IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

Mipanexkc® IT]I

(Mirapex® ER)

Cknao:

ditoya pevoB8uHa: IPaMileKCcort;

1 TabrneTKa MPOJIOHTOBAHOI il MiCTHUTE:

0,375 Mr mpaMilekcojy OUTifipoXJI0pruay MOHOTIgpaTy, 110 BiAmoBigae mpaminekcony 0,26 mr abo
0,75 Mr mpaMineKkcosy JUTinpoXJI0opUay MOHOTigpaTy, 110 BifnoBigae mpaminekcony 0,52 Mr a6o
1,5 Mr npaMinekcosny guUrigpoxJIOopuay MOHOTIgpaTy, 110 BianoBigae npaminekcoiny 1,05 mr;

donomidcHi pewosuHu: Timpomeso3a 2208, kpoxMalnb KyKypyna3sHuii, kKapoomep 941, KkpeMHiio
mioKcup KoJoiguui 6e3BOIHUM, MarHilo cTeapar.

JlikapcbKka ¢popMa. TabneTKy MPOJIOHTOBAHOI Mil.
OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

s tabnetok mo 0,375 Mr - 6ini abo Maiixke Oimi, Kpyri, ABOOMYKIIi TaONeTKH 3i CKOIIeHUMHU
KpasMu, 3 BUAABJIEHUM 3 OOHOTO G0KY JIOrOTUIIOM KoMraHii «BI», a 3 iHmoro 60Ky - «P1».

s tabnetok mo 0,75 Mr - Gini abo Maiixke Gini, Kpyri, ABOONYKIi TaONneTKH 3i CKOIIEHUMHU KpasiMu,
3 BUIaBJIEHUM 3 OOHOTO GOKY JIOTOTUIIOM KoMTaHii «BI», a 3 iHImoro 60Ky - «P2».

s Tabnetok mo 1,5 mr - 6ini abo Matixke 6ifti, oBalbHi, IBOONYKII TabIeTKU 3 BUaBIEHUM 3 OHOTO
Ooky norotunoM Komnasii «Bl», a 3 iHmoro 60ky - «P3».

dapmakoTepaneBTHYHA I'pyna. [IpoTunapkincoHiuti 3acobu. [lonamMiHepriyHi 3acoou.
AroHicTa fonaMiHy.

Kog ATX N04B CO05.

Papmakono2iuHi e1acmueocmi.

®apmakoduHamika.



MexaHism 0ii

[TpaMinekcon € momnamMiHOBMM aroHiCTOM 3 BUCOKOI0 CEIeKTHUBHICTIO i CrielnpigHiCTIO [0
[0TIIaMiHOBHUX PeleNTopiB miaTuny D, Ta cepeq HUX Ma€ IepeBaXXKHy CIIOPiAHEHICTh 3 Dy-
pelenTopaMy, a TakoXK IIOBHY ITPUTaMaHHy IM aKTHBHICTb.

[TpaMinekco noJeruye napKiHCOHIYHI PyXO0Bi MOPYIIEHHS MIISX0M CTUMYJIALI] JOIaMiHOBUX
PeLenTopiB CTpiaTyMy (CMyracToro Tina). [OCHiAXXeHH Ha TBapuHaX NPOAEeMOHCTPYBaJH,
110 IIPaMileKCoJI IPUTHIYYE CUHTE3, BUBLJIbHEHHS Ta 3BOPOTHE 3aXOIJIEHHS JOMIaMiHy.

®apmakoduHamivHi epekmu

Y moOGpOBOJIBIIIB CIIOCTEPIraaocs f0303ajiexXHe 3MEHIIEHHS PiBHS IPOJIaKTUHY. Y KIIiHIYHOMY
MOCTiIKEeHH] 3a y4acTIO 3M0POBUX TOOPOBOJIBLIIB ITPH IIBUAIIOMY, Hi)K peKOMEHYEThCS, TUTPYBaHHI
no3u jikapcekoro 3aco6y MIPATIEKC II]1 (koxHi 3 gHi) o 4,5 Mr mpaMineKcosy y BUTJISAMI COi
(3,15 Mr npaminekcoiny) Ha fo0y cIiocTepiranocs MifABUIIeHHS apTepiaJlbHOTO TUCKY Ta YaCTOTH
cepieBUX CKOpoueHb. Llelt eQeKT y HOCTigKEHHSIX 3a y4acTIO MalliEHTIiB He CIIOCTEPIraBCs.

dapmakoKiHemuxka.
Abcopbuis

[TpaMinekco IOBHICTI0O BCMOKTYETHCS TIiC/SA IePOPaNbHOT0 IpuiioMy. AOGCOIIOTHA
6iomoctynHicTs nepesuiye 90 %. I1ix yac BunpoOyBaHHA nepinoi ¢ha3u, B SKil IpaMineKkcos
3 HeraHUM BUBIJIbHEHHSIM i Tab/IeTKU MPOJIOHTOBAHOI [Iii OLiHIOBaIUCS TIPH 1X ITPUNOMI
HaTIIe, MiHiMallbHa i MaKCUMalbHa KOHIIeHTpallil B mia3Mi KpoBi (C,,,, C,..,), @ TAKOX His
(mmomra mig dhapMakokiHeTnuHO KpuBoio (AUC)) oxwiel # Tiel mo00BoI mo3u TabIeToK
npononroBanoi mii MIPATIEKC I, sky 3acTocoByBanu 1 pa3 Ha moby, i TabneTok
MIPATIEKC, o 3acTocoByBanu 3 pa3u Ha 0o0y, Oy/iu eKBiBaleHTHUMH.

[Tputiom TabmeTok nposonrosanoi aii MIPATIEKC I1]I 1 pa3 Ha mo6y piflie COpUYUHSIE
KOJIMBaHHS KOHIIeHTpallil MpaMilneKCcoy y Iia3Mi KpoBi IPOTATOM 24 rOfUH IOPiBHSHO 3
IpHUIOMOM TabJIeTOK MPaMileKCcoiy 3 HeTalHUM BUBiJIbHEHHSIM 3 pa3u Ha [00y.

MaxkcumasnbHa KOHIIEHTpalis y [J1a3Mi KpOBi JOCATAEThCS IPUOIU3HO Yepe3 6 TOOUH Micis
npuiioMy TabneTok mponoHroBanoi mii MIPATIEKC I1]T 1 pa3 Ha mo6y. CtabinbHa mist
IOCATa€EThCS IIOHaMbimbIne Yepe3 5 OHIB IOCTIMHOTO 3aCTOCYBaHHS 03H.

OpgHoYacHUY MPUNOM Pa3oM 3 i2Kelo 3arajioM He BIIJIMBA€ Ha Oi0OOCTYIHICTD MpaMilleKCcoy.
BXKuBaHHS 1Ki 3 BUCOKMM BMiCTOM KUPY CIPAYUHSIIIO MigBUIIEHHS MaKCAMallbHOL
KoHneHTpati (C,,,,) mpubnu3Ho Ha 24 % Micis 0gHOPa30BOTO MPHUMOMY 03U i MPUOIU3HO Ha
20 % micns 6araTopa3oBOT0 MPUMOMY HO3H, @ TaKOXK 3aTPUMKY OOCSATHEHHS MaKCHMaJlbHOI
KOHIIEHTpAllil IpenapaTy y 3M0PoBUX J0OPOBOIIBINB IpuOIN3H0 Ha 2 roguHu. OmHOYaCHUM
IIPUUOM 1Ki He BIIMBAB Ha 3aranbHy Hifo mpenaparty (AUC). ITigBuieHHS MaKCHMaabHOI
KoHneHTpatiiil (C,,,,) He BBaXKa€eThCS KIIiHIYHO 3HaUymIUM. Y BunpoOyBaHHX ¢da3u III, mo
BCTaHOBIIOBaNMu e(eKTUBHICTEL Ta 6e3meKy 3acTocyBaHHs npenapaty MIPATIEKC I1]],



namieHTy 6ynu npoindopMoBaHi PO Te, 10 BOHU MOXKYTh IIPUMMAaTH [OCTigKyBaHUH
JiKapChKUM 3acid He3asiexkHO Bifl MpUUOMY 1Xi.

Maca Tina He BIIJIMBa€ Ha IJIONIY IIif ¢apMaKoKiHeTUYHOI0 KpuBoio (AUC), ogHak 0yIo
BHSIBJIEHO, 1110 BOHA BIIMBAE Ha 00’€M PO3MOfIiNy, @ TOMY i Ha MaKCHMaJIbHy KOHIIEHTpPAIlii0
(C,ay)- SHUKEHHST MacHuTiNa maliedTa Ha 30 KT TPHU3BOOUTE OO IigBUIIEHHS MaKCHMaJlbHOI
KoHIeHTpari (C,,,) npenapaty Ha 45 %. IIpoTe y xomi BunpoOyBans 111 pa3u y malrieHTiB 3
xBopo6oio [TapkiHcoHa He Oy0 BUABIEHO KIIiHIYHO 3HQYYILIOTO BIJIMBY MacCH Tijlla Ha
TepaleBTUYHUYN ePEeKT i mepeHocuMicTh TabneTok mposonrosanoi gii MIPATTEKC II]I.
[IpaminmeKkcon IeMOHCTPYE MiHilHY KiHETUKY i He3HAUHY BapiaOeNlbHICTh MJIa3MOBUX PiBHIB ¥
Pi3HUX MAlli€EHTIB.

Po3nodin

Y moguHY 37aTHICTH IPaMilleKcoy 3B’ sa3yBaThCs 3 6inkoM myxke Hu3bKa (< 20 %), a 00’eM
posmnopiny - Benuku# (400 ). BuCoki KOHIIEHTpallil criocTepiranucs B MO3KOBi# TKaHUHI IIypiB
(mpubnu3HO y 8 pa3iB GisbIli, HiK KOHI[EHTpAllil B I1JIa3MO010).

biompaHcgopmauis
[Ipaminekcon MeTabOi3yETHCS Y NIOAUHY JIUIIE HE3HAYHOIO MipoIo.
BusedeHHs

BuBeneHHs IIpaMilleKkCoJly HUPKaMU Y He3MIHeHOMY BUTTISALL € OCHOBHUM IJIIXOM
BuBeneHHd. [1pu6mu3no 90 % '“C MideHOI 7031 BUBOMUTLCS HUPKAMH, TOMI 9K MeHIe 2 %
BM3HAYAETHCS Y KaJjli. 3aralbHUM KIIipeHC IpaMineKkcony CTaHOBUTh Mpubnu3Ho 500 Mii/xB, a
HUPKOBUM KitipeHc - npubnusno 400 mi/xB. [lepion HamiBBUBeneHHs (t%2) Bapitoe Big 8 rogux
y MoJionux o 12 ropus y ocib MiTHBOTO BiKY.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

MIPAIIEKC I1]] moka3aHu# [OPOCIUM 151 JIiKyBaHHS CUMIITOMIB ifiomaTuyHoi xBopo6u [TapKiHCOHa
K MOHOTeparis (6e3 neBopmonu) abo y KombiHallii 3 1eBOOI0I0, TOOTO IIPOTITOM BChOT'O
3aXBOPIOBAHHS M0 Mi3HiX CTafdill, Ko eheKT IeBOOONH 3HUXKYETLCSI ab0 CTaE HECTIMKUM i BUHUKAE
KOJIUBAHHS TEPANEeBTUYHOTrO epeKTy (IPUMHHEeHHS [ii §o3u ab0 KOTUBAHHS 3a IPUHITUIIOM i€ - He
oie»).

IIpomunoka3aHHs.

[inepuyTAUBICTE OO Hif0Y0l PEUYOBUHU a0 mo Oy/ab-sIKOTO iHIIOr0 KOMIIOHEHTA [pernapary.

B3aemodis 3 iHwumMu nikapcbkumu 3acodamu ma iHwi eudu e3aemoditi.



36’sa3ye8anHs 3 biakamu naasmu

[Tpaminekcon 3B’43yeThCs 3 O6ilKaMu I1a3MHU qyKe He3HaYHOI0 Mipoio (< 20 %), He3HaYHa
6ioTpancdopMaliisi cnocTepira€ThCs y 4oIoBikiB. ToMy B3a€EMOIist 3 iHIIMMU TiKaPCbKUMHU
3aco0amuy, 1110 BIJIMBAIOTH Ha 3B’SI3yBaHHS Ipemnaparty 3 6inkamu maa3mu abo #oro
BUBEJIEHHS NIJISTX0M OioTpaHcdopMaliii, € ManorMoBipHO0. OCKiNTbKY aHTUXOJTIHEPTiuHi
3aco0u BUBOISATHCS 3 OPraHi3My IepeBazkHO mIssxoM 6ioTpancdopMmaltii, moTeHIiiHa
B3aEMOJisl MaJOWMOBipHA, X04a B3a€EMOIil0 3 aHTUXOJIIHEPTriyHUMU 3acobaMu He
nocrnigxyBanu. PapMaKOKiHETUYHOI B3a€MOI1 3 CEJIETiliHOM i IeBOIOII0I0 HEMAE.

[H2i6imopU/KOHKYpeHMu aKkmugH020 WAAXy HUPKOB020 8UBLOCHH S

[luMeTuOVH 3MEHIITyBaB HUPKOBUM KITipeHC IpaMineKcoiy nmpubnau3Ho Ha 34 %, WMOBipHO,
[IJISIXOM NIPUTHIYeHHS KaTiOHHOI CEKPETOPHOI TPAaHCIOPTHOL CUCTEMU HUPKOBUX KaHAJIbIIiB.
Tomy nikapceKi 3acobwu, 1110 € iHTi6iTopaM¥u IIbOTO IISIXY aKTUBHOT'O BUBEIEHHS IIperapaTy
HUpKamu abo SIKi BUBOASTHCS LIUM IIJITXOM, TaKi K UUMETUANH, aMaHTaAuH, MEKCUIETHH,
3WO0OBYAWH, IUCIIJIaTHH, XiHiH Ta IPOKalHaMifl, MOXKYTb B3aEMOMIATH 3 MPaMilleKCOI0M, III0
CIIPUYMHSE 3HUXKEHHS KIIpeHCYy npaMinekcony. [Ipu omHOYaCHOMY 3aCTOCYBaHHI [IUX
nmikapchKux 3aco0iB 3 nmpemnapaToM MIPAITEKC TI]I, ciifg poO3TiasSHYTH MOXKJIUBICTB
3HUXKEHHS 03U [IPaMilleKCony .

KombiHauis 3 nesodonoro

Y pasi 36inbmenHs po3u mpemnapaty MIPATIEKC III npu 3acTocyBaHHI B KOMOiHallii 3 1eBOIOIIO0
PEKOMEHAYEThCS 3HUKYBATH HO3M iHIINX MIPOTUMAPKIHCOHIYHUX TiKapChKUX 3aC00iB
3a/IMIIa0Th HE3MIHEHUM.

Yepe3 MOXIMBI afuTUBHI e(DEeKTHU CIIii pEKOMEeHyBaTH MallieHTaM JOTPUMYBaTUCS
00epeKHOCTI IpHU MPUMOMi iHIIUX CeJaTUBHUX JiKaPChKUX 3ac00iB ab0 aIKOTOJII0 Y
KoMOiHaIril 3 mpaminexcosom (muB. po3minu «Oco0IUBOCTI 3aCTOCYBaHHS», «3MaTHICTh
BIIJIMBATH Ha IIBUIKICTb peakilil Mpy KepyBaHHI aBTOTPAHCIOPTOM a00 iHIIMMU
MexaHizMaMu» Ta «I1o6GiuHi peakirii»).

AHmMuncuxomuuHi aikapcvki 3acobu.

Crnipm yHUKaTH OJTHOYACHOT'O 3aCTOCYBaHHST aHTUIICUXOTUYHUX JIiIKApPChKUX 3aco0iB i
IpaMinekcony (auB. po3ain «OcobmIUBOCTI 3aCTOCYBaHHS»), HAIIPUKIIaf, SKIIO MOXKHAa
OYiKyBaTH aHTArOHICTUYHUX €(PEKTIB.

Oco61ueocmi 3acmocy8aHHs1.

[Tpu npusHauenHi npenapaty MIPAITEKC II]I marieatam 3 xBopo6oio [TapkiHcoHa Ta
IOPYIIEHHAM (YHKI1 HUIPOK PEKOMEHAYEThCA 3HUKYBATH H03Y BIOMOBIOHO JO
PeKOMeHallii, BUKJIafleHuX B po3[isni «Crmocib 3acToCyBaHHS Ta [03U».

I'anoyuHayii. TamouuHanii Bigomi sk nobiuHui eeKT mpu JiKyBaHHI aroHicTaMu HomaMizy i
neBoporolo. I1arieHTiB MoTpi6HO MOiHGOPMYyBaTH PO Te, IO Y HUX MOXKYTb BUHUKATH (IIepeBakHO
30POBi) rayoIuHAaIil.



Huckinesis. IIpu KoMOiHOBaHil Teparlil 3 JIEBOMOIIOI0 IIPH MTporpecyiodii xBopoOi [TapkiHcoHa
MOXKe PO3BUHYTUCS HOUCKIHE3id IIiJ Yac II04aTKOBOTro TUTPyBaHHA npemnapaty MIPAITIEKC
[1]1. AK110 11e CTaHETHCS, 03y JIEBOOOIHU CJIifl 3MEHILIUTH.

HucmoHis

OcboBa OUCTOHIS BKIIOYAl0YX aHTEKOJIiC, KaMIITOKOPMIIO Ta IIJIEBPOTOTOHYC (cuHApPOM [1i3n)
iHomi moBimoMIsiNack y malieHTiB 3 xBopo6oio [TapkiHCOHA micys moYaTKOBOI 7031 ab0
IIOCTYTIOBOTO 30ibIIIEHHS I03H MTpaMilleKcoily. Xo4a AUCTOHisA MoXe OyTH CHMIITOMOM
xBopoOu [lapKiHCOHA, CUMIITOMY y LIMX MAI[iEHTIB 3MEHIIYIOTHCS MiC/Is 3MEHIIEHHS 7031 ab0
BIIMIHU IIpaMilIeKCOIy.

ZAKII0 BUHUKIIA JUCTOHIS, HEOOXiMHO PO3TIISHYTU MEPETIAL CXeMU JTiKyBaHHS
IollaMiHepriYHMMHU TIpenapaTaMy Ta MifidpaTu [03y MpaMileKCcoy.

Panmosuti Hanao cHy abo coHaugicmb. 3aCTOCYBaHHS IPAMINIeKCOJIy 0B’ A3yBasIoCh i3
COHJIMBICTIO Ta PalTOBMMMU HalagaMy CHY, 30KpeMa y Ialli€eHTiB 3 xBopo0Ooio [TapkiHCcoHa.
[Ipo panToBuy Hamnap CHY Iif Yac JeHHOI aKTUBHOCTI, IO y AesIKUX BUMlafiKaX BUHUKAE 0e3
yCBioMIeHHS 11b0or0 a6o 6e3 I0sIBU MoNepenXKyBalbHUX 03HAK, IIOBIAOMIISIIIOCS HE4acTo.
ITamienTiB moTpi6HO MoOBimOMUTH IIPo ILie. IM iy mopekoMeHayBaTH GyTH 06epeKHUMH IPH
KepyBaHHi aBTOTPAHCIIOPTOM abo iHIIMMMY MeXaHi3MaMU MIPOTITOM JIiKyBaHHS IIperapaToM
MIPATIEKC IT1. ITa1ienTH, y SKMX BUHHUKAJla COHIUBICTh Ta/ab0 pamnToBUY Hamaf CHY,
ITOBMHHI YTPHMYBaTHUCS Biff KEpyBaHHS aBTOTPAHCIOPTOM abo iHIMMMYU MexXaHi3MaMu. Kpim
TOTO, TOTPIOHO PO3TISTHYTH MOXKJIUBICTh 3HUXKEHHS 103U a0 MPUNMHEHHS NTiKyBaHHSI. Yepe3
MOXKJTMBi agUTHBHI e(peKTH PeKOMEHOYEThCS MOTPUMYBATHCSI 00ePexKHOCTI, KOJIK Y
ITOEMHAHHI 3 TPaMileKCcoJIoM TMallieHTH MPUKUMAIOTh iHIII ceJaTHBHI TiKapchKi 3acobu abo
aJIKOroJIb (mUB. po3minu «B3aeMomis 3 iHIMMMH JTIKapChKUMHK 3aco0aMH Ta iHIM BUIU
B3a€EMO[Iili», «3MaTHICTh BIIJIMBATU Ha IMIBAIKICTh peakliil Ipyd KepyBaHHI aBTOTPAHCIOPTOM
abo iHmMMu MexaHi3Mamu» Ta «I100iuHi peakiii»).

Posnadu koHmposto imnyasvcia. [1amieHTiB Clifg peTeaIbHO KOHTPOJIIOBATH L[0JI0 PO3BUTKY
po3nafdiB KOHTPOJIO iMIy bciB. IlalieHTH Ta 0co0H, SKi 3a HUMU [OTIA[al0Th, MalOTh 3HATH,
IO IIPH JIiKyBaHHI aro"icramu godaminy, BKmodatoun MIPATIEKC I1[I, MOXNIHUBi CUMIITOMHA
po3nany KOHTPOIII0 iMIIyIbCiB, BKIIOYAO4YHU MaTONOTIYHUY HOTAT 00 a3apTHUX irop,
nmocujeHHs nibigo, rinmepcekcyanbHiCTh, KOMITYJIbCUBHA Po3TpaTa abo KyIIiBIis, epeigaHnHs
Ta KOMITYIbCHBHE BXHUBAHHS iKi. [Ipy PO3BUTKY TaKUX CUMIITOMiB HEOOXiTHO PO3TJISTHYTH
MOZKJIUBICTh 3MEHILEHHS J03U/IPUNUHEHHS IPUXOMY IIpelapary.

Mais i denipitl. I1allieHTIB CJIifl peTeabHO KOHTPOJIIOBATH LIO0 PO3BUTKY MaHii Ta memnipito.
[TarmienTu Ta ocobu, sIKi 3a HUMHU [OT/ISAAI0Th, MAlOTh 3HATH, 1110 MaHisg Ta Jemipiii MOXKYTh BUHUKATH
y MalieHTiB, 10 OTPUMYIOThH Tepalilo npaminekconaoM. [1pu po3BUTKY TaKUX CUMIITOMIB He0OXigHO
PO3IJIHYTU MOXKJIUBICTh 3MEHIIIeHHS JO3U/IIPUIIMHEHHS IPUNOMY IIpelapary.

Iayienmu 3 ncuxomuyHumu po3aadamu. ITali€HTIB i3 MCUXOTUYHUMU PO3/TafaMu IOTPIOHO
JIIKyBaTHU aroHiCTaMHU [OMaMiHy, JIUIIe SKII0 MOTEHI[iiHa KOPUCTh IlepeBaXxae Haf
pusukamu. Crif yHUKaTh OGHOYAaCHOTO IIPUIMOMY aHTUIICUXOTUYHUX JTiKapChKUX 3ac00iB i3
mpaminexkcosyioM (IuB. po3min «B3aeMopmis 3 iHIMMMY TiKapChKUMU 3aco0aMu Ta iHIIM BUOU
B3aEMOIII»).



O¢pmanomonoziyHe cnocmepediceHHA. OPTanbMOIOTidYHe CIOCTEePEeXEeHHS PEKOMEHY€EThCA
3[iMCHIOBATH Yepe3 OMHAKOBI MPOMiXKKM Yacy abo mpy BUHUKHEHH] TaTOJIOTiHN 30Dy .

TscKi cepueso-cyOuHHi 3axeoptosaHHA. Crif mOTpUMYyBaTHCS 00€PeKHOCTI IIPH TSIKKOMY CEPLIEBO-
CYOIMHHOMY 3aXBOPIOBaHHI. PEKOMEHIYETHCS KOHTPOJIIOBATH apTepialbHUN THCK, 0COOIMBO Ha
II0YaTKYy JIiKyBaHHS, Yepe3 iCHyBaHHS 3arajbHOT0 PU3UKY IIOCTypPaJibHOI apTepiaabHOl TiMOTeH3il,
IIOB’sI3aHOI 3 IOMaMiHePrivYHO0 TePAITi€l0.

3n0skKicHull HetlipoaenmuyHull cuHOpom. CUMIITOMH, 110 HABOIATH Ha OYMKY IIPO HasABHICTh
37105IKiCHOT'0 HEUPOJIENITUYHOT'0 CUHAPOMY, CIIOCTEPIranucs micasa pPi3Koi BigMiHA
momamiHepriyHoi Tepamii (quB. po3min «Crmoci® 3aCTOCYBaHHS Ta MO3U»).

CuHOpom 8i0MiHu a2oHicmie donamiHy (DAWS).

CuHIOpOM BifMIHU aroHiCTiB JOIIaMiHy CIIOCTepiraBCcs IIpU 3aCTOCYBaHHI aroHICTIB fONaMiHy,
BKJII0Yalo4u IpaMinekcon (auB. po3min «I1obiuHi peakii»). [1[o6 MpUNIMHUATH TiKyBaHHS
malieHTiB i3 xBopobOoio [TapkiHCOHA, 03y MMPaMilleKCoIy CIifi 3HUKYBaTH ITOCTYIIOBO (OUB.
po3min «Crocib 3acTocyBaHHs Ta fo3u»). O6MexXeHi flaHi TOBOPSITH PO Te, IO TAlliEHTH 3
po3nagaMy KOHTPOJIIO iMITyJIbCiB Ta MAI[iEHTH, SIKi OTPUMYIOTh BUCOKY I0060BY 03y Ta/ab0
BHCOKi KyMyJIATHABHI O3 aroHiCTiB modaMiHy, MOKYTb MaTl BUCOKHUYM PU3UK PO3BUTKY
CUH[POMY BiIMiHU aroHiCTiB fonaMiny. CUHAPOM BigMiHM MOXKe BKJIOYaTH amaTiko,
TPUBOXKHICTD, OENPECii0, BTOMY, IiTIXBICTE, Oi/1b i BiICYTHICTH BiATIOBiMi Ha 3aCTOCYBaHHS
sieBomonu. [Iepll HixK 3MEHIIUTHU 03y Ta IPUIMHUTY 3aCTOCYBaHHS IIPaMIleKCOIy,
MAIliEHTIB CITif MPoiHGOpPMyBaTH PO MOXKJIMBI CUMIITOMH BifMiHU. 3a CTAHOM IAIli€HTIB CIIif
PEeTeNnbHO CIIOCTEepiraTu mif Yac 3HUKEHHS [NO3U Ta BiAMiHM IpUIOMY IpaMineKkcony. Y pasi
BHpaXXeHuX Ta/abo CTIMKUX CUMIITOMIB CHHIPOMY BiIMiHM aroHiCTiB fomaMiHy MOXKHa
PO3TIIHYTHA TUMYacOBe ITOBTOPHE IPU3HaYEeHHS IPaMineKCcoiy y HalMeHIil eheKTUBHIN
[O3i.

3aauwku 8 ¢pekanisx.

IesKi malieHTy MOBIMOMHUIHY IIPO MOSBY B (heKalisX 3aJUIIKiB, 10 MOXKYTh HaragyBaTH I1ili TabmeTKu
npoJioHroBaHol mil Mipanexkc I1]1. V pa3i HagxomgXeHHS TaKOT0 IOBiIOM/IEHHS Bifi Malli€HTa, JTiKap
IIOBUHEH IEPEerISHYTH Peaklilo MallieHTa Ha Teparlio.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.

BazimHicms. BIIJIUB Ha BariTHICTH 1 JIaKTallilo y JIIOOUHU He OOciiaxyBaBcd. [Ipaminekcon He
IIPOSIBIISIB TEPATOT€HHOI il y HOCIiIXKeHHSIX Ha IIypax Ta KpPoJsX, ajle YNHUB
eMOpiOTOKCUYHY [Iif0 Ha IIypiB y [03aX, 10 MalOTh TOKCUYHUM e(eKT A/ BariTHUX CaMUIb.
MIPATIIEKC II][I He cniif 3aCTOCOBYBATH Y I1ePiof BariTHOCTI, AKINO Y LILOMY HeMae
6e3yMoBHOI moTpedu, TOOTO KONK MOTEHIIiiHA KOPUCTh BUIIPABAOBY€E IOTEHIIINHUN PU3UK
OIS TIJI0fa.

ITepiod 2o0ysaHHA 2py0010. OCKINbKY JTiKyBaHHS IPaMilleKCOJI0M NIPUTHIUY€E CEKPELilo IPOIaKTHHY Y
JIIOOWHHU, O4YiKYEThCS MIPUTHIYEHHA NaKTalil. [[poOHMKHEeHHS IpaMineKCcosy y TpyaHe MOJIOKO KiHOK
He JOCIigXKyBanocs. Y mypiB KOHLIEHTPAIlisd pafioaKTUBHO MideHOi [if040i peUOBHHU B TPYIHOMY
MoJioIi OyJia BUINOIO, HiXK y 11a3Mi. Yepes BiICYTHICTh BiATIOBITHUX JaHUX BiTHOCHO JIONUHU



MIPAIIEKC II]I He crmifg 3aCTOCOBYBaTH IIPY FOAYBaHHI IPyaa0. Ane SKIIO 3aCTOCYBaHHS I[bOTO
mpernapaTy He MOXXHa YHUKHYTH, TOOyBaHHS TPYAAI0 CIIif MPUIUHUTH.

®epmuavHicmy. [OCTiAKEHD OO0 BIIMBY Ha (PEPTUNIBHICTD TIOAWHN HE TPOBOJUIIOCH. Y
OOCIIIIXKEeHHSAX Ha TBapUHAaX [IPaMilleKCoJl BIIJIMBaB Ha eCTPOTeHUY LUKJI 1 3HUKYBaB
(dhepTUNbHICTh CaMOK, 10 i 0YiKyBanoCs AJIs aroHicTa JomaMiny. OOHaK IIi AOCHiAKeHHS He

BUSIBUJIM IPAMUX a00 HENPSAMUX IIKiAJIMBUX BIJIUBIB Ha 40JI0BiUy GEePTUILHICTS.

30amuicms enaueamu Ha weudKicmos peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu mexaHiamamu.

MIPATIEKC I1]] Moxe MaT{ 3HaYHUM BIIJIMB Ha 3JaTHICTh KepPyBaTH aBTOTPAHCIOPTOM abo
IIpalioBaT 3 MalIMHHUM 00/TagHAHHAM. MOXKYTb BUHUKATH TajllolMHallii ab0 COHIUBICTh.

[TamienTis, gki nikywoTeca npenapaToM MIPATIEKC I1]] i y AKUX Ipy TaKOMY JIiKyBaHHI 3'ABISAETHCA
COHJIUBICTh Ta/ab0 panToBi Hanagy CHY, MOTPi6GHO MoiH(GOPMYBaTH MPO Te, 1[0 iM CIIif yTPUMYBaTHUCS
Bifl KEpYBaHHS TPAHCIOPTHUMHU 3acobaMu abo 3aliMaTUCS OisIBHICTIO, MM Yac sIKoi yepes ociiabneny
IUJIBHICTh BOHU MOXKYTh HapaxaTu cebe abo iHIMX Ha Hebe3meKy OTpUMaHHS Cepiio3Hol TpaBMu abo
cMepTi (HanpuKiaf, Ipy yIpaBliHHI MalTMHHUM 00JlafHAHHAM), OOTH, LOKU He ITepecTaHyTh
BUHUKATH PEIUANBHI BUMIQIKU i COHNMUBICTE (HuB. po3minu «OcobIUBOCTI 3aCTOCyBaHHSA», «B3aemogis
3 iHIIMMHU JTiKapCbKUMM 3aco0aMu Ta iHII BUAM B3aeEMoMii» Ta «[106iuHi peakmii»).

Cnocid 3acmocyeaHHsi ma 0o3u.

TabneTtku mpononrosanoi fii MIPATIEKC I1]I € mikapcbKoio (OpMOI0 IIpaMileKcony,
IIPHU3HAYEHOI0 [IJIS TIepopaIbHOro mpuitomy 1 pas Ha go0y.

ITouamkosa mepanis.

Io3u ciip migBuIllyBaTU IIOCTYIOBO, ITIOUYMHAKYHU 3 103U 0,375 MI IpaMineKkcoiy
nurigpoxmopuny MoHorimpaty (0,26 Mr nmpaminekcosny) Ha mo0y, HaCTYIHi MigBUIIEHHS CIIif
IIPOBOJXTH KOXKHi 5-7 IHIB. AKIIO y MaIliEHTiB HEMaE HellepeHOCUMUX HebaKaHUX peaklliid,
TO [I7IS1 HOCSITHEHHST MaKCHMaJIbHOTO TEPAneBTUYHOT0 e(heKTy HeoOXiqHO ITPOBECTH
TUTPYBaHHS OO3H.

Cxema mifBHUITIEHHS 103U TabneTok mposionroBanol maii MIPATTEKC I1]1

Tuxnens |[doOGoBa mo3a (Mr) To6oBa mo3a (MT) IpaMireKkcoy
[IpaMirneKkcoiy OUTiTPOXJIOPUAY MOHOTIAPATY

1 0,26 0,375

2 0,52 0,75

3 1,05 1,5

Y pasi HeobximHOCTI M06OBY 103y MOTPiIOHO MiABUINYBATH 3 TUKHEBUMHU iHTepBaiaMu Ha 0,75



Mr (0,52 Mr ocHOBH) [0 MaKCHMaJbHOI I03H, 1[0 CTAHOBUTS 4,5 MT IpaMineKCcomny
OUTiIpOXJIOPUAY MOHOTimpaTy (3,15 Mr mpaminekcomy) Ha mo0y.

Arie crig B3ITH 0O yBary, 110 UMOBIPHICTh IIOSBYA COHJIMBOCTI IMiABUILYETHCS IIPU IPUUOMI
103, SIKi IepeBUIIyIOTh 1,5 MT IpaMineKCcoiy gUrigpoxaopuny MoHoriapaty (1,05 mr
mpaminexkcosny) Ha no0y (muB. po3min «ITob6iuHi peakiii»).

[TamienTy, gki Bxe npuiiMaioTh Tabnetku MIPAITIEKC, MoxyTh OyTu nepeBefeHi Ha IPUoM
tabneTok nponouroanoi fii MIPATIEKC I1]I. Lie kpaire poOuTHy Ha Hiu 3i 30epekKeHHSIM Ti€l
3K caMoil no06oBoi no3u. [licnst mepeBefgeHHs Ha TabneTku nponoHroanol mil MIPATIEKC I1],
mo3a Moxe OyTy CKOpPUTOBaHa 3aJIe’KHO Bifl peakilil maIfieHTa Ha JIiKyBaHHS (OUB. MiApPO3Min
«PapMakoguHaMiKa»).

ITiompumyroue AiKyBaHHA.

MaxkcumasbHa f03a IpaMileKcosy JUTiIpOXI0pKUAY MOHOTIApaTy MOBHHHA OyTH ¥ MeXkax Bifl
0,375 mr (0,26 mr mpaminekcomny) o MakcumyM 4,5 mr (3,15 Mr npaminekcoiny) Ha go0y.
[Tpu 306inblIeHHI 403K B MiTOTHUX OOCHIMKEeHHIX e(eKTUBHICTD MpemnapaTy CIoCTepirany,
IIOYMHAIOYY i3 BBeIeHHs M000BOi o3u 1,5 MI mpaMineKkcony OQUrigpoxJIOpuaoy MOHOTIiIpaTy
(1,05 mr npaminekcoiy). [Tomanblie KOPpUTyBaHHS 003U MOTPiOHO 3MiMICHIOBATH 3
ypaxyBaHHSIM KIiHIYHOI peakxilil Ta 3 Or/Isifly Ha BUHUKHEHHS Mo0iYHuX peaktii. ITig vac
KJTIHIYHUX [OCHiXKeHb MpuOMu3Ho 5 % MallieHTiB JiKyBalucs go3aMu, 110 6y MEHIITNMU
1,5 Mr npaminekcony gurigpoxaopuny MoHoriapaty (1,05 mr npaminekcony). [1pu
mporpecyioyiii xBopo6i [TapkiHCOHA [IJIg MAIliEHTIB MOXKYTh OYTH KOPUCHUMU 03U
IIpaMileKkcoJly, 110 epeBUIlyTh 1,5 Mr IIpaMineKkcosny gurigpoxiaopuny MosHorigpaty (1,05
MT IIpaMineKcosy) Ha fo0y, SKIIO MIaHyEeThCS Tepallis 3i 3HUAKEeHHSIM 003U JI€BOMOIIH.
PekoMeHAy€eThCS 3MEHIyBaTH 403y JIEBOJOIMM IIifl Yac 30iNbIIeHHS N03U IIpernapary
MIPATIEKC I1]I, a TaKOX IIif 9ac migTpUMYyI04ol Tepalril 1M IpernapaToM 3aJIeskHO Bif
peaxiliii y OKpeMuX Ialli€HTiB (OuB. po3ain «B3aeMopis 3 iHIIMMY TiKapChbKAMM 3aco0aMu Ta
IHIITII BUAYW B3a€EMOMTIN»).

ITponyweHutl nputiom mabiemxku.

AKII10 MPUIOM 03U MPOMYIEeHo, HeoOXimHO MPUNHATHA TaONeTKy ITPOJIOHTOBAHOI il
MIPAIIEKC I1[I BuponoBx 12 roguH Bif 3BUYHOI0 Yacy HpUUOMY. AKINO Micasd IponyCcKy
IPUOMY IIpernapaTy npouio Oinkine 12 roguH, TabneTKy He IPUUMalTh, @ HACTYIIHY 03y
OTPiOHO MPUMHATH HACTYIIHOTO OHS Y 3BUYHUM Yac IPUHOMY.

IIpunuHeHHA AIKYBAHHA.

PanToBe mepepuBaHHS OoNaMiHepPriyHOI Teparii MoXKe IIPU3BECTH 10 PO3BUTKY 3JI0SKiCHOTO
HEeUPONENTUYHOT0 CUHAPOMY ab0 CUHAPOMY BiIMiHU arOHICTiB fomaMiHy. [103y IpaMineKcomy Clif
3MEeHIIyBaTU NOCTyIIoBo Ha 0,75 Mr npaMinekcony gurigpoxiopuny MosHorigpaty (0,52 mr
npaminekcoiy) Ha fo6y gotu, moku go0oBa fo3a He Gyme 3MeHmIeHa 1o 0,75 Mr npaminekcomny
purigpoxnopuny MoHorigpary (0,52 mMr npaminekcomny). I[Ticns mporo go3y cinig 3MeHiryBatu fo 0,375
MT IIpaMilleKCcojy gurigpoxnopuny MoHorigpaty (0,26 Mr npaminekcoiny) Ha fo0y (IuB. po3min
«0OcobnuBOCTi 3acToCyBaHHS»). CHHAPOM BigMiHU aroHIiCTiB HomaMiHy MOXKe BUHUKATH IIif] Yac
IIOCTYIIOBOTO 3HMKEHHSA [03U. ToMy MoXke 0yTH HeoOXifHMM THMYacOoBe IiABUIIEHHS 03U Iepef
THM, SIK BiTHOB/IIOBATH 3HUKEHHS J03U (OuUB. po31in «OcoOIUBOCTI 3aCTOCYBAHHS»).



Ilo3yeaHHA 014 nayieHmis 3 NOPYWeHHAM PYHKUIT HUPOK

BuBeneHHs MpaMineKCcomy 3ajleXkUTh Bifl PyHKIIii HUPOK. [IDOTIOHYEThCS TAKUU PEXRUM
[NO3yBaHHS:

- nalieHTaM i3 KJIipeHcoM KpeaTHHiHY ToHaf 50 MJI/XB He IOTPiOHO 3HUXKYBATH HOOOBY 103y
ab0 9acToTy BBELOEHHS [103;

- nalieHTaM i3 KiipeHcoM KpeaTuHiHY Bif 30 mo 50 Mi1/xB liKyBaHHS MOTPIOHO PO3MOYMHATH 3
npuiioMmy no3u 0,375 Mr npaMinekcony gurigpoxiopuny MosHorigpaty (0,26 Mr npaminekcosy) yepes
nenb. [Tepen migBuiieHHSIM H000BOI 03H, 10 3MiMCHIOETLCS Yepe3 1 THXKIeHb JTiKyBaHHS, CIIif
DOTPUMYBATHUCS 00ePEKHOCTI i TPOBECTH PeTebHY OIIIHKY Peakilil Ha JTiKyBaHHS Ta TepPeHOCUMOCTI
nikyBaHHs. [Ipu HeoOXimHOCTI 703y CIIif MigBUINYBaTH 3 TUKHEBUMH iHTepBanamu Ha 0,375 mr (0,26
MT IIpaMillekcojIy) [0 MaKCUMaJIbHOI J03H, 1[0 CTAHOBUTE 2,25 MI ITpaMineKcoiy AUTigpPOXIOPULY
MoHoriapaty (1,57 Mr mpaminekcony) Ha mo0y;

- He PeKOMEHYEThCS ITPOBOAUTH JIiKyBaHHS TabaeTKaMu IpojioHroBaHoi aii MIPATIEKC TI]T
TAlli€HTIB, V¥ AKUX KJIiPEHC KpeaTHUHiHy CTAaHOBUTH MeHIle 30 MJI/XB, OCKIIbKY OAaHUX [T i€l
KaTeropii nmarieHTiB Hemae. Cig 0OMipKyBaTH MOXKJUBICTL 3acTocyBaHHs TabmeTok MIPATTEKC IT]I.

[Tpu noripierHi GyHKIII HUPOK IIif YacC MiATPUMY0UOl Tepallil CIif JOTPUMYBaTUCS
HaBe[eHUX BUIlle PEKOMeHalliu.

[lo3yeaHHA 014 nauieHmis 3 NoOpyweHHAM PYHKUil neviHKu

IMOBipHO, HeMae IOTpe6HU B KOpPUTYBaHHi N03U [JIg MaIli€HTIB i3 MOpymieHHIM (QyHKITi1
eviHKy, ocKinbku nmpubnu3no 90 % abcopOoBaHOI M1iI040i PeYOBUHU BUBOIUTHCS HUPKAMH.
[IpoTe mOTEHIINHUY BIINB MOPYILIeHHS (QYHKIII MeYiHKKA Ha (papMaKOKiHETHKY IIpelapary
He OOCJIiAXKyBaBC4.

Cnocib 3acmocy8aHHs:.

TabneTku cytig KOBTaTH LiTIMMU, 3alIMBal04Yy BOMO0, HE PO3KOBYBATH, HE PO3MINIATH Ha
YaCTHUHY i He po3gaBioBaTh. [IpuiioM 1Ki He BINIUBA€E Ha mpuiioM mpemapaty. MIPATIEKC
[11, cmip mpuiitMaTy KOXKHOTO [HS MPUONIU3HO B OOUH i TOM XKe 4ac.

Himu.

BesneunicTe Ta epekTuBHICTh 3acTocyBanHs npenapaty MIPATTEKC I1]I mitsam (BikoM 1o 18 pokiB)
He BCTaHOBJEeHi. HemMae 0Or'pyHTYBaHHS MOXKJIMBOCTI 3acTocyBaHHs npenapaTty MIPAIIEKC I1]I gitam
npu xBopoOi [TapkiHcoHa.

Ilepedo3yeaHHsi.

KniniuHoro mocBify 3HaYHOTO Iepeno3yBaHHs HeMae. O4UiKyBaHUMHU MOOIYHUMU PeakilissMu
MOXKYyTb OyTH peakliii, 110 1MoB’s13aHi 3 hapMakKoAMHaAMIYHUM IPodineM aroHicta gJonaminy, B



TOMY YMCIIi HyfoTa, O0BaHHS, TillepKiHe3is, rajolunHallil, TPUBOTa Ta apTepiaabHa
rinoTeH3isd. BCTaHOBIEHOT0 aHTUNOTY IPY IIepefo3yBaHHI aroHiCTa gollaMiHy HeMae. 3a
HAsIBHOCTI O3HAK CTUMYJISII] IIeHTPaJbHOI HEPBOBOI CUCTEMHU MOXKe OyTU IMOKa3aHUM IPUNOM
HEeUPOJIENTAYHOT0 3aco0y. JIiKyBaHHS IpU epefo3yBaHHiI MoXkKe TOTpeOyBaTH BXKUTTS
3arajibHUX MiATPUMYIOUMX 3aXOAiB pa30M i3 MPOMUBAHHAM LIJIYHKA, BHYTPIiIIHbOBEHHUM
BBEJIEHHSAM PiAVH, IPUMOMOM aKTHBOBAHOI'0 BYTi/JISA i KOHTPOJIEM 3a eJIeKTPOKapAiorpamoio.

ITo6iuni peakuii.
OuikyeaHi nobiuHi peakuii.

AHani3 00’egHaHuX Mane00-KOHTPOJIbOBAHMX BUIPOOyBaHb, V¥ SKUX 3arajaoM Opanu y4acTh
1778 nauienTiB 3 xBopo6oto [TapkiHCOHA, SKi mpuiiMany mpaMinekcon, i 1297 maririenTis, sSKi
npuMany miamebo, mokKasas, 10 Ipo MobiyHi peakiril YacTo MOBimOMIISIIN B 060X rpymax. Y
67 % mallieHTiB, SIKi MpuiiManu npaminekcosn, i y 54 % mnamieHTiB, gKi npuiiMany miaieoo,
TIOBiMOMIISITIOCS IIOHAMMeHIIIe ITPo OOHY M00iYHY peakiliio Ha Impemapar.

Binburicte mo0iYHMX peakiiiii 3a3BUYall CIIOCTEPIraeThCs Ha IIOYATKY Tepallil, 3HauyHa YacTUHa iX
3HUKAE, HaBiTh SKIIO Teparis IPOI0BXKYEThCS.

Y Mexkax kinacudikallil 3a KJ1acaMu CUCTEM OpraHiB 1Mo0iYHi peakiril TogaHo 3a YaCTOTO IX
BUHUKHEHHS (KiJTbKICTh MAIli€HTIB, V IKUX OUiKy€ThCSI BUHUKHEHHS pPeakilil) i3
3aCTOCYBaHHSM TaKMX KaTeropiu, AK: ayxe dacTi (= 1/10); gacti (= 1/100 - < 1/10); HewacTi
(= 1/1000 - < 1/100); moomuuoKi (= 1/10000 - < 1/1000); pigkicsai (< 1/10000); HeBimomoO
(HEeMOKJIMBO BCTAHOBUTHU 3a HASIBHUMHU JAHUMHU).

[TobGiyHMMY peaKIlisiMU Ha IIperapar y MalieHTiB 3 XxBopo0oio [TapkiHCOHa, PO SKi MOBigOMIISI0CS
Halyacrime (= 5 %) (gacrire npu JIiKyBaHHI IpaMilleKCOJIOM, HiXK IIPY JIiKyBaHHi mane6o), Oynu
TakKi peakiiii, K Hy[I0Ta, AUCKiHE3is, apTepiaybHa Tiln0TEH3is, 3allaMOPOYEeHHS, COHIUBICTD,
0e3CoHHS, 3a10p, raiolHallil, rosoBHUM 6inb i BToMa. YacToTa IOSIBU COHJIMBOCTI MiABUIYETHCS
IIpY IPUHOMI [103, 110 TIepeBuinye 1,5 MT IpaMineKcojy JUTiIpOXI0opHUoy MOHOTigpaTy Ha no0y (HuB.
po3min «Crmocib 3acTocyBaHHS Ta 0o3u»). HaltuacTimoo mob6iyHoo0 peakIli€io Ipu IpuioMi
npemnapaTty y KoMm0OiHallii 3 1eBomomnoo OyJia AUCKiHe3isl. ApTepiaibHa riloTeH3is MoXKe BUHUKATH Ha
TI0YaTKY JIiKYBaHHS, 0COOIMBO SKIIO TUTPYBAHHS IMPaMileKCcosy 3OilCHIOETHCS HAATO LIBUIKO.

Knac cuctremu [ly>Ke 4acTi YacTi HeuacTi [TooguHoki |HeBimoMo
OpraHiB (= 1/10) (= 1/100 - <1/10) |(= 1/1000 - (=1/10000 - |(HeMOXKTIHBO
< 1/100) < 1/1000) BCTAHOBUTH 3a

HasIBHUMH
MaHUMH)

[HdekItil Ta iHBa3il [MHEBMOHiIs

[TopymieHHS 3 GOKY [IOPYIIEeHHS CeKpelii]

EeHIOKPHUHHOI QHTUAIYPETUYHOTO

CHCTEMH rOpMOHY'




[IcuxiyHi po3nagu

0e3COHHSA

IATONIOTiYHUH MOTST [MaHist

rasonKHAaI] 1o 3mificCHeHHS
MOPYIIEHHT CHY  [|IOKYIIOK
CILIyTaHiCTh [IaTOJIOTIYHUY MOTAT
CBiOMOCTI 00 a3apTHHUX irop
CAMIITOMU PO371any|3aHelIOKOEHHS
KOHTPOJIIO rimepceKkCyanbHICTh
iMITyJIBCIB Ta MapeHHs
KOMITYyJIbCHBHA po3nany nibimo
[MOBeIiHKa mapaHos
nenipiit nepeinanHs’
rinepdaris’
[TopymeHHs 3 60Ky |COHMMBICTB TOJTOBHUH Oilb [PaIlTOBUM Hamap CHY
HEepPBOBOI CUCTEMU 3alaMOPOYEHHS]] aMHe3isa
MUCKiHe3is rimepkiHesis
CUHKOIIE
[MopymeHHs 3 6OKY [OPYIIEHHS 30Dy,
OpraHis 30py BK/II0YAI0UU
IUILIOIII0
HEYiTKICTb 30py
[TOTipIIEHHS
TOCTPOTH 30pY
[MTopymenHs 3 60Ky ceplieBa
CepIeBOl CUCTEMU HEIOCTATHICTh'
[TopymieHHs 3 60Ky apTepianbHa
CYOMHHOI CHCTEMH rinoTeHsis
[TopyieHHs 3 60Ky 3aguINKa
OUXambHOL CUCTEMH, TMKaBKa
oprasiB rpymHoi
KJIITKX Ta
CepenoCTiHHSA
[MopymenHs 3 60Ky [HymoTa 3amop
[IJTyHKOBO-KUIIIKOBOT'O OITI0BaHHS
TPaKTy
[MopymeHHs 3 6OKY Ciep4yTIuBICTh
MKipy i migmKkipHol cBepO0ixX BUCUTIAHHSA
[kniTROBUHU
3aranbHi po3nagu Ta [igBUINeHA CUHOPOM
peaxitii B miciri BTOMJIIOBaHICTb BigMiHU
BBEEHHSA mepubepuyHi ArOHICTIB
HaOpsSIKU momaMiny
(BKITIOUAIOYH
arnarito,
TPUBOTY,
nmernpeciio,
BTOMY,

TiTIUBICTD i
0inn)

HocmimXeH-Hs

3MEHIIIEHHS MacHu
Tijla, BKJII0YAl04u
SHU2KEHHS

ANeTUTy

301/IBIIIEHHS MacK
Tima

' 11z moGiuHa peaxiiid crocTepiranack y moCTMapKeTHHIOBHIA epiof. 13 95 % MOCTOBipHICTIO

KaTeFOpiﬂ YaCTOTH BH3Ha4allaCd 4K He4YaCTO, ajie MOXKe 6YTI/I HMXK4Ye. BCTaHOBIIEHHST TOYHOI YaCTOTH

HEeMOXKJIMBE, OCKiJIbKM I0OiYHa peakilis He CIIOCTepiraaack mif Yac KITHIYHUX JOCITigXKeHb cepey

2762 naiieHTiB i3 xBopo6oio [TapkiHCOHa, SKi JIIKyBalUCh IIPaMilleKCOTIOM.




Omnuc okpeMux mo6iYHUX PEaKIIii:

CoHaugicmy. [TpritoM IpaMineKkcosy 4acTo OB’ I3YEThCS 3 COHJIUBICTIO 1 HEYacCTo - 3
HagMipHOIO COHJIMBICTIO y JeHHUY 4Yac Ta BUIIaflKaMU PalTOBOr0 Halafgy CHY (OUB. PO3Tin
«OCc0bIMBOCTi 3aCTOCYBAHHS»).

Po3nadu aibido. [TpuiioM mpaMineKkcoy MoXKe HeYacTo OB’ si3yBaTHCS 3 Po3jagaMu ibimo
(migBuIleHHS ab0 3HUKEHHS).

Po3nadu konmpoio imnyavcie. [1pu NiKyBaHHI aroHicTaMu gomnaMiHy, BKiodaiouu MIPATIEKC
[1]1, MOXKYTb CIIOCTEPIraTUCsA CUMIITOMU PO3JIafly KOHTPOJIIO IMIIYJIbCIB, BKIIIOYaOUMn
TIATOJIOTIYHUM MTOTAT M0 a3aPTHUX irop, MOCUJIeHHs Nibifo, TimepceKkcyanbHICTh,
KOMITy/IbCUBHA po3TpaTa abo KyIiBjs, nepeifaHHs Ta KOMITYJIbCUBHE BXKUBAHHS 1XKi (OUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

[Tig yac nepexpecHOro peTPOCIEKTUBHOIO CKPUHIHTY 1 JOCIIIIXKEeHHS METOLOM «BUIIa[l0K-KOHTPOJILY,
y sikomy 6panu ygacTh 3090 namuieHTiB i3 xBopo6oio [TapkincoHna, 13,6 % Bcix mamieHTis, AKi
IIPOXOMUIIY oTlaMiHepriuny a6o HemonaMiHepriyHy Tepariio, Majayu CUMITOMU PO3JIafy KOHTPOJIIO
iMITyTbCiB IPOTSITOM OCTaHHIX miecTH MicsiB. [IpOsiBY, 110 CIOCTEPIraaucs, BKIYaIn
IIaTOJIOTIYHUM TTOTAT OO0 a3apTHUX irop, HernepeOOPHUY MOTAT A0 3[iMCHEHHS IMOKYTIOK,
HeNoMipHY noTpedy B 1Xi, a TaKOXK KOMIYJIbCUBHY CEKCyasIbHY ITOBEIIiHKY
(rimepcekcyanbHIiCTh). MOXKIIKBI He3anexkHi (aKTopu pU3NKy BUHUKHEHHS PO3JIafiB
KOHTPOJIIO iMITyJIbCiB BKJIIOYAJIX OOo(paMiHEPTiUyHY Tepallito i OilbIl BUCOKI 03U IpH
nodamiHepriuniy Teparii, MonoamKii Bik (< 65 pokiB), HenepebyBaHHA Y 10061 Ta
HasIBHICTH y CiM’l BUNIAOKiB ITATOJIOTIYHOTO MOTATY OO0 a3apTHUX irop, Ipo SKi MOBigoOMIIsB
MMAIliEHT.

CuHOpom 8i0MiHU azoHicmie donamiHy. Y pa3i 3HUKEHHS 0034 a00 MPUIUHEHHS
3aCTOCYBaHHS arOHICTiB AonaMiHy (BK/II0Yal4Yy IPaMileKCcoa) MOXKYTh BUHUKATH HEMOTOPHI
no0iyHi peakuii. CUMIITOMY BK/TIOUAIOTh allaTilo, TPUBOTY, JENPECito, BTOMY, IiTIUBICTS i 6ib
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

Cepuesa HedocmamHicmb. Y XOA1 KITIHIYHUX JOCHIAXKEHD Ta IOCTMapKETUHTOBOTO IIepioay
CeplieBa HEJOCTATHICTH CIIOCTepirasach y Mali€HTiB, sIKi 3aCTOCOBYBAJIM IIPaMINeKkcosl. Y Xoni
(dhapMakoernifieMionoriyHoro JOCIifKeHHs 3aCTOCYBaHHS ITpaMineKcoiy Oyyo 1MoB’si3aHe 3
HiABUIIEHHSM PU3UKY CEPLEBOl HEJOCTATHOCTI IOPIBHAHO i3 BiACYTHICTIO 3aCTOCYBaHHS
(cniBBigHOLIEHHs pu3ukKiB 1,86; 95 % [I, 1,21-2,85).

[ToBimomeHHS IPO Mimo3py Ha mob6ivyHi peakirii

[ToBimoMnenHs npo mobiuHi peakiiil micns peecTparliii 1ikapchbKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Ille mae 3MOry IIPOBOOUTYU MOHITOPUHT CIIiBBITHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBaHHI
IILOTO JTIIKapChKOro 3acoby. MennyHuM Ta (papMalleBTUYHKM IIpalliBHUKAM, a TaK0XK
nariesTaM abo X 3aKOHHUM IIPeICTaBHUKAM CJIif TOBiJOMIISITH IIPO YCi BUIAAKU
nimo3poBaHuX M00IYHUX peakKlliil Ta BiiCyTHOCTI e(eKTUBHOCTI JTiKapChKOTO 3aco0y yepes
ABTOMaTH30BaHy iH(pOpMaliiHy cUCTEMY 3 (hapMaKOHAaT ISy 3a

IIOCUTaHHAM: https://aisf.dec.gov.ua.



Tepmin npudamuocmi. 3 POKH.

YMoBH 30epirannsi. 30epiraTé B OpUTiHaIbHiY YIaKOBIi B CyXOMY MICIIi 71 3aXUCTY Bif
BOJIOTH, TIpU TeMIepaTypi He Buille 25 °C. 30epiraTu y MicIli, HeIOCTYITHOMY [JIs HiTed!

YnakosBka.

[To 10 TabGneToK MPONIOHTOBaHOI il y 6micTepi; mo 3 6micTepu B KAPTOHHIM KOPOO1Ii.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.

Bepiurep Iarensxaiim ®apma 'M6X i Ko. KT', HimeyuuHa.
Boehringer Ingelheim Pharma GmbH & Co0.KG, Germany.
abo

Porrenpopd ®apma 'mM0X, Himeuunna/ Rottendorf Pharma GmbH, Germany

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca MicIisi MpoBaIXKeHHs HOT0 Tis/TbHOCTI.
Binrep Iltpacce 173, 55216 Iarensxauim Ha Pelini, HimeuuuHa.

Binger Strasse 173, 55216 Ingelheim am Rhein, Germany.

abo

Octendenpaep IllTpacce 51-61, 59320 Exnirepnox, Himeyunna /

Ostenfelder Strasse 51 - 61, 59320 Ennigerloh, Germany.



