 iHIIOTO OOKY:;

TabneTKu 1mo 1 Mr — OuTi, KpyTi, TNIOCKI TabJIEeTKH 31 CKOIIEHIUMH KpasiMH Ta MapKyBaHHsAM: P9/ rmnboxka mHis
po3iomy /P9 3 ogHOro G0KY, Torotun komnadi bepinrep IHreapxaiim/ miHisS pO3JIOMY /JIOTOTHIT KOMITaHIl
bepinrep [arenpxaiim 3 iHIIOrO OOKY.

dapMakoTepaneBTHYHA rpyna.
Jlonaminepriuni 3aco0u. ATOHICTH JOTIaMiHYy.
Kon ATX N04B CO05.

Dapmakonoduni enacmugocmi.

DapmakoOuHaAMiKA.

[Tpamimnekcon € JOaMiHOBHM aroHICTOM 3 BHCOKOIO CEJICKTHBHICTIO Ta CISIM(IYHICTIO IO JOMTAMiHOBUX
peuenTopiB migTuny D, Ta Mae nepeBakHy CHOPiIHEHICT 3 D3-perientopamu, BIH BlA3HAYAETHCS TOBHOKO
BHYTPIIIHBOIO aKTUBHICTIO.

[TpaMineKcos moJyierurye napKiHCOHIYHI PyXOBi HOPYIICHHS IIIISIXOM CTUMYJIALI] JOTaMiHOBUX PELENTOPIB
cTpiatymy (cMmyractoro mia). JlociaimKkeHHs Ha TBapHHAX MPOJIEMOHCTPYBAIH, IO MPaMITIEKCOJT IPUTHITYE
CUHTE3, BUBUILHEHHS Ta 00Ir JoMaMiHy.

Tounnii mexani3m 1ii MIPAITIEKCy nipu jikyBaHHI CHHAPOMY HECHOKIMHUX HIT HeBimoMuil. Xoua marodizionoris
CHHIPOMY HECITOKIMHMX HIT 3arajoM HEBiJoMa, HelpodapMaKoIONuHi JaHi BKa3yOTh Ha 3aJTy4YCeHHsI IIEPBUHHOI
JOTIaMiHEePriYHOT CHCTEMH.

Dapmaxokinemuxa.

[Tpamimnekcom MBUIKO Ta MOBHICTIO BCMOKTY€EThHCS MICHs MEPOPATBHOTO 3aCTOCYBaHHA. AOGCOTIOTHA
01010CTyITHICTH CTAaHOBHUTH MOHA 90 %. MakcumalibHa KOHIICHTpAITisl Y TUIa3Mi PeECTPYEThCS Mk 1-010 Ta 3-010
roauHoo. IIIBUIKICTh BCMOKTYBaHHS HE 3MEHILYETHCSI IPH OJJHOYACHOMY MPUHOMI 1K1, ajie 3MEHUTYETHCS
3arajibHUM piBeHb BCMOKTYBaHHs. [Ipaminekcony npuTaMaHHa JiHiiHA KiHEeTHKa 1 He3aJIeKHO B1J1 JTIKapChKOi
(dbopmMH BiTHOCHO HE3HAYHI KOJMBAHHS IIa3MOBOTO PIBHA y PI3HUX MAIlIEHTIB. Y JIFOIWHY 3B’ I3yBaHHS
mpaminekcoiy 3 Oiuikamu € nye Hu3bkuM (< 20 %), a 06’eM posnoziny — Benukum (400 ).

[Tpaminekcoa MeTaboi3y€eThCs Y JIIOAUHM TUIBKU Y HE3HAYHIHM KiJIBKOCTI.

BuBenenHs: HUpKaMy HE3MIHEHOTO MPaMINEeKCoIly € HallBaXXJIMBIIINM HUISIXOM emMiHamii. [Tpubauzno 90 %
no3u, MiueHoi 14C, BUBOAUTHCA HUPKAMU, TOl SIK MeHIIe 2 % BU3HAUAEThCA y Kauli. 3aranbHUA KIipeHC
MPaMINEKCcoIy CTaHOBHTH Mpuban3Ho 500 Mur/xB, a HupKoBUH — mpubamu3Ho 400 Mi/xB. [lepion HaniBBUBEACHHS (t
75 — Big 8 romuH y MoJIoAuX 10 12 roawH B 0Ci0 JITHBOTO BIKY.

Kainiuni xapaktepuctukm.
Ilokazannsa.



JlixyBaHHSI O3HAaK Ta CUMIITOMIB iionaTHYHOI XBOpoOu [lapkiHcoHa y mopociuXx, ik MOHOTepamnis (6e3
JeBoonM) ab0 y KoMOIHaIli1 3 JI€BOAOMNOI0 MPOTITroM Mepediry 3aXBOPIOBaHHS J10 Mi3HIX CTaAli, KON ePeKT
JICBOJIOTIH 3HMKYETHCS 200 CTA€ HECTIMKUM 1 BUHHKAE KOJUBAHHS TEPANeBTUIHOTO eekTy (heHomeH
«BKJIFOUECHHS-BUKITFOUEHHS ).

CumnromMaTuyHe JiKyBaHHS 1A10IIATHYHOTO CUHAPOMY HECIIOKIHHUX HIT Bifl MOMIPHOTO JI0 TSKKOTO CTYIICHS Y
Jlopocinx, 1034 He Buie 0,75 mr.

Ilpomunoka3auna.
[NnepayTnuBIiCTh 10 MpaMineKcoTy abo 10 Oyb-IKOTOIHIIION0 KOMITIOHEHTA MIpenapary.

B3aecmooia 3 inmumu nikapcokumu 3acovamu ma inwi 6uou 63aemooiil.

36 ’sa3y6anus 3 OiAKamu niazmu.

[Tpaminekcod 3B’ sI3y€Thes 3 OUTKaMU IJIa3MH TyXe He3Ha4HOI0 Mipoto (< 20 %) 1 Ma€ HU3bKY
6ioTpancopmaiito. Tomy B3aeMois 3 IHIIUM MpenapaToMm, KUl BIUIMBAE HA 3B’ sI3yBaHHs OUTKiB I1a3Mu ado
eJIiMIHALI 0 NUIIXOM OloTpaHcdopMaltii, € MagoiMoBIpHOI. OCKUIBKM aHTUXOJIHEPT1YHI 3aCO0U eNIMIHYIOThCS
NEePeBaXHO MUIIXOM METa0oJi3My Yy TeUiHIll, TOTEeHIIHA B3aeMO/Iist MaoiiMoBipHa. B3aemoito 3
AHTUXOJIHEPTIYHUMHU 3ac00aMU HE JOCIiKyBaau. apMakoKIHETUYHOT B3a€EMO/IIT MK CEJICT1JIIHOM 1 JIEBOIOTIOIO
HEMae.

IH2i6IMOpuU/KOHKYPEHMU AKMUBHO20 ULTAX)Y HUPKOBOL eniMiHayi.

[lumeTnMH 3MEHIIIye HUPKOBUI KITipeHC mpamMinekcory npuonu3Ho Ha 34 %, HMOBIPHO, IUIIXOM MPUTHIYCHHS
CUCTEMH TPAHCIOPTY KaTIOHHOI peHaIbHOI1 KaHablleBoi cekpelii. [Ipenaparu, siki HpUrHIYYIOTh aKTUBHY
pEeHaNIbHY KaHAIIbLIEBY CEKpPEIit0 a00 caMi eNIMIHYIOTHCS UM LUISIXOM, TakKl K IMMETUINH, aMaHTaIuH,
MEKCHJICTHH, 3U0BYINH, IMCIUIATHH, XiHIH Ta IMPOKaiHaMiJl, MOKYTh B3a€EMOJIATH 3 TIPAMIIIEKCOJIOM i
MIPU3BOJIUTH 710 3MEHIIICHHS KIIpEeHCY Tpaminekcony. [Ipyu omHoO9acHOMY 3aCTOCYBaHH IMX JIKapChKUX 3aC001B 3
MIPAIIEKCoM ciij po3riasiHyTH MOKJIMBICTD 3HHKEHHS 03U MPaMINEKCOITy.

Kombinayis 3 nesooonoio.

ITix gac 36utbmenns no3u MIPAIIEKCy narientam 3 xBopo6oro IlapkiHCOHa peKOMEHIYETHCS 3MEHIIICHHS 1031
JIEBOJIONH, a 03U 1HIIHUX MPOTUITAPKIHCOHIYHUX 3aCO0IB 3aJIUIIAIOTh HE3MIHCHIMH.

UYepes MOKIUBUYN aIUTUBHUIN BIUTHB CIIi/I BUSBIIATH O0EPEKHICTh, SKIIO MAalli€HT 3aCTOCOBYE 1HII CEAATHUBHI
JKapchKi 3aco0m y KOMOIHAI 11 3 TPaMINEKCOJIOM a00 BIKUBA€E AJIKOTOJh (IUB. po3miau «OcoOIMBOCTI
3aCTOCYBaHHS», «3JJaTHICTh BIUIMBATH Ha IMIBUAKICTh PEaKIlli MPU KePyBaHHI aBTOTPAHCIIOPTOM a00 1HITUMHU
Mexani3Mamm» Ta «[1oOiyH1 peakiii»).

Anmuncuxomuuni 1ikapcoki 3acoou.
Cin yHUKaTH OIHOYACHOTO 3aCTOCYBAaHHS AaHTUIICUXOTUYHUX JIKAPCHKUX 3aC001B 13 MPaMilieKcoIoM (IUB. po3ail
«Oco0IMBOCTI 3aCTOCYBAHHS ), SKIIO MOKJIMB1 AHTArOHICTHYHI €(EKTH.

Ocoonueocmi 3acmocysanns.

[Tpusznayenns MIPAITEKCy y 3MeHIIeHHX 103aX MPOMOHYETHCS BIANOBIAHO 10 po3auty «Cnocib 3acTocyBaHHS
Ta I03W» NaIieHTam i3 xBopooboro [lapkiHcoHa i3 mopymeHHsIM (QyHKIIT HIPOK.

Tanroyunayii. TanroruHarii — BigoMi moOiYHI peakilii JiKyBaHHS J0MaMiHOBUMH aroHiCTaMH 1 JIEBOJIOIIOIO.
XBopuX HEOOX1THO MPOiH(OPMYBATH, 110 MOXKYTh BUHHUKHYTH raitounHaii (y 0iJbII0CcTi BUMAIKIB 30pOBi).
Juckinesia. Ilpu xkoMOIHOBaHI1# Tepamii 3 JIEBOAOIOI0 MpuU Iporpecyrodiil xBopooi [TapkiHcoHa AMCKIHE31SI MOXKeE
po3BuHyTHCH Ha o4yaTtky TuTpyBanHs MIPATIEKCy. V Takomy BUMaaky 103y JIEBOAOMHU MOTPOHO 3HU3UTH.
Panmosuii nanao conrueocmi ma connugicms. 3aCTOCYBaHHSI MPAMITIEKCONTY MOB’sI3aHE 13 COHJIMBICTIO Ta
€Mi30/]JaM{ PanTOBOr'O HAMaay COHJIMBOCTI, OCOOJIMBO y MAIiEHTIB 13 XBOpoOoro [lapkincona. bynu Hewacn
MIOB1IOMJICHHSI TIPO PANTOBUN Haraj COHIUBOCTI i/ Yac II0A€HHOI aKTUBHOCTI, Y A€IKHUX BHUIIaJKaxX — 0e3
YCBITOMJICHHSI 200 TIOTIEPEKYyBAIbHIX O3HAK. Y 3B’SI3Ky 3 IMM MALi€HTIB MOTPIOHO MPOiH(GOPMYBaTH PO
HEOOXITHICTh BUSIBIISITH OOEPEKHICTD MPU KePyBaHHI aBTOTPAHCIIOPTOM a00 poOOTI 3 IHIIMMH MEXaHI3MaMH i
yac nikyBanHs MIPATIEKCowm. [TanieHTam i3 COHIMBICTIO Ta/a00 emi3ogaMu panTOBOTO HaMaly COHIMBOCTI CJIiJT
YTPUMYBATHUCh BiJl KEpyBaHHs aBTOMOOIJIEM Ta poOOTH 3 IHIIOKO TeXHIK00. KpiMm Toro, ciij po3risHyTH
MOSKJTUBICTh 3HIDKEHHS 03U 200 CKOPOYCHHSI TEPMiHY JIIKyBaHHA. Uepe3 MOXKIMBHUM aTUTUBHUI BIUIUB CJiJT



BUSIBJISITH OOEPEXKHICTh, SIKIIO MAIIEHT 3aCTOCOBYE 1HIIN CETaTUBHI JiKapChKi 3ac00M y KOMOIHAITii 3
MPaMINEeKCcoIoM a0 BKUBAE AlIKOTONb (IUB. po3AutH «B3aeMoist 3 IHIIUMU JIIKAPCHKUMU 3ac00aMu Ta 1HIII BUIN
B33a€MO/Iii1», «3aTHICTh BIUTMBATH HA MIBUKICTH PEAKIii MpH KepyBaHHI aBTOTPAHCIIOPTOM 200 IHIIUMHU
MexaHi3MamMu» Ta «I1o0igH1 peakiii»).

Posnaou konmponio nao cnonykannam. IlaieHTIB Ci1iJ peTeNTbHO KOHTPOIIOBATH IOA0 PO3BUTKY PO3JIa/iB
KOHTPOJIIO HaJl CTIOHyKaHHsAM. [lamieHT Ta 0cobu, K1 32 HUMH JIOTJISAIal0Th, MAIOTh 3HATH, 110 MPH JIKyBaHHI
aronicramu gonaminy, Bkatodaroun MIPATIEKC, MoxxyTh criocTepiraTUCs] CUMIITOMH PO371a/ly KOHTPOJIIO HaJl
CHOHYKAaHHSM, BKJIIOUAIOYH MATOJIONYHUHN MOTAT A0 a3apTHHX irop, MOCUJICHHS J1i01/10, TIIepCeKCYalIbHICTh,
KOMITYJIbCUBHA PO3TpaTa ado KyMiBJIs, IEpeinaHHs Ta KOMITYJIbCUBHE BJKUBAaHHS 1)K1.

[Tpu po3BUTKY TaKUX CUMITOMIB HEOOXITHO PO3TIISIHYTH MOKJIMBICTh 3MEHIICHHS 103U/ IIPUITUHEHHS IPUHOMY
npernapary.

Manis i denipiu. I1amieHTIB CJIi pETEIHLHO KOHTPOJFOBATH 11010 PO3BUTKY MaHii Ta aemnipito. [lamieHT Ta ocoodw,
K1 32 HUIMU JIOTJISIIAI0Th, MAIOTh 3HATH, 1110 MaHisd Ta AeNipiil MOXKYTh BUHUKATH Y MALIE€HTIB, 10 OTPUMYIOTh
Teparito npaminexcosiom. [Ipu po3BUTKY TaKuX CUMIITOMIB HEOOXITHO PO3IIISIHYTH MO>KJIMBICTh 3MEHIICHHS 1031
/IpUNMHEHHS] IPUIIOMY TIpenapary.

Tsaowcki cepyeso-cyounti 3axeoproganus. Y pas3i THKKUX CEPLEBO-CYyTMHHHUX 3aXBOPIOBaHb HEOOXITHO OCOOJINBO
00epexHO MpU3HAYATH MpernapaT. PEKOMEHIYEThCSI MOHITOPUHT apTepialbHOTO THCKY, OCOOJIMBO HA MTOYATKY
TKYBaHHS, 3 YpaxXyBaHHIM 3arajJbHOTO PU3UKY MOCTYpaIbHOI MMOTEH311, OB’ A3aHOI 3 AOMaMiHEPTIYHOIO
Tepariero.

Tayienmu 3 poznadamu ncuxiku. IlamieHTam 3 po3nagaMuy MICUXIKK CII1JT JTIKYBaTHCS aroHICTaMH IONIaMiHy JIAIIE
y pasi, KOJIH MOTEHI{Ha KOPUCTh Bif JIKyBaHHS NepeBaxae pu3nku. CiiJi yHUKaTH OJJHOYACHOTO 3aCTOCYBAHHS
AHTUIICUXOTUYHUX JIKapChKHUX 3aCO0IB 13 MPaMiNeKCoIOM.

Hetiponenmuunuii 3n0axicnuti cunopom. CAMITOMH, 1110 HaraJlytoTb HEHPOJENTUYHHUN 370SKICHUN CUHAPOM,
CHOCTEpIranucs Miclis Pi3KO1 BIIMIHU TOTIaMiHEPT iYHOTO JTIKYBaHHS.

Ogmanvmonociune obcmedcenHs.

PexomeHyeThCst peryisipHe ohTanbMOIOTTYHE OOCTEKEHHS y pa3i po3iaay 30py.

Ayemenmayis (nocunenns cumnmomis). [10BiTOMIIEHHS BKa3yIOTh Ha Te, O JIKyBaHHS CHHIPOMY HECIIOKIHHUX
HIT TOTIaMiHEPT1YHUMH TMIpernapaTaMi MOXe CIIPUYMHUTH ayTMEHTaI0. AyrMeHTAallisl IPOSBISETHCS PAHHBOIO
MOSIBOKO CUMITTOMIB BBeuepi (200 HaBITh BJICHB), MICUICHHSIM CUMIITOMATAKH Ta TOMTUPEHHSM CUMITOMIB Ha
BEpXHI KIHIIBKA. AyTMEHTAIIIIO CTIEI[1aIbHO TOCTIIHKYBAIN y X0l KOHTPOJIbOBAHOTO KIIHIYHOTO JOCIIKEHHS
BIIPOJOBXK 26 TIKHIB. AyrMeHTalys Oyna BusiBneHa y 11,8 % narjenTiB y rpymni npaminekcony (N=152) ta
iane6o (N=149). Anani3 yacy 1o ayrmenrauii 3a Kammanom-MeitepoM He TPOAEMOHCTPYBAB 5KOIHOI CyTTEBOT
PI3HHUII MK TPYIIaMH MPaMINEKCOITy Ta 1iane0o.

Hupkoea neoocmamuicmos. MIPAIIEKC TabneTku ciij npu3HadaTu 3 00EpexXHICTIO MaLll€EHTaM 3 HUPKOBOIO
HEIOCTATHICTIO, OCKIJIBKH MPaMiIeKCOJI BUAUTAEThCS Ype3 HUPKH.

Paboomioniz. € muanii BUMaioK padaoMiofizy MaB Miclie y 49-piqHOT0 YOJIOBIKA 3 MMPOTPECYIOYOI0 XBOPOOOIO
[MTapkincona npu nikyBanHi MIPAIIEKC tabnerkamu. [lamieHT OyB rocniTaii3oBaHui ¢ MiJBUILEHUM PiBHEM
kpeatundocdokinazu (CPK — 10,631 MO/m). CumnToMu 3HUKIIU 11 CII TPUTTHHEHHS JIIKYBaHHS.

3acmocyeannsn ¢ nepioo eazimmnocmi abo 200yeanus 2pyooio.

BruiB Ha BariTHICTH 1 JakTamito y moanan e gociipkyBaBes. MIPAITEKC mMoxHa 3acTOCOBYBaTH BalTHUM
TUTBKH Y pa3i, KOJIU MOTEHIIIHA KOPUCTh TIEPEBHIIY€ MOTSHIIIHUI PU3UK VIS TJI0/A.

Ocxkinpku mikyBarnas MIPAIIEKCom mpuradye cexpenito mpolakTHHY, MOXKIIUBE 3MEHIIICHHS JTaKTaIi.
Exckperist MIPATIEKCy y rpyaHe mosioko He BuBYaiach y kHOK. MIPAITEKC He pekoMeHIy0Th 3aCTOCOBYBATH
XKIHKaM, sIKi TOAYIOTh rpyato. SKio He MoxHa yHUKHYTH 3acTtocyBanHs MIPAIIEKCy, rogyBaHHs rpy o cin
MIPUITHHATH.

JocmixeHb M0/10 BIUIMBY Ha (PepTUIIBHICTD JTIOAUHU HE TIPOBOIUIIOCH.

30amuicmos eniueamu HA WEUOKICMb peaKyii npu KepyeanHi A6mompancnopmom ado iHuumMu MexaHizmamu.
MIPAIIEKC mosxe MaTy 3HaUHUH BIUIUB HA 3JaTHCTh KEPYBATH aBTOTPAHCIIOPTOM a00 MpaIfoBaTH 31HIIMMU
MexaHi3MamMu. MOKJIMBa MosBa raJlfolMHAI A a00 COHIIMBOCTI.

[TamieHTaM 13 COHJIMBICTIO Ta/a00 €I1i30/laMy PanTOBOTO Hamaay COHJIMBOCTI CJIiJT yTPUMYBATHCh BiJl KEPYBaHHS
aBTOMOOLIEM Ta MOTEHI[IHHO HEOE3MeYHOI JisITHHOCT1, KOJIH MOTIPIISHHS YBard MiBUIIYE PU3UK CEPHO3HOTO
MOIIKO/KeHHS a00 cmepT mija yac 3actocyBanHs MIPATIEKCy.



Cnocio 3acmocysannus ma 003u.

Bces inghopmayia wjooo 003yeanms cmocyemuvcsa npaminekcony y ueisiol npaminekcory ouciopoxiopuoy.

Xeopoba llapkincona.

J1000ByY 103y 3aCTOCOBYIOTH y 3 MPUHOMH OAHAKOBHUMH YaCTKaMHU.

Tlouamxose niKy8aHHs.

Sk HaBeleHO HUXKYE, 03y MpenapaTy He0O0Xl THO 30UTBIITYBAaTH MTOCTYIOBO, 3 MOYaTKOBOL 0,375 Mr Ha 700y KOXKHI
5-7 nHiB. SIK0 y Malli€HTIB HE BUHUKAIOTh HETIEPEHOCHMI MOO1UH1 SIBUIIA, 103y HEOOX1IHO TUTPYBATHU 10
JOCATHEHHS! MAKCUMAJIBHOTO TEPANeBTUYHOTO eeKTy (nuB. Tad. 1).

Tabmums 1
Cxema 361bmerss no3u MIPATIEKGy
TwxneHsb Ho3za (mr) 3aranpHa 1000Ba 103a (MT)
1-i 3x0,125 0,375
2-i 3x0,25 0,75
3-i 3x0,5 1,5

[Tpu HEOOXiTHOCTI MOAATBIIOTO 301TBIICHHS JO3H T000BY /103y MOTPiOHO 301bnTyBaT Ha 0,75 MT IIOTHXKHS 10
MaKCUMaJIbHOI, SIKa CTAaHOBUTH 4,5 MT Ha 100y. OgHAK CTiJl BIJ3HAYNTH, 1110 YaCTOTa BHHUKHEHHS COHJIMBOCTI
MIiABUIY €ThCS IPU 3aCTOCYBaHHI 103 Buile 1,5 Mr Ha 100y.

IHliompumyroua mepanis.

[nmuBimyanpHa m03a konuBaeThes Big 0,375 Mr mo MmakcumanbHOi 4,5 mr Ha 100y. [hix yac 301IbIICHHS 1031
IPOTSrOM OCHOBHHX JIOCITIKEHb €(EeKT JIIKyBaHHs CIIOCTEpirajiv MOYMHAI04H 3 1000Boi 103u 1,5 mr. [loganeie
KOPUTYBAaHHS JI03H MOTPIOHO 31MCHIOBATH Ha OCHOBI KJIIHIYHO1 BIJIMTOBIII Ta 3 OTJISy HA BHHUKHEHHS IMOOTYHIX
peakuiid. Y xo/i KIiHIYHUX JOCTIHKEHb 01M3bK0 5% mareHTiB nmpuiiManu 1034 Mexie 1,5 mr. [pu
nporpecyrouiii xBopoOi [Tapkincona no3a ume 1,5 Mr Ha 100y MOXe OyTH KOPUCHOIO Mall€HTaM, JIJIS STKUX
MJIaHY€THCSI 3MEHIIIEHHS JI03H JICBOIONHU ITPH KOMOIHOBaHIi Teparii 3 JeBOAOIO0. PeKOMEHAYeThCS 3HUKEHHS
11034 JeBogonu y pasi 30inbienHs 1o3u MIPAIIEKCy Ta nij yac miATpUMyroUoi Teparii 3aj1eXHO0 Bl peakiii
OKpEMHUX MallleHTIB (IUB. po3All «B3aeMois 3 IHIIMMHU J1KApChKUMHU 3aC00aMHU Ta 1HILI BUAM B3aEMOJILINN).
Ilpununenns nikysanms.

PanToBe mpunMHEHHS 1OMaMiHEPTiYHOI Teparnii MOXe MPU3BECTHU 10 PO3BUTKY HEHPOJIEITUYHOTO 3JI0SIKICHOTO
cunapomy. Jlo3y npamineKkcosry ciij 3MeHIIyBatu 3a cxemoro 0,75 Mr Ha 100y 10 1o6oBoi 1o3u 0,75 mr. [hicns
BOTO 103y ciij 3HKyBaTH 110 0,375 Mr Ha 100y (auB. po3ai1 «OcoOIUBOCTI 3aCTOCYBAHHSY).

Jo3zyeanns ons nayienmis i3 nopyueHHaM QYHKYIL HUPOK.

BuBenenns nmpaminekcody 3ai1exuTh Bl GyHKIIT HUpoK. Hk4ueHaBeeHa cxema 103yBaHHs MPOMOHYETHCS TSI
MOYaTKOBOI Teparii.

[MamienTy 3 KIipeHCOM KpeaTuHiHy noHaa 50 MII/XB HE IOTPeOYIOTh 3MEHIIIEHHST T0OOBOI 1031 200 YaCTOTH
JO3yBaHHS.

[Tamientam 3 kiripercom kpeatuniny 20-50 mir/xB ogatkoBy 1060BYy 103y MIPATIEKCy 3acTocoBytoTh 3a 1Ba
npuitomu, mounHatouu 3 0,125 mr asiui Ha 700y (0,25 Mr/no0y). He crin nepeBuiyBaT MakCUMalibHY JOOOBY
J103y TMpaminekcoty 2,25 Mr.

[Tamientam 3 KiripeHcoM KpeatuHiHy Hibkde 20 mi/xB 1000By 103y MIPATIEKCy 3acTOCOBYIOTH 32 OJTUH MIPHIAOM,
nounHarouu 3 0,125 mMr/no0y.He ciig nepeBuIyBaTi MakCUMalibHY TO00OBY /103y Tipaminekcony 1,5 mr.

[Tpu noripuenHi (GyHKII{ HUPOK Ha Tii miaTpumyrodoi Tepamii 7060By 103y MIPAIIEKCy 3MeHIyoTh Ha
CTUJIBKH BIICOTKIB, Ha CKIJIBKM 3MEHIITUBCS KJIIPEHC KpeaTuH1Hy. Hanpukiazn, 3a yMOBH 3HUKEHHS KJIIPEHCY
kpeatuHiny Ha 30 % no6oBy no3y MIPAIIEKCy 3menmyiots Ha 30 %.J/{060BY 103y MOXHa 3aCTOCOBYBATH 3a J1Ba
NpUHOMH, SIKIIO KJIIPEHC KpeaTHHiHy 3HaX0AUuThes B Mexkax 20-50 Mi1/XB, 1 32 O/IMH, SKIIO KJIIPEHC KPeaTuHiHYy
Hk4ge 20 MI/XB.

Ho3yeanns ona nayienmis i3 nopyueHHAM QYHKYIi neuinKu.

Jyist marieHTiB 13 MOpyIIeHHIM (DYHKINT MEYiHKYA 3MEHIIICHHS 1031 HE BBAXKAETHCS HEOOXI THIUM, OCKUTHKH Maike
90 % 3acBO€HOTO Tpernapary BUBOAUTHCA HUpKamu. [loTeHIiiiHMI BIJIMB NOpyLIeHHS (QYHKII1 NEYIHKH Ha
dapmakoxinetuky MIPAITEKCy He nocuniixyBaBcs.

Cunopom HecnoKiuHUX Hie.

PexomennoBana mouatkoBa no3a MIPAITEKCy cranosuts 0,125 Mr oauH pa3 Ha 100y 3a 2-3 roauHu A0 cHy. J{ns
NAIli€HTIB, SKI TOTPEOYIOTh 101aTKOBOTO TOJIETIIEHHS CHMITOMB, 103y MOKHA 30UTbIITYBAaTH KOXHI 4-7 THIB 710
MakcuMaibHOI 1031 0,75 mr Ha 100y (AuB. TabmI. 2).




Tabmums 2

Cxewma 36utbpmerss no3u MIPATIEKGy

Etan tutpyBanHs PazoBa 1o0oBa BevipHs 1032 (Mr)
1 0,125

2% 0,25

3* 0,50

4% 0,75

* y pasi motpedu

[ToTpiOHO OLIHUTH peakIlio MaIlieHTa Ha JIIKYBaHH M 3 MICSIIIB Ta MEPErTITHYTH HEOOXIAHICTh TPOAOBKEHHS
Teparii. SKIo JiKyBaHHS MepEepUBAETHCS OUIbILE, HI)K Ha KIJIbKA JTHIB, CJILJ IOBTOPHO PO3MOYaTH 3 103U, SIKa
3a3HaueHa BUIIIE.

Ilpununenns niKys8auHs.

Ockinbku 1000Ba 1032 )1 JIKYBaHHS CHHAPOMY HECTIOKIMHUX HIr He nepeBulye 0,75 MT, 3aCTOCYBaHHS
MIPAIIEKCy MoxHa TpUIMUHATH 0€3 MOCTYTOBOT0 3MEHIICHHS JO3U.Y X0l 26-THKHEBOTO anebo-
KOHTPOJIHOBAHOTO KIHIYHOTO JOCIIKEHHS CIIOCTEPIraiocs IOHOBJICHHS CUMIITOMIB CHHAPOMY HECHOKIHHUX HIT
(TTOCUIJIEHHS TSAKKOCTI CUMIITOMIB ITOPIBHSHO 3 MO4aTKoBUM piBHEM) Y 10 % mnanienTiB (14 13 135 narieHTiB)
TICJIsl pANTOBOTO MIPUITMHEHHS 3aCTOCYBaHHs Ipaminekcomny. Takuit eekT crnocTepiraBcs s BCIX 03.
Jo3yeanns ons nayicnmis i3 nopyueHHaM QYHKYIL HUPOK.

Busenenns MIPAITEKCy 3 opraniamy 3aiie:xuth Bia QpyHKIT HUpOK. [lamieHTam 13 KITipeHCOM KpeaTHHIHY BHIIIE
20 mi1/XB HEMa€e MOTpedu y 3MEHIIEeHH1 J000BO1 103H.

3actocyBanns MIPAIIEKCy He BuBUYanocs y maeHTiB, K1 3HAXOAATHCSA HA TEMOIai3l, Ta y MaIll€eHTIB 13
TSOKKUM CTYTIEHEM MOpYIIEeHHS QYHKIT HUPOK.

Ho3zyeanns ons nayienmis i3 nopyueHHAM QYHKYIL neuiHKu.

Jlnst marieHTiB 13 mopymeHHIM (YHKIINT TEYiHKA 3MEHIIICHHS JI03M HE BBAXKAETHCSI HEOOX1THUM, OCKIJIbKHA MaiKe
90 % 3acBOEHOTO NpenapaTry BUBOJAUTHCS HUPKaMH.

Cnocib 3acmocysanusi.
Tabnerku HEOOXITHO MPUIMATH MEPOPATFHO, 3aIMBAIOYN BOJIOIO, T[] Yac Mpuiiomy ki uu 6e3 Hei.

Mimu.

Xesopooa Ilapxincona. be3neka ta epextuBHict MIPATIEKCy mnst aireli (Bikom 0 18 pokiB) HE BCTAaHOBIIEHI.
OO6rpynTyBanHsa MoxuBoCTI 3actocyBanHs MIPAITEKCy aitsim ipu xBopo©6i [lapkiHcona HeMae.

Cunopom necnoxitinux nie. 3actocyBanusi MIPAITEKCy He pekoMeHI¥ThCs AiTAM (BIKOM 110 18 pokiB) uepes
HEJOCTATHICTh TAHUX 3 0e3MeKH Ta €PESKTUBHOCTI.

Cunopom Typemma. MIPATIEKC nHe cin 3actocoByBatu miTsAM (BikoM 10 18 pokiB) i3 cuHapomom TyperTa uepes
HEeraTHBHE CIiBBIIHOIIEHHS MIEPEBAry/pU3UKY JUIS IOTO 3aXBOPIOBAHHS.

Ilepedo3ysanns.

Kniniunuii 1ocBin 3Ha4HOTO NIepeao3yBaHHA BiACYTHIH. OuikyBaHi mo6iuHi ehekTH, MoB’s13aHi 3
(dhapmakouHAMIYHAM TIPOQiIeM JOTIaMiHOBOTO aroHICTa, BKIIOYAIOTh HYJI0TY, OJIFOBaHHS, NIIEPKIHE3110,
rajgronuHanii, 30yPkeHHs Ta apTeplajibHy TMOTeH3110. AHTHIOT IIPU NepeA03yBaHHI JOIIaMiHOBUM aroHiCTOM He
BCTaHOBJICHUH. Y pa3i MOsiBH 03HAK 30Y/KEHHS IEHTPAILHOT HEPBOBOT CHCTEMHU MOXHA OYTH NMPU3HAYATH
HelponenTuky. JIikyBaHHsI MALIEHTIB 3 IEpe103yBaHHAM MOXKE OTPeOYBaTH 3aralbHUX MATPUMYIOUHMX 3aXO0/IB
pa3oM i3 IPOMHUBAHHSM IILTYHKa, BHYTPIITHHOBEHHUM BBEJICHHSM PiIMHH, 3aCTOCYBAaHHSAM aKTHBOBAHOTO BYTLJLIS
Ta KOHTPOJIEM €JIEKTPOKAP 0T PaMH.

Ilo6iuni peakuii.
[To61uHi peakiiii mogaHo 3a KjacaMu CUCTEMH OpraHiB Ta 4aCTOTOK BUHUKHEHHS: ayske yacTo (> 1/10), gacto (>
1/100 — <1/10), mewgacto (> 1/1000 — < 1/100), piako (=1/10000 — < 1/1000), xyxe pinko (<1/10 000).

Xsopoba Ilapkincona.

VY manienTiB i3 XxBopo0Ooro [TapkiHCOHa MpH JIIKyBaHHI MPaMileKcoJIOM MOPIBHIHO 3 IIae0o HailuacTimuMu
nmo6iuHnMH peakiisiMu (> 5 %) Oynu Hy0Ta, TMCKIHE31s, apTepiajibHA TIMOTEH315, 3a1IaMOPOYEHHS, COHJIUBICTD,
0e3COoHHS, 3a1op, TaJIoIUHAIl]l, TOJIOBHUH O11h Ta BTOMIIIOBaHICTh. YacTOTa BUHUKHEHHS COHJIMBOCTI




MIBUIILyBajacs PH 3aCTOCYBaHHI 03 Buie 1,5 Mr Ha 100y (AuB. po3maia «Crocid 3acToCyBaHHS Ta 031 ).
HaituacTimoro no0i4HOI0 peakiiero npu npuitoMi y koMOiHaIlii 3 1eBojo1o0 Oyiia JUCKiHe3 1. ApTepiaibHa
rioTeH3isl MO’Ke BUHUKHYTH Ha TIOYATKY JIKYBaHHS, OCOOJIMBO SKIIO MTPAMITIEKCOJI THTPYETHCS 3aHAATO IIBHUIKO.
Ingpexyii ma ineasii:

HEYaCTO — THEBMOHi .

3 60Ky eHOOKpUHHOI cucmemu:

HEYacTO — MOPYIICHHS CEKPeIlil aHTU I1ypEeTUIHOT'O TOPMOHYL.

Tcuxiuni posnaou:

4acTO — MOPYIIEHHS CHY, CHMITOMH PO3JIaAy KOHTPOJIIO HaJl CIIOHYKAaHHSIM Ta KOMITYJIbCHBHA MTOBEAHKA,
CIUTYTaHICTh CBIIOMOCTI, TafOLMHAITlT, OE3COHHS;

HEYacTo — rnepeiganHsl, maToNOTIYHUH MOTST A0 BiJIBi{yBaHHS Mara3uHiB, MapeHHs, rinepdarisl,
TIIePCeKCyabHICTh, PO3JIaaH JIi 0170, TapaHosl, MATOJIOTIYHUH MOTAT A0 a3apTHUX Irop, 3aHETIOKOEHHSI, IEeTIPii;
PIIKO — MaHis.

3 b6oky Hepeosoi cucmemu.

Jy>Ke 4acTo — 3allaMOPOUYEHHS, TUCKIHE3151, COHJIUBICTB;

YacTO — FOJIOBHUM O1J1b;

HEYaCTO — aMHE31s, T1MepKiHe3 1, panTOBUI Hamaj COHJIUBOCTI, CHHKOTIE.

3 6oky opeanis 30py:

4acTo — MOPYIIEHHS 30PY, BKIIIOYAIOUX JUTUION O, HEUITKICTh 30pY 1 MOTIPIIEHHS TOCTPOTH 30DY.

3 boky cepyeso-cyOunHoi cucmemis:

4acTo — apTepiaibHa T1IOTEH3Is;

HEYaCTO — CepIieBa HEJIOCTATHICTHI.

3 60Ky ouxanvHOi cucmemu, op2ani 2pyoOHOI KIimKu ma cepe0oCmiHHsL:

HEYacTo — 3a/IMIIIKa, THKABKa.

3 boky mpasnoi cucmemu:

Jy’e 4acTo — Hy10Ta;

4acTo — 3arop, OJIFOBAHHS.

3 60Ky wiKipu i NiOWKIPHOT KITMKOBUHU:

HEYacTO — rnepuyyTJINBICTh, CBEPOK, BUCUIIAHHS.

3azanvmi posnaou:

94acTo — MiABUIIIEHA BTOMJIIOBAHICTh, IepudeprudHi HaAOPSIKU.

Jlocnioowcenns:

YacTO — 3MEHIIEHHS MacH T11a, BKIIOYAIOYH 3HIDKEHHS alleTUTY;

HEYacTO — 30UTBIIICHHS] MaCH Tifa.

1 [11 mo6iuHa peakilis criocTepiraigach y moCTMapKETHHTOBOMY riepiofi. Y 95 % yactoTa He BHIIE HiXK HEYAcToO,
ajyie MOXe OyTH HMKYOK. BCTaHOBICHHS TOUHO YaCTOTH HEMOJKIIMBE, OCKUIBKY TTOOIYHA peakIlis He
CrocTepiranach i yac KIiHIYHUX JOCIIHKEeHb cepen 2762 naiieHTiB 13 xBopoOoto [TapkiHcoHa, AKi JiKyBalIuCh
IIPAMINEKCOIOM.

Cunopom HecnoKiUHUX Hie.

V narieHTiB 13 CHHAPOMOM HECHOKIHHHUX HIT MPHU JIIKYBaHHI PaMiNeKcoIoM HalluacTIUMH MO0 TYHUMHU
peaxiismMu (> 5 %) Oynu Hy1OTa, TOJOBHMIA (J1h, 3aITAMOPOYCHHS Ta T ABUIIICHA BTOMITIOBaHICTh. HymoTa i
MiJBUIIEHAa BTOMJIIOBaHICTh YacTillle CriocTepiraiuch y xiHok (20,8 % 1 10,5 % BiAnoBiAHO) NMOPIBHIHO 13
yonoBikamu (6,7 % 17,3 % sinnosigHo) rnpu JdikyBanHi MIPATTEKCowm.

Ingexyii ma ineasii:

HEYacTO — MHEBMOHI 2.

3 6oky eHOOKpuHHOI cucmemu:

HEYaCTO — MOPYLIECHHS CeKpellii aHTHI1yPETUIHOTO TOPMOHY2.

Icuxiuni posznaou:

4acTo — MOPYIICHHS CHY, 0€3COHHS;

HEYacTO — CUHMIITOMH pO3JIaAy KOHTPOJIIO HaJl CIOHYKaHHAM Ta KOMITYJIbCHBHA IIOBEJIHKA, TaKa SIK IepeilaHHs,
MaTOJIOTIYHUH MOTAT 0 BiJIBIJyBaHHS Mara3uHiB, IIepCceKCyalbHICTh Ta MAaTOJIOTTYHUHN MOTAT A0 a3apTHUX irop2;
CIUTYTaHICTh CBIZIOMOCT1, MAPEHHHS, TAIONMHAIL1, Tinepdaris2, po3naau iiodino, mapaHos2, 3aHETOKOEHHS, MaH s,
JIeTipii.




3 b6oky Hepeosoi cucmemu.

9acTo — 3allaMOPOYCHHS, TOJIOBHUMN OLTb, COHJIUBICTH;

HEYaCTO — aMHe31512, TUCKiHe31s, TIepKiHe3is12, panTOBUN HaNa COHJIMBOCTI, CHHKOIIE.

3 boky opeanie 30py:

4acTO — MOPYILIEHHS 30pY, BKIIOYAIOUU TUIUION IO, HEUITKICTh 30pY 1 HOTIPIIEHHS TOCTPOTH 30pYy.
3 60Ky cepyego-cyOunHoi cucmemu:

HEYacTo — ceplieBa HeOCTAaTHICTh2, apTepiajbHa riMoTeH3is.

3 6oky ouxanvHoi cucmemu, opeanie epyOHOL KIimKu ma cepedoCminHsL:

HEYacTo — 3a/IMIIKa, THKaBKa.

3 6oky mpagnoi cucmemu:

Jy’Ke 9acTo — HyJ10Ta;

4acTo — 3arop, OJIOBaHHS.

3 6oxy wKipu i RIOWKIPHOT K1iMKOGUHU.

HEYacTOo — rIepyyTIUBICTh, CBEPOIK, BUCUIIAHHS.

3aeanvui posnaou:

4YacTOo — ITIBUII[EHA BTOMJIFOBAHICTD;

HE4acTo — nepudeprudHi HaOPSIKH.

Jlocnioaxcenns:

HEYacTO — 3MEHIICHHS MacH TiJIa, BKJIIOYAI0UYH 3HW)KCHHS alleTUTY, 3QJIbIIESHHS MacH Tina.

2 [1s mobiyHa peakilis criocTepiranach y mocTMapKeTHHroBoMy repiofi. Y 95 % yactoTa He BHIIE HiXK HEYACTO,
ajyie MOXxe OyTH HMKYO0I0. BCTaHOBICHHS TOUHO YaCTOTH HEMOJKIIMBE, OCKUIBKY MTOOIYHA peaKIis He
crocTepiranach y Xo/i KIiHIYHUX JOCTIHKEeHb cepell 1395 malfieHTiB 13 CHHAPOMOM HECTIOKIMHUX HIT, Kl
JIKYBaJIHCh PaMiIMeKCOIOM.

Connugicmy. 3acTOCYBaHHS PAMINEKCOITy YacTO MOB’s13aHE 13 COHJIMBICTIO 1 HEYACTO 13 HAAMIPHOIO COHJIMBICTIO
y IEHHUH Yac Ta eni30/laMy panToOBOTO HAMay COHIMBOCTI (IUB. po3aii « OCOOIUBOCTI 3aCTOCYBAHHS»).

Po3znaou ni6ioo. 3actocyBaHHS MpaMINeKCOTy HEYaCTO MOXe OyTH TTOB’s13aHE 13 po3nagaMu Ji0110 (I ABUIICHHS
a00 3HWKCHHS).

Po3znaou konmponio nao cnonykanuam. llpu nikyBanHi aroricramu nonaminy, Bkiaodatoun MIPATTEKC, moxyTh
CIIOCTEPITaTHCs CHMITOMH PO3JI1aay KOHTPOJIO HaJl CIIOHYKaHHSM, BKIFOUAIOUH MTAaTOJIONYHUHN MOTAT IO a3apTHUX
irop, mocuseHHs 110110, TiMepceKCyallbHICTh, KOMITYJIbCUBHI pO3TpaTh a00 KyMiBIi, MepeiganHs Ta KOMITYJIbCUBHE
BXKMBaHHSA DK (quB. po3ais «OcoOIuBOCTI 3aCTOCYBaHHS ).

Cepyesa neoocmamuicme. Y X0l KINIHIYHUX TOCITIIKEHb Ta TOCTMAPKETHHTOBOTO TIEPIOIy cepiieBa
HEJIOCTATHICTh CIIOCTEpiraiach y Maii€eHTiB, K1 3aCTOCOBYBAJIM MIpaMineKco. Y Xoi (hapMakoer 1eMioIoTi9HOTO
JOCIIKEHHS 3aCTOCYBaHHA IpaMireKkcory OyJio MoB’s3aHe 3 MIBUIIEHHSIM PU3UKY CEPLIEBOI HEJOCTATHOCTI
MOPIBHSHO 13 BIJICYTHICTIO 3aCTOCYBaHHs (CHiBBIAHOLIEHHS pu3uky 1,86; 95 % CI, 1,21-2,85).

Tepmin npuoamnocmi. 3 pOKH.

YmoBu 30epiranns.
30epiraTu pu Temmnepartypi He Buie 25 [C.
30epiraT¥ B HEIOCTYITHOMY JAJISL AIT€H MICIT.

YnakoBka.
ITo 10 Tabnerok y Gumictepi; mo 3 GicTepu B KApTOHHINA KOPOOIIi.

Kareropis Bianmycky.
3a peLenrtom.

BupoOHuk.
bepinrep [arensxaiim ®apma 'm6X i Ko. KI'./
Boehringer Ingelheim Pharma GmbH & Co. KG.
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