TIHCTPYKIIIA

/IS METHYIHOT 0 3aCTOCYBaHHSA JIIKapChKOTr0 3aC0o0y

Ex3ucra

(Egzysta)

Cknao:

ditoua pevosuHa: mperabdain;

1 karcymna mictuth 75 Mr abo 150 Mr nmperabariny;

0ONoMIdICHI peyo8uHU: TaKTO3a MOHOTiIpaT, KpoxXMallb KyKyPyA3sHUM; TaJlbK;

000JI0HKa KaIlCcyu: 3ajida okcun uepBouuii (E 172), Tutany miokcupn (E 171), xKenaTus (gis Kamncymn
o 75 mr); Tutany miokcup (E 171), xenatus (0 Kancysn mo 150 mr).

JIikapcbKka ¢popma. Kancynu TBepai.
OcHosHI (i3uko-xiMiuHi 81aCMuBOCMi:

- KQIICYJI¥ TBEPHi 1o 75 MT: TBepHi XKeJTaTUHOBI KalCyTu po3Mipy 4, KpHUIKa KaIlCy/Ix Hempo3opa
YePBOHO-KOPUYHEBOTO KOJIbOPY, KOPITYC HEPO30pu#, 6i/oro KOJas0py 3 YOPHUM BiITHCKOM «75 m(»,
110 MIiCTHTD ITOPOIIOK 6isoro abo Matizke 6iTOTO KOILOPY;

- Kancynu TBepfi o 150 Mr: TBepAi XKenaTUHOBI KaIlCyIu po3Mipy 2, KpUIIKa Ta KOPIYC KaIlCyau
HeTpo3opi, 6iJ10ro KoIbopy, 10 MiCTUTh IMOPOIIOK 6istoro abo MaiixKe 6ilTOT0 KOIBOPY.

dapMakoTepaneBTHYHA rpyna. [IpoTueninenTuyHi 3acobu, iHII TpOTHEMiNENTUYHI 3aCc0O0H.

Koxm ATX NO3A X16.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.
Ilitoua pedyoBUHa - IperadarliH, 110 € aHAJIOTOM raMMa-aMiHOMacCJISTHOl KUCJIOTH

[(S)-3-(aminoMeTHI)-5-MeTUITeKCAaHOBa KUCIIOTa].

MexaHi3M mil



[TperabariH 3B’SI3y€THCS 3 MOMOMiKHOIO cybomuHuIeo (a,-d 6i/10K) MoTeHIlian3anexXHUX KallbllieBUX
KaHaJIiB y IleHTpasbHill HepBoBii cucteMi (LJTHC).

KniniuyHa eeKTHBHICTE i 6€3MeYHICTh

Heiliponamuy4Huii 6iab

[Tig yac mocmimxkeHs Oyla MPOAeMOHCTPOBaHa eeKTUBHICTE IIpenaparTy [ JTiKyBaHHS AiaOeTHYHOI
Helponarii, MoCTreprneTUYHOI HEBPAJITil Ta ypakeHHs CIUHHOTO MO3KYy. EQeKTuBHiCTh Ipemnaparty
IIPY iHIIKWX BUOAX HEMPOIIATUYHOTO OO0 He BUBYATIH.

[Tperabarid BuB4asy y npoiieci 10 KOHTPOIbOBAHUX KITiIHIYHUX [OCHi2KEHb TPHUBAIICTIO 10

13 TuXkHIB 3 pexXKMMOM [03yBaHHS IIpenapary 2 pa3u Ha fo0y Ta y Ipolieci JOCTIiiKeHb TPUBaIiCTIO
Io 8 THMXKHIB 3 peXKKMMOM [03yBaHHS 3 pa3u Ha f00y. 3aranoM mnpodini Oe3neku Ta eheKTUBHOCTI OIS
pexuMiB mo3yBaHHS 2 pa3u Ha 06y i 3 pa3u Ha fo0y Oynu nomiOHMIMHU.

Y nportieci KTiHIYHAX JOCTigKEeHb TPUBAJIICTIO 70 12 THUXKHIB, y AKUX JTiKapChKHii 3acib 3aCTOCOBYBax
71 JTIiIKyBaHHS HEMPOMATHUYHOT0 00JTI0, 3MEeHIIIeHHS 0010 epuepruyHOro Ta LeHTPaaIbHOTO
ITOXOMI2KEHHS CIIOCTepiraaocs micys MepInoro TUXHS Ta 30epiranocst MpoTsATroM yChOTO Mepiomy
JIiKyBaHHS.

Y npoiieci KOHTPOIbOBAHUX KITIHIYHUX JOCTIKEeHb TepUuPpepuIHOro HeruponaTuyHoro 600 y 35 %
TAIEHTIB, SIKi 3aCTOCOBYBaIu mperadarid, Ta y 18 % mamieHTiB, siKi oTpuMyBanu miaieoo,
crocTepirasnocs nmokpaiaHHsa Ha 50 % 3a IKaio oKy 000, Cepefl MallieHTiB, ¥ SKUX He
BUHUVKaJla COHJIUBICTh, TaKe MOKpallaHHs crocTepiranocs y 33 % mnali€eHTiB, 9Ki 3aCTOCOBYBaJlU
nperabariH, Ta y 18 % martienTiB i3 rpynu nnaue6o. Cepep NalieHTiB, y SKAX BUHMKaIa COHIUBICTS,
YacTKa MallieHTiB, SKi BiANOBiMM Ha Teparmiio, ctaHoBuia 48 % y rpymi nperabaniny ta 16 % y rpymi
mtaneoo.

Y npoiieci KOHTPOILOBAHOTO K/TIHIYHOTO JOCTiI?KEHHS HeUpOonaTuYHoro 0010 LeHTPaIbHOTO
TIOXOMI2KeHHS y 22 % MallieHTiB, gKi 3acToCOByBau perabain, Tay 7 % MalieHTiB, gKi OTPUMYBaIK
nnane6o, crocTepiranocs mokpaianHs Ha 50 % 3a IIKaso0 OI[iHKY 60T,

Enisencisa

KombGinoBaHa Teparmis. [Iperabanid BuBYamu y mpoleci 3 KOHTPOIbOBAHUX KITiHIYHUX HOCITiIXKEHb
TPUBAJIICTIO 12 THUXKHIB 3 peKUMOM HO3yBaHHS 2 pa3u Ha moOy abo 3 pa3u Ha moOy. 3aramom mpodimi
6e3neyHocTi i eeKTUBHOCTI [/I51 peKUMIB J03yBaHHSA 2 pa3u Ha noly i 3 pa3u Ha moby Oynu
MIOMiOHUMHU.

3MeHIIEeHHS YaCTOTY CYAOMHUX HallafiB CIIOCTEPIrajocs BXe Ha IepIIoMY THUXHI.
Himu i nioaimku

EdekTuBHICTh Ta 6€3MEYHICTh 3aCTOCYBaHHS IperadasiHy K HOMOMiKHOI0 3aco0y IIpH emiiencii ams
miTert BikoM 1o 12 pokiB Ta [y mimsiTKiB He BcTaHOBNeHi. [T06iuHi peakilii, 110 crocTepiranucs B
MOCTiMKEeHH] 3 BUBYEHHS (papMaKOKiHETUKY Ta ITePEHOCUMOCTI, 0 IKOT0 Oy/K BKITIOYEH] MallieHTH
BikoM Bif 3 micsmiB o 16 pokiB (n = 65), Oynu momiOHi Mo moOiYHKX peakilill y mopocnux. Pe3ynbraTu
12-TrXKHEBOTO M1ae60-KOHTPOILOBAHOTO HOCTiIKEeHHS

295 memiaTpUYHMX MAIi€HTIB BikoM Bif 4 mo 16 pokiB Ta 14-meHHOr0 m1a1e60-KOHTPOILOBAHOTO
pocmimkeHHs 175 megiaTprYHUX HAIiEHTIB BiKOM Bif 1 Micsaiig mo 4 pokiB, IPOBEOEHOT0 [AJIS OLIIHKYN
epekTUBHOCTI Ta 6e3meku nperabaniny K JOTOMiXKHa Teparis AJig JiKyBaHHS HallafiB 3 YaCTKOBUM



IIOYaTKOM Ta OBOX BiDKPUTHUX HOCTimXKeHb Oe3neku Ha 1 pik y 54 Ta 431 negiaTpuyHOro mnaiieHTa
BifmoOBigHO, BiKOM Bif 3 Mics1iB mo 16 PoKiB 3 erminencieio, BKa3yoTh Ha Te, IO Taki mobiuHi epekTu
SK IipeKcis Ta iH(eKIlil BepXHiX AUXaJbHUX IIISAXIB ¥ OiTeH CIOCTepiraaucs 4acTile, HiX y
IOPOCIIUX TIAIIiEHTIB 3 eminencieio (muB. po3ninu «dapmakokiHeTuKa», «Crocib 3acTocyBaHHS Ta
no3u» Ta «I1o6ivHi peakiii»).

YV 12-tuxHeBOMYy I1ale00-KOHTPOILOBAHOMY OOCIigXKEeHHi IiTsSM NMpu3Hayanu nperabaii mo

2,5 Mr/kr/mo6y (Makcumym 150 mr/mo6y), nperabanin mo 10 Mr/kr/mo6y (MakcumMyM 600
Mr/no0y) abo nnane6o. ITpunaiiMHi 50 % 3MeHIIeHHS NapliaJlbHUX CYOOMHUX HalafiB TOPIBHSHO 3
II04YaTKOBUM pPiBHEM criocTepiranocs y 40,6 % matienTis, sSiKi oTpuMyBanu nperadaid y gosi 10 Mr/kr
Ha 700y (p = 0,0068 mopiBHsAHO 3 manebo), 29,1 % mailieHTis, AKi oTpUMYyBaiIu Iperadarid y go3i 2,5
mr/kr/mo6y (p = 0,2600 mopiBHsHO 3 manebo), Ta 22,6 % TUX, XTO OTPUMYBaB IIaleso.

Y 14-nennoMy miare00-KOHTPOILOBAHOMY HOOCIIXKEHHI IefliaTPUYHUM IallieHTaM (BiKOM Bif

1 micsamg mo momopine 4 pokiB) OyJio mpu3HadeHo nperabanid 7 Mr/kr/no0y, nmperabain 14
Mr/kr/oo0y abo mnaie6o. CepenHs 4acToTa HallafiB IPOTATOM 24 rOOMH Ha IMOYaTKY Ta ITif 4yac
OCTaHHBOT'O BifiBimyBaHHS cTaHOoBUNA 4,7 Ta 3,8 ans nperabaniny 7 mr/kr/moby, 5,4 ta 1,4 gns
nperabaniny 14 mr/kr/mo0y Ta 2,9 Ta 2,3 nns nnaue6o BigmosigHo. [Iperabanin y mo3i 14 mr/kr/mo0y
3HAYHO 3MEHIIUB JIoTapuMidHO TpaHCPOPMOBaHY YaCTOTy HalafiB MOPiBHSAHO 3 myanebo (p =
0,0223); nperabanin y mo3i 7 Mr/kr/mo0y He II0Ka3aB ITOKpallleHHs IIOPiBHSIHO 3 I1alebo.

MoHoTeparis (y malieHTiB 3 yneplie giarHOCTOBaHUM 3aXBOPIOBAHHSAM).

[TperabariH BUBYajH y mpolieci 1 KOHTPOIbOBAHOTO KITIHIYHOTO AOCTiAKEHHS TPUBAJIICTIO 56 THXKHIB
3 PeXMMOM [03yBaHHS 2 pa3u Ha mo0y. [Ipu 3acTocyBaHHi mperabaniny He 0yJI0 JOCATHYTO HE
MeHIII01 e(eKTUBHOCTI ITOPIBHSAHO i3 3aCTOCYBAHHSM JIaMOTPUIKUHY, 3TiIHO 3 OLIIHKOIO Yepe3 6
MiCSI1IiB KiHIIEBOI TOYKM - BiICYTHOCTi CymOMHUX HamapiB. [IperabariH i TaMOTPUIXKUH OyIH
OIHAKOBO 0€3MeYHUMHU Ta Ho0pe IePeHOCUITHCS.

['eHepanizoBaHuil TPUBOXKHUY PO3Taf.

[TperabariiH BUBYaJM y MpoIieci 6 KOHTPOIbOBAHUX AOCTiI2KEeHb TPUBAICTIO 4-6 THUXKHIB, OGHOTO
OOCIIIIKeHHSI TPUBAJIICTIO 8 TUXKHIB 3 y4acCTIO MALlieHTIB JITHHOIO BiKy Ta OOHOI'O TPUBAJIOTO
OOCTiAKEeHHS 3 BUBYEHHS IIPO(ITaKTUKY PEIUANBY 3 MOABIMHOIO CIIiNO0I0 Pa30i0 NpodinakTUKU
peLyauBy TPUBAJIICTIO 6 MiCSLIB.

3MeHIIeHHS CUMIITOMIB reHepai30BaHOr0 TPMBOXKHOT0 PO3JIaAy BiAMOBIAHO A0 WMIKaau ['aMinbTOHa
O1s omiHKy TpuBoXKHOCTI (HAM-A) criocTepiranocst B:xke Ha TUXKHI 1.

Y nporieci KOHTPOIbOBAHUX KIiHIYHUX AOCIIIXKEHb (TpUBaicTiO 4-8 TUXKHIB) y 52 % MallieHTiB, IKi
3aCTOCOBYyBaIM perabariH, Ta y 38 % marieHTiB 3 rpynu mnanebo CIocTepiranocs mokpallaHHsg He
MeHIe Hix Ha 50 % 3a 3aranabHOI0 KinbKicTio 0asiB 3a mkamoo HAM-A Bifg To9aTKOBOTO PiBHS [0
KiHIIeBOI TOUKH.

[Tig 4ac KOHTPOJIbOBAHUX JOCIIiIXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajacs y Nali€eHTiB, gKi
3aCTOCOBYBaJIM IIperadarliH, HiXK y IallieHTiB, sSKi oTpuMyBasy miane6o. Y OinbiIocTi BUNafKiB 11e
SIBUIIE 3HUKAJIO IIPYU IPONOBXKeHH] Teparmii. OpTanbMonorigae 06CTexkeHHS (BKITI0Ya0uy IePeBipKy
TOCTPOTH 30Dy, GopMabHy IIePEBipKy IOJIS 30py Ta OOCIIAKEeHHS 0YHOTO AHA IIPY PO3IIKPEHil
3iHMIll) Y paMKax KOHTPOJIbOBAHUX KIIIHIYHUX [OCIIiAXKeHb BUKOHYBanocsd y noHap 3600 malieHTiB.
Cepe 1IuX TallieHTiB TOCTPOTA 30PYy moripinunacs y 6,5 % mailieHTiB y rpymi nperabaniny ta y 4,8 %
NalieHTiB y rpymi mnane6o. 3MiHU 1O 30py BUsiBiieHo y 12,4 % mallieHTiB, SKi 3aCTOCOBYBaA



nperabaid, Tay 11,7 % nauienTis 3 rpynu mnaiebo. 3MiHKA Ha 04HOMY OHi BUsBIeHiy 1,7 %
nalieHTiB, sSKi oTpuMyBanu nperabanin, Ta y 2,1 % mauieHTiB y rpymi miaie6o.

dapmakoKiHemuka.

dapMakoKiHeTHYHI TOKa3HUKY ITperabdaiHy B PiBHOBAXKHOMY CTaHi OyIu MOAiOHUME Y 3MOPOBUX
noOpOBOIBLIIB, MTAIIEHTIB 3 elifencielo, AKi MpuiMany IPOTUEIieNTUYHI TpenapaTH, Ta y MallieHTiB
i3 xpoHiyHUM OoIEM.

AGcopOitis

[Tpera0ariiH IIBUAKO BCMOKTYETHCS IIPU IPUHOMI HaTIIE i Jocarae MaKCUMaJIbHUX KOHIIEHTpallill y
11a3Mi KPOBi MPOTATOM 1 TOOWHY Micig OGHOKpPATHOTO ab0 6araToKpaTHOTO 3aCTOCYyBaHHS.
Po3paxoBaHa 6iogocTynHicTh mperabaiHy Ipu nepopaabHOMY 3aCTOCyBaHHI cTaHOBUTH = 90 % i He
3aJ1eXKUTh Bif mo3u. [Tpu 6araToKpaTHOMY 3aCTOCYBaHHI PiBHOBaXKHUM CTaH [OCATAETLCS Yepes
24-48 ropuH. IIIBUOKICTH BCMOKTYBaHHS NperabaiiHy 3HUXKYETHCS MIPH OHOYACHOMY IIPUIOMI 3
i7Keto, 110 TPU3BOAUTD OO 3MEHIIEHHS MaKCHMalbHOl KoHIeHTpallii (C,,,) mpubnu3no Ha 25-30 % i
TIOIOBXKEHHS 3HaYeHb t,, mpubnusHo no 2,5 roguau. OgHAK IpuioM nperabdasiHy OgHOYaCHO 3 1XKeto
He MaB KJIiHiYHO 3HQYyIIOr0o BIIMBY Ha CTYMiHb KOT0 abCcOpPOIIil.

Posmopin

Y nporieci goKMiHIYHUX JOCTigXKeHb 0yJI0 ITOKa3aHo, 110 mperadarliH MPOHUKAE KPi3b
remaTtoeHnedanigyauit 6ap’ep y Muliei, mypis i MaBm. Byio BCTaHOBIIEHO, 110 perabaltiH MPOHUKAE
Kpi3b IJIAllEHTY y LIyPiB i BUAiNSIETHCA B MOJIOKO IIyPiB y Mepiof jmakTalil. Y mogunu 00’em
posmnopiny nperabaiHy Iicis mepopaybHOr0 3aCTOCYBAHHS CTaHOBUTE mpubnusuo 0,56 J/Kr.
[TperabariH He 3B’I3y€ThCA 3 GiTKaMu I1JIa3MU KPOBI.

Mertaboizm

Y nmiopunu npera6arid 3a3Hae He3HayHOro MeTaboniamy. [1icns BBeeHHS NO3U Mi4eHOT0
PamioaKTUBHOIO MiTKOIO perabaniny mpubau3Ho 98 % pamgioakTMBHOI pe4OBUHY BUBOIUIIOCS 3i
cedelo Y BUTJIAMI He3MiHeHoro nperabaniny. YacTka N-MeTunboBaHoi MOXifiHOI Iperabariny -
OCHOBHOT0 MeTa0oJIiTy IpenaparTy, 110 BU3Ha4aBcs B cedi, - craHoBuia 0,9 % Big BBemeHol mo3u. Iix
Yyac NOKJIiHIYHUX OOCHiXKeHb He BimOyBasocs pameMisaillii S-eHaHTioMepa nperabainy B R-
eHaHTioMeD.

[TperabariH BUBOOUTHLCS 3i CHCTEMHOTO KPOBOTOKY B HE3MiHEHOMY BUTTISIMI, IIePEBaXKHO HUPKAMU.
CepeqHiii mepion HamiBBUBeOeHHS MperabaniHy CTaHOBUTH 6,3 roguHu. [11a3MoBuii Ta HUPKOBUM
KJTipeHC nperabasiHy IpsiMo IPOTOPIIiNHI KIlipeHCY KpeaTuHIiHY (ouB. po3nin «dapMakoKiHeTHKa»,
«HupKoBa HEJOCTATHICTEL»).

[MTamieHTaM i3 mopymeHHIMYU GYHKIIII HUPOK abo malieHTaM Ha remMofiasi3i HeoOximHa KOPeKIlis 1031
npemnapary (ouB. po3min «Crocib 3acTocyBaHHS Ta HO3U», Tabnuus 1).

JIiHIVHICTE/HEIIHINHICTD

dapmakokiHeTHKa mperabainy € MiHiNHOO [ BChOT0 PEKOMEHI0BAHOT 0 [ialna30Hy [03.
BapiabenbHicTh hapMaKOKiHETHKY ITperabariiHy cepeq Malli€eHTiB € Hu3bkoio (< 20 %).
dapmakokiHeTuKa Impu 0araTOKpaTHOMY 3aCTOCYBaHHi € mepem0ayyBaHOIO Ha ITigCTaBi JaHUX,
OTPUMAaHUX IIPU 3aCTOCYBaHHI OMHOKPATHOI 7o3u. TakKuM YMHOM, HEMAE OTPebH B MIaHOBOMY



KOHTPOJIi KOHIIeHTpalil nperabanidy y mia3Mi KpoBi.
Cratb

PesynbraTy KITiHIYHUX OOCIIAXKEHb CBiTYaTh IIPO BiACYTHICTH KIIIHIYHO 3HAUYYIOr0 BIIJIUBY CTaTi Ha
KOHIIeHTPaIlifo mperabasiny B m1a3Mi KPOBi.

HupkoBa HEIOCTATHICTh

Knipenc nperabaniny mpsmo MponopLiiHuil J0 KiTipeHcy KpeaTuHiny. Kpim 1poro, nperabanin
e(eKTUBHO BUAAJISIETHCA 3 IIJTa3MU KPOBI 3a JOIIOMOT0I0 reMofiani3y (micns 4 roguH reMofianisy
KOHIIeHTPallig mperadainy B 1ia3Mi KpoBi 3MeHIIyeThCs Mpubau3Ho Ha 50 %). OcKinbKu mpemnapaT
BHMBOIUTHCS B OCHOBHOMY HMpPKaMH, MMaIlieHTaM 3 HIPKOBOIO HEAOCTATHICTIO HEOOXiIHO 3MEHIITyBaTH
I0o3y Ipemnapary, a Iicis reMofianidy - 3aCTOCOBYBaTH AOMATKOBY m03y (muB. po3ain «Crocib
3aCTOCYBaHHS Ta [03W», Tabmuus 1).

IleyiHKOBa HEOOCTATHICTD

CroemnianbHuX (hapMakKOKiHETUYHUX AOCIIXKEHb V MAl[iEHTIB 3 I€YiHKOBOIO HEJOCTATHICTIO HE
npoBoaunocs. OckinbKy nperabarid He 3a3Ha€ 3HAYHOT0 MeTa00J1i3My Ta BUBOIUTHCS 3i cedero
nepeBaxkHO y HE3MiHEeHOMY BUTJISITI, TO MaJIO¥MOBIpHO, 11100 IOpyIIeHHS QYHKII] MeYiHKHU MaJio
3HAQUYIIK BIJIUB Ha KOHIIEHTPalIito mperabaiiHy y miaa3mi Kpos.i.

itn

dapmakokiHeTHKY mperabatiHy OLiHIOBaIH Y OiTel 3 eminencieio (BikoBi rpymu: Big 1 mo 23 MicsIis,
Bif 2 mo 6 pokis, Bim 7 mo 11 pokiB i Big 12 mo 16 pokiB) mpu 3acTocyBaHHi 103 2,5 Mr/kr/mo6y, 5
Mr/kr/mo6y, 10 mr/kr/moby Ta 15 mMr/kr/go0y y mporieci qocigKeHHs 3 BUBYEeHHST papMaKOKiHETUKHI
Ta MEPEHOCHUMOCTI.

[Ticns mepopanbHOT0 3aCTOCYBaHHS Iperadajtiny OiTSM HaTIle Yac HOCATHEHHS MaKCUMaJlbHOI
KOHIIeHTPaIlil B IIJ1a3Mi KpoBi OyB y LiJIOMYy aHaAJIOTiYHUM Y BCiX BIKOBUX I'DyIax i CTaHOBUB Bif
0,5 roguHY 00 2 TOOUH MiC/IS IPUHAOMY.

3HauenHs C,,, i IO i KPUBOIO 3a/I€3KHOCTI KOHIeHTpalii Bifg gacy (AUC) mperabaniny 3pocTanu
niniliHO 3i 30iNbIIEHHAM 03U B KOXKHIil BiKOBi# rpymi. Y miTeit 3 Macoro Tina go 30 xr 3HaueHHs AUC
oymu HuxKuuMu Ha 30 %, 1110 3yMoBIIeHO 30inbuieHHSAM Ha 43 % KITipeHCYy, CKOPUTOBAHOT'0 3@ MaCOI0
Tijla, y OUX [AL€HTIB IIOPIBHAHO 3 NTallieHTaMu 3 Maco Tina = 30 KT.

Kinmesuit nepioq HamiBBUBeIeHHs TperadasiHy CTaHOBUB y CepeqHboMYy IPUOIU3HO 3-4 TOTUHU Y
[iTell BIKOM [10 6 POKiB Ta 4-6 TOOUH y AiTeX BIKOM Bif 7 POKIiB.

Y nportieci nmomynsii#HOro GapMaKOKiHEeTUYHOTO aHati3y 6yio oKa3aHo, 110 KJTipeHC KpeaTHHiHy
OyB 3HAUYIIOI0 KOBapiaToo [JIs KJIipeHCY IepopaIbHOro nperabariny, a Maca Tina Oyna 3Ha4yIIoo
KOBapiaToIo [JIg YIBHOTO 00'€MY pO3MOMiNy IlepopanbHOro mperabantiny, i nei 3B’130K 6yB
aHaJIOTIYHUM Y [iTeH i JOPOCNIUX IMalli€HTiB.

dapmakokiHeTHKY IperabaiHy y mali€eHTiB BikoM 00 3 MicSIliB He BUBYAJHU (IUB. PO3AiNU
«PapmakonguHaMmika», «Crocib 3acToCyBaHHS Ta m03u» Ta «[100iuHi peakIrii»).

[larienTH JITHEOTO BiKY



Knipenc mperafarniny Ma€ TeHOEHIIiI0 10 3MEHIIIEHHS 3 BikoM. Take 3MeHIIIeHHS KIipeHCy
nperabastiHy TPy HOro 3aCTOCYBaHHi TepOPaIbHO Y3TOOKYETHCS 31 3MEHIIIEHHSIM KIipeHCy
KpeaTuHiHy, IOB’s13aHUM 3i 30inbieHHSIM Biky. [TarieHTaMm i3 mopyieHHIMU QYHKII HUPOK,
IIOB’SI3aHUMH 3 BiKOM, MOKe II0TpebyBaTUCsl 3MeHIIIeHHs 103U mperabaniny (guB. po3min «Cmocid
3aCTOCyBaHHS Ta I03U», Tabmuug 1).

['onyBaHHSA IPYOOI0

dapmakokiHeTHKY IperabaiHy Ipu M0To 3acToCyBaHHi y 031 150 Mr koxkHi 12 rogus (mo6oBa go3a
300 wmr), ouintoBanu y 10 XKiHOK, 5IKi rogyBaiu Ipynaalo, IoHaUMeHIIe yepe3 12 TUXHIB micns
nojoriB. ['ogyBaHHS I'PYAOI0 He BIUIMBaI0 abo Majio He3HAYHUH BIUIUB Ha (hapMaKOKiHETUKY
nperabaniny. [Iperabasid TpoHUKaB y IPygHEe MOJIOKO, IIPX IbOMY MOT0 CepenHi KOHIIeHTpalii y
PiBHOBAXKHOMY CTaHi CTaHOBUIN IPUOIKU3HO 76 % Big KOHIIEHTPAIlil Y IJla3Mi KpoBi MaTepi.
Po3paxoBaHa f03a, IKy OTPUMYy€E HEMOBJISL 3 TPYAHUM MOJIOKOM (IIpU CEpefHbOMY CIIOXKUBaHHI
Monoka 150 mn/kr/mo0y) Big XKiHKH, siKa mpuiitMae nperabanin y mo3i 300 mr Ha mo6y abo y
MakcuManbHi# no3i 600 mMr Ha moby, ctaHOBUTE 0,31 Mr/Kr/mo0y abo 0,62 Mmr/kr/moby
BifmoBinHO. 1li po3paxoBaHi 103U CTaHOBNATEL NPUONIU3HO 7 % Bif 3aranbHOi HO6OBOI HO3U ¥ MaTepi y
IlepepaxyBaHH] Ha MiJlirpaM Ha Kijorpam.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.
HesponamuuHuti 6i1b

[TpenapaT Ex3ucTa npr3HayeHu AJIg TiKyBaHHS HEBPOIIATUYHOTO 0010 ¥ HOPOCIIUX IIPH
YIIKOIKeHHi neprudepruyHoi Ta IeHTpaIbHOI HEPBOBOI CUCTEMH.

Eninencisa

[IpenapaT Ex3ucTa npu3HayaloTh IK [O4ATKOBY Tepallilo IapliialbHUX CYAOMHUX HallafiB i3
BTOPUHHOIO reHeparidaiieio abo 6e3 Takol y OPOCTHUX.

T'eHepanizosaHull MpuBoMCHUU pPo31ad

[IpenapaT Ex3ucTa npu3HayeHui A1 TiKyBaHHS FeHepasli30BaHOr0 TPUBOXKHOIO PO3/Iafy Y
NOPOCTIHUX.

dibpomianais.

IIpomunoka3aHHs.

linepuyTnuBiCTh KO Aif040i pevyoBUHU ab0 [0 Oyab-sIKOi 3 JOMTOMIXKHUX PEYOBHH, 3a3HAYEHUX Y
po3mini «Crnam».

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

Ockinpku nperabarii eKCKPeTYEThCS IepeBaXkHOo y He3MiHEHOMY BUTJISAMII 3 ceuelo, 3a3Ha€e



He3HAYHOTo MeTaboi3My B opraHi3Mi mogunu (< 2 % mo3u BUOINAETLCS i3 ceuero y Gpopmi
MeTabo7iTiB), He iHTi6ye MeTaboIi3M iHIMX MpenapaTiB in Vitro i He 3B’s3yeThcs 3 OinKaMu maa3Mu
KPOBi, TO MaJIOMMOBIpHO, I1I0 ITperadajiid MoXxe CIPUYUHATH (GapMaKOKiHETUUHY B3aEMOi0 abo OyTu
00’€KTOM Takol B3a€EMOLIl.

LlocaidaceHHA in vivo ma nonyasauiuHul (papMakokiHemuyHul aHaai3

Takum 4MHOM, y DOCHIAXKEHHSX in Vivo He CIIOCTepiraaocs KIIiHiYHO 3Hauymol (apMaKOKiHEeTUYHO1
B3aeMofil Mixk mperabaninoM i ¢peHiToiHOM, KapbaMa3emiHOM, BaIbIIPOEBOIO KUCIIOTOIO,
JTaMOTPUIKUHOM, raballeHTUHOM, JIopa3eliaMoM, OKCUKOIOHOM YU eTaHOJIoM. [lonynaiitnuii
(dhapMaKOKiHeTUYHUY aHai3 IPOOeMOHCTPYBaB, III0 ITepopasbHi mpoTuRiabeTUYHi 3aco6u, miypeTHKH,
incyniH, penobapbiTarn, TiarabiH i TomipaMaT He MalOTh KJTIiHIYHO 3HAYYIIOTO BIIJIUBY Ha KJIipeHC
nperabaniny.

ITepopasavHi KOHMpauenmueu, HopemucmepoH ma (abo) emuHisecmpadio

OpHoYacHe 3aCTOCyBaHHS IperabatiHy 3 IepopalbHUMK KOHTPAIENITUBaMU, HOPETUCTEPOHOM
Ta (ab0) eTUHINECTPaAOioNoM He BIJIMBAE Ha (papMaKOKiHETUKY PiBHOBAXKHOTO CTAHY XKOIHOTO 3 ITUX
niKapchKuX 3acobiB.

Jlikapcwbki 3acobu, uLo enausaroms Ha ITHC

[TperabariiH MoXe TOTeHIIif0BaTh e(heKTH €TaHOIIy Ta Jiopa3enaMy. Y Iepiofl TOCTMapKeTUHTOBOTO
Harjagaay DOBiTOMIISANIY PO BUNAAKYU ANXAbHOI HEAOCTAaTHOCTI, KOMU Ta JIeTaJIbHOTO HACHIOKY Y
nalieHTiB, SKi npuitManu nperabasid pa3oM 3 omioigamMu Ta/abo iHIIMMU TiKapChKUMM 3aco0aMu, 1110
npurHiuyoTh pynkio ITHC. [Iperabanin, iMOBipHO, TOCUJITIOE TOPYIIEHHS KOTHITUBHUX Ta OCHOBHUX
MOTOPHUX (DYHKIIIY, IKi CIPUYNHEHI OKCUKOTOHOM.

B3aemo0ii y nauieHmis AimHb020 BIKY

CrerianbHUX OCTiOXKeHb (hapMaKOIWHaMiYHOI B3aEMOTII 3a y4acTio fOOPOBOJIBIIIB JIITHROTO BiKy HE
IpoBoA¥IH. [OCTiIKeHHsS B3a€MOil TiKapChKUX 3aC06iB TPOBOIUIIY JIUIIE Y HOPOCIIUX Talli€HTiB.

Oco06.1ue8ocmi 3acmocyeaHHsi.

ITauienmu 3 uykposum diabemom

BigmoBigHO MO YMHHOI K/TiHIYHOI MPAKTUKHY, OesKi MallieHTH 3 IYKPOBUM AiabeToM, Maca Tijla IKUX
36inmbInuIacs mif yac Teparmii mperabaniHoM, MOXYTbh TOTPeO0yBaTH KOPEKIIil 103U
IIyKPO3HUXKYBaIbHUX JiKapChKUX 3aC00iB.

Peakuii einepyymausocmi

[Ticns BuxOay IpemapaTy Ha PUHOK MOBIIOMIISIN IIPO PO3BUTOK peakliiil rinepyyTIAnuBOCTI,
BKJIIOYAIOYH aHTiOHEBPOTUYHUN HAOPSK. [Ipy BUHUKHEHH] TAKUX CUMIITOMIB aHTi0HEBPOTUYHOI'0
HaOpPsKY, K HAaOpsAK 06114y, mepiopanbHuM HabOpsaK a60 HAaOPSK BEPXHiX AUXaIbHUX IIJISAXIB,
3acToCyBaHHS IperabasiHy i HeraHO IPUIUHUTH.

3anamopoyeHHA, COHAUBICMb, BMpama c8i0oMocmi, CNAYMAaHicms c8i00MOCMI Ma NOPYWeHHA
ncuxiku



3acTocyBaHHS mperadariHy CyIpOBOIXKYBaIOCs OSIBOIO 3allaMOPOYEHHS Ta COHIUBOCTI, 110 MOXKe
30iMBIINTY PU3UK BUHUKHEHHS TPaBMaTUYHUX BUMAAKIB (TTagiHHS) y TMaI[iEHTIB TiTHBOTO BiKy. Takox
IIiC/ISL BUXOAY IIpelapaTy Ha PUHOK MOBIIOMIISIIOCS IIPO BUIIAAKU BTPATHU CBiIOMOCTI, CIIyTaHOCTI
CBiIOMOCTI Ta MOPYIIEHHS MICUXiKU. Y 3B’S3KY 3 IIUM IalliEHTaM CJIifi peKOMeHyBaTH OyTH
00epexXHKMMH, TTOKY IM He CTaHYTh BifoMi MOXK/INBI eheKTU LHOTO JIIKapChKOT0 3aC00y.

Possnadu 3opy

[lig 4ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajacs y Nali€eHTiB, IKi
npuiiManu nperadajid, HiXK y MallieHTiB, 9Ki oTpuMyBasu manebo. Y OinblIoCcTi BUNAKIB Iie SBUILE
3HUKAJIO IIPU IPOAOBXKEHHI Teparii. Y mpoiieci KIiHiYHUX OOCTigXKeHb, Y SKUX IIPOBORUIIA
odTampMosoriuHe 06CTeXXKeHHsI, YaCTOTa BUMAAKIB MOTiPIIeHHS TOCTPOTH 30PY Ta 3MiHH II0JIT 30py
Oy/a BHIIO0 Y MAIiEHTIB, SKi 3aCTOCOBYBasX mperabasiiH, MOPIiBHIHO 3 MaIliEHTaMH 3 TPYIH I1ane6o;
YacTOTa BUHUKHEHHS 3MiH Ha OYHOMY OHi Oyja BUIIIOIO0 y MAI[iEHTIB i3 rpynu nname6o (DUB. po3min
«®apMakKoouHaMiKa»).

[Ticns Buxomy mpemnapaTy Ha PUHOK TaKOXK IOBIIOMIISAIY Mo mo0iuyHi peakilii 3 60Ky opraHiB 30py,
BKJ/TIOHAIOYH BTPATY 30pYy, HEUITKICTb 30py abo iHIIi 3MiHM ToCTpOTH 30py, 6araTo 3 SKux Oynu
TEMYacoBUMHU. [Tic/sl MpUNMHEHHS 3aCTOCYBaHHS Nperabainy Ii cuMIToMu 3 60Ky OpraHiB 30py
MOXKYTh 3HUKHYTH a00 3MEHIIUTUCS.

Hupkosa HedocmamHicmb

[ToBimoMIIsINIOCS TIPO BUIIQIKKA PO3BUTKY HUPKOBOI HEJOCTATHOCTI, sKa iHofi 6ya 000pOTHOIO Mmics
IPUIIMHEHHS 3aCTOCYyBaHHS IIperadariiHy.

BiomiHa cynymHix npomuenisenmuyHux npenapamis

Hapasi HegocTaTHBO JaHUX 100 TOr0, YA MOXKHA BIAMIHATY CYIIYTHI IPOTHEIIENITUYHI IIperapaTy
micys Toro, SIK Y pe3ynbTaTi fogaBaHHs IperadasiHy o Teparii 0yae JOCATHYTO KOHTPOJb CYOOM,
00 IeperTy J0 MOHOTEparil mperadasiHoMm.

CumMnmomu gioMiHu

Y mesikux MallieHTiB miciIs MPUIIMHEHHS KOPOTKOCTPOKOBOI ab0o TpHBajIol Teparii mperabamiHoM
CIIOCTEpIiranucs CUMIITOMHU BifMiHU npenapaTy. [ToBimOMIISANY PO Taki siBUIla: 6€3COHHS, TOJIOBHUN
6inb, HyOTa, TPMBOXKHICTh, Hiapesi, FPUIONONIOHNNM CUHAPOM, HEPBO3HICTh, Aempecis, 0ifb, CymoMy,
rineprigpo3s i 3araMopoYeHHs, IKi BKa3yl0Th Ha (i3nyHy 3aiexkHicTh. L0 iHpopMamio crig
IOBIIOMUTH IAIli€HTY IIepef 0YaTKOM Teparil.

Cynomu, 30KpeMa emienTUYHUM CTaTyC Ta BENIUKI CyIOMHI Hallagu, MOXKYTb BUHUKATH IIiJ 4ac
Teparil mperabasinom a00 HeBIOB3i micys HOT0 BiIMiHHU.

Hani momo BimMinu mperabartiny Mmiciist TPUBAIIOro 3aCTOCYBAHHS BKa3yIOTh Ha Te, 1110
YaCTOTa BUHUKHEHHS Ta CTYIIiHb TAXKKOCTI CUMIITOMIB BifMIHY MOXKYTh 3ajIe’KaTH Bif JO3M.

3acmitiHa cepuesa HedocmamHicmbw

[Ticns BuxoOOy IpelapaTy Ha PUHOK MIOBIIOMIISIM IIPO 3aCTiMHY CEepLieBy HEAOCTaTHICTh y AeSIKUX
nalieHTiB, sKi npuiiManu nperabaid. Taka peakilis crocTepiranacs 30e0inblIoro mif yac AiKyBaHHS
nperabaiHoM HelpomaTUYHOTo 600 V MallieHTiB JIITHHOTO BiKYy 3 BXKe iCHYI0OUMMU CeplieBo-
CYOVHHUMM TIOPYyLIIeHHSAMU. TaKuM IalieHTaM IiperabaliiH CIif 3aCTOCOBYBaTH 3 00epexHicT0. [Ipu
IPUIIMHEeHHI 3aCTOCYyBaHHS ImperabatiHy 1ie sSBUIlle MOXe 3HUKHYTH.



CyiuudasibHe MUc/1eHHA ma nosediHKd

[ToBimoMISANIOCS TIPO BUIQAKX CYIIMaIbHOTO MUCJIEHHS Ta IOBEMiHKH Y MAI[iEHTIB, IKi OTPUMYBajIu
Tepamniio NPoTUeNiIeNTUYHUMY MpernapaTaMu 3a AesKUMHU M0OKa3aHHSAMU. 3a pe3ylbTaTaMu
MeTaaHaIi3y JaHWX, OTPUMAHUX Y IIPOIeCci paHa0Mi30BaHUX I1/1a1e60-KOHTPOIbOBAHUX NOCIiAKEHb
IIPOTUEMIIENTUYHUX IIpelapaTiB, TAaKOXK CIIOCTEPIragocs HEBEJIUKe MiABUIIEHHS PU3UKY II0SIBU
CyIIMAaIbHOTO MUCJIEHHS Ta IOBEIHKYA. MexaHi3M BUHUKHEHHS IIbOT0 PU3UKY HEBIIOMUM, a HasgBHI
MaHi He BUKJIIOYAIOTh MOXKJIMBOCTI iCHYBaHHS IiIBUILIEHOT'0 PU3UKY IIPU 3aCTOCYBaHHi mperadariiHy.

Y 3B’s13Ky 3 UM HE0OXigHO peTeIbHO CIIOCTePiraTy 3a MallieHTaMu [Jig BUSBIEHHS 03HaK
CyluKMpanbHOTO MUCIIEHHS ¥ TIOBE[iHKY Ta PO3TJISHYTH OOLIMbHICTh IPpH3HaYeHHS BiJIIOBIIHOTO
JiKyBaHHS. Y pa3i [I0sBU 03HaK CYIUAaIbHOT0 MUCIEHHS ab0 MOBeiHKY MallieHTH (Ta ocobu, sAKi
OOTISIA0Th 3a HUMU) ITIOBUHHI 3BEPHYTHUCS 110 MEAUYHY JOIIOMOTY.

IToeipweHHA ¢yHKUIl HUXMCHIX 8i00i1i8 WAYHKOB0-KUWKO8020 MPAKmMy

[Ticnsa Buxomy npenapaTy Ha PUHOK IIOBIOMIISANIOCS TIPO SBUINA, TI0B’sI3aHi 3 MOTipIIeHHAM QYHKII1
HUXKHIX BiTiTiB UIJTYHKOBO-KUIIIKOBOI'0 TPAKTY (HENIPOXigHICTh KUIIEYHUKY, TapasiTudyHa
HEeIPOXigHICTh KUIIIEYHUKY, 3aII0p), IPU 3aCTOCYBaHHI mperabaiiHny pa3oM i3 nmikapcbKuMu 3acobfamy,
110 MOXKYTh BUKJIUKATH 3alI0p, HAIPUKJIaA 3 OMiOITHUMHU aHaNbreTukamMu. [Ipu ogHOYaCHOMY
3aCTOCyBaHHI nperabaiHy Ta OmioifiB CITif BXKUTU 3aXO0[iB 15 MPOGinakTUKYU 3amopiB (0C06IUBO Y
JKIHOK Ta IAaI[i€HTIB TITHBOTO BiKY).

O0HouacHe 3acmoCy8aHHA 3 ONiIOHUMU AiKaPCbKUMU 3acobamu

PexomeHOyeThCS 3 00epeXHICTIO MPU3HayaTy mperabaliH OmHOYaCcHO 3 OIioigaMu Yepes3 pu3uK
nenpecii [THC. Y gocnimxeHHi nmaii€eHTiB, sSKi mpuiiManu nperabajid ogHOYaCHO 3 OIioimaMu,
KOHTPOJIb Ta aHasli3 BUNa[KiB MaJly MiIBUINEHUN PU3UK JIeTAJIbHOI'0 HACIIIKY, 0B I3aHOI0 3
omioigamMu, MOPiBHSHO 3 y2KWBAHHSM OIIiOIfiB (CKOPUTroBaHe CIiBBigHOIeHHS maHCiB [aOR], 1,68 [95
% MOI, 1,19-2,36 ]). Lle# mipBuilileHu# pU3UK CIIOCTEPiraBcs Ipu HU3bKUX Ao3ax nperadariny (< 300
mr, aOR 1,52 [95 % [I, 1,04-2,22]), TaK0X cliocTepiranacs TeHAEHIis 0o OiNbIIOT0 PU3UKY IIPU
BHCOKUX fl03ax nperabariny (> 300 mr, aOR 2,51 [95 % ]I 1,24-5,06]).

HenpasuibHe 3acmocy8aHHs, 3/108H#CUBAHHA D0 3d/1eHCHICMb

[ToBimoMIIsANIOCS PO BUMIAAKYM HEIPABUIBHOTO 3aCTOCYBaHHS, 3JI0BXKUBaHHS Ta 3a7eXHOCTi. Cif 3
00epexkKHiCTI0 3aCTOCOBYBATH IIpernaparT MallieHTaM 3i 37I0BXKMBaHHSIM Pi3HUMU Pe4OBUHAMHU B
aHaMHe3i; HeoOXigHO CIIOCTepiraTy 3a MalliEeHTOM [JIs BUSBIEHHS CUMIITOMIB HEIIPABUJIBHOTO
3aCTOCYBaHHS, 3JI0BXKUBaHHS a00 3a1e2KHOCTI Bif mperabainy (MoBimoMIIsIIOCs PO BUNAOKU
PO3BUTKY 3BUKAHHS, IEPEBUIIEHHS IPU3HAYEHOl J03Y; IOBENIHKY, CIIPSIMOBaHOL Ha OTPUMaHHS
mpenapary).

IIpuzHiyeHHA QUXAHHA

[ToBimoMIISINIM TIPO TSXKKe MPUTHIYEHHST TUXaHHS, 0B’ si3aHe i3 3aCTOCyBaHHSIM Iperabainy.
[MTamieHTH 3 po3nagaMu OuXanbHOI QYHKIIII, pecripaTopHuMH a00 HEBPOJIOTIYHUMY 3aXBOPIOBAHHSIMH,
HUPKOBOIO HEJJOCTATHICTIO, OMHOYACHUM 3acToCyBaHHSAM fernpecaHTiB IIHC Ta ocoOu MiTHROTO BiKYy
MOXKYTh MaTH OiNIbIINYI PU3UK PO3BUTKY Li€l TSIKKOI moOiuHOl peakii. Taki maiieHTH MOXKYTh
moTpeOyBaTH KOPUTYBAHHS [TO3U.

EHuedasonamisa

[ToBimomusiyiocs IPO BUIIAKX eHIledaomnarii, [0 BUHMKaIU IlepeBaXkHO y MallieHTiB 3i CyIyTHIMU



3aXBOPIOBAHHAMH, IO MOXYTh CIIPDOBOKYBATHU eHHe(baJ'IOHaTiIO.

Y 3B’s13Ky 3 NliKyBaHHAM IperabaninoM (pregabalin) pigko moBimomisinocs mpo TAXKKi MKipHi mo0igHi
peaxtiii (THITIP), Bkmovatouu cuHApoM CTiBeHca-[[?)KOHCOHA Ta TOKCUYHUM elligepMalbHUN HEKPOJTi3,
SIKi MOXKYTb OyTH HeOe3MeYyHUMH IJIs KUTTS a00 MaTHu JeTalbHUHN Hacmigok. ITim yac mpu3HaYeHHs
JiKapChKOTro 3ac00y MallieHTaM CJIifl TOBiIOMUTH MPO O3HAKK Ta CHMIITOMHU Ta YBaXKHO CTEXKUTH 3a
IMIKipHUMU peakUigMu. Ko 3'IBIsS0ThCSA O3HAKU Ta CHMIITOMH, III0 BKa3yI0Th Ha IIi peakiiil,
OTPiOHO HeraHO BiAMIiHUTH 3acTOCyBaHHS Nperabaniny (pregabalin) Ta po3rnsHyTu
anbTepHaATHBHE JIiKyBaHHS (Y pa3i HeoOXimHOCTI).

2KiHKM, 30aTHi 3aBariTHiTH/3ac0o0M KOHTPAIIEMIIii

3acTocyBaHHS JTiKapchbKoro 3aco0y Ex3ucTa y nepuomy TpEMeCTpi BariTHOCTI MOXKe CIIPUUYUHUTHI
cepiio3Hi BpopxkeHi nedekTu y HeHapomKeHol gutuHU. [Iperabain He CJIil 3aCTOCOBYBATH IIif] Yac
BariTHOCTI, 3a BUHATKOM BUNAKIB, KOJIU KOPUCTH OJIs MaTepi ABHO IIepeBaXxae MOTEeHI[INHUN PU3UK
nns miopa. 2KiHKY IiTOPOMHOTO BiKy MOBMHHI BUKOPUCTOBYBATH e(eKTUBHI 3aC00M KOHTpPALEMIil mif
Yyac JIiKyBaHHS.

HQHQQQHOCUMiCTnb A1dKmosu

[TpenapaT Ex3ucra MicTUTh 1akTO3y. [1allieHTaM 3 TaKUMU PiOKiCHUMU CIIafKOBUMU
3aXBOPIOBAHHSMHU SIK HEIIEPEHOCUMICTh TaJlaKTO3H, JITaKTa3Ha HeJoCTaTHICTh Jlanma abo CUHAPOM
MasibabcopO1iii TTF0K03U Ta rajlakTo3M, He CIIiJ 3aCTOCOBYBATH Ileii Ipemnapar.

JIikyeaHHA HellponamuyHo20 60110 UeHMpPAabH020 NOX00HCeHHA 8HACAIOOK YPAHCEHH A
CNUHHOZ20 MO3KY

[1ig yac nikyBaHHS HEMPOMATUYHOTO 0O0JII0 LIEHTPAIbHOTO TTOXOMKEHHS, CIIPUUYUHEHOTO
ypaXeHHSIM CIMHHOTO MO3KY, 30i/IblllyBaiacd 4acToTa MoOiYHUX peakllid y I[iIoMy, a TaK0oXK
nobiuHux peakirii 3 60ky LIHC 3aco0iB (Hampukian, aHTUCITaCTUYHUX MTperaparis),
HeoOXimHUX [/ JTiKyBaHHS 1IIbOT0 cTaHy. L{to o6cTaBuHy ciig 6paTH [0 yBaru, NIpu3Hayaiun
nperabaJiH Ipyu TaKOMY CTaHi.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

2KiHK¥, 3MaTHI 3aBariTHiTH/3ac00M KOHTPAIIEIIii [/ XiHOK i Y0IOBIiKiB

OCKinbKY OTEHIIIMHUY PU3KK [T JTIONWHYA HEeBIJOMUM, XKiHKY, 3[laTHI 3aBariTHiTH, ITOBUHHI
BUKOPUCTOBYBaTU e(eKTHBHI 3ac00M KOHTPAIEILIii.

BaritHicTb

HocnigXeHHS Ha TBapHWHAaX ITOKa3aJid PEIPONYKTUBHY TOKCUYHICTh. [loBefeHO, 110 mperadaiin
IIPOHUKAE KPi3b IIAlEeHTY y ypiB. [Iperabasiln Moxke MepeTUHATH JIIOCHKY IJIAEHTY.

OCHOBHI BpOK€eHi Bai¥ PO3BUTKY

IaHi ckaHOUHABCHKOT0 006CepBaliHOr0 OOCIigKeHHs, e Opasio y4acTs noHan 2700 BariTHUX, SKi
OTpPUMYBaJu nperabaid y mepuioMy TPUMECTPi BariTHOCTI, T0OKa3anu OiflbIll BUCOKY IOMIKUPEHICTh
Be/IMKMX BPOAKEHUX Bajl PO3BUTKY Cepef MediaTPUYHOI MOMyALil ((KMBUX Y1 MePTBOHAPOOKEHUX



miTeit), sKi 3aCTOCOBYyBau mperadarliH, MOPiBHSHO 3 TPYIIOI0, SIKa MOTro He 3acTOCOBYyBana (5,9 %
npotu 4,1 %). PU3uK BpomKeHUX Baf PO3BUTKY Cepeq NefiaTpUYHOl MOMyJIAllil, SKa 3aCTOCOByBasa
nperabatiH y IepIioMy ceMecTpi BariTHOCTi, OyB [eII0 BUIIKUM, IIOPiBHSIHO 3 MOMYJISIE0, SKa HOTro
He 3aCTOCOBYBasa (CKOpUTroBaHUM KoedillieHT nmowmupeHocTi Ta 95 % moBipuuii inTepsan: 1,14 (0,96 -
1,35)), a TakoXK MOPiBHSHO 3 MOMYJIAIli€I0, IKa 3aCTOCOBYBasia taMoTpumxkuH (1,29 (1,01 1,65) abo
nynokcetuny (1,39 (1,07 1,82). Anani3 KOHKpEeTHUX Baf, PO3BUTKY I10Ka3aB BUIIUU PU3UK Baf
PO3BUTKY HEPBOBOI CUCTEMH, 04eli, opodaliiaTbHUX IIiINH, Bal CEYOBUIIYCKAHHS Ta Bafl PO3BUTKY
CTaTeBUX OPTaHiB, ane mudpu Oyau HEBETUKUMH i OLIHKM HETOYHUMHU.

[TpemapaT He CJIiJ 3aCTOCOBYBATH B Ilepiof BariTHOCTI 663 HaraabHOI MoTpe6u (KOIU KOPUCTD OIS
MaTepi SBHO [IePEBUIIy€E MOKIIUBAN PU3UK OJIS IJIONA).

['ogyBaHHSA TPYOOIO

HeBenuka KinbKicTh mperabaniny Oyna BUSBIeHa Yy MOJIOLI XKiHOK, 5IKi rogyioTh rpyamio. Crig
IIOBITOMUTH XKIiHKaM, fIKi TOOYIOTh 'PYAAL0, 110 TOAYBaHHS I'PYLALI0 HE PEKOMEHOYETHCS IIif] Yac
3aCTOoCyBaHHS Iiperabainy.

OepTUILHICTL
Kniniyni maHi mopo BInuBy nperadasiny Ha (GepTUNIbHICTh XKIiHOK BifCyTHI.

[Tig 4yac KmiHIYHOTO JOCHTigXKEeHHS 3 BUBYEHHS BIUIMBY IiperabaiHy Ha PyX/IMBICTh CIIePMaTO30iMiB
300pOBi MOOPOBOIIBII YOJIOBIUOI CTATi 3aCTOCOBYBasu nperabdanid y mo3i 600 mr/mo0y. ITicns
3aCTOCYBaHHS IIpelapaTy MIPOTAroM 3 MICSIliB KOJHOT'0 BIIIMBY Ha PYXJIUBICTh CIIEPMATO301iB HE
BUSIBJIEHO.

Y npoueci gocnigxkeHHs GEPTUIBHOCTI ¥ CAMULB IIyPiB CIIOCTepiraBcsl HebakaHUM BIJIUB Ha
PenpPOayKTUBHY GQYHKIII0. YV mpolieci AoCTifXKeHH (epTUILHOCTI y CaMIIiB IIypPiB CIIOCTEpIraBCcs
HeOakaHU BIJIMB Ha PENPOAYKTUBHY (YHKIIIO Ta po3BUTOK. KiTiHiyHa 3HAYYILIICTh IIUX PE3y/IbTaTiB
HeBizoMa.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

Jlikapcbkuit 3aci6 Ex3ucTa MoxXe MaTH He3HAYHUYN a00 MOMipHUY BIUJIMB Ha 3[aTHICTh KEPYBATH
TPAHCIIOPTHUMHU 3ac06aMu Ta MpalffoBaTH 3 MexaHiaMaMu. JIikapcekui 3acid Ek3ucTa Moxe
BUKJIMKATY 3allaMOPOYEHHS 1 COHJIUBICTH 1 TAKMM YMHOM BIIIMBATU Ha 3[aTHICTh KepyBaTU
TPAHCIIOPTHHMHU 3aco0aMy Ta IIpalioBaTH 3 MexXaHi3MaMu. Y 3B’SI3Ky 3 LM IallieHTaM CIIif
PEeKOMeHIyBaTH YTPUMYBaTHCS Bifl KepyBaHHS TPAHCIOPTHUMU 3acobaMu, Bif po6OTH 3i CKIagHOI0
TEXHIKOI0 YH Bif iHIIIOI IIOTEHIINHO HeOe3IeuHol gisiIbHOCTI, IIOKU He CTAaHe BimoMO, UM BILJIUBAE LeH
nmiKapchbKu# 3acib Ha iXHIO 3TATHICTE MO TAKOI HisITbHOCTI.

Cnocib 3acmocysaHHs ma 0o3u.
Cnocib 3acmocy8aHHs

[Tpenapat Ex3ucTa mpuiiMaTy He3aJIeKHO Bif] BXKUBaHHS 1XKi.



Iauuit mikapcbKuit 3acib Mpu3HaUYeHUM BUKIIIOYHO OJIsI TIEPOPAJIbHOTO 3aCTOCYBAHHS.
Ho3u

Iiama3oH [03 mpenapaTty Moxe 3MiHioBaTucCa ¥ Mexkax 150-600 Mr Ha go0y. [1o60BYy 03y
po3mnopninsat Ha 2 abo 3 mpuitoMu.

HelponaTuynuii 6inb

Tepamito nperabaminoM MoxHa po3mnodaTu 3 fo3u 150 mr Ha moby, po3nofineHol Ha 2 abo

3 mpuiioMu. 3anexkHo Bifl iIHAUBiAYyaIbHOI BifTIOBiMi Ta TEPEHOCUMOCTI IIpenapaTy MalieHToOM 103y
MoxHa 30inpmuTu 10 300 Mr Ha goOy yepe3 3-7 OHIB, a Y pa3i He0OXiMHOCTI - 10 MaKCHMaIbHOI 003U
600 Mr Ha go0y e micns 7 OHiB.

Eninerncia

Tepamito nperabaniHoM MoXkHa po3noydaTty 3 fo3u 150 Mr Ha mo0y, po3nopineHoi Ha 2 abo

3 npuiioMu. 3anieXkHO Bif iHOUBiAyalbHOI BiATIOBiAi Ta TEPEHOCUMOCTI IIpenapaTy MalieHToM J03Y
MozkHa 36inpmuTy fo 300 Mr Ha go0y micis mepiioro TUXHS nikyBaHHS. [lle uepe3 oguH TUXKIEHD
o3y MOXKHa 30i/MbIIUTH 00 MaKcuMasbHOI - 600 Mr Ha mo0y.

['eHepani3oBaHNY TPUBOXKHUN PO3TIaL

IIo3a, IKy po3MmopinsaoTh Ha 2 abo 3 mpuiioMmu, Moxke 3MiHIoBaTucs y Mexkax 150-600 mr Ha mo0y.
[TepioguuHO ciif meperasgaTv HeoOXigHICTh MPOOOBXKEHHS Teparril.

Tepamito mperabaniHoM MoXxHa po3nodaTy 3 fo3u 150 mMr Ha mo0y. 3anmekKHO Bif iHAUBIMyambHOI
BiAITIOBifi Ta MePeHOCUMOCTI IIpemnapaTy MalieHToM 03y MoxkHa 30inbmutu 7o 300 Mr Ha go0y micis
IIepIIOro TUKHS JIiIKyBaHHA. [1icnd Ile OMHOTO THKHS NPUXOMY 03y MOXHa 30inpmuTy 1o 450 Mr Ha
noOy. Ille yepe3 oguH TUXKIEHDb 003y MOXKHA 30iMbIIMTH 00 MakKcuMalnbHol - 600 Mr Ha 100y .

®ibpomianris

PexomeH0BaHa [i03a Iipenapary Ajis jJikyBaHHS pibpomianrii ctanoBuTh Bifg 300 Mr mo 450 Mr Ha
no0y. JIikyBaHHS CJIii pO3MIOYMHATH 3i 3aCTOCYBaHHS J03u 75 Mr 2 pa3u Ha 700y (150 Mr Ha moby).
3aexkHO Biff eeKTUBHOCTI Ta IepPeHOCUMOCTi, 03y MoxHa 30inburyBaté 1o 150 Mr 2 pasu Ha go0y
(300 mr Ha mOOY) MPOTSATOM OMHOT'O TUXHS. [I71s MaIli€HTiB, Oy IKUX 3acTocyBaHHsS mo3u 300 MT Ha
no0y € HeOCTaTHhO e(PEeKTUBHUM, MOXKHA 30iIBIIUTH 03y O0 225 MT 2 pa3u Ha no0y (450 Mr Ha
no0y). Xoda icHye mocifizKeHHs 3acTocyBaHHS no3u 600 Mr Ha 0o0y, oKa3iB TOro, 10 3aCTOCYBAHHS
1iel mo3u O6ynme MaTu JOaTKOBY IepeBary, HeMae€; TaK0XK TakKa [03a Maja Tiplly IepeHOCHMiCTh.
Bepyuu o yBaru go3o3asiexkHi Mob6iuHi peakilii, 3acTocyBaHHs 03 Buille 450 Mr Ha 700y He
pekoMeHayeThest. OCKiNbKY JTiKapCchKui 3aci6 EX3rucTa BUBOOUTHCS TOJIOBHUM YHHOM HUPKaMH, CJIifl
KOPUTYBaTH [0O03Yy IIpenaparTy NallieHTaM i3 MOpyLuIeHHAMU (PYHKIIil HUPOK.

Binmina npera6aniny

BigmoBigHO [0 mito4oi KIiHIYHOI IPpaKTUKHY, IPUNUHATH Tepaliio nperabaniHoM peKOMeHIY€EThCS
IIOCTYIIOBO, IPOTATOM IIOHAWMEHIIIe OOHOTO TUXKHS, HEe3aJIeKHO Bifl I0Ka3aHb.

[MopyineHHs GYHKIII HUPOK

[TperabarsiiH BUBOOUTHLCS 31 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJIAMI, TIePeBazKHO HUPKaMHU.
Ockinbku KitipeHc mperabainy IpsiMo MPOTOPIIifHMUI 70 KTipeHCY KpeaTHHIHY (OUB. PO3Min



«PapMaKoKiHeTHKa»), 3MEHIIIYBAaTU NO03Y IallieHTaM i3 MOpyIIeHHIMU QYHKII HUPOK CITif
iHOWBimyanmbHO SIK 3a3Ha4YeHo y Tabnuii 1, BigmoBigHOo mo KiipeHcy kpeaturiny (CLcr), sKui
BHM3HAYaIOTh 3a (HOPMYIIOI0:

(]

[TperabariH eeKTUBHO BUOAJSIETLCS 3 IJIa3MHU KPOBi 3a loroMoroio remoxianidy (50 % mpemaparty
npotsaroMm 4 ropuH). [I71g nalieHTiB Ha reMopianisi ;o60oBy qo3y nperabariHy Ciif KOpUTyBaTH
BiATOBigHO [0 QyHKIIl HUPOK. KpiM mo60B01 1031, ogpa3y Mmiciis KOXKHOI 4-TOmUHHOI
IIpoLeypPy reMofIiaily Heo6XigHO 3aCTOCOBYBATH JOATKOBY 03y Ipemapary (quB. Tabmuiro 1).

Kopekuist no3u nperabanidy BignoBifHO [0 GYHKIII HUPOK

Tabmuns 1

3aranbHa go6oBa go3a mperabaidy * PexuM [03yBaHHS
Knipenc kpeatusiny (CL,) (M71/xB)

ITouamkosa 0o3a (m2 [MakcumanvHa 0o3a (m2

Ha 0o6y) Ha 0oby)
> 60 150 600 2 abo 3 pa3u Ha KOOy
> 30 - < 60 75 300 2 a6o 3 pa3u Ha HoOy
>15- < 30 25-50 150 1 a6o 2 pa3u Ha K00y
< 15 25 75 1 pa3 Ha §o6y
[loraTKoBa [103a Iicyisg reMofianisy (Mr)

125 J100 lOnsOKpaTHA HO3A

* 3aranbHy 0o00BY 03y (Mr Ha go0y) CIifl pO3MONiNUTY Ha JeKinbKa IPUHOMIB BiATIOBIOHO [0
pexXuUMy 003yBaHHS, 1100 OTPUMATH O03Y OIS OMHOKPATHOTO IPUUOMY (MT/mO3y).

IomaTKoBa Mo3a - Ile JOOAaTKOBa OMHOKpPATHA [03a.

ITeuiHKOBa HEOOCTATHICTh

II7s malieHTiB i3 mopyueHHIMU QYyHKINI neyinkyu HeoOXiMHOCTI ¥ KOpeKii 4031 HeMae (OUB. PO3Min
«OapMaKOKiHETHKa»).

[TamienTH NMITHLOTO BiKy (BiKOM Bif 65 POKiB).

II71s malieHTiB MITHHOTO BiKYy Yepe3 MopyIleHHs GYHKIII HUPOK MOXKe 3HaHoOUTUCS 3MEHILIEHHS 03U
nperabaniny (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHSI»).

Himu.

Besmnexka Ta eeKTUBHICTH NpenapaTy Ex3ucTa mpu #0Tr0 3aCTOCyBaHHI giTAM BikoM 1o 18 pokiB He
BCTaHOBIeHi. [locTynHa Ha 11e¥ yac indopMalis HaBefeHa y po3nini «[To6iuni peakuii», a TaKOX y
po3minax «®@apmakoguHaMika» i «®apMaKOKiHETHKa», ONHAK, CIIUPAlYUCh Ha HUX, HEMOXKJIUBO
HaJlaTH XKOJHUX PeKOMeHAalliil 00 403YBaHH 1ild KaTeropil maIi€HTiB.



Ilepedo3yeanHs.

[Ticns Buxomy mpemnapaTy Ha PUHOK IIOBIMOMIISIOCS, 10 HaWYacCTillMMK MOGIYHUMYU peakIlisiMu Ipu
nepeno3yBaHHi mperabainy 6y COHMUBICTD, CIIYTaHICTh CBiIOMOCTI, 30y I:KeHHS Ta HECIIOKil.
TakoXX HaOXOOWUIY MIOBiIOMJIEHHS IIPO CYAOMHU.

PifKO mOBigOMIISIIIOCS IIPO BUIAgKKA KOMH.

JIikyBaHHS Nepeno3yBaHHS NperabaiHy moisirae y 3arajJbHUX MiATPUMYyBaJIbHUX 3aX0fiaX Ta 3a
moTpebr MOXKe BKITIOUATH reMofiai3 (auB. po3min «Crmoci0 3acTocyBaHHS Ta H03u», Tabnuis 1).

ITo6iuni peakuii.

Y kniniuHilt mporpami 3 gocnigxkeHHs nperabamniny #oro orpuManu moHan 8900 mallieHTiB, 3 HUX
5600 - y4aCHUKY MOABIMHUX CIIiNUX I1ane00-KOHTPOIbOBAaHUX HOCITiAKeHb. HaltyacTimmumu
3apeecTpoBaHUMU NOOIUHUMYU peakLisMu OyIM 3alaMOPOYeHHS Ta COHNUBICTE. [106iuHi peakiril
3a3Buyay Oyu nerkoro abo NOMipHOro CTyneHs. B ycix KOHTPOIbOBAHUX JOCTIIXKEHHSIX TOKa3HUK
BimMiHM npemnapaTy dyepes mobiuHi peakilii cTaHOBUB 12 % cepeq MallieHTiB, SKi mpuiimManu
nperabariH, Ta 5 % cepep Malli€HTiB, gKi oTpuMyBanu nnauebo. HaltyacTimyuMu nobidyHuMu
peakilisiMu, 110 TPU3BOOUIY OO0 MPUIKMHEHHS 3aCTOCYBAHHS IIpernapaTy JOCTigXKeHHS Y T'PYyIIi
nperabaniny, 6y 3allaMOPOYEHHS Ta COHIUBICTS.

Huxx4ye HaBepeHi BCi mo0iYHi peakilil, 110 BUHUKAJIX YacCTillle, HiXkK IIPXU 3aCTOCyBaHHI
nane6o, Ta 6inblile HiXK y OOHOTO TMAallieHTa; 1Ii MoOiYHi peakilil mepenideHi 3a cucTeMaMu
OpTraHiB Ta 3a 9acToTo0: gyxe 4dacTto (= 1/10); gacTo (Big = 1/100 go < 1/10); HewacTo (BiA
= 1/1000 mo < 1/100); pigko (Big = 1/10000 go < 1/1000); myxe pigko (< 1/10000); yactoTa
HeBimoMa (He Moxke OyTHU OlliHeHa Ha OCHOBi HasiBHUX laHUX). Y KOXKHil I'PYIIi 3a 4aCTOTOO
BUHUKHEHHS 1M00iIUHi peakilil mpefcTaBieHi y TOPSAKY 3HUKEHHS CTYIIeHs IX IIPOSBIB.

3a3HaueHi no0iyHi peakilii TaK0K MOXYTh OyTH IIOB’si3aHi 3 epebiroM 0CHOBHOTO 3aXBOPIOBAHHS Ta
(abo) cynyTHIM 3aCTOCYBaHHSAM iHIINX JTiKapCHKUX 3aCO0iB.

[lig yac nmikyBaHHSI HEUPOIMATUYHOTO OOJII0 IIEHTPAIbHOTO MTOXOAKEHHS, CIIPUYNHEHOTO
ypaxKeHHSIM CIHMHHOTO MO3KY, 30i/IbIlIyBaiacsd 4acToTa MoOivyHUX peaklliil y IiJIoMy, YacToTa
nobiyHux peakiii 3 60Ky IIHC, oco6n1uB0 COHNMUBICT (OUB. po3ain «Oco0IuBOCTI
3aCTOCYBaHHS»).

IomaTKoBi mo6iuHi peakiii, PO SIKi IOBiIOMIISIIOCS IIiCIg BUXOAY MpenapaTy Ha PUHOK,
HaBe[leHi HUXKYe 1 T03HaYeHl KypCUBOM.

IHexuii ma iHeasii

YacTo: Ha30(apHUHTIT.

ITopyweHHs 3 60Ky Kposi ma aim¢pamuuHoi cucmemu
HeuacTo: HEUTPOIEHis.

ITopyweHHsA 3 6OKY iIMYHHOI cucmemu



HeuacTo: rinepuyT/iuBiCcTh.

Pinko: anrioHeBpoTUYHMUYM HAOPSIK, alepriyHi peakilii, aHadinakToifgHi peakiiii.
ITopyweHHsA 06MiHY peuo8uH, memaboaiamy

YacTo: migBUILIEHHS alleTUTY.

HeuacTo: BTpaTa aneTury, rinoriikeMid.

3 6oky ncuxiku

YacrTo: eiipopuYHUY HACTPill, CIIIYTaHICTh CBIOMOCTI, IPaTiBIUBICTh, Ae30pi€HTAllif,
0e3COHHS, 3HUXKEHHS 1ibifo.

Heuacro: ramounHartiii, maHiyHi aTak¥, HECIOKil, 30y[XKEeHHS, [elPecisi, MpUTrHiYeHN!
HaCTpiy, IigHeCeHuY HaCTPiu, arpecis, 3MiHM HACTPOI, AelepCcoHai3alis, yTpyaHeHUun
no0ip ciiB, maTosoriyHi CHOBU[IIHHS, TTOCUIEHHS 1i0imo, aHopra3Mis, amaris.

Pigko: po3rasibMOBYBaHHS.
ITopyweHHs 3 6OKY Hep8os8oi cucmemu
Iy>Ke 4acTo: 3allaMOPOYEHHS, COHJIUBICTh, TOJIOBHUM Oifb.

YacTo: aTakcisg, mOpyIIeHHs KOOPAXHALlil, TpeMop, AA3apTpisd, aMHe3is, MOTipIIeHHT
ImaM’sTi, MOPYIIEHHS yBary, apecresis, rinectesis, ceqaTuBHUU e(eKT, TOPYIIeHHS
piBHOBary, jgeTaprig.

HeuacTo: cuHKOIIE, CTYIIOP, MiOKJIOHIs, BTpaTa CBIAOMOCTI, IICUXOMOTOPHA TillepPakKTUBHICTS,
OUCKiHe3isd, IOCTypasibHe 3allaMOpPOY€eHHs, IHTeHI[IMHUY TPEMOD, HicTarM, OpyIIeHHS
KOTHITUBHUX (YHKIIii, TOPYIIEHHS IICUXiKHM, PO3JIafil MOBJIEHHS, TimopedneKcis,
rinepecTesis, BifUyTTs IeYiHHS, areB3id, 3arajibHe He3[yKaHH4, arnaTisd, HaBKOJIOPOTOBa
IapecTesis, MiOKJIOHYC.

Pigko: cymomMu, mapocMis, TiloKiHe3is, gucdaris, rinanresis, 3aJeXHiCTh, MO30YKOBUHU
CHHIIPOM, CHHIPOM 3y64YacToro Kojeca, KoMa, Iefipit, eHiedasnonarisi, eKctpamipaMigHui
cuHOpoM, cuHapoM [ieHa-Bappe, BHYTpilIHbOYEPEITHA TillepTeH3is, MaHiaKaJbHi peakilii,
ITapaHoIfHI peakilil, po3yIafy CHY, MapKiHCOHi3M.

ITopyweHHs 3 6BOKY opaaHie 30py
YacTo: HEeUiTKICTh 30py, OUILJIOINISA, KOH IOHKTHUBIT.

HeuacTo: BTpaTa nepu(eprudHoro 30py, IOPYIIEeHHS 30py, HAOPSAK odel, nedeKTu momns
30py, 3HUXKEHHS TOCTPOTHU 30Dy, Oislb B 04YaX, aCTeHOIis, (OTOICisd, CyXiCTh B 04aX,
IigBHUINEHE CTbO30BUMAINIEHHS, TOAPa3HeHHs ouel, 6edhapuT, IOPYIIEHHS aKOMOAITii,
KPOBOBHUJIUB B OKO, CBiTII000513Hb, HAOPSK CiTKiBKH.

Pifko: BTpaTa 30py, KEPATUT, OCLUJIONCIS, 3MiHa 30pOBOTO CIPUMHATTSA TTUOMHYU, Mifpia3,
cTpabi3M, SICKpaBiCTh 30py, aHi30KOpPisi, BUPa3KX POTiBKY, eK30()TalbM, ITapajlid 04YHOT0



M’si3a, ipUT, KEPATOKOH IOHKTHBIT, Mi03, HiuHa CHIiI0Ta, 0PpTaIbMOIIIEris, aTpodis 30poBOTO
HepBa, HaOpPSK OuCKa 30pOBOTO HEPBA, IITO3, VBEIT.

ITopyweHHs 3 BOKY OpadaHie cayxy ma pieHosaz2u
YacTo: BEpTUro.

HeuacTo: rinepakya3is.

ITopyweHHs 3 60Ky cepy

HeuacTo: Taxikappmisi, aTpioBeHTpUKyIsipHa 010Kafa MepIioro CTyneHs, CHHycOBa
OpamuKapmis, 3acTiiiHa ceprieBa HEOOCTATHICTE.

Pinko: nomoBxkeHHs iHTepBany QT, CuHyCcOBa TaxiKaphisi, CHHyCOBa apuTMis.
ITopyweHHs 3 60Ky cyOuH

HeuacTo: apTepianbHa rinoTeH3sis, apTepiaibHa TinepTeH3ida, IPUIJIUBY, TiepeMis, BIgUyTTS
XO0JIOMY B KiHI[IBKaX.

ITopyweHHs 3 60Ky OuxasnvHOi cucmemu, 2py0HOI KAimKu ma cepedocmiHHA
YacTo: papuHTromapuHreanbHuil Oinb.

HeuacrTo: 3apullika, HOCOBa KPpOBOTeYa, Kalllejlb, 3aKJIafeHiCTh HOCa, PUHIT, XPOIIiHHS,
CyXiCTh C30BOI 000JIOHKH HOCA.

Pinko: HaOpSIK JlereHb, CTUCHEHHS Y TOPJIi, JTapUHTOCIIa3M, alTHOe, aTejleKTa3, OPOHXIOJiT,
rukaBka, (pibpo3 jereHis, mo3ixaHHs.

YacToTa HeBijoMa: IPUTHIYEeHHS OUXaHHS.
ITopyweHHs 3 6OKY WAYHKOBO-KUWKOB020 MPAKMY

Yacro: 6/moBaHHS, HYOOTa, 3a10p, diapes, MeTeopu3M, 3TyTTsS KUBOTA, CYyXiCTb y POTI,
raCcTpPOEHTEPUT.

HeuacTo: ractpoe3odareanbHa pedaiokcHa XxBopo0a, Timepcekpellist CINHYU, TinecTesis
POTOBOI TOPOKHUHY, XOIELKUCTUT, X0/eliTia3, KOJIiT, IUIYyHKOBO-KUIIIKOBa KPOBOTEYA,
MeJleHa, HaOpsK sg3UKa, peKTalbHa KPOBOTeYa.

Pigko: acuuT, maHKpeaTHT, HaOPSK s3uKa, nucdaris, ahTo3HUNE CTOMATHT, BUPa3ka CTPABOXOAY,
nmepiogoHTaNBHUY abcIec.

ITopyweHHs 3 60Ky 2enamobiaiapHoi cucmemu
Heuacro: mifBullleHHS PiBHS TEYiHKOBUX (pepMeHTIB*.
PigKo: XOBTSIHUIIA.

[lyXe pigKo: e4iHKOBa HEJOCTATHICTD, TelaTUT.



ITopyweHHs 3 6OKY WKipu ma niOwKipHOi MKAHUHU
YacTo: mponexHi.

HeuacTo: manynb03He BUCUIIAHHS, KPONUB SHKA, Tineprigpos, cBepOixk, amomnelris, CyXicTb
IIKipH, eK3eMa, FipCyTu3M, BUPa3KH IIKipH, Be3UKYI0-0yIb03Hi BUCUIIAHHS.

Pigko: cuampom CriBeHca-II?)KOHCOHA, XOIOTHUY IIiT, eKC(HOTiaTUBHUYN OePMaTHT,
JiXeHOIMHUM IepMaTHUT, MeJaHo3, po3iafgy 3 00Ky HIrTiB, eTexiaTbHUM BUCHII, TTIYPIIypa,
MyCTYASPHUM BUCUII, aTpo(is MKipyu, HEKPO3 MIKipH, IMIKIiPHi Ta MigIIKIpHi BY3/IUKH,
TOKCUYHUY elliffepMasIbHUY HEKPOJIi3.

ITopyweHHA 3 6OKY ONOPHO-PYX08020 anapamy ma cnoAy4HOI MKAHUHU

YacTo: M'130Bi CymoMu, apTpanris, 6ib y criuHi, 6inb y KiHIiBKaX, ClIa3Mu M’s3iB IITHi.
HeuacTo: Habpsk cyrno0iB, Mianris, mocinyBaHHs M’s13iB, Oilb y mui, CKyTiCTh M’SI3iB.
Pigko: pabmomiomia.

3 60Ky HUPOK ma ce4osuBiOHUX WAsAXi8

HeuacTo: HeTpuUMaHHS cedi, AU3ypis, anb0yMiHypist, reMaTypis, yTBOPEHHS KaMeHiB y
HUPKaX, HeQpHUT.

Pigko: HUPKOBa HENOCTATHICTH, OJITypis, 3aTPUMKa Cedi, ToCTpa HUPKOBA HENOCTATHICTS,
TJIOMePYJIOHe(PUT, MieT0OHEPPHUT.

ITopyweHHsA cmamesoi cucmemu ma MO/I04HUX 3d/103
YacTo: epekTunbHA OUCHYHKIIIS, IMIOTEHITiA.

HeuacTo: cTaTeBa gUCOYHKIIiSI, 3aTPUMKa eIKYJIsIlii, fucMeHopes, 6i/ib Y MOJIOYHHUX
3a03ax, IeKopes, MeHoparis, MeTpoparis.

Pimko: ameHopesi, BUMiNIEHHS 3 MOJIOYHHUX 3aJ103, 30iTbIIIEHHST MOJIOYHUX 347103,
riHeKOMacTis, epBiluT, OalaHiT, emiguauMiT.

3azanvHi po3aadu ma peakuyii y micui ese0eHHA

YacTo: nepudepnyHuii HaOPsK, HaOPSK, MOPYIIeHHS XOAU, afiHHSA, BiIUyTTS CII'THIHHS,
He3BUYaWHI BiIUyTTS, INifBUIleHa BTOMJIIOBAHICTE.

HeuacTo: reHepani3oBaHuii HaOPsAK, HAOPSAK 00MMYYs, CKYTiCTh y Tpyasx, Oinb, Kap, cIipara,
03HO00, 3aranbHa cnabKicTh, He3myKaHHS, abcliec, 3amaneHHs XKUPOBOI TKaHWHM, Peakiil
($hOTOYYTIHUBOCTI.

Pigko: rpaHynboMa, YMUCHE 3alOfisiHHS IIKOAU, 3a04epeBUHHNN (HiOpo3, 1I0K.
JlabopamopHi 0ocaidHceHHs

YacTo: 30iplIeHHa MacH Tijla.



HeuacTo: 30inbineHHs piBHSA KpeaTruHGOCPOKiHA3K B KPOBi, 30ibIITeHHS PiBHS T'IIOKO3H B
KPOBi, 3MeHIIIeHHS KiTbKOCTi TPOMOOLUTIB, 30i/bllIeHHS PiBHS KpeaTHHIHY B KPOBI,
3MEHIIEeHHs PiBHA KaJlilo B KPOBi, 3MEHIIIeHH MacCH Tija.

PigKo: 3MeHIlIeHHS PiBHS JIEUKOLUTIB Y KPOBI.

* [ligBuiieHHs PiBHS anaHiHaMiHoTpaHchepasu (AnAT) Ta MigBUIEHHS
acmapraTtamiHoTpaHcdepas (AcAT).

Y mesiKuX IallieHTiB Iic/s IPUIXHEHHS KOPOTKOCTPOKOBOI abo TpuBasol Teparrii
nperabajiHOM CIIOCTepiraaucss CUMIITOMHU BiiMiHU mpenapaTty. IToBimoMsau Ipo Taki
peaxiiii: 6e3COHHS, TOJOBHUM 0inb, HYOOTa, TPUBOKHICTL, fiapes, TPUMIONONIOHUN CUHIPOM,
CyZIOMH, HEPBO3HICTh, flepecis, 0inb, rineprigpos i 3artaMopoYeHHs, Ki BKa3yloTh Ha
¢disnyHy 3anexHicTh. 110 iHpopMalio CiIif mOBiJOMUTH MallieHTy Hepeq I0YaTKOM Teparril.

IaHi oo BigMiHu mperabartiHy Imicis TPUBaJIOTO 3aCTOCYBaHHS BKa3yIOTh Ha Te, IO
YacTOTa BUHUKHEHHS Ta CTYIIiHb TSIKKOCTi CUMIITOMIB BiIMiHM MOXKYTb OyTH
[0303aJIeKHIUMU.

Himu. TIpodins 6e3neynocTi nperabdaniny, BCTAHOBJIEHUH y IIPoLieci I'ITh0X HOCTiAXKEeHb 3a Y4aCTIO
miTel 3 mapaliaJlbHUMK HallagaMu 3 abo 6e3 BTOpUHHOI reHepaizatii (12 - TUXKHeBe OOCITiIKeHHS
eekTUBHOCTI Ta 6€3MeKH y Malli€HTiB 3 MMapIliialbHMU HamagaMu, n = 295; gocmigKeHHS
(dhapMakKoOKiHeTUKY Ta IePEeHOCHMOCTI IpemapaTy, n = 65; BigKpUTe JOCTigXKEeHHS 3 BUBYEHHS
Oe3neku TpuBasicTio fABa 1 pik, n = 54 i n = 431), 6yB nopiOHMI [0 Podinto, AKUM crocTepirascs B
MOCTiMKEHHSIX ¥ MOPOCIIUX TAIliEHTIB 3 eminencieto. [[o HaMGiIbII MOMKUPEHUX HECTIPUSTINBUX SBUII,
110 crocTepiranucs mpu 12-TUKHEBOMY OOCTioKeHHi 3 JTiKyBaHHSIM IperabaninoM, Oyau COHIUBICTS,
rapsu4ka, indexuii BepxHix AuXanbHUAX LUISAXIB, MiABUILIEHHS alleTUTY, 30i/IbIIIEHHS MacH Tila Ta
Ha30¢hapuHriT (ouB. po3ninu «@apMakoguHaMika», «®PapMaKokiHeTHKa» Ta «Cmocid 3acTocyBaHHS Ta
DO3U»).

ITogidomaeHHs npo nido3prosaHi nobiuHi peakyii. TToBimoMIeHHS PO Mimo3pI0BaHi Mo6iuHi peakiril
micys peecTpatii TikapchbKoro 3acoby € Baxk/IMBUM. Lle 0o3Bossie 3iCHIOBAaTH Oe3mepepBHUN
MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTI Ta PU3UKY IIPU 3aCTOCYBaHHI JiKapChbKOTro 3acoly.

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epiranHs. 36epiratu B OpUTiHabHIN ynakosui mpu TeMIepaTypi ue Buiie 30 °C.

YnakoBKa. o 14 karicyn y 6mictepi, mo 2 abo 1o 4 6icTepu B KapTOHHIN KOPOOLIi.

KaTteropis Bigmycky. 3a perentom.



Bupoonuk. AT «Agamen ®apma», [Tombima/

Adamed Pharma S.A., Poland.

Micue3HaxoaKeHHs1 BAPOOHHKA Ta ajJpeca MicClisi MPOBaIXKeHHSs MOro TisUILHOCTI.
ByJ. Map. [I1x. I[Tincyncekoro 5, 95-200, ITa6’sHie, [Tonbima/

ul. marsz. J. Pilsudskiego 5, Pabianice, 95- 200, Poland.



