IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MIPAIIEKC®

(MIRAPEX®)

CKnao:
Jiloua pevosuHa: mpamineKcort;

1 TabneTka MiCTUTD IIpaMineKkcoiny gurigpoxmopuny MoHorigpaty 0,25 mr, 1o Bigmosigae 0,18 mr
npaminekcony, abo 1 mr, 1o Bignosigae 0,7 Mr mpaminekcony;

donomiocHi peyosuHu: MaHIT (E 421), KpoxManb KYKYPYA3SHUN, KPEMHII0 OiOKCHUM KOTOITHUMN
0e3BOOHUM, ITOBITOH, MarHilo cTeapar.

Jlikapcbka ¢popma. TabneTku.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

tabnetku mo 0,25 Mr - Oini, oBanbHi, II0CKi 3 060X CTOPiH TabIEeTKM 31 CKOIIEHNMMU KPasMu Ta
MapkyBaHHSIM: P7/ rmuboka miHis po3nomy/ P7 3 ogHoro 60Ky, noroturn Kommnaxii bepinrep
[HrenpxaiiM/ NiHisS Po37IOMYy/ TOTOTHUI KoMIaHii bepinrep [Hrenbxaiim 3 iHIIOTO GOKY;

tabneTku mo 1 Mr - Giyi, Kpyri, mIocKi TabIeTKX 3i CKOIIEHUMU KpasMH Ta MapKyBaHHSIM: P9/
rnuboka mniHis po3nomy /P9 3 ogHOTo 00Ky, JTIOoroTUI KoMIaHii bepinrep [Hrenpxaim/ niHis po3nomy
/norotun KommnaHii bepinrep [Hrenbxaim 3 iHIIOTO OOKY.

®dapMakoTepaneBTUYHa I'pyna.
[TpoTunapkiHCcoHiIUHI 3aco0u. ATOHICTU JOTaMiHy.

Kon ATX N04B CO05.

dapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

[TpaMinekcon € nonamMiHOBUM aroHiCTOM 3 BUCOKOI0 CEIEKTHBHICTIO Ta CIeIu(igHiCTIO 10
[oIaMiHOBUX pellenTopiB miaTuny D, Ta Mae nepeBaXkHy CIIOpPifHEHICTh 3 D,-penjentopamu, BiH
BiJ3HAYAETHCS [IOBHOI BHYTPILIHBOK aKTUBHICTIO.



[TpaMinekcoJ moJyeruye nNapKiHCOHIUHI pyXO0Bi MOPYLIEHHS MUIIXOM CTUMYJISLL JOTTaMiHOBUX
pelenTopis cTpiaTyMy (CMyracToro Tina). HOocCnifXKeHHsS Ha TBapyUHaX IPONEMOHCTPYBaIy, 1110
IpaMineKkcosl IPUTHiYye CUHTe3, BUBIIbHEHHS Ta 00ir gomaminy.

Tounui MexaHi3M fil npenapaty MIPATIEKC npu nikyBaHHI CHHAPOMY HECIIOKIMHUX HIir HEBIJOMMUI.
Xoya maTo(isionorisi CHHAPOMY HECIOKIMHUX HiT 3arajoM HeBifoMa, HelipodapMaKoOJIOTiyHi gJaHi
BKA3yIOThb Ha 3aJly4eHHs [IePBUHHOI JOIaMiHEPTidHOl CUCTEMHU.

dapmakoKiHemuxka.

[TpaMineKkcoJ IMBUAKO Ta MOBHICTIO BCMOKTYETHCS ITiCTIS IIEPOPAIBHOT0 3aCTOCYBaHHS. AGCOTIOTHA
6iomocTymnHicTh cTaHOBUTH MoHAM 90 %. MakcuManbHa KOHIIEHTpAIlid Y IIJIla3Mi peeCTPyeThCs Mix 1-
010 Ta 3-0I0 TOOUHOMO micd npuioMy. [IIBUAKICTE BCMOKTYBaHHS He 3MEHIIYETHCS IPU OJHOYaCHOMY
IpuioMi 1Xi, ajle 3MeHIIyEThCS 3arajbHUM PiBeHb BCMOKTYBaHHS. [IpaMinekcomny mprTaMaHHa
TiHiliHa KiHeTHKa i He3aJekHO Bif] TiKapCchKol (OopMU BiTHOCHO HE3HAUHI KOJIMBAHHS I1J1a3MOBOT0
piBHS y pi3HUX NAL€HTIB. Y MIOOUHYU 3B’SI3yBaHHS IIPaMileKcony 3 6inKamMu € gyxe HU3bKUM

(< 20 %), a 06’em posmnoniny - Benukum (400 1).

[Tpaminekcos MeTaboi3yeThCs Y MIOOUHY TiJIbKK Y He3HAYHIN KiTbKOCTI.

BuBeneHHS HUpKaMy HE3MiHEHOTO IPaMilleKCOJTy € HallBaXK/IUBIIINM IIJITX0M efnimiHaii. [Tpubnusuo
90 % mo3u, mivenoi 14C, BUBOOUTLCS HUPKAMHU, TOA1 SIK MeHIIe 2 % BU3HA4YA€THCS y KaJli. 3araJbHUN
KJTipeHC IIpaMireKcoyy CTaHOBUTE mpubnu3no 500 Mi1/xB, a HUPKOBUit - mpudnusno 400 mi1/xs.
[Tepion HaniBBUBeneHHS (t ¥2) - Big 8 roguH y Momoaux f0 12 roguH B ocib JTiTHBHOTO BiKY.

KniniuHi xapaKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHSI 03HAK Ta CUMIITOMIB ifflionatudHoi XxBopoOu IlapKiHCOHa y JOpoCiuX, SK MOHOTeparis (6e3
nmeBoponu) abo y KomOiHallii 3 TeBOMI0I0I0 TPOTATOM Iepebiry 3axBOpIOBaHHS [0 IMi3HIX cTafdil, Komu
edeKT 1eBOIoIHN 3HUKYETHCS a00 CTAa€ HECTIMKKUM i BUHUKAE KOJIMBAHHS TEPAIIeBTUYHOTO e(eKTy
(peHOMEH «BKITIOUEHHS-BUKITIOUEHHS»).

CuMnromMaThyHe JIiIKyBaHHA iAi0ONaTUYHOTO CUHAPOMY HECIOKIMHUX HIT Bifl IOMIpHOTO A0 TAXKKOTO
CTYIIEHS Yy OOPOCIUX, N0o3u He Buiue 0,75 Mmr.

IIpomunoka3aHHs.

linepuyTnuBicTs g0 nmpaminexkcony abo mo Oyaob-SKOT0 iHIIIOr0 KOMIIOHEHTa IIpemnapary.

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
36’s3y8anHs 3 biakamu naasmu.

[Tpaminekcon 3B’s13yeThCs 3 GinKamu My1a3Mu gyxKe He3HAYHOI0 Mipoto (< 20 %) i Mae HU3BKY
6ioTpaHcdopmariio. ToMmy B3aeMOfist 3 iHIIIMM IIpemapaToM, IKUM BIIJIMBAE Ha 3B’sI3yBaHHS OiNKiB
na3Mu abo eniMiHamio misxoM OioTpaHcdopmaliii, € MamouMOBipHOI0. OCKiTbKYM aHTUXOIiHEPTidHi



3aco0u eliMiHyIOThCS ITepeBazKHO MIJITXOM MeTaboIi3My y MeydiHIli, MoTeHIliHa B3aEMOIs
MaJio¥MoBipHa. B3aemopito 3 aHTHXONMiHepriYHUMU 3acofaMu He JociimxkyBanu. dapMakoKiHETHYHOI
B3a€EMO[Iil MiXK CeJIeriliHOM i TIeBOOOIO0I0 HEMAE.

IH2i6imopu/KOHKYypeHmu akmugHo20 WXy HUPKOBOi eniMiHauii.

LluMeTUONH 3MeHIITy€e HUPKOBUH KJIipEHC IpaMileKcony npubin3Ho Ha 34 %, IMOBIpHO, IIJITXOM
IPUTHIYEHHS CUCTEMYU TPAHCIOPTY KaTiOHHOI peHaIbHOL KaHanblleBol cekpellil. [IpenapaTy, AKi
IPUTHIYYIOTh aKTUBHY PEHaNIbHY KaHaJlbLIeBY CeKpellito abo caMi eNiMiHyIOTbCS UM LIUISIXOM, TakKi K
IIUMEeTHUVH, aMaHTafAuH, MEKCUJIETUH, 3UIOBYOUH, IUCIIJIaTHH, XiHiH Ta IpOKalHaMifl, MOXKYTb
B3a€EMO[IATY 3 IPaMIIIeKCOJIOM 1 MPU3BOOUTH 40 3MEHIIeHH KIIipeHCy npaminekcoiny. [1pu
OJHOYAaCHOMY 3aCTOCYBaHHI ITNX JiKapchKux 3aco6iB 3 npenapaToM MIPATIEKC crif po3rnsiHyTu
MOXKJIUBICTb 3HUKEHHS 003U IpaMineKkcoy.

KombiHauis 3 nesodonor.

[Tig gac 36inbmenHs go3u npenapaTy MIPAIIEKC nauieHTaM 3 xBopo0oto [TapkiHcoHa
PEKOMEHIYEThCS 3MEHIIIEHHS N03U JIEBOAOIHY, a 03U iHIINX MPOTUNapPKiHCOHIYHUX 3aC00iB
3a/IMIIA0Th HE3MIHEHUMU.

Yepes MOXKIUBUYM agUTUBHUM BIIJIUB CITi[l BUSBIATU 00€peXKHICTh, SKIIO MalliEHT 3aCTOCOBYE iHIIIi
ceaTHBHi JTiKapchKi 3acobu y KoMOiHallii 3 mpaminekconaoM abo BKHUBA€E aIKOTOJIb (OUB. PO3IiIH
«Oco6IMBOCTi 3aCTOCYBaHHS», «3aTHICTD BIIJIMBATU HA LIBUAKICTh peakilil Ipu KepyBaHHi
aBTOTPAHCIOPTOM a0o iHmMKUMHU MexaHi3Mamu» Ta «[100igHi peakirii»).

AHmMuncuxomuuyHi saikapcoki 3acobu.

Crnig yHUKaTH OOJHOYACHOTO 3aCTOCYBAHHS aHTUIICUXOTUYHUX JTiKapChKUX 3ac00iB i3 mpaminekconom
(muB. po3min «OcoGIMBOCTI 3aCTOCYBaHHS»), SIKII[O MOXKJIMBI @aHTArOHiCTHYHI e(peKTH.

Oco06.1ueocmi 3acmocyeaHHsi.

[TpusnauenHs npenapaty MIPATIEKC y 3MeHIIeHNX 003aX MPONOHYETHCSA BiANOBITHO A0 PO3OiLY
«Cmocib 3acTocyBaHHS Ta LO3W» NallieHTaM i3 xBopo0Ooto [TapkiHCoHa i3 MOPyIIeHHIM (QYHKIIil HUPOK.

T'anrouuHayii. TamonuHanii - BimoMi mo6iuHi peakil TiKyBaHHS TONaMiHOBUMM aroHiCTaMH i
JIeBOZOII010. XBOPHUX HEOOXiAHO MPoiH(OpMyBaTH, 10 MOXKYTh BUHUKHYTH rajoluHalii (y 6insuocTi
BUTIA[IKiB 30POBI).

HuckiHesis. Ilpu koMOiHOBaHiN Teparii 3 1€BOJOMOI0 IPU Mporpecyodiit xBopobi [TapkiHcoHa
OUCKiHe3isl MOXkKe PO3BUHYTHUCH Ha IT04YaTKy TUTPyBaHHA IpenapaTty MIPAIIEKC. V Takomy BUnagkKy
03y JIEBOJONHU MOTPiOHO 3HU3UTH.

HucmoHis

OcpoBa OUCTOHISA, BKJIIOYAOUU @HTEKOJIiC, KaMIITOKOPMIIO Ta IIJIeBPOTOTOHYC (cuHapoM I1i3u), inoni
BMHUKaJa ¥ NMalieHTiB 3 XxBopoOoio [TapkiHCOHa mics Mo4aTKOBOI 03U a00 OCTYIIOBOTO 30iIbIIEHHS
IO3H IpaMminekcoiy. Xo4a OUCTOHIS MoxKe OyTH CUMITOMOM XBopo6u [TapKiHCOHA, CUMIITOMU
OUCTOHII y mallieHTiB 3 XxBopo0oi0 [TapKiHCOHa 3MEHIIYIOTHCS MiCIg 3MEHIIeHHS 003U abo BigMiHu
[IpaMileKCcoIy.



ZKI0 BUHUKJIA JUCTOHISA, HEOOXigHO PO3TJISHYTH MEPEeTJIif CXeMH JIiKyBaHHS JOIaMiHepPTriyHIMUI
npenapaTtamMu Ta IifibpaTy J03y MpaMimneKkcony.

Panmoeutl Hanad cHy ma coHaugicmb. 3aCTOCYBaHHS ITPaMilleKCOJy OB’ g3aHe i3 COHJIUBICTIO Ta
eri3omaMy PAITOBOI0 HAMady CHY, 0COOIHMBO Y MallieHTiB i3 xBopoboro [TapkincoHa. Bynmu HevacTi
MIOBiAOMJIEHHS IIPO PaNTOBUM Hallaf, COHJIMBOCTI ITif Yac IOJeHHOl aKTUBHOCTI, Y AesIKUX BUMagKax —
6e3 ycBimomieHHs a0o MonepeXKyBalbHUX O3HAK. Y 3B’I3KYy 3 IIUM Ialli€eHTiB IOTPiOHO
npoiHpopMyBaTH PO HEOOXigHICTh BUSBIATH 00€peXHiCTh IPKU KepPyBaHHI aBTOTPaHCIIOPTOM abo
po0oTi 3 iHIIMMYK MeXaHi3MaMHU IIif 49ac JikyBaHHA npemapaTtoM MIPATIEKC. ITamierTam i3
COHJIUBICTIO Ta/abo emi3ofamMu parnToBOTO HaTlaAy CHY CJIifl yTPUMYBATHUCh Bifl KEPYBAaHHS
aBToMo0inieM Ta po6oTH 3 iHIIOI0 TeXHiK0I0. KpiM TOTO, CIIil PO3TISHYTH MOXKJIUBICTh 3HUKEHHS 103U
ab0 CKOpPOYEeHHS TePMiHy JTiKyBaHHS. Uepe3 MOXKIIUBUM afUTUBHUM BIJIUB CIIi[l BUSIBIIATH
00epexkHiCTh, IKIIIO MalliEHT 3aCTOCOBYE iHIIII CelaTUBHI JIikapchKi 3acobu y KoMOiHaIril 3
mpaminekcosioM abo BXKUBAE alKOrolb (OUB. po3dinu «B3aeMopmis 3 iHIMUMHU JTiKapCbKUMU 3aco0aMu
Ta iHII BUAYM B3aEMOZi», «3MaTHICTL BIIMBATH Ha IIBUAKICTh peakllil Ipu KepyBaHHI
aBTOTpaHCIOpPTOM abo iHmMMU MexaHi3MaMu» Ta «[100iyHi peakii»).

Po3aadu koHmpoato Had cnoHyKaHHAM. T1allieHTiB CIIif peTelbHO KOHTPOJIIOBATH O[O0 PO3BUTKY
po37aniB KOHTPOJTIO Hafl CIOHYKaHHsAM. [lanienTu Ta ocobu, SKi 3a HUMU OOTISAAI0Th, MAlOTh 3HATH,
1110 1P JIiKyBaHHI aroHicTamMu ponaMiny, Bkiatodatouu MIPATTEKC, MOXyTh criocTepiratucs
CHMIITOMH pPO371agy KOHTPOJIIO Hafl CIIOHYKaHHSM, BKJIIOUAIOUU ATOJIOTIYHUY MOTAT 00 a3apTHUX
irop, nmocunenHs nibifo, rinepcekcyanbHiCTh, KOMIIYJIbLCHBHA Po3TpaTa abo KyIiBis, lepeifaHHs Ta
KOMITyJTbCUBHE BXKUBaHHS 1XKi.

[Tpy PO3BUTKY TaKUX CHMIITOMiB HEOOXiHO PO3TIISHYTU MOKJIUBICTh 3MEHIIIEHHS 003U/ IPUNUHEHHS
IpUOMY IIpenapary.

Mawis i Oenipitl. ITalieHTiB CITif peTebHO KOHTPOJIIOBATH IIIOA0 PO3BUTKY MaHil Ta memipiio.
[MTauieHTH Ta 0ocoOH, SIKi 3a HUMU [OTISIHAl0Th, MalOTh 3HATH, 1[0 MaHisA Ta Aesipiil MOXKYTbh BUHUKATH
y MallieHTiB, 110 OTPUMYIOThH Tepalilo npaminekconoM. [Ipu po3BUTKY TaKUX CUMIITOMIB HEOOXigHO
PO3IJIHYTU MOXKJIUBICTh 3MEHIIIeHHS 103/ IPUIIMHEHHS IPUNOMY [Iperapary.

TscKi cepu,eso-cyOuHHi 3axeopro8aHHs. Y pasi TIKKUX CepleBO-CYIUHHUX 3aXBOPIOBaHb HEOOXiTHO
0co06Bo 06epeXKHO IPU3HAYATH IIpernapaT. PEKOMEeHIYETHCS MOHITOPHHT apTepiaIbHOTO TUCKY,
0co0/IMBO Ha IOYaTKY JiKyBaHHS, 3 ypaXyBaHHSM 3arajbHOr0 PU3UKY IIOCTypPaIbHOI TimoTeH3ii,
IIOB’I3aHOI 3 JOIaMiHepPTiYHO0 Tepatmiero.

ITauienmu 3 po3aadamu ncuxiku. ITallieHTaM 3 po3ylafaMu IICUXIKU CIIif JTIKyBaTUCS aroOHiCTaMu
[oMaMiHy JIUIIe Y pa3i, KoY MOTeHIliiHa KOPUCTS Bif] JIIKyBaHHS llepeBaxae pu3uku. Crig yHUKaTH
OTHOYACHOT'0 3aCTOCYBAHHS aHTUIICUXOTUYHUX JIIKAPChKMUX 3ac00iB i3 MpaMirneKconaoM (OuB. po3din
«Bzaemogis 3 iHIIUMY JTiIKapCLKUMHU 3aco0aMu Ta iHIIM BUIHU B3AEMOIIN»).

HetipoaenmuyuHull 310aKicHUll cuHOpom. CUMIITOMH, 110 HaragyioTh HEUPOJIENITUYHNN 37T0SKiICHUM
CUHMIPOM, CIIOCTEpIranucs micys pi3kol BifMiHM monaMiHeprigyHoro jgikyBaHHS (OUB. po3min «Crocio
3aCTOCYBaHHS Ta JO3MW»).

Opmanomono2iyHe 06cmexHceHHs.

PexkoMeHnyeThCS perynsipHe obTanbMosoriyHe 00CTeXXKeHHS Y pa3i po3nany 30py.

CuHOpom giomiHu azoHicmig donamiHy (DAWS).

CHHIpPOM BigMiHM aroHiCTiB [OIlaMiHy CIIOCTepiraBCcsl MPH 3aCTOCYBaHHI arOHICTIB JONaMiHy,



BKJTIOYAlOYH MpaMinekcon (quB. po3nin «I1obiuHi peakiii»). II[06 MpUIUHUTY IiKyBaHHS, MalliEHTaM
i3 xBopoOoto [TapkiHCOHa KO3y MPaMineKCcoy CIIifi 3HUKYBATH MOCTYIIOBO (OUB. po3min «Crocid
3aCTOCYBaHHS Ta [03u»). OOMeXeHi JaHi TOBOPSTE IIPO Te, IO MAIliEHTH 3 MTOPYIIEHHSIMU KOHTPOJIIO
iMITy7IbCiB Ta MAlliEHTH, SIKi OTPUMYIOTh BUCOKY H0OOBY 103y Ta/ab0 BHCOKi KyMyJISTUBHI 003U
aroHicTiB moaMiHy, MOXKYTb MaTH BUCOKUM PU3UK PO3BUTKY CUHAPOMY BiMIiHU arOHICTiB JOTaMiHy.
CuHOpoM BigMiHK MOXKe BKJIIOYATH alaTiio, TPUBOXKHICTE, AENPeciio, BTOMY, MIiTIXUBICTS, OiNb i
BiICYTHICTH BIANOBi[i HA BUKOPUCTAHHS JIEBOAONIHU. [lepll HixK 3MEHIIUTY [03Y Ta IPUIUHUTU
BUKODPUCTAHHS IPaMileKColy, MaIi€HTiB CIIif NpoiH(OpPMyBaTH IPO MOXKJIIKMBI CUMIITOMU BiIMiHHU. 3a
nallieHTaMU CJIifi peTeIbHO CTEXXUTHU IIif] YaC 3HUXKEHHS JO03U Ta BIAMIHU IPUMOMY IIpaMinekcomny. Y
pasi BupaxkeHux Ta/ab0 CTIMKKUX CUMIITOMIB CHHAPOMY BiIMiHM aroHICTiB JomaMiHy MoxKe OyTu
PO3TJISIHYTEe THM4YacoBe IIOBTOPHE NPU3HaYeHHS IIPaMineKCcosly Y HaiMeHIIi e(eKTUBHIN 0031.

Ayemenmauis (nocuseHHa cumnmonmis). [1oBigoOMIEHHS BKa3yOTh Ha Te, IO JIiKyBaHHS CUHAPOMY
HECIOKIMHUX HIT JoIaMiHepTriYHMMHU IIpernapaTaMy MOXKe CIpUYMHUTYA ayTMeHTalio. AyrMeHTalis
IIPOSIBISIETHCST PAHHBOIO ITOSBOIO CUMIITOMIB BBeuepi (ab0 HaBiTh BIEHbD), MiACUIEHHIM
CUMIITOMATUKH Ta MOIIKWPEHHIM CUMIITOMIB Ha BepPXHi KiHIIiBKH. AyTrMeHTallif0 CIelialbHO
OOCIAXKYBaJIX ¥ X041 KOHTPOJIbOBAHOTO KJIIHIYHOTO [OCIIIIXKEHHS BIIPOOOBXK 26 TUKHIB. AyrMeHTalisa
Oyna BusBieHa y 11,8 % mamienTiB y rpymi npaminekcony (N=152) ta nnarne6o (N=149). Ananis
yacy fo ayrmeHTaiiii 3a Kammanom — MeliepoM He TPOJeMOHCTPYBaB XKOQHOI CYTTEBOI Pi3HUIN MixX
rpyliaMu IIpaMineKkcosy Ta maue6o.

Hupxosa Hedocmamuicmsb. MIPAITEKC, TabneTku, Ciif nmpu3HadyaT 3 00€PeKHICTIO MallieHTaM 3
HUPKOBOIO HEIOCTATHICTIO, OCKIJIbKY IIPaMileKCoIl BULIIIEThCI Yepe3 HUPKMU.

Paboomioai3. €EquHui BUIamoK pabmoMiostidy 3apeecTpoBanuil y 49-piyHOro 4ooBika 3
IpOTrpecyoyoio XxBopoboio [TapkiHcoHa npu nikyBaHHI Tabnetkamu MIPATIEKC. IlamieHT OyB
roCHiTasi30BaHUY 3 MiABUINEHUM piBHeM KpeaTuH(Pochokinasu (CPK - 10,631 MO/n). CumnromMu
3HUKJIY IiC/Id IPUIMHEHHS JIIKyBaHHS.

3acmocyeanns 8 nepiod eazimuocmi ab6o 200yeaHHs 2pydoio0.

BnnuB Ha BariTHICTE i TaKTalio y aoguHu He gociigxysascsa. MIPATTEKC moxkHa 3aCcTOCOByBaTU
BariTHUM TiIbKY Y pPa3i, KOJIU MIOTEHLiliHa KOPUCTh IIePEBUILIY€E TOTEHLUIMHUN PU3UK AJIS IIJI0AA.

Ockineku nikyBanHd IpenapatoM MIPAIIEKC npurHidye cekpelito IpojlakKTUHY, MOXKJIIUBE
3MeHIneHHs nakTanil. Ekckpenis npenapaty MIPATIEKC y rpygHe MOJIOKO He BUBYaach y KiHOK.
MIPATIEKC He peKOMEeHAYIOTh 3aCTOCOBYBATH XKiHKaM, AKi TOAYIOTh TPYAAI0 . fAKIO He MOXKHa
YHUKHYTH 3acTocyBaHHA npenapaty MIPAIIEKC, rogyBasHs IpyaA0 CHIif IPUIAHUTH.

HocmigeHb MO0 BIJIUBY Ha (PEPTUNBHICTE JTIOOUHU HE IPOBOAUIOCE.

30damuicmsb eniueamu Ha weudKicmob peakuii npu KkepyesaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

MIPAITEKC Mo0xe MaTy 3HaUYHHUM BIIJINB Ha 30aTHICTh KePyBaTH aBTOTPAHCIIOPTOM Ta IpalloBaTH 3
iHIIMMU MeXaHi3MaMu. MoXKJIMBa [10SBa raIoNuHalil ab0 COHINBOCTI.

[TamienTaM i3 coHnMUBICTIO Ta/abo emizogaMu panToBOr0 Halafy COHJIMBOCTI CJIifl yTPUMYBaTUCh Bifl
KepyBaHHS aBTOMO0OGisIeM Ta IOTEHIIiNHO HeOe3MeyHol OisIbHOCTI, KOJIU MOTipIIEeHHS yBary MiABUIIYE



PHU3UK CEepU03HOTO IMOUIKOMXKeHH abo cMepTi mif Yyac 3acTocyBaHHS npenapaty MIPATIEKC.

Cnoci6 3acmocyeaHHss ma do3u.

Bcsa iHpopmauia w000 003yBaHHA CMOCYEMbCA Npaminexkcoay y 8u2a40i npaminexkcony
dueiopoxsopudy.

X8opoba I1apKiHCOHa.
I060By m03y 3aCTOCOBYIOTH y 3 MPUMOMHU OTHAKOBUMM YaCTKaAMH.
ITouamkoge niKy8aHHA.

4K HaBe#eHO HUXKYe, 103y IIpenapaTy HeoOximgHO 36ibIIyBaTH MOCTYIOBO, 3 Mo4YaTKoBoOl 0,375 Mr Ha
noby KoxHi 5—7 gHiB. FKINO y NalieHTiB He BUHUKAIOTh HellepeHoCcuMi mobiuHi sBuila, o3y
HeoOXiTHO TUTPYBATHU [0 NOCSATHEHHS MAaKCUMAJIbHOT'O TepaleBTUYHOTo edekTy (auB. Tabm. 1).

Tabnuis 1
CxeMa 30i/bIlIeHHST [O3U ITpenapaTy Mipanekc
THuXOeHb Io3a (Mr) 3aranpHa 7o0oBa mo3a (Mr)
1-1 3x 0,125 0,375
-1 3 x 0,25 0,75
3-1 3x 0,5 1,5

[Tpu HeoOxigHOCTI ofganbIIOro 30iMbIIeHHs K031 f000BY 03y MOTPiOHO 30inbimyBaTtu Ha 0,75 Mr
IIOTUKHS 00 MaKCUMAaJlbHOI, SIKa CTAaHOBUTH 4,5 MT Ha 1o0y. OgHak Ciif BiI3HAYUTH, III0 YacToTa
BUHUKHEHHSI COHJIMBOCTI IiIBUIIYETHCS MPU 3aCTOCYBaHHi 103 Buite 1,5 Mr Ha f00y.

ITiompumyroua mepanis.

IupuBigmyanbHa go3a KonuBaeThes Bif 0,375 Mr o MakcuMarsbHol 4,5 Mr Ha fo0y. ITig gac
30iNTbINIEHHS HO3U MPOTSATOM OCHOBHMX [JOCIIXKeHb e(eKT JiKyBaHHS CIIOCTePiramy, MoYUHAYHU 3
mo6oBoi mo3u 1,5 mr. [Tomanblile KOPUTYBAHHS 003U MOTPIOHO 3MiMCHIOBATH Ha OCHOBI KITiHIYHOI
BiATIOBii Ta 3 OTJIsIAY Ha BUHUKHEHHS MOGIYHUX peakiliii. Y xomi KITiHiYHUX JoCTigxKeHb 61113bK0 5%
nalieHTiB mpuiimMany go3u Menmie 1,5 mr. [Ipu mporpecytodiit xBopo0i [TapkiHcoHa mo3a Buille 1,5 Mr
Ha 700y Moxe OyTH KOPUCHOIO TalliEHTaM, [J1 SKUX IJIaHYEThCS 3MEHIIEHHS N03H JIEBOAOIHU NIPU
KOMOiHOBaHi{ Teparil 3 1eBOA0M0I0. PEKOMEHIYETHCS 3HUKEHHS O3 JIEBOJONH Y pPa3i 30inbIIeHHS
no3u npenapaty MIPATIEKC Ta mif 9ac migTpuMy04ol Teparil 3a7eKHO Bif peakilili KOXKHOTO0
OKpPEeMOro TallieHTa (IuB. po3[in «B3aemois 3 iHIKMMY JTiKapChKUMH 3aco0aMu Ta iHI BUOU
B3aEMOMIN»).

ITpunuHeHHA AIKYBAHHA.

PanToBe mpunmuHEHHS JONaMiHepPriyHOl Teparil MoxKe IPHU3BECTH 10 PO3BUTKY HEUPOJIENITUUHOTO
3710SKiCHOTO cuHAPOMY a0 CHHOPOMY BiIMiHM aroHicTiB momaminy. o3y mpamimnekcoiny Ciifm
3MeHIyBaTd Ha 0,75 Mr Ha go0y 0o mocsirHeHHs [o60Boi go3u 0,75 mr. ITicns nboro mo3y Ciifg



3uuxkyBatu fo 0,375 Mr Ha mo06y (muB. po3min «OcobIuBOCTI 3aCTOCyBaHHS»). CUHIPOM BiIMiHU
aroHiCTiB MOMaMiHy MOXKe 3" SIBJISITHCS IIiT 4acC IOCTYIIOBOTO 3HMXKEHHS J03u. ToMy Moxe OyTH
HeOoOXigHMM THMYaCOBe MifBHUINEHHS J03H Iepejl TUM, SIK BiTHOBIIIOBATH 3HUXKEHHS [03U (OUB. PO3MiJ
«Oc06IMBOCTI 3aCTOCYBaHHS»).

Llo3ysanHA 014 nayieHmis i3 NOpYywWeHHAM (PYHKUII HUPOK.

BuBepmeHHS MpaMileKCcony 3aneXuTh Bif PyHKIiI HUpPoK. HuX4yeHaBegeHa cxeMa 003yBaHHS
IIPOIIOHYETHCS AJISI TOYATKOBOI Teparril.

[MamienTu 3 KipeHcoM KpeaTuHiHy moHan 50 MII/XB He TOTPeOYIOTh 3MeHIIeHHS 1060B01 1031 abo
YaCTOTH [MO3YBaHHS.

[MTamieHTaM 3 KiripeHCcOoM KpeaTuHiny 20-50 MJ1/XB moYaTKoOBY m060BYy Ho3y npemapaty MIPAIIEKC
3aCTOCOBYIOTH 3a [IBa Impuiiom#, noyrHatouu 3 0,125 mr aBiui Ha moOy (0,25 mr/moby). He cniin
TIepeBUIyBaTH MaKCHMalbHy H0O0BY 103y IIpaMinekcony 2,25 Mr.

[TamieHTaM 3 KJTipeHCOM KpeaTuHiHy HUK4Ye 20 MJI/xB 1060BY 0o3y npemapaty MIPATIEKC
3aCTOCOBYIOTH 3a OOUH IpuiioM, nounHatouu 3 0,125 Mr/goby. He crig nepeBulnyBaT MaKCUMalbHY
no60By 103y mpaMminekcony 1,5 Mr.

[Tpu noripmienHi GyHKIII HUPOK Ha TIi MiATpHMYyI04oi Teparii mo6oBy mo3y npemnapaty MIPATIEKC
3MEHINYIOTh Ha CTUIBKY BIICOTKIB, Ha CKIJIbKY 3MEHIIUBCS KIIipEHC KpeaTuHiny. Hanpukinap, 3a
YMOBHU 3HUKEHHS KiipeHcy KpeaTrHiHy Ha 30 % mob6oBy no3y npemnapaty MIPATIEKC 3MeHImyIOTh Ha
30 %. [To6oBy mo3y MOXKHa 3aCTOCOBYBATH 3a [IBa IIPUMOMHU, SIKIIIO KIIipeHC KpeaTUHIHY 3HAXOJUThCS
B Mexkax 20-50 MJ1/XB, i 3a OOUH, AKIIIO KJIipeHC KpeaTuHiHy HUuxX4Ye 20 MJI/XB.

[lo3ysanHA 014 nayieHmis i3 NOpYywWeHHAM PYHKUII neviHKu.

IIns maieHTiB i3 mopymeHHsIM QyHKII MeYiHKy 3MeHIIeHHS 03K He BBAXKA€ThCsI HEOOXigHUM,
ockinbku Maiixke 90 % 3aCBO€HOro npenapaTy BUBOGUTLCSI HUPKaMU. [I0TeHIIMHUY BIIJIUB
mopylLIeHHA QYHKINI NediHKY Ha ¢papMakokiHeTuky npenapaty MIPAITEKC He gocmipKyBaBcs.

CuHOpOM HecnokilHux Hie.

PekoMeHpoBaHa movyaTkoBa fo3a npemnapaty MIPATIEKC cranoBuTs 0,125 Mr ogus pa3 Ha fo0y 3a
2-3 roguHU [0 CHY. [715 MallieHTiB, gKi MOTPeOyi0Th JONATKOBOTO MOJIETIIEHHS CUMIITOMIB, 03y
MOXHa 30inbIIyBaTi KOXHi 4—7 OHIB Mo MakcuManbHOL go3u 0,75 Mr Ha no0y (muB. Tabm. 2).

Tabmuus 2
CxeMa 36inbIIIeHHS NO3H IIpenaparty Mipanekc
ETan TUTpyBaHHS Pa3oBa qo00Ba BeUipHS m03a (MT)
1 0,125
2% 0,25
3* 0,50
4% 0,75

* Y pasi notpebu

[ToTpibHO OLIIHNTH peaklio MallieHTa Ha JiKyBaHHS Micig 3 MicALiB Ta IepeTISHyTH HeoOXigHICTh



IPOJOBXKEHHS Teparil. Ko JTiKyBaHHS epepruBa€eThcs Oible HiXK Ha KijlbKa [HIB, CJIifi TOBTOPHO
po3moyYarTH 3 [f03H, IKa 3a3HadeHa BUIIE.

ITpunuHeHHA NIKYBAHHA.

Ockinbku mo6oBa f03a A1 JIiKyBaHHS CUHAPOMY HECIOKiWHUX Hir He nepesuye 0,75 mr,
3actocyBaHHs npemnapaTty MIPATTEKC MoxHa NMpUNUHSATA 6€3 IIOCTYIIOBOTO 3MEHIIEHHS J03U. Y XO0[i
26-THKHEBOT0 ITaIe00-KOHTPOILOBAHOTO KITIHIYHOT'0 JOCITXKEeHHS CIIOCTEPIraaocs: MOHOBIEHHS
CHUMIITOMIB CUHOPOMY HECIIOKIVMHUX HIT (IIOCUJIEHHS TSIXKKOCTI CUMIITOMIB IOPiBHAHO 3 II0YaTKOBUM
piBHeM) y 10 % marienTiB (14 3i 135 maIfieHTiB) micis panTOBOro MPUIKXHEHHS 3aCTOCYBaHHS
npaminekcony. Takuii eekT crocTepiraBcs A BCiX [03.

Llo3ysanHA 014 nayieHmis i3 NOpYywWeHHAM (PYHKUII HUPOK.

Buepenns npenapaty MIPATIEKC 3 opraHiaMmy 3anexuTh Bif QyHKIIil HUPOK. [1amienTam i3
KJIipeHCOM KpeaTHuHiHY Bullle 20 MJI/XB HeMa€e OoTpebu y 3MeHIIeHHi 1000BO1 H0O3H.

3actocyBanHs npenapaty MIPAITEKC He BUBYaIoCs y IALi€HTIB, sIKi 3HaXOOATHCS Ha reMofianisi, Ta
y TAI[iEHTIB i3 TAKKUM CTyIeHeM IOpYyIIeHHs QYHKIIl HUPOK.

Llo3ysanHA 014 nayieHmis i3 NOPYWeHHAM PYHKUII NneviHKu.

Ins nauieHTiB i3 mopymeHHsIM QyHKIII MeYiHKy 3MeHIIeHHS 031 He BBAXKA€EThCsI HEOOXiTHUM,
ockinbku Maiixke 90 % 3aCBOEHOT0 IIpenapaTy BUBOAUTHCSI HUPKaMU.

Cnocib 3acmocyBaHHs:.

TabneTku HeoOXigHO MPUUMATH ITePOPAIbHO, 3aIIMBAIOYU BOJO0, Iifl Yac nmpuiomy ixi uu 6e3 Hei.

Himu.

Xeopoba ITapkiHcoHa. be3neka Ta eheKTUBHICTL 3acTocyBanHs npemnapaty MIPATIEKC mitsam (Bikom
no 18 pokiB) He BcTtaHoBJeHi. OOI'pyHTYBaHHS MOXKJIMBOCTi 3acTocyBaHHs npenapaTty MIPATIEKC
niTsM rpu xBopoOi [TapkiHcoHa HeMae.

CuHOpom HecnokKiuHux Hie. 3actocyBaHH4 Ipenapaty MIPATIEKC He peKOMeHOY€EThCS OiTAM (BiKOM
no 18 pokiB) uepe3 HEMOCTATHICTh JaHUX 3 6e3meKu Ta e()eKTUBHOCTI.

Cundpom Typemma. MIPATIEKC gHe cnif 3acToCOByBaT# AiTAM (BiKOoM o0 18 poKiB) i3 cHHOApOMOM
TypeTTa 4yepe3 HeraTUBHE CIiBBIOHOLIEHHS ITePeBaryu/pU3uKy AJIS I[bOTO 3aXBOPIOBAHHS.

Ilepedo3yeaHHsi.

Kniniynuit gocBifg 3Ha4HOTO Tepefo3yBaHHs BigcyTHilM. OdikyBaHi no0iuHi eekTH, mOB’s13aHi 3
dhapMakoguHaMivHUM IpodineM I0maMiHOBOTO aroHiCTa, BKIIIOYal0Th HYOTY, OII0BaHHS,
rinepkinesito, ranouuHalii, 36yIxkKeHHs Ta apTepianbHy TiMOTeH3i0. AHTUAOT IPU ITepefo3yBaHHi
IOoMaMiHOBUM arOHiCTOM He BCTAHOBJIEHMH. Y pa3i mosBU 03HaK 30yIKEeHHS IIeHTPaIbHOI HePBOBOI
CHACTEMM MOXKHAa IIpA3HAYaTH HEUPOJIEeNTUKHU. JIIKyBaHHS Malli€eHTIB 3 Iepefo3yBaHHSAM MOXKe



1'[0Tp66YBaTI/I 3arajJlbHUX Hi):[TpI/IMYIO‘-II/IX 3aXOJIiB pa3oM i3 IIPOMHBAHHAM IIJIYHKA, BHYTpiH.IHBOBeHHI/IM
BBEOEHHSIM pi}II/IHI/I, 3dCTOCYBAHHSM dKTUBOBAHOT O ByTiJ'IJ'IH Tda KOHTPOJIEM eHeKTpOKapI[iOFpaMI/I.

ITo6iuni peakuii.

Binburicte mo6iyHMX peakiliii 3a3BUYal CIIOCTEPIraeThCsl Ha OYATKY Tepallil, 3HauyHa YacTHHa iX
3HUKAE, HaBITh AKILO TEPaIis MIPOIOBXKYETHCA.

[ToGiyHi peaxiiii molaHoO 3a KjlacaMy CUCTEM OPTaHiB Ta 4aCTOTOI0 BUHMKHEHHS: AyxKe 4acTi (= 1/10),
gacTi (= 1/100 - <1/10), HewacrTi (= 1/1000 - < 1/100), moogunoki (=1/10000 - < 1/1000), pigkicHi
(<1/10 000), HEeBimOMO (HEMOXKJIMBO BCTAHOBUTH 3a HASIBHUMHU JAHUMH).

Xeopoba ITapKiHCOHa.

Y nanieHTiB i3 xBopo06oi0 ITapkiHCOHA IPH JTiKyBaHHI TpaMineKkcosoM MOPiBHSAHO 3 myaiebo
HalyacTimuMu mo6iYHUMY peakiliamu (= 5 %) 6ynu HynoTa, HUCKiHe3is, apTepiasibHa TinoTeH3is,
3amaMOpOYEeHHs, COHNIUBICTL, 6€3COHHS, 3aI0p, TaI0IMHAIlIl, TOJIOBHUY 0i/lh Ta BTOMJTIOBAHICTS.
YacToTa BUHUKHEHHST COHJIMBOCTI ITigBUIIyBaslacs IIPX 3aCTOCYBaHHi 003 Buille 1,5 Mr Ha mo0y (OuB.
po3min «Cnocib 3acTocyBaHHs Ta go3u»). HaltuacTimoo no6iuHoI0 peakilieo mpu mpuiiomi y
kKoMOiHa1ii 3 meBomomnoo Oyra AucKiHe3isi. ApTepianbHa rilnoTeH3is MoxKe BUHUKHYTH Ha MTO4YaTKy
JiKyBaHHS, 0COGIUBO SIKIIO TPaAMieKCOol TUTPYETLCS 3aHAATO IIBUAKO.

CHUHKOIIE

Kmacu cucteM Ilyxke 4acTi YacrTi HeuacrTi [ToomguHOKi |HeBimoMo
OpraHiB (= 1/10) (= 1/100 - <1/10)|(= 1/1000 - (=1/10000 -|(HeMoKIHBO
< 1/100) < 1/1000) |BcTaHOBHUTH 3a
HasBHUMHA
MAHNMH)
[HDeKIIil Ta [MTHEeBMOHisA
iHBa3il
3 OOKy MOPYIIEHHS CeKperil
eHIOOKPUHHOL QHTUA1YPETUYHOIO
cucteMu ropmoHy'
[IcuxiuHi 0e3COoHHS, [aTOJIOTIUHUM NOTAT |MaHig
[pO3Ianu rasonuHalil, [0 BiOBioyBaHHS
[MOPYIIEHHS CHY, |[Mara3uHis,
CIIIyTaHICTh [aTOIOTiYHUY MOTAT
CBIIOMOCTI, 00 a3apTHUX irop,
CAMIITOMY 3aHEIIOKOEHHS,
po3magy rinepceKCyasbHICTh,
KOHTDOJIIO Hafl  [MapeHHd, po3nagu
CIIOHYKaHHSM Ta |nibimo, mapaHos,
KOMITy/IbCUBHA  |memmipiit, mepeinanns’,
[OBeliHKa rinepdaris’
3 00Ky HEPBOBOI |COH/IUBICTH, roJIOBHMIL Oinb  |panToBUM Hamap CHY,
CUCTEMU 3aI1aMOpPOY€EH-HS, aMHe3id,
MUCKiHe3is rimepkinesis,




3 6oKy opraHis

[TOPYILEHHS 30Dy,

30py BKJIIOYAIOYH

IUIIIOIIIIO,

HEUiTKICTh 30Dy 1

[OTipIIEeHHS

TOCTPOTH 30PY
3 6OKy CepleBo- apTepiambHa cepiieBa
CYIHAHHOL riIoTeH3is HeIoCTaTHICTD'
CHCTEeMH

3 60Ky muxanbHOI
CHCTEMU, OPTaHiB
TPYIOHOI KITITKY Ta
CepenoCTiH-Hs

3aOUIIIKd, THKaBKa

3 60Ky TpaBHOI  [HymOTa 3arop, 67TI0BaHHS

CHCTEMU

3 60Ky IIKipH i CimepYyTIuBICT,
MiOIIKipHOI cBepOixK, BUCHUIIAHHS
KJTiITKOBUHU

3araibHi po3nagu

[IigBHIeHa
BTOMJIIOBAHICTD,
mepubepuyHi
HaOpsKu

CUHIPOM
BimMiHUI
ArOHICTIB
momaMiny
(BKITIO4YAIOYH
ararTio,
TPUBOTY,
memnpeciio,
BTOMY,
[TiTJIMBICTE i
0inn)

TTocmioxeH-HI

3MEHIIIEHHS MacH
Tijla, BKIIIOYAI04U
SHUKEHHS

301/IBIIIEHHS MacH
Tijla

AIIETUTY

' 112 mo6iuna peaxilis CrocTepirajgack y NoOCTMapKeTUHIOBUM 1iepiof. ¥ 95 % yacToTa He BUIlla, HiK
HevacTo, ajie MoxkKe OyTH HUKYO0I0. BCTaHOBIEHHS TOUHOI YaCTOTU HEMOXKJIMBE, OCKibKY 1Mo6iuHa
peaxilisg He cIIoCTepiranack mif Yac KIIHIYHUX JOCTiAXKeHb cepeq 2762 Nalli€eHTiB i3 XBOPo0010
[TapkincoHa, sKi JIiKyBaIuCh IPAMieKCOIOM.

CuHOpOM HecnokiluHux Hia.

Y nari€eHTiB i3 CMHOPOMOM HECIOKIMHUX HIir IIPH JIiKyBaHHI IpaMileKCcoJI0M HaldaCTiNMU
no0iYHUMHU peakuisaMu (= 5 %) 6ynu Hy#oTa, TOJIOBHUM 6ib, 3alTaMOPOYEHHS Ta MifiBUILIeHa
BTOM/IIOBaHiCTh. HymoTa i migBuilleHa BTOMIIOBAHICTh YaCTillle CIIOCTEPIraauch y kKinok (20,8 % i
10,5 % BignoBigHO) MOPIBHAHO i3 YonoBikaMu (6,7 % 1 7,3 % BiONOBiIHO) IpU JIiIKyBaHHI IIpenapaToM

MIPAIIEKC.

Kracu cucreM
OpraHiB

[yxe dacTi
(= 1/10)

YacTi
(= 1/100 - <1/10)

HeuacrTi
(= 1/1000 -
< 1/100)

HeBizoMo
(HeMOXKJIUBO
BCTAHOBUTH 3a
HasIBHUMU

MaHUMI)




[Hbeknil Ta

THEBMOHI ST

inBasil

3 60Ky [TOPYIIEHHS ceKpelii
€HIOKPUHHOI QHTHUAIYPETUYHOTO TOPMOHY’
CHCTEMH

[Tcuxiuni 0e3COHHS, 3aHEIIOKOEHHS, CIIJTyTaHiCTh
po3nanu [OPYILIEHHS CHY [CBiIOMOCTI, Ta/fonuHalii,

po3nanu nibifo, MapeHH’,
rinepdaris’, mapaHos’,
MaHis’, memipiit’, CAMITOMH
PO371agy KOHTPOJIIO Haf
CIIOHYKaHHSIM Ta
KOMITy/IbCHBHA MOBefiHKa’
(Taki sIK IATOJIOTIYHUH IIOTAT
[0 BiABiOyBaHHS Maras3uHis,
IATOJIOTIYHUH IIOTAT OO
A3apTHUX irop,
rilepCceKCyabHICTh,
rmepeimaHHs)

3 60Ky HEpPBOBOI
CHUCTEMHU

TOJIOBHUM Oinb,
3aIIaMOPOYEHHS,
COHJIMBICTH

paIlTOBUM Halap CHY,
CHUHKOIIE, MUCKiHe3id,
aMHe3is’, Tinepkinesis’

3 00Ky OpraHiB
30py

[IOPYLLIEHHS 30Dy,
BKJTIOYAKOYHU IIOTipIIEHHS
COCTPOTH 30Dy, OUILJIOIIO i
HEUITKICTh 30py

3 60Ky cepIieBO-
CYIUHHOL
cucTeMu

CeplieBa HEIOCTATHICTL
apTepiasibHa TiIOTeH3is

3 60Ky muXabHOI
CACTEMHU, OpraHiB
rPYOHOL KJTITKY Ta
CepemoCTiHHS

3aJHUIIMKa, THKABKa

3 00Ky TpaBHOI
CUCTEMU

HyOoTa

3arop, O10BaHHS

3 OOKy LIKipH i
MigITKipHOI
KJIITKOBUHU

rinepyyTnuBiCTh, CBepOiXK,
BUCUIIAHHS

3aranbHi po3nagu

MiTBHUIIIEHA
BTOMJIIOBAHICTD

nepudepuyHi HaOPSIKH

CUHOPOM
BimMiHM
QrOHiCTiB
momaMiHy
(BKITIOUAIOYH
QIIaTito,
TPUBOTY,
merpeciio,
BTOMY,
MiTIUBICTS 1
0171B)

TTociimKeHHa

3MEHIIIeHHS MacCH Tila,
BKJIIOYAQIOYM 3HUKEHHS
arneTuTy, 30ibIIeHHS Macu
Tina




* 11s mobiyHa peaxkliisi CocTepiranaach y moCTMapKeTHHIOBHUI Iepiof. Y 95 % yacToTa He BHIIA, HiX
HeYacTo, ajle MoxKe OyTH HUXKY010. BCTAaHOBIIEHHS TOYHOI YaCTOTH HEMOXKJIIUBE, OCKiTbKY M06iuHa
peaktisi He CIlocTepiraaach y X04i KIiHIYHUX AOCHiAXKeHb cepen 1395 mali€eHTiB i3 CHHOPOMOM
HECIIOKIMHUX HiT, gKi JIIKyBaJIuCh IIPaMilleKCOJIOM.

Omuc oKpeMux MoOiYHUX peakilin

CoHugicmb. 3aCTOCYBaHHS MIPaMilleKCOIy 4acTO 0B’ si3aHe i3 COHNIMBICTIO i HEYacTO i3 HagMipHOIO
COHJIUBICTIO V¥ IeHHUH Yac Ta emi30fjaMu parnToBOr0 Halafy COHIUBOCTI (IUB. po3ain «OcoO6nuBocTi
3aCTOCYBaHHS»).

Po3aadu ai6ido. 3acToCcyBaHHS MPaMieKCoIy HedacTo Moxe OyTH IOB’sI3aHe i3 po3nagaMu Jibimo
(migBUIleHHS 200 3HUKEHHST).

Po3nadu koHmpoaw Hao cnoHykaHHAM. [Ipu NiKyBaHHI aroHicTaMu JOIaMiHy, BKII0Yal04n
MIPAIIEKC, MOXyYTh CIIOCTEPIraTUCS CUMIITOMHU PO3JIafy KOHTPOJIIO HaJ CIOHYKaHHSM, BKIIIOYal04yu
TIATOJIOTIYHUM MOTAT 10 a3apTHUX irop, mocuneHHs nibifo, rinepcekcyanbHiCTh, KOMITYILCHUBHI
po3TpaTu abo KyIIiBIi, TepeifaHHs Ta KOMIY/IbCUBHE BXKUBAHHS iXi (AuB. po3min «OcobnuBocTi
3aCTOCYBaHHS»).

CuHOpom 8i0MiHU azoHicmig donamiHy. Y pa3i 3HUKEeHHS 103U a00 NMPUNUHEHHS 3aCTOCYBaHHS
aroHicTiB momamiHy (BKJ/II0Ual04Yy IIpaMileKcosl) MOXKYTh BUHUKATH HEMOTOPHI M0OiuHi peakiril.
CuMITOMH BKJIIOYAIOTh alaTiio, TPUBOTY, OEMPECito, BTOMY, MiTAUBICTS i Oifb (qUB. pO3min
«0Oc06IUBOCTI 3aCTOCYBaHHS»).

Cepuesa HedocmamHicmy. Y X0Zi KTiHIYHUX JOCHIAXKEHb Ta IOCTMapKETUHTOBOTO IIEPIOy ceplieBa
He[0CTaTHICTh CIIOCTepirasach y Nalli€HTiB, IKi 3aCTOCOBYBaJIU IIpaMileKCco. Y Xofi
dbapMaKoemifieMioToTiuyHOT0 JOCITiXKeHHs 3aCTOCyBaHHS ITpaMinekcosy 0yJio moB’si3aHe 3
IiABUIIEHHSIM PU3UKY CeplieBOl HeOCTaTHOCTI MOPIBHSHO i3 BifCyTHICTIO 3aCTOCYBaHHS
(cniBBigHOmMEHHS pu3uky 1,86; 95 % CI, 1,21-2,85).

[ToBigoMIIEHHS PO Mimo3pIoBaHi m06ivHi peakirii

[ToBimoMIeHHS PO Migo3pioBaHi MOGiYHI peakii micis peecTpaliil 1iKapchbKoro 3aco0y € BaXKTUBUMU.
Lle nae 3MOry IpOAOBKYBaTU MOHITOPUHT CIIIBBiIHOLIEHHS KOPUCTh/PU3UK 3aCTOCYBaHHSA
JikapcbKoro 3aco0y. IIpaliBHUKY 3aKIafiB OXOPOHU 37[0POB’S 3000B’s13aHi MOBIqOMIISATH PO Oyab-SIKi
migo3proBaHi mobiuHi peakiiii BifiMOBITHO A0 Oi0YOro 3aKOHOIABCTBA.

Tepmin npudamHocmi. 3 POKH.

YmoBH 30epiranssi.

30epiratu npu TeMiepartypi He Buine 25 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.



YnaxoBka.

[To 10 TabneToxk y 6ricTepi; mo 3 6iicTepu B KapTOHHI# KOPOOIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.
Bepinrep Iurensxaiim ®apma I'm6X i Ko. KI'./

Boehringer Ingelheim Pharma GmbH & Co. KG.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJpeca MicCllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.
Binrep Iltpacce 173, 55216 Iarensxaum Ha Pelini, HimeuuuHa.

Binger Strasse 173, 55216 Ingelheim am Rhein, Germany.



