IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

Mipanexc® I1]]
(Mirapex® ER)

Cknao:

oil0ua peuoguHa: TIPaMINEKCOT;

1 TabyieTka MPOJIOHTOBAHOI Ji1 MICTHTB:

0,375 Mr IpaMineKcoy JUTiIpoXJIOpUIy MOHOTIAPATY, IO BianoBigae mpaminekcony 0,26 mr abo

0,75 Mr mpamineKcoIy AUTiAPOXIOPUIY MOHOTIIpaTy, mio BiAmoBigae npaminexkcory 0,52 mr abo

1,5 Mr npaminekcoiry TurigpoxXIopHuy MOHOTIIpaTy, IO BilmoBinae npaminekcory 1,05 mr;
odonomidxcHi pewogunu. Timpomenosa 2208, kpoxmallb KyKypya3sHuid, kapoomep 941, KpeMHIIO0 T10KCH
KOJIOiTHUI O0€3BOHUI, MarHito cTeapar.

Jlikapcbka ¢gopma. TabieTku MPoIOHTOBAHOT il

OcHo8HI i3uKo-XIMIUHI 61ACMUBOCTI:

Jast Tabsierok mo 0,375 mr — 6inti abo Maibke O11i, KpyTITi, IBOOITYKIIi TaOJIETKH 31 CKOIICHUMH KPasiMHU, 3
BHJIABJICHUM 3 OJHOT'O OOKY JIOroTUIIOM KoMItaHii «BlI», a 3 iHmoro 6oky — «P1».

Jist Tabnerox mo 0,75 mr — 6ii abo maiixke Oui, KPYTIIi, ABOOITYKJI1 TaOJIETKH 31 CKOIIEHUMH KpasiMH, 3
BHJIABJICHUM 3 OJHOT'O OOKY JIOroTHUIIOM KoMItaHii «BI», a 3 iHmoro 6oky — «P2y.

Jiis Tabnerok mo 1,5 mr — Oimi abo Maixe OLTi, OBaJbHI, ABOOMYKIII TaOJCTKU 3 BUAABJICHUM 3 OJTHOTO
0oky norotunom kommnasii «BI», a 3 inmoro 6oky — «P3».

dapmakoTepaneBTHYHA rpyna. Jlonaminepriddi 3aco0u. ATOHICTH JOIIaMiHY .

Kox ATX N04B CO05.

Dapmakonoziuni eracmusocmi.

Dapmaroounamika.

[Tpaminekcon € aronicroM nodamMiHy, 0 3 BHCOKOIO CENEKTHUBHICTIO 1 CTIEU(IYHICTIO 3B A3YETHCA 3
iApOIUHOIO TodaMiHOBUX perenTopiB Dy; cepen HUX BiH Ma€ MepeBaXXHy CXOXKICTh 3 perentopamu D3,
a TaKOXX NIOBHY NPUTAMaHHY iM aKTHBHICTb.

[Ipaminekcon moM’sKIIye MOPYIIEHHS MOTOpHOi (pyHKuii, BmacTuBi XxBopoOi IlapkiHcoHa, mIIsSIXOM
CTUMYJIAIIT 10()aMiHOBUX PEIENTOPIB Y CMYTracTOMY TiJIi.

Dapmarokinemuxa.

[Ipaminekcon MOBHICTIO BCMOKTYETHCS TMICHS MEPOPaNBHOrO MpHiioMy. AOCOIIOTHA 0100CTYIHICTH
nepesuitye 90 %. Ilix gac pocaimxenHs nepuoi ¢gasu, B sKiil mpaMineKkcosa 3 HeralHUM BUBUIbHEHHSIM
1 TaOJETKU MPOJIOHTOBaHOI [ii OIIHIOBAJMCS MpHU IX MpHHOMI HaTIIe, MiHIMaldbHA 1 MaKCHUMalbHa
koHIeHTpauii B miaazMi KpoBi (Cpin, Cmax), @ Takox aAid (moma mif GapMakoKiHETUYHOIO KPUBOIO
(AUC)) onHiei # Tiei 7000B01 1031 TadneTok nposonrosanoi aii MIPATIEKC I1/1, siky 3acTtocoByBanu 1
pa3 Ha 1100y, 1 Tabnerok MIPAIIEKC, mio 3acTocoByBanu 3 pa3u Ha 100y, OyiiM €KBIBaJI€HTHUMHU.
[Tpuitom tabnerok nposonrosanoi ai1i MIPAIIEKC I1/] 1 pa3 Ha 100y piaiie cipu4uHsS€ KOJUBAHHS
KOHIEHTpaLli MpaMineKcosy y Ijia3Mi KpoBl HIPOTAroM 24 roAuH MOPIBHSHO 3 NPUIOMOM TabJIeTOK
MIPaMiNeKcoy 3 HeralHUM BUBLIbHEHHM 3 pa3u Ha 100y. MakcumalnbHa KOHIIEHTpaLis y Ma3Mi KpoBi
J0CATAETHCSI MPUOIU3HO uepe3 6 rofuH nicis npuiiomy tadnetok nposonrosanoi aii MIPATIEKC IT/1 1
pa3 Ha 100y. CtalinpHa Jisl JOCATAETHCS MOHANOIBIIE Yepe3 S THIB MOCTIHHOTO 3aCTOCYBAHHS JI03H.
OpHovacHMI NMPUIOM pa3oM 3 1KE0 3arajioM He BIUIMBA€ Ha 010JJ0CTYMHICTh Npaminekcoiy. BxxuBaHHs
1K1 3 BUCOKMM BMICTOM KHPY CIPUUYUHSIIO MIIBUIIEHHS MaKCUManbHOI KOHIIEHTpaIlli (Cyy,x ) MPUOIN3HO

Ha 24 % micis 0IHOPa30BOro Mpuiomy 1034 1 mpubiuzno Ha 20 % micist 6araTropazoBoro npuiiomy 103y,
a TaKoX 3aTPUMKY JOCSITHEHHS MaKCHUMalbHOI KOHILIEHTpaLil mpernapary y 3J0pPOBHUX J0OpPOBOJIBLIB



npubin3Ho Ha 2 roauHu. OnHoyacHUN mpuUHOM TKi HE BIUIMBAB Ha 3araibHy Aito mpemnapaty (AUC).
[TigBumenHs MakcuManbHOi KOHIEHTpaLii (Cpyax) HE BBAXKAETHCS KIIHIYHO 3HAUYILHM.

Maca Ttinia He BIUTMBAE Ha wIonry i GapmakokiHeTnuHo KpuBoto (AUC), omHak OyJi0 BUSBIICHO, IO
BOHA BIUIMBAE Ha 00’€M PO3MOAUTY, a TOMY 1 Ha MakcuMaibHy KoHUeHTpauilo (C,x). Maca Tina,
nigBumieHa Ha 30 Kr, COpUYUHSE MiIBUIICHHS MakcUManbHOT KoHIeHTpamii (Cp,x) Ha 45 %. Ilpote y
xoni pociimxkens 11 ¢a3um y marienTiB 3 xBopoOoro [TapkiHcoHa He OyJ10 BUSBIEHO KIIHIYHO 3HAYYIIIOTO
BIUTMBY MacCH Tijla Ha TepaneBTUYHUN e(EeKT 1 MepeHOCUuMICTh TabneTok nposionroaHoi i MIPATIEKC
[1/1. ITpaminekcon AeMOHCTpPYE JiHIHHY KIHETHKY 1 HEBEJIMKY MIHJIMBICTh PIBHIB Ipenapary y Iia3mi
KpOBI Yy PI3HHUX MAIIEHTIB. Y JIOIWHU 3aTHICTh IPAMINIEKCOY 3B’ A3yBaTUCS 3 OUIKOM JyXKe HU3bKa (<
20 %), a 06’em posnoainy - Benukwuii (400 ).

VY nroauHu IpaMinekcoa MeTaboIi3y€eThCs JTUIIe HE3HAYHOK0 MipoIo.

BuBeneHHs mpaMirekcoiy y He3MiHEHOMY BUTJISIII HHPKaMU € OCHOBHUM IIIJISIXOM BHBEICHHS ITPETIapary.

[Tpu6mm3no 90 % 14C miuenoi JI03U BUBOAMTHCS HUPKAMH, TOA1 K MeHIe 2 % Oyio BUIBICHO y Kali.
3aranbHUM KIIIPEHC MpaMiNeKcory CTaHOBUTh puOian3Ho 500 Mil/XB, a HUPKOBUHN KIIIPEHC — MPUOIN3HO
400 mn/xB. Ilepion HamiBBUBeneHHS (t/2) Bapitoe BiJ 8§ TOJUH y MOJIOAUX JtOAeH 10 12 roauH y JiTHIX
JIIOJIEN.

KuiniuHi xapakrepucTukm.

Ilokazanna. MIPATIEKC I1]1 noka3anuii 1opociuM JUisl JTIKyBaHHS CUMIITOMIB 1{I0MAaTUYHOI XBOPOOH
[TapkiHcoHa sk okpemo (0e3 JIeBOJOINHM), TaK 1 B KOMOIHAIli 3 JIEBOJOMOK, TOOTO MPOTATOM BCHOTO
3axBOpIOBaHHS. {151 MiKyBaHHS PO3TOPHYTHX CTaiid, Koiu edeKT IeBoaonu nociaabiaoeTses abo crae
HECTINKUM, a TaKOX CIOCTEPIraloThCsl KOJIMBAHHS TEPAneBTHUHOTO eexTy (mpunuHeHHs Iii 103u abo
KOJIMBAHHSI 3a IPUHITUIIOM i€ — HE JIIER).

Ilpomunoxazanns.

[TigBuieHa 4y TAUBICTh 10 KOMIIOHEHTIB IIpenapary.

B3aemodia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uou 63acmooiil.

36’s3y6anns 3 OiIKamu naazmu Kposi.

31aTHICTH MpaMineKkcoly 3B’s3yBaTuCs 3 OLTKaMu IUIa3MH KpPOBi € Ayxe Hu3bKow (< 20 %), He3HauHa
6ioTpancdopmariis cnocTepiraeTses y 4oiaoBikiB. TomMy B3aeMo1is 3 IHITUMHU JIKAPCHbKUMU 3aC00aMH, 1110
BILTMBAIOTH Ha 3B’ sI3yBaHHsI Ipemnapary 3 OijIkaMu KpoBi a00 HOro BUBEIEHH: IIIIXOM OioTpaHcopMariii,
€ MaJoUMOBIpHOIO. OCKUIBKM aHTHUXOJIHEPriuHi 3aCO0M BHBOJSTHCS 3 OpPraHi3My TOJOBHUM YHUHOM
nusixoM 6ioTpaHchopmariii, MOTEHITIAT B3aEMO/IT € 0OMEKEHHUM, X04a B3aEMOIisl 3 AaHTUXOJIIHEPTTYHUMH
3acobamu He AociimKyBanacsa. @apMakOKiHETUYHOI B3a€EMO/IT 3 CeNleriyiiHoM abo0 JIEBOIOIOI0 HEMAE.
[n2ibimopu/konkypenmu memaboniuHo20 WLIAXY AKMUBHO20 8UBEOEHHS NPEenapamy HUPKamu.
[{uMeTuanH CKOpOYYyBaB HUPKOBUN KIIpEHC Mpaminekcony nmpudnu3Ho Ha 34 %, HMOBIpHO, IIISIXOM
MPUTHIYEHHS] KaTIOHHOI CEKPETOPHOI TPAHCIOPTHOI CUCTEMU HUPKOBUX KaHalbLiB. ToMy JiKapchbKi
3aco0u, 1110 € iHT101TOpaMu IIbOr0 METa0OIIYHOTO IUISIXY aKTUBHOTO BUBEICHHS MpenapaTy HUpkamu abo
K1 BUBOASTHCS LIUM LUISIXOM, TaKi SIK MUMETHIWH, aMaHTaIuH, MEKCUJIETHUH, 3UJOBYIUH, IUCIIJIATHH,
XIHIH Ta MpoKaiHaMiZ, MOXYTh B3a€EMOISTH 3 MPAMINEKCOJIOM, L0 CIPUYMHSE 3HIKEHHS KIIPEHCY
npaminexcoiy. MOKITUBICTh 3HIKEHHS J03H MPaMIiNeKcoly TOTPiIOHO PO3TIISIHYTH, KOJHU Il JIKapChKi
3aco0u mpuitmMaroTh ogHouacHo 3 npenaparom MIPATIEKC ITT/1.

Tloeonanns 3 1€6000n010.

Axmwo MIPAIIEKC IIJI npuiimMaroThb OJHOYACHO 3 JIEBOJOINOK, PEKOMEHAYETbCS 3HUKYBATU 103y
JIEBOJIONH, a /103y 1HIIMX IperapaTiB, IO 3aCTOCOBYIOThCA Mpu XxBopoOi [lapkiHcoHa, ciij 3amuiiaTu
MOCTIHHOIO NpH migBuIIeHH] 103u npenapary MIPATIEKC IT/.

Uepe3 MOXKIIMBI aUTUBHI €(EKTH CIIiJl PEKOMEHAYBATH NaIllEHTaM JTOTPUMYBATHCS OOCPEKHOCTI MpHU
MpHUIOMI 1HIINX CEJATHBHHUX JIKAPCHKUX 3ac00iB a00 aJKOTOMI0 Y MOEIHAHHI 3 MPaMIiNEeKCOIOM (JIUB.
po3ainu «B3aeMois 3 IHIIMMHU JIKApCHKUMU 3ac00aMU Ta 1HII BUIM B3a€EMOiN», «31aTHICTh BIUTMBATH



Ha HIBUJKICTh peakiii Mpu KepyBaHHI aBTOTPAHCHOPTOM abo iHmUMH MexaHizMamu» Ta «IloGiuHi
peakii»).

AumuncuxomuyHi 1iKapcoKi 3acoou.

OnHOYaCHOTO MPUHOMY aHTHUIICUXOTHYHUX JIIKAPCHKHUX 3aC001B 1 MPaMiNeKcoy MOTpiOHO YHUKATH (IHB.
po3ain «B3aemomis 3 HIIMMU JTIKApCHKUMU 3ac00aMU Ta 1HIIN BUIU B3AEMOIN»), HAPUKIAMA, SKIIO
MO>KHA O4iKYBaTH aHTaroHiCTUYHUX e(EeKTiB.

Ocobueocmi 3acmocysanns.

[Tpu npuznauenni npenapary MIPAIIEKC IIJI mauientam 3 xBopoOoro IlapkiHCOHa Ta HHUPKOBOIO
HE/IOCTATHICTIO PEKOMEHAYEThCS 3HMKYBATH 7103y (IUB. po31ii1 «Croci0 3acTOCyBaHHS Ta 103U»).
Tantoyunayii. TamouuHaiii Bigomi sK NoOIYHME e(eKT MpH JiKyBaHHI aroHictamu aodamiHy i
neBojornoo. IlanieHTiB noTpiOHO MOiH(GOPMYBAaTH MPO TE, IO Y HUX MOXKYTh BHHHUKATH (IEPEBaKHO
30pOBIi) raJouHaLii.

Juckinesia. Ilpu nporpecyrodiii xBopo©6i [lapkiHcoHa AUCKiHE31sT MOYXKE BUHUKATH IiJ] Yac MOYaTKOBOTO
tutpyBanHs npenapaty MIPAIIEKC I1J] y moegHaHHi 3 JiKyBaHHSAM JIEBOJOIO0. SIKIIO 1€ cTaHeTheH,
7103y JI€BOJIOMH CJIi/1 3SMEHILIUTH.

Hucmownis

OcboBa AMCTOHIA BKJIIOYAIOYM AHTEKOJIC, KAaMITOKOPMIiIO Ta IJIeBpoToTOHYyC (cuHapoMm Ili3m) iHoxi
MOBIIOMJISIACh Y TalieHTIB 3 xBopoOoto IlapkiHcoHa micis MOYaTKOBOi 7103 ab0 IMOCTYIOBOTO
30UIBIICHHS /03U TpaMinekcosy. Xoya IMCTOHIS Moxe OyTH cumnromMoM XxBopoOu IlapkiHcoHa,
CHUMIITOMHM y IUX MAIi€EHTIB 3MEHIIYIOThCS MICIIs 3MEHIIEHHS 1031 a00 BiIMIHU MPaMINEKCOTy.

SIKIo BHMHUKIA AWCTOHIS HEOOXiTHO PO3TISHYTH MEPEriis CXEMHU JIIKYBaHHS OMaMiHEPT1UHUMU
npernaparamu Ta miaiopaTy 103y MpaMineKkcoiy.

Panmosuii nanao cny abo connugicme. llpuiloM NpamMinekcosy IOB’SI3Y€ThCS 3 COHJIMBICTIO Ta
panToBMMM HamaJaMu CHY, 30KpeMa y Mami€eHTiB 3 xBopoOoro [lapkiHcona. [Ipo panToBuii Hamaj cHY
i Yac AeHHOI aKTUBHOCTI, 110 Yy JI€SKUX BUMAJKAaX BUHUKa€e 0€3 YCBIOMJICHHS IIbOro abo 6e3 MosiBU
MoTepeKyBalbHUX O3HAK, MOBILAOMIISUIOCS piako. IlarieHTiB mOTPiOHO MOBIIOMUTH TIPO IIE. Im coig
MOPEKOMEHIYBaTH OyTH 00EpeKHUMHU ITiJ] Yac KepyBaHHs TPAHCIIOPTHUM 3ac000M a00 pOOOTH 3 IHITUMHU
MexaHi3MaMu npotaroM JikyBaHHs mnpenaparom MIPAIIEKC IIJI. IlamienTH, y SKuX BHHHKaja
COHJIMBICTH Ta/ab0 panTOBMH Hamaja CHY, NMOBHUHHI YTPUMYBATHCS BiJl KepyBaHHS aBTOMOOLIeM abo
po6oTH 3 iHIMMH MexaHi3MaMH. Kpim Toro, moTpiOHO pO3IISHYTH MOKJIMBICTH 3HMXKEHHS J103M a0
NPUIIMHEHHS J1iKyBaHHS. UYepe3 MOXIUBI aJWTHUBHI e(EeKTH pPEKOMEHIYeThCS OTPUMYBATHCA
00epeKHOCTI, KOJIM Yy TMOEIHAHHI 3 MPaMiNeKCOJIOM MAIlieHTH NMPUIMAaOTh 1HIII CelaTHBHI JIKapChKi
3aco0u abo anmkorosb (AMB. po3Ainu «B3aemofis 3 1HIIMMHU JIKapChKUMHU 3aco0aMu Ta IHII BUAM
B3a€MO/Iii1», «31aTHICTh BIUTUBATH Ha MIBUKICTh PeaKIlii MpU KepyBaHHI aBTOTPAHCIOPTOM a00 1HITUMHU
Mexanizmamu» Ta «[1o614HI peakiiin).

Posnaou xonmponio mao cnomykamnam. IlallieHTIB clil peTENbHO KOHTPOJIIOBATH IIOJO PO3BHUTKY
pO37a/1iB KOHTPOJIIO HaJ crioHyKaHHsM. [lamienTn Ta ocobu, fKi 3a HUMHU JOTMSAAI0Th, MalOTh 3HATH,
110 MIpH JIIKyBaHHI aro”icramu nogaminy, Bkioyaroun MIPATTEKC I1/1, MOXXITMBI CHMOTOMH pO37a1y
KOHTPOJIIO HaJ| CIOHYKaHHSM, BKJIIOYAIOYHM MATOJIOTTYHUM MOTAT 70 a3apTHHUX irop, MOCHUJIeHHs Ji01710,
rinepceKkcyaibHICTh, KOMITYJILCHBHA PO3TpaTa ado KyHiBIIs, epeijaHHs Ta KOMITYJIbCUBHE BXKMBAHHS 1XK1.
[Ipu po3BUTKY TaKMX CHUMOTOMIB HEOOXIZHO PO3IIISHYTH MOXKJIHMBICTH 3MEHILEHHS J03U/TIPUITUHEHHS
npuiioMy mpenapary.

Manis i oenipii. T1amieHTIB CTiJl peTENIbHO KOHTPOIIOBATH LIIOJJ0 PO3BUTKY MaHii Ta aemipito. [lamientn
Ta 0colwu, sIKi 32 HUMHU JOTJIAAaI0Th, MalOTh 3HATH, 1110 MaHis Ta Jedipiil MOXKyTh BUHUKATH Y MAIli€HTIB,
10 OTPUMYIOTh Tepamito mpaminekcoioM. IIpu po3BUTKY TakuX CHMOTOMIB HEOOXITHO PO3IIISIHYTH
MO>KJIMBICTh 3MEHILIEHHS O3/ TIPUMMHEHHS IPUIOMY Tpenapary.

Tayienmu 3 ncuxomuynumu posznaoamu. I1alieHTIB 13 ICUXOTUYHUMH PO3JIaJaMH MOTPIOHO JIKyBaTH
JMIIE aroHicramMu jaodamiHy, SKIIO MOTEHIIHHAa KOpPUCTh NepeBakae Haja pusukamu. CiiJ] YHUKATH



OJTHOYACHOT'0 MPUHOMY aHTUIICUXOTUYHMX JIKapChKUX 3ac00iB 1 mpaminekcony (AuB. po3ain «B3aemonis
3 IHITUMHU JIIKAPCHKUMHU 3aC00aMHU Ta 1HII BUIU B3a€EMOIIi» ).

Ogmanvmonoziune cnocmepedicents. OPranbMoIIOTIdHE CIIOCTEPEKEHHS PEKOMEH Ty €ThCs 3I1IICHIOBATH
Yyepe3 0JJHAKOBI MPOMDKKH Yacy abo pU BUHUKHEHHI ATOJIOT1H 30py.

Cunopom giominu azonicmie oonaminy (DAWS).

CunapOoM BIMIHM aroHICTIB JONaMiHy CIIOCTEpIraBcs IpH 3aCTOCYBaHHI AaroHiCTiB JIONaMiHY,
BKJIIOYAIOUM npaminekcoi (auB. po3ain «I[lo6iuni peakiii»). [I{o0 npunuHUTH JTiKyBaHHS NAalli€HTIB i3
xBopobOoro [lapkiHCOHa, 103y MpaMilneKkcosly Clifi 3HMKYBaTH IOCTYHOBO (IuB. po3ain «Crocid
3aCTOCYBaHHA Ta 103u»). OOMeXeHi JJaHi TOBOPATH MPO Te, L0 MAli€EHTH 3 HOPYILICHHSAMH KOHTPOJIIO
IMITyJIbCIB Ta MAIiEHTH, SIKI OTPUMYIOTh BUCOKY TOOOBY /103y Ta/ab0 BUCOKI KyMYJIATUBHI O3 aroHiCTiB
nopaminy, MOXKyTb MaTH BUCOKHMI PU3HMK PO3BUTKY CHHAPOMY BIIMIHM aroHicTiB gonaminy. CHUHApOM
BIIMIHM MO’K€ BKIIOYATH amaTilo, TPUBOXKHICTh, JEMpPecio, BTOMY, MHITIWBICTh, Oilb 1 BIACYTHICTh
BIJNOBIJI Ha 3aCTOCYBaHHs JieBojonH. llepim HiXX 3MEHIIMTH 103y Ta NPUIHHUTH 3aCTOCYBaHHS
NpaMiNeKcoy, Malie€HTIB CIiJl MPoiH(GOPMyBaTH PO MOKJIMBI CUMIITOMHM BiZIMiHU. 3@ CTAHOM IaLlI€HTIB
CHiJlT PETENbHO CIOCTEpIraTH MiJ Yac 3HKEHHS TO3M Ta BIAMIHM TpPUMOMY Tpaminekcony. Y pasi
BUPAKXEHUX Ta/ab0 CTIHKUX CHMIITOMIB CHHAPOMY BiMIHM aroHIiCTIB JOMaMiHy MOXHA PO3IJISIHYTH
TUMYacOBE [TOBTOPHE MPU3HAUYEHHS MPaMIleKcoly y HaiMeHIIild eeKTUBHINA 1031.

Taoicke cepyego-cyounne 3axeoprosants. ChiJl TOTPUMYBATHCS O0EPEXKHOCTI MPU TSHKKOMY CEepLEBO-
CYJMHHOMY 3aXBOPIOBaHHI. PEKOMEHy€ThCSI KOHTPOJIIOBATH apTepialibHUI TUCK, 0COOIMBO HA MMOYATKY
JKyBaHHS, Yyepe3 ICHyBaHHs 3arajbHOr0 pU3UKy OPTOCTATUYHOI apTepiaibHOI TinoTeH3ii, MoB’s3aHoi1 3
no(haMiHepriyHOO TEPaMi€Lo.

3noskichuu netporenmuunuti cunopom. 110BIIOMIISIIIOCS PO CUMIITOMM, IO HABOJSATH HAa JYMKY IpO
HasBHICTh 3JI0SKICHOTO HEHpPOJENTHYHOIO CHHAPOMY. Y TaKMX BHIIAJKaxX BiJpa3zy > NPHUIHHSIA
nodaminepriuny tepamito (IuB. po3aina «Crmocio 3acToCyBaHHS Ta JO3M»).

3anuwku 6 ghexanisx.

Jlesiki maiieHTH MOBIAOMUIIM MIPO MOSBY B (PeKaTisIX 3aJIUIIKIB, IO MOKYTh HaraayBaTH Tl TaOIETKH
npojonroBanoi naii Mipanekc I1/I. ¥V pa3i HagXxomKeHHsS TaKOro IMOBIAOMIJICHHS BiJ MAIli€HTa, JiKap
MOBMHEH MEPETJIIHYTH PEaKIio MaIlieHTa Ha Teparito.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

Bazimuicms. BrimuB Ha BariTHICTH 1 JIakTamiio y moauHu He nociimpkyBaBcs. MIPATIEKC I1J] He ciix
3aCTOCOBYBATH y NIEP10J1 BariTHOCTI, SIKIIO y IIbOMY HeMa€e 0€3yMOBHOI OTpeOH, TOOTO KOJIM MOTEHLIHA
KOPUCTh BUIIPAB/IOBY€ MOTSHUIHHUI PU3UK AJIS IJI0/A.

Ilepioo cooyeannus epy0oio. OCKUIBKU JIKYBaHHS MPaMINEKCOJIOM MPUTHIUY€E CEKPelil0 MPOJaKTHHY Y
JIIOAMHY, OYIKYETbCS MPUTHIYEHHS JakTalii. [[pOHUKHEHHS paMineKcoay Y IpyAHe MOJOKO KIHOK He
nocaimkyBanocs. Uepes BiACYTHICTh BiAnmoBiAHUX AaHux BigHocHO moaunu MIPATIEKC I1J] ue cmin
3aCTOCOBYBATH IIPU FOJIyBaHHI IPYAII0. AJle SIKIIO 3aCTOCYBAaHHS 1IOTO IpenapaTy He MOXKHA YHUKHYTH,
TOAYBaHHS IPYAJIO CJIiJ] IPUITMHUTH.

Depmunvricms. JIOCIIHKEHB 111010 BIUTUBY Ha (ePTUIBHICTD Y JIOAWHHU HE IPOBOMIIOCE.

30amuicms eniueamu Ha WIGUOKICMb pPeaxuyii npu KepyeanHi A6MOMPAHCHOPMOM A0O0 THWIUMU
Mexanizmamu.

MIPAIIEKC I1/l Moxe MaTy 3HaYHUI BIUIMB Ha 3/1aTHICTb KEPYBaTH aBTOTPAHCIIOPTOM ab0 MpalfoBaTH
3 MAIIMHHUM 00JaHaHHSIM. MOXXyTh BUHUKATH TaTIOLMHALIT 200 COHJIMBICTb.

[TamienTis, sxi gikytorses npenapatoM MIPAIIEKC I1J] i y sikux mpu TakoMy JIIKyBaHHI 3’ SIBISIETHCS
COHJIMBICTB Ta/ab0 panToOBi HaMagu CHY, MOTPIOHO MOiH(GOPMYBATH MPO Te, IO iM CIiA yTPUMYBaTHCA
BiJl KEpyBaHHs TPAHCIOPTHUMHU 3aco0amu abo 3aiiMaTHCs IiSUIBHICTIO, MiJl Yac K01 4yepe3 ociabiieHy
NWIBHICTH BOHM MOXYTh HapakaTu cebe abo 1HIIMX Ha HeOe3MeKy OTpUMaHHS cepiio3Hoi TpaBMu abo
CMepTi (HanpuKJIaa, Ipy yIpaBliHHI MAIIMHHUM O0JalHaHHAM), 1OTH, JOKU HE MepecTaHyTh BUHUKATH
PEIUANBHI BUMAIKH 1 COHIIUBICTb.



Cnoci6 3acmocysannsa ma 0o3u.
Ta6nerku npononrosanoi aii MIPATIEKC I1]] € nikapcbkoro (popMoro mpaMineKkcoy, IpU3HAYEHOO JIs
nepopanbHOro npuiiomy 1 pas Ha 100y.

Ilouamxoea mepanis.

Jlo3u cii MigBUINYBaTH MOCTYIOBO, MOYMHAKO4M 3 103U 0,375 Mr mpaMinekcoiy IUTiIpOXJIOpHIY
MOHOTIpaTy Ha 00y, HACTYIIHI MiABUIIEHHS CJIi/1 IPOBOJUTH KOKHI 5-7 AHIB. SIKIIO y Malli€HTIB HEMae
HEMEepeHOCUMHX HeOaKaHWX peakilidf, To AN JAOCATHEHHS MaKCHUMAaJbHOIO TEPaleBTHYHOIO e(eKTy
HEOOX1JTHO MPOBECTU TUTPYBAHHS JI03H.

Cxema nijBuIeHHs 1034 Tabnerok nposjonrosanoi aii MIPATTEKC I1]]

Twxnens | JloboBa no3a (Mr) mpamineKcoiry TUTiAPOXIOPHIY MOHOTIIPATY
1 0,375

2 0,75

3 1,5

VY pasi HeoOXiTHOCTI A000BY 103y MOTPiOHO MiJBHUINYBATH 3 TWXKHEBUMH iHTepBasiamMu Ha 0,75 Mr 1o
MaKCUMAaJIbHOI JI03H, 1110 CTAHOBUTH 4,5 MI paMiNeKCcoIy AUTAPOXIOPUAY MOHOT1IpaTy Ha 100y .

Agne ciif B3SATH 10 yBaru, 110 WMOBIPHICTh MOSIBU COHJIMBOCTI MiJBUIIYEThCSA MPHU MPUHOMI 103, AKi
NEePEeBUIIYIOTh 1,5 MI mpamineKkcoiy AWTiIpOXJIOpUAY MOHOTriIpary Ha 100y (auB. po3ain «IloGiuni
peaxiii»).

[MamienTy, sxi Bxke npuiiMatots Tadbnaetkn MIPAIIEKC, MmoxxyTh OyTH nepeBeieHi Ha MPUioM TabJIeTOK
nposionrosanoi 1ii MIPAIIEKC I1JI. Ile kpame pooutu Ha Hid 31 30epexeHHsIM Tiei xk camoi 1060Boi
no3u. Ilicna mepesenenHs Ha Ttabnetku nposionroBanoi aii MIPAIIEKC IIJI no3a moxe OyTu
CKOpPHUTOBaHa 3aJIe’KHO BiJ] peakilii MalieHTa Ha JiKyBaHHA (IUB. miapo3ail «PapMakoAnHAMIKaY).
ITiompumyroue niky8aHms.

MakcumanbHa 1032 IpaMinekcoily MoBuHHa Oytu y Mexax Big 0,375 mr no makcumym 4,5 mr
MPaMiNeKCcoTy AUT1IPOXIOPUILY MOHOTIpaTy Ha 100y. [1pu 301IbIIeHH] 1031 B TUIOTHUX JOCHIKEHHAX
edeKTUBHICTh TIperapary crocTepiranacs 13 BBeIeHHsS J000Boi 1o3u 1,5 Mr mpaminekcoiy
IUTiApoXJIopuay MoHoriapaty. Iloganeiie KopuryBaHHs 1034 MOTPIOHO 31MCHIOBATH 3 ypaxyBaHHIM
KIIHIYHOI peakiii Ta moOiyHux peakuiid. [1ig yac KIHIYHUX TOCTIHKEHb MPUOIU3HO 5 % maricHTIiB
JIKyBaJUCs 103aMH, 110 HE MEepeBUILyBaIU 1,5 MI mpaMilekcony AUTiApoXIopuay MoHoriapaty. [lpu
nporpecytodiii xBopo6i ITapkiHcoHa as MalieHTiB MOXKYTh OyTH KOPUCHUMH JI03H MPAMINEKCOITY, 1110
NEePEeBUIIYIOTH 1,5 MI' IpaMineKkcony JUTipoXI0pUIy MOHOTIpATy Ha 100y, SKIIO IUIaHY€ETHCS Teparis
31 3HHKEHHSM JI03U JIEBOJIONH. PEKOMEHy€ThCS 3MEHIITYBAaTH 103y JIEBOJIONH i yac 301IbIIEHHS JO3H
tabnerok MIPAIIEKC I1/1, a Takox npu miATpUMYOUiil Teparmii UM IpenapaToM 3al1eKHO BiJ] peakiiii
y OKpeMHX MalieHTIB (OUB. po3ain «B3aemonis 3 IHIIMMHU JIKapChKUMHU 3aco0aMM Ta iHINI BUAM
B3aEMOIIIY ).

IIponywenuii nputiom madremku.

SIKIIo mpuioM J03M MPOIyIIEeHO, HeoOXiIHO NpuitHATH TalneTky mposnonrosanoi 1ii MIPATIEKC I1/]
BIIPOAOBXK 12 rouH BiJl 3BUYHOTO Yacy npuitomy. SKIo micis NpoIycKy NpuiioMy npernapaTty npouiuio
Oinbiie 12 roaus, TabNeTKy He NPUHMAIOTh, @ HACTYIHY J03y MOTPIOHO NMPHUMHSATH HACTYITHOTO JHA Y
3BUYHUH Yac IPUHOMY.

IIpununenns 1iKy8aHHs.

PanToBe mnepepuBaHHA [godaMiHEpriyHOI Tepamii MoOXe NPU3BECTH JO0 PO3BUTKY 3JI0SKICHOTO
HEHPOIENTUYHOTr0 CHHAPOMY 200 CHHIPOMY BiIMIHH aroHICTiB JonaMiHy. ToMy 103y paMineKkcoiry ciij
3MEHIIYBaTH MOCTYTOBO, 31 MBUAKICTIO 0,75 MI MpaMinekcony AUTiApOXJIOPUIYy MOHOTIIpaTy Ha 100y
J0TH, T0KU 1000Ba 103a He Oyne 3mMeHuleHa 1o 0,75 Mr npaminekcosry JUTiApOXJIOpUIY MOHOTiIpaTy.
[Ticns mporo no3y ciia 3meHmryBat a0 0,375 Mr mpaminekcony IUT1APOXIOPHIY MOHOTIIpaTy Ha 100y
(muB. po3ain «OcobauBOCTI 3acTOCyBaHHD» ). CHHAPOM BiIMIHU aroHICTiB AOMIaMiHy MOK€ BUHHKATH TTi]]



4ac MOCTYNOBOI'O 3HWKEHHA 103U. ToMy Moke OyTH HEOOXiTHUM TUMYacOBE ITiIBUIIECHHS 03U Iepea
THUM, K B1THOBIIIOBATH 3HIKEHHS 103U (AUB. po3aisl «OCOOIMBOCTI 3aCTOCYBAHHS» ).

Jo3yeanns ona nayicHmis 3 HUPKOBO HEOOCMAMHICMIO.

BuBenenHs npaMineKkcoiy 3al1eXuTh BiJ GyHKLIT HUPOK. [IpOonoHy€eThCs TaKUi PeXUM JO3YBaHHS:

- narieHTaMm i3 KIipeHcoM KpeaTuHiny moHaa 50 MIl/XB He MOTPIOHO 3HUKYBATU JOOOBY 103y
a00 yacTOTy BBEICHHS /103;

- nalieHTam i3 KiipeHcoM kpeaTuHiny Bif 30 10 50 Mi1/XB JiKyBaHHS MOTPIOHO PO3MIOYMHATH 3
npuiiomy 1031 0,375 Mr mpamineKkcoiry JUrigpoXJIopuy MOHOTiApaTy yepes AeHb. [lepes miaBUILeHHIM
1000BOT 103, IO 3AIHCHIOETHCS uepe3 | THXKAEHb JIIKYBaHHS, CIiJ JOTPUMYBATHUCS OOEPENKHOCTI 1
MIPOBECTHU PETENIbHY OLIHKY peaKilii Ha JTIKyBaHHS Ta epeHOCUMOCTI JiKyBaHH:. [Ipu HeoOXinHOCTI 103y
CJIiJ] MiIBUIIYBATH 3 THXKHEBUMH 1HTepBajamMu Ha 0,375 Mr 10 MaKCUMaJbHOI JI034, 10 CTAHOBUTH 2,25
MT [IPaMINEKCOy AUTIAPOXIOPUIY MOHOTIAPATY Ha 100Y;

- HE PEKOMEHJYEThCS TPOBOIUTH JIiKyBaHHs TabneTkamu nposonrosanoi aii MIPATIEKC I1J]
NAIE€HTIB, Y AKUX KIIPEHC KPeaTUHIHY CTaHOBUTH MeHIIe 30 MJI/XB, OCKUIBKU JaHUX JJIs 1€l Kateropii
naiieHTiB Hemae. Ciify 0OMiIpKyBaT MOXJINBICTh 3acTocyBanHs Tabnetok MIPATIEKC I1/1.

[Tpu nmoripueHHi GyHKLIT HUPOK MiJ] 9ac MIATPUMYIOUOI Tepamii CiiJ AOTPUMYBATUCS HaBeIEHUX BHUIIE
pEKOMEHIaIiH.

Jo3yeanus 0na nayicHmie 3 NeYiHKO800 HEOOCMAMHICMIO.

IZMOBipHO, HeMae MoTpeOu B KOPUTYBAHHI JJO3H JIJIsl MAIIEHTIB 3 IEYIHKOBOIO HEIOCTATHICTIO, OCKIIIBKU
npubsmzHo 90 % abcopOoBaHOi aKTMBHOT PEYOBUHU BUBOJIUTHCS HUpKaMu. [Ipore moTeHIiiiHUI BIIJIUB
MEYiHKOBOI HEOCTATHOCTI Ha (PapMaKOKIHETUKY Iperapary He JA0CIiIKyBaBCsl.

Cnocib 3acmocysanns.

TaGnerku ciijy KOBTaTH LIJTMMHM, 3alIUBAIOYM BOJIOIO, HE PO3KOBYBATH, HE PO3JAUIATH HA YACTHHU 1 HE
posnaBmoBatu. [Ipuitfom ki He BrumBae Ha mnpuiiom npemnapaty. MIPAIIEKC I1J] caix npuiimati
KO>KHOT'O JTHS TPUOJIM3HO B OJMH 1 TOH K€ yac.

Himu.

besneunicts Ta edexruBHicTh 3acTocyBanHs npenapaty MIPAIIEKC I1/] nitsam (BikoM 10 18 pokiB) He
BcTaHOBJIEHI. Hemae oOrpyHTyBaHHS MOXIUBOCTI 3acTocyBanHs npenapary MIPAIIEKC I1/] nitsam npu
xBopo0Oi [TapkiHcoHa.

Ilepedosyeanns.

Kniniunoro AocBify 3HauHOro mepeno3yBaHHA Hemae. OYiKyBaHMMHU MOOIYHHUMM PEAKLISIMU MOXYTh
OyTH peaxiiii, 1110 OB’ s13aHi 3 apMakoANHAMIYHUM IpodiieM aroHicta 1odgaminy, B TOMY YHCII HYA0Ta,
OJOBaHHS, TiNepKiHe3is, raJlfolMHallii, TPUBOra Ta apTepianbHa rifnoTeH3isd. BcTaHOBIEHOr0 aHTUIOTY
IIpU Mepelo3yBaHHi aroHicTa fogaminy Hemae. 3a HasiBHOCTI O3HAK CTHUMYJIALIT LIEHTPaIbHOT HEPBOBOI
CHCTEMH MOKe Oy TH MOKa3aHUH MpUiloM HEMPOJIENTUYHOTO 3ac00y. JIikyBaHHS IPH Nepe103yBaHHI MOXKe
noTpeOyBaTl BXKUTTA 3arajbHUX MIATPUMYIOUMX 3aXOJiB pa3oM 13 MPOMHUBAHHAM IUIyHKa,
BHYTPIIIHFOBEHHUM BBEJIEHHSIM piIMH, NPUHOMOM aKTUBOBAHOTO BYIUUIA 1 KOHTpPOJIEM 3a
€JIEKTPOKAP110TPaMoIo.

Ho6iuni peaxuii.

OuixyeaHi nobiuni peaxyii.

AHani3 00’ e JHaHHUX TUTa1Ie00-KOHTPOIBOBAHUX AOCTIIKEHb, Y SKUX Opalii y4acTh ycboro 1778 maiieHTiB
3 xBopoboto [lapkiHcoHa, siKi mpuiimManu mpaminekcoin, i 1297 mauieHTiB, SKiI npuiiManu ruiane6o,
MoKa3aB, 110 MoOIYHI peakiii 4acTo crnocrepiranucs B 000X rpynax. ¥ 67 % mamieHTis, sKi NpuiMamu
npaminexcod, i y 54 % mamieHTiB, SKi nNpuiimManu 1uianedo, MOBiIOMIISIOCS IMIOHAWMEHIIEe PO OAHY
noOiYHy peaklIiito Ha mpernapar.

BinbiicTe MoOIYHMUX peakiiiif 3a3BHuail cnocTepiraeThCs Ha MOYATKy Teparlii, 3HaYHa YaCTUHA X 3HUKAE,
HaBITh AKILO TEPaIlis MPOJIOBKYETHCS.



VY Mexax kinacudikamii 3a KJlacaMH CHCTEM OpraHiB MOO14HI peakiiii MoJaHo 3a YaCTOTOI iX BUHUKHEHHS
(KUTBKICTh MALlI€HTIB, y SAKUX OUYIKYETbCS BUHMKHEHHS peakilii) i3 3aCTOCYBaHHAM TaKHX KaTeropii, sk
nyxke gacti (> 1/10); gacti (> 1/100 - < 1/10); mewacrti (> 1/1000 - < 1/100); mooxunoki (> 1/10000 - <
1/1000); piakicHi (< 1/10000); HEBiZOMO (HEMOKIUBO MiIpaxyBaTH 32 HASIBHUMH TaHUMH).

[ToGiyHMMH peakiisiMM Ha Npernapar y MalieHTiB 3 XBopoOoro IlapkiHCOHA, Mpo SKi MOBIAOMIISIOCS
HaituacTime (> 5 %) (vacTime npu JiKyBaHHI MIPaMINIEKCOJIOM, HIXK MPH JIiIKyBaHHI 1uiane0o), Oyiau Taki
peaxiiii, sk HyJj0Ta, AUCKiHEe31s, apTepiaibHa rioTeH3is, 3a[laMOPOYCHHS, COHJIUBICTh, O€3COHHS, 3aI0PH,
raIfoIMHAL, TOIOBHHM 01Tk 1 BTOMA. YacTOTa MOSIBU COHIMBOCTI MABUIIYETHCS TIPU MIPUIOMI 103 TTOHAT
1,5 Mr mpaminekcoiy AUTigpOoXJIOpUIy MOHOTIApaTy Ha 00y (auB. po3ain «Crmocid 3acTocyBaHHS Ta
no3u»). ITo6iuHO0 peakii€eto, sika HalvacTille BUHUKAJIA MPU OAHOYACHOMY MPHUHOMI JIeBOJOMH, Oyia
IMCKIHE3is. ApTepiajibHa TINOTEH3is MOXeE BHMHUKATH Ha IOYAaTKy JIKYBaHHS, OCOOJIMBO SKILO
TUTPYBAHHS NPAMINIEKCOITY 31HCHIOETHCS HAATO IIBUJIKO.

Kiac Hyxe gacti | Yacri Heuacri IMoonunoki | Hesigomo
CHUCTEMH (> 1/10) (> 1/100 — <1/10) | (= 1/1000 — (>1/10000 | (HEeMOXJIHBO
OpraHiB < 1/100) — BCTAHOBUTH 32
< 1/1000) HassBHUMH
JTAHUMH )
Iadexmii  Ta [THEBMOHIS
1HBa3il
3 00Ky MOPYIIEHHS
€HJIOKpUHHOT cekperrii
CHUCTEMH AHTHUIYPETHYHOTO
rOpMOHY !

Icuxivni 0e3COoHHS, MIaTOJIOTIYHHUI ITOTAT | MaHis
po3naau raJrolMHalii, bi (o) BiJIBITyBaHHSI

MOpYIIEHHS CHY, | Mara3uHis,

CILUTyTaHICTh NaTOJOTIYHHUM MOTAT

CBiJIOMOCTI, JI0 a3apTHUX Irop,

CHMITOMU 3aHEIIOKOEHHS,

posnany rinepceKkcyanbHiCTh,

KOHTPOJIIO  HaJ | MapeHHS, PO3JIaau

CIIOHYKaHHsM Ta | 716110, rapaHos,

KOMITYJECUBHA TEIpii,

MOBEIIHKA nepeiTaHHs L

rinepdaris !
3 OOKY | COHJIUBICTB, | TOJIOBHUH O1JIb panToBui Hamajm
HEpPBOBOI1 3araMOpOYEHA CHY, amMmHe3is,
CHUCTEMH HA, rinepkiHesis,
MCKIHE31S CUHKOIIE

3 00Ky MOPYIIEHHS 30Dy,
OprasiB 30py BKJTIOYAIOUHN

JTHTLIOMNIIO,

HEYITKICTh 30pYy 1

MOTIPIICHHS

TOCTPOTH 30py
3 00Ky apTepiajibHa cepiiena
CepIIEBO- TIIOTEH31s HEJIOCTaTHICTH !




CYAMHHO1L
CHCTEMU
3 00Ky 3aJIMIIKa, THKaBKa
IUXaJIbHOL
CHCTEMHU,
OprasiB
IrpyaHOI
KJIITKH Ta
CEpEeIOCTIH-HS
3 Ooky | HynmoTa 3arop, OJIFOBaHHS
TpaBHOI
CHCTEMU
3 60Ky WIKipu rinepyyTiIuBICTb,
1 MIOWKIpHOT CBepOIK,
KJIITKOBUHU BHCHITAHHS
3arajipHi [T ABUII[EHA CHUHJIPOM
po3naau BTOMJIIOBAHICTb, BIIMIHHA
nepudepudHi aroHiCTiB
HaOPSIKU JomnamMiny
(BKITFOUArOYH
amnariro,
TPUBOTY,
JETpecito,
BTOMY,
MTIUBICTE 1
O11b)
JlocaimkeH-Hs 3MEHIIIEHHS MacH | 30UIBIIEHHST Macu
TiJ1a, BKIIOYAIOYH | Tila
3HUKEHHS
amneTUTy

1 115 noGiuna peaxIlist crocTepiraiach y MoCTMapKeTHHIOBUH mepiof. 13 95 % nocToBipHICTIO KaTeropis
YacTOTH BU3HAYasacs K HEYacTo, aje Moxe OyTH HIK4e. BcTaHOBIEHHS TOUYHOI YaCTOTH HEMOXKITUBE,
OCKUITBKH MO0OIYHA peakilis He CIIOCTepiranach I 4ac KIHIYHUX JOCTiIKeHb cepes 2762 mallieHTiB i3
xBopoborto IlapkiHcoHa, sIKi JIIKYBaJIHUCh MPAMINEKCOIOM.

Onuc okpeMux MoOIYHUX PEaAKITIN:

Connugicmo. TIpuiioM TPaMilmeKCcoqy YacTO TOB’S3YETHCS 3 COHJUBICTIO 1 HEYACTO — 3 HAJIMIPHOIO
COHJIMBICTIO y JEHHUI Yac Ta BHIAJKaMH panTOBOTO Hamagy cHY (amB. po3nin «OcoOmmBocTi
3aCTOCYBaHHSI»).

Po3znaou nivioo. Ipuiiom mpaminexcory MoKe He4acTo OB’ I3yBaTUC 3 pO3J1aaMu Ji0110 (i ABUIIICHHS
a00 3HUKCHHS).

Po3znaou konmponio nao cnonyxannsm. llpu nikyBanHi aroHictamu 1odaminy, Brarodaroun MIPATIEKC
IT[, MOXyThb cCHOCTEpIraTUCs CHMITOMM pPO3JaJy KOHTPOIIO HaJ CIIOHYKAHHSM, BKJIIOUAIOUYH
MATOJIOTIYHHH MOTSAT 0 a3apTHUX Irop, MOCHIICHHS T101/10, TIEPCEKCyalbHICTh, KOMITYJIECHBHA PO3TpaTa
a00 KymiBJIsI, IepeinaHHs Ta KOMITYJIbCUBHE BXXUBAHHS TKi (JIUB. po3aisl « OcOOIUBOCTI 3aCTOCYBaHHSD).
[Tig yac mepexpecHOro peTpOCIEeKTUBHOTO CKPUHIHTY 1 JOCTIKEHHS METOJIOM «BHIIaJIOK-KOHTPOIIbY, Y
skoMy Opanu yuacts 3090 marieHTiB i3 xBopoOoro [lapkincona, 13,6 % Bcix mamieHTIB, SKi IPOXOIMIN
nodaminepriuny abo HemodaMmiHEpPTiyHy Tepamilo, Majdd CHUMITOMH pO3Jaay KOHTPOJIO Haj




CIOHYKAaHHSIM TPOTATOM OCTaHHIX MmecTd MicsmiB. IIposBu, 10 crnocTepiraiucs, BKIIOYAIH
NATOJIOTIYHUM MOTAr OO a3apTHHUX Irop, HENepeOOpPHUH MOTAr A0 3AIHCHEHHS IMOKYIIOK, HETOMIpHY
notpedy B 1Ki, a TaKoXX KOMITYJIbCHBHY CEKCyaJlbHY HOBEIIHKY (TinmepcekcyaiabHICTh). MOoKIHBi
He3alexHi (AKTOpH pPHU3UKY BUHHKHEHHS pO3JIAZiB KOHTPOJIO HaJ| CHOHYKaHHAM BKJIIOYAIH
nodamiHepriuny Tepamiro i OLTbII BHUCOKI 103U mpu nodamiHepriyHiil Tepamii, Momoamuii Bik (< 65
POKiB), HenepeOyBaHHsI y IUTI001 Ta HAsIBHICTD Y CiM’1 BUMA/IKIB MMATOJOTYHOTO MOTATY J0 a3apTHHUX irop,
PO SIKi MTOBIZJOMJISIB MAII€HT.

Cunopom 8iominu aconicmie oonaminy. Y pa3i 3HIKEHHS 1034 a00 MPUIMMHEHHS 3aCTOCYBAHHS arOHICTiB
JonamiHy (BKJIIOYAIOYM MPaMINEKCON) MOXYTh BHHUKATH HEMOTOpHI MoOiuHi peakiii. Cummnromu
BKJIIOYAIOTh amaTiio, TPUBOTY, JENpecilo, BTOMY, MITJIMBICTh 1 OuUIh (auB. po3ain «OcolmmBoCTi
3aCTOCYBAHHSA»).

Cepyesa nedocmammuicmos. Y XOA1 KIIHIYHUX JOCHIPKEHb Ta MOCTMAapKETHMHIOBOTO IMEPIOAY cepleBa
HE/IOCTAaTHICTh  CIIOCTEpiranach y Tali€eHTIB, sKi 3aCTOCOBYBAJIM Ipamimekcosl. Y  Xoji
(apMakoeniIeMioI0riYHOT0 TOCIIIKEHHSI 3aCTOCYBaHHS IIpaMineKcoiry OyJio MoB’si3aHe 3 MiABUILEHHIM
PHU3HUKY cepleBOT HEIOCTATHOCTI MMOPIBHSAHO 13 BiACYTHICTIO 3aCTOCYBaHHS (CMiBBIAHOIIEHHS pu3UKy 1,86;
95 % CI, 1,21-2,85).

Tepmin npuoamnocmi. 3 poxu.

YMoBu 30epiranns. 306epiraTi B OpUriHaJIbHIN YIAKOBII B CyXOMY MICII JJIsl 3aXUCTY BiJ BOJIOTH, IIPH
temnepatypi He Buie 25 °C. 30epiraTi y Miclli, HEJOCTYITHOMY JUIS JiTeH!

Ynakoska.

ITo 10 tabnerok y Gmictepi; mo 3 GiicTepu B KAPTOHHIN KOPOOIIi.

Kareropis Bigmycky.

3a peLenTtom.

Bupoonuk.

bepinrep Inrensxaiim @apma I'm6X 1 Ko. KI', HimeuunHa.

Boehringer Ingelheim Pharma GmbH & Co.KG, Germany.

abo

Porrennopd @apma I'm6X, Himeuunna/ Rottendorf Pharma GmbH, Germany

Micue3HaxoaKeHHs] BUPOOHHKA TAa agpeca Micusi MPOBAKeHHsI HOro NislJIbHOCTI.
binrep lltpacce 173, 55216 Inrensxaiim Ha Peitni, Himeuunna.

Binger Strasse 173, 55216 Ingelheim am Rhein, Germany.

abo

Octendenpaep Lltpacce 51-61, 59320 Ennirepnox, Himeuunna /

Ostenfelder Strasse 51 — 61, 59320 Ennigerloh, Germany.



