IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TABAHA®

(GABANA)

Cxian:
miroya pedyoBHHA: IIperabdartiH;

1 xancyna mictuts 25 Mr, 50 mr, 75 mr, 150 mr a6o 300 Mr mperabaniny y nepepaxyBaHHi Ha CyXy
PEYOBUHY;

MOTIOMIZKHi pe4oBUHY: JTAKTO3a, MOHOTIAPaT; KPOXMaJlb IIpeXelaTHHI30BaHUH; TaJIbK;

000JIOHKA KaIICyJIK: XKeJlaThH, TuTany miokcun (E 171), matentoBauuit cunilt (E 133) - mis mo3yBaHHS
25 mr ta 50 mr; XenaTtus, Tutany giokcup (E 171) - gna mo3ysanHs 75 Mr;

XKenatul, TuTany miokcup (E 171), monco 4R (E 124), naternToBanuu cutiii (E 131), giamanTOBUMI
yopuuii (E 151) - gnst mo3yBauHs 150 Mmr;

JKeJlaTUH, KaHTypuH cpibHui (amomocumikar Kamnito E 555, tutany miokcun E 171), niamaHTOBHH
cuHi (E 133) - gna mo3yBanHsa 300 mr.

JIikapcbka ¢opma. Kancynu.
OCHOBHI (pi3MKO-XiMiYHi BTaCTUBOCTI:

- KaICy/H 110 25 MT: TBePHi 2KeJIaTUHOBI KallCyIi HOMEPOM «2» 3 OLTM KOPITycoM Ta 671aKUTHOI0 KPHUIIIKOIO;
BMICT KaIICYJIX - TIOPOIIIOK Gi/Toro 4u Maiizke 0i710ro KoiIbopy;

- Karcyny mo 50 Mr: TBepHi XKeJTaTUHOBI KarlCyIi HOMEPOM «2», KOPITYC i KpuIlka 671TaKUTHOTO KOJILOPY;
BMICT KaIICYJIX - IOPOIIIOK 6i/Toro 4u Maiizke 01i710ro KoIbopy;

- KaIlCy/H 110 75 MT: TBePHi XKeJIaTUHOBI KarCyy 3 6i1MM HeIpo30pKUM KOPITYCOM Ta 011010 KPUIIIKOIO; BMIiCT
KalICyJ/I1 - TIOPOIIIOK 61/10r0 YK Maiizke 0i710r0 KOIbopy;

- Karcynu mo 150 Mr: TBeppi 2KenaTHHOBI KaTlCysi 3 O1TMM HEITPO30pHM KOPITyCOM Ta CUHBOIO KPHIITIKOIO;
BMICT KaIICyJIX - TIOPOIIIOK Gi/Toro 4u Maiizke 0i710ro KoiIbopy;

- Karicynu mo 300 Mr: TBepzi KeJTaTUHOBI Karcysii HoMepoM «0», KOPITyC i KpHUIIKa [IepI1aMyTPOBO-
OJTaKUTHOTO KOJIBOPY; BMICT KaIICy/IX - IIOPOIIIOK 6ilI0r0 41 Maiike 6iloro KOIbopy.

®dapMakoTepaneBTUYHA I'pyna. AHaJbreTUKU. [HII aHAIBI€TUKY Ta aHTUIIIPETUKH.



l'abanentunoigu. [Iperabamin. Kog ATX N02B F02.

dapmako102iuHi 8 1acmueocmi
dapmakoguHaMika

Iliroua peyoBuHa - mperabasil, 10 € aHaJI0TOM raMMa-aMiHOMAaCIIsTHOI KuCIIoTH [(S)-3-
(amiHoMeTHN)-5-MeTUNTeKCaHoBa KHUCII0Ta].

Mexani3M mil

[TperabariH 3B’SI3ye€ThCS 3 MOTIOMIiKHOI0 cybomunuIiero (a,-d 6i7oK) moTeHIlian3anekHUX KalbllieBUX
KaHalliB y IleHTpaibHii HepBoBii cucteMi (LTHC).

KrniniyHa ebeKTUBHICTS i 6e3meka

HetiponamuyHutl 6iab

[Tig yac mocmimxkeHb OyJla TPOOEMOHCTPOBaHa eheKTUBHICTE TiKAapPChKOTr0 3aco0y IS JTiKyBaHHS
niabeTHYHOI HEMpPOTATii, IOCTTePIeTUYHOI HeBPAJTil Ta ypaXKeHHS CIIMHHOTO MO3KY. EGQeKTUBHICTh
TiKapchKOTo 3aco0y IMpH iHIMKMX BUAAX HEHPOMATUYHOTO 6OJTI0 HEe BUBYAIIH.

[Tpera6armin BuB4Yanu B Xofdi 10 KOHTPOILOBAHUX KIIIHIYHUX OOCITIIXKEeHb TPUBATICTIO 00 13 THXHIB 3
pexKMMOM [103yBaHHS JTiIKapChKOro 3aco0y ABidi Ha o0y Ta B XOfi AOCTiAKEeHb TPUBAJIICTIO [0 8
TUXKHIB 3 peXKUMOM [03yBaHHS TpUUi Ha f00y. 3arajoM npodini 6e3neku Ta e(peKTUBHOCTI AJIs
pexuMiB no3yBaHHs ABiyi i Tpuyi Ha KOOy Oyu nogi6HUMHY.

Y xopmi KMiHiYHUX OOCHiIKeHb TPHUBAJICTIO 10 12 TUXKHIB, B IKUX JTIKapChbKUX 3aCi0 3aCTOCOBYBaIu
IJIs TiKyBaHHST HEMPOMATUYHOT0 00JI10, 3MEeHIIIeHHS 001110 epuepruyHOro Ta LeHTPaTbHOTO
TIOXOIKEeHHS CIIOCTePiranaocs Micys IepIIoro THKHS Ta 30epiranocs MpoTIroM ychoro mnepiogy
JIIKyBaHHS.

Y xomi KOHTPOILOBAHUX KIiHIYHUX MOCIIIXKEHb 3 BUBUEHHS NMePU(PEePUUYHOr0 HeHPOIaTUIHOTO 00ITI0
y 35 % mallieHTiB, SKi 3acTocoByBanu nperabani, Tay 18 % mallieHTiB, SKi oTpuMyBasu maiebo,
crocTepirasnocs nokpainaHHsa Ha 50 % 3a IKanoio ouiHKY 0070, Cepefl Malli€eHTiB, ¥ SKUX He
BUHHWKaJa COHJIUBICTh, TaKe MOKpallaHHs crocTepiranocs y 33 % MHalli€eHTiB, Ki 3aCTOCOBYBalA
nperabaiH, Ta y 18 % marrienTiB i3 rpynu nnane6o. Cepeq MalieHTiB, y SKUX BUHUKAIa COHIUBICTS,
YyacTKa MallieHTiB, Ki BiMOBiNK Ha Tepamiio, craHoBumna 48 % y rpymi nperabaniny ta 16 % y rpymi
mianeoo.

Y x0mi KOHTPOILOBAHOT'O KITIHIYHOTO HOCIIiI2KEeHHS 3 BUBUEHHSI HEMPOIATHYHOT0 O0JII0 IIeHTPAIbHOTO
TIOXOIKeHHS y 22 % MallieHTiB, SKi 3aCTOCOBYBasu mperabaiH, Ta y 7 % MallieHTiB, IKi 0OTpUMyBaIu
nyarne6o, crocTepiranocs nokpamasHsa Ha 50 % 3a 1MIKasomw OIiHKYU 00JTIo.

Eninencisa

[TomaTkoBe mikyBaHHs. [Iperabain BUBYAIX B XOMi TPhOX KOHTPOIHOBAHUX KITIHIYHUX HOCTiAKEHb
TPUBAJICTIO 12 THUXKHIB 3 pesKUMOM HN03yBaHHS OBidi abo Tpuui Ha mo6y. 3aranom mnpodini 6e3neku Ta
e(eKTUBHOCTI 719 PeXUMIB [03yBaHHA [Bidi i Tpryi Ha o0y Oynu MOAiOHUMH.



3MeHIIeHHS YacTOTH CyoOMHHX Hal'[aI[iB CHOCTepiTaHOCH BZXK€ Ha IIepIoMy THKHI.

[itu. EpekTuBHiCTh Ta Ge3mneKa nperabaiiny K JOIOMiXKHOTO 3ac0o0y IIpu eminerncii ois gitei BikoM
no 12 pokiB Ta [ns migmiTKiB He BcTaHOBJeHi. [To0iuHi peakiiii, 1110 CIIOCTepiraaucs B HOCTiAXKEHHI 3
BUBYEHHS (hapMaKOKiHETHKY Ta IEPEHOCUMOCTI, 10 IKOT0 Oy/Iu BKJIIOYEH] IallieHTH BiKOM Bif 3
Micsi1iB mo 16 pokiB (n = 65) 3 mapIiaTbHUMK CYOOMHUMHY HamamaMu, Oyiau momgioHi ;o mo6iuHux
peaxtiiit y mopocnux. Pe3ynbraTl 12-TUXKHEBOTO I1alle00-KOHTPOILOBAHOTO AOCTiAXKEHHS 3 y4acTIo
295 miTe#t BikoM Bif 4 mo 16 pokiB Ta 14-meHHOTO m1a1e60-KOHTPOJIHOBAHOT'0 JOCITIKEHHS 3 Y4acTIO
175 mite#t BikoM Big 1 micsius o MeHIne 4 POKiB, MeTOI0 IKUX Oyyia oliHka e(eKTUBHOCTI Ta Oe3meKu
nperabatiHy SIK JOJATKOBOI Tepallii mapiiaJbHUX CyJOMHHUX HalaMdiB, a TAKOXK OBOX BiIKPUTHX
mocyimKeHb 0e3MeKu TPUBasicTio 1 pik 3 yyacTio 54 Ta 431 OUTWHY BiAOBigHO, BiKOM Bif 3 MicsIIiB
no 16 pokiB 3 eminernciero BKa3yoTh Ha Te, 10 Taki mobiuHi peakii K mipekcis Ta iHpekIil BepxHix
OVXalbHUX LIJIAXiB, V AiT€U CIIOCTEPIralThCA YacTillle, HiXK Y AOPOCTIUX MaLli€eHTIB 3 eIiNencieio (IuB.
po3minu «®apMaKokiHeTHKa», «Crocib 3acTocyBaHHS Ta [03u» i «[To0iuHi peakiii»).

Y 12-TuxHeBoMYy I1alle00-KOHTPOILOBAHOMY HOCIiXKeHHi OiTsAM (BikoM Bif 4 mo 16 pokiB)
npu3Haydany nperabaid no 2,5 Mr/kr/moby (Mmakcumym 150 Mr/mo0y), nperabasid mo 10 Mr/kr/moby
(makcumyMm 600 mMr/mo6y) abo mnare6o. [TpuHatiMui 50 % 3MeHIIeHHS IapliaJTbHUX CyTOMHUX
HarnapiB OPIBHSHO 3 IOYATKOBUM piBHEM, criocTepiranocs y 40,6 % nauieHTiB, sKi 0OTpUMyBau
nperabain y mo3i 10 mr/kr Ha go6y (p = 0,0068 mopiBHsiHO 3 mnaie6o), 29,1 % mamieHTis, sAKi
oTpuMyBanu nperabamid y gosi 2,5 mr/kr/go6y (p = 0,2600 mopiBHsAHO 3 mane6o), Ta 22,6 % TUX, XTO
OTPUMYBaB I1aiebo.

Y 14-gennoMy mnaneb0-KOHTPOILOBAHOMY OOCIigKeHHi mIiTsaM (BikoM Bif 1 micsns go MeHine 4 pokiB)
npu3Haydany nperabanin 7 Mr/kr/mo6y, mperabarin 14 mr/kr/go0y ab6o mnaiebo. MeniaiHa fo60Ba
YacToTa Cy4OM Ha 104YaTKOBOMY PiBHI Ta Ha 3aBepIlaJIbHOMY Bi3UTi CTaHOBHUJIA BiAnoBigHo 4,71 3,8 y
rpyni 3acTocyBaHHs nperabaniny B go3i 7 Mr/kr/mo0y, 5,4 i 1,4 y rpyni 3acTocyBaHHs nperabainy B
mo3i 14 mr/kr/mo06y ta 2,9 i 2,3 y rpymni nname6o. IIperabanin y mo3i 14 mMr/kr/no0y 3Ha4HO
3MEHIIIyBaB JIOTapU(PMiYHO ITePEeTBOPEHY YaCTOTYy IapiiiaJibHUX CyTOMHHUX HalafiB MOPIiBHSHO 3
nnate6o (p = 0,0223); mperabanin y mo3i 7 Mr/Kr/go0y He IPOAEMOHCTPYBaB MOKpallleHHS ITOPiBHIHO
3 mytane6o.

Y 12-tuxHeBOMYy I1alie00-KOHTPOILOBAHOMY HOCIiIKEeHHi NallieHTiB i3 TepPBUHHUMHU
reHepasnizoBaHuMu TOHiIKO-KMoHiuHUMY ([IT'TK) Hamagamu 219 namieHTam BikKoM Bif 5 1o 65 poKiB (3
HuX 66 ocib BikoM Bif 5 mo 16 pokis) 6yno npu3HaueHo mperabanin y f03i 5 Mr/kr/moby (MakcuMym
300 mr/mo0y) ab6o 10 mr/kr/ooby (MakcumyM 600 Mr/mo0y) uu mnanebo sSIK HOMOMIXKHY Tepalriio.
[Tpunanmii 50 % 3menmernssa yactotu [1I'TK Hamagis cnoctepiranoca y 41,3 %, 38,9 % 1a 41,7 %
TallieHTiB, sIKi oTpuMyBanu nperabamnid y nosi 5 Mr/kr/moby, nperabanid y nosi 10 mr/kr/go0y Ta
11aiedo BiAmoBigHO.

MoHoTeparmis (y IallieHTiB 3 ynepiie OiarHOCTOBAaHUM 3axBopioBaHHAM). [Iperabaid BUBYanu B X0mi

OJIHOT'0 KOHTPOJILOBAHOTO KJTIHIYHOTO JOCIIAXKEeHHS TPUBAJIICTIO 56 TUXKHIB 3 pEXKUMOM [J03yBaHHS
nBiui Ha moOy. [Tpu 3acTocyBaHHI Iperabaniny He 0yJI0 JOCATHYTO OOHAKOBOTO PiBHS e(peKTHUBHOCTI
IIOPIBHSHO i3 3aCTOCYBaHHAM JTaMOTPUAKUHY, 3TITHO 3 OI[IHKOIO Yepe3 6 MiCALiB KiHI[eBOl TOUKHU -
BificyTHOCTI cynoMHuX Hamapis. [Iperabanin i naMoTpunxkuH O6ynu ofHaKOBO 6e3neyHuMU Ta fobpe
IIePEHOCUIIUCS.

T'eHepanizosaHull MpuBoMCHUU pPo31ad

[TperabasiH BUBYAJIU B XO/i 6 KOHTPOIHOBAHUX HOCTiAKEeHb TPUBAJIICTIO 4-6 TUXKHIB, OMHOTO
OOCIIAXKEHHS TPUBAJIICTIO 8 TUXKHIB 3 y4aCTIO NaLl€HTIB JIITHLOTO BIKYy Ta OOHOI'0 TPHUBAJIOTO
OOCII?KEeHHS 3 BUBUEHHS NPO(]IIaKTUKU PEIUANBY 3 IOABIMHOIO CIIiN0I0 (a30i0 MPoPiTaKTUKU



pelLyauBy TPUBAJICTIO 6 MiCSIIiB.

3MeHILeHHS CUMIITOMIB reHepaIi30BaHOI'0 TPUBOXKHOTO PO3/IaAy BiANOBIOHO A0 LIKanu ['aMinbToHa
a5 omiHKy TpuBoXKHOCTI (HAM-A) ciocTepiranocst Bxke Ha 1 TUXKHI.

Y xo[i KOHTPO/IbOBaHUX KITIHIYHUX JOCITIIKEHD (TPUBAJIICTIO 4-8 THXKHIB) y 52 % MAalli€HTiB, AKi
3aCTOCOBYBaM mperabartin, Ta y 38 % mallieHTiB 3 rpymnu Imamedo CIocTepiraaocs MOKpalleHHsS He MeHIIIe
Hix Ha 50 % 3a 3arajbHOI0 KiJTbKicTIO 6astiB 3a mKanoio HAM-A Bif mo4aTKOBOTO PiBHS [0 KiHIIEBOI TOYKH.

[1ig yac KOHTPOILOBaHUX AOCTIAKEHb HEUiTKICTh 30pY YacCTillle CIIocTepiranacs y NalieHTiB, AKi
3aCTOCOBYBaJIM ITperabartiH, HiXkK y HallieHTiB, SKi OTpHUMyBaIH y1arie6o. Y GiIbIIoCTi BUNIAMKIB Ie SBHUIIE
3HMKAJIO IIPU IIPOIOBKeHHi Tepartii. OdTanbMosorivHe 00CTeKeHHS (BK/TI0Yal04y IIePeBipKy roOCTPOTH
30py, hopMasbHy EepeBipKy 071 30PY Ta AOCHIIKEHHS OYHOT0 HA TP PO3IIKPEHiN 3iHUII) ¥ paMKax
KOHTPOJIbOBaHUX KITIHIYHUX IOCIiI2KeHb BUKOHYBasu y moHap 3600 mauieHTiB. Cepef LIKX MallieHTiB
TOCTPOTa 30py Horipumniacs y 6,5 % mnauieHnTiB y rpymi nperabariny Ta y 4,8 % mauieHTiB y rpymi miane6o.
3MmiHu monst 30py BusiBneHo y 12,4 % marlieHTis, SKi 3acTocoByBanu nperabaniy, Tay 11,7 % nalfieHTis i3
rpynu mare6o. 3MiHKM OYHOTO JHA BUsBIEH] ¥ 1,7 % mallieHTiB, sIKi oTpuMyBanu nperabanin, Tay 2,1 %
TaIli€HTIB TPyIH I1aneto.

dibpomianais

EdekTuBnicTs mperabamniny 6ya BCTaHOBNIEHa B OGHOMY 14-THXKHEBOMY IIOABIHHOMY CIlinoMy
n1a11e60-KOHTPOJILOBAHOMY MYJIbTUIIEHTPOBOMY AOCTIIXKEHHi Ta B ODHOMY 6-THKHEBOMY
paHIOMi30BaHOMY HOCIIIIXKeHHI BifMiHU. YV 11i AOCIIAXKEHHS 3a1ydaiucs MalieHTy 3 AlarH030M
«(ibpomianrisi» Ha OCHOBI KpuTepilB AMepHUKaHCHKOTO KOJIE[KY PEBMAaTOJIOTil (moimupennit 6imb
IpOTATOM 3 MicAIliB B aHaMHe3i Ta 0inb, HasiBHUY B 11 abo Oinbine 3 18 crnernudiuaux 60150BUX
TOYOK). JI0CTiAKEeHHS IPOIeMOHCTPYBaIA 3HUKEHHS 00JII0 3a Bi3yaIbHOI0 aHAJIOTOBOIO IIKAJIOI0.
[TokpallleHHSI ODATKOBO 0YJ10 MPOOEMOHCTPOBAHO 3a 3arajIbHOIO0 OI[IHKOIO MallieHTa Ta 3a
OTIUTYBAHHSM IIIOMO0 BIITIUBY (pibpomianrii.

[itu. Byno mpoBeneHe miale60-KOHTPOIbOBAHE MOCTIIXKEHHS TPUBAMICTIO 15 TUXKHIB 3 y4acTIo

107 mite#t Bikom 12-17 pokiB 3 ¢pibpomianrieto, ki 3acTocoByBanu nperabanin y no3i 75-450 mMr Ha
no0y. 3a pe3ybTaTaMu OL[iHKYM IIEPBUHHOI KiHIIEBOI TOUKU €e(eKTUBHOCTI (3MiHa 3araibHoi
iHTeHCUBHOCTI 60110 Biff 6a30BOT0 PiBHS 40 15 TUXKHS; pO3pax0oBaHO 3a 4omnoMoroio 11-6anbHol
IIKaJIY OIiHIOBaHHS) OyJ10 MPOJEeMOHCTPOBAHO YMCENIBHO OibIlle MOKPAIleHHs CTaHy MallieHTiB, IKi
3aCTOCOBYBaJIH IIperadariH, MOPiBHSAHO 3 MalliEeHTaMH, SKi mpuiiMany miane6o, aje e MoKpalleHHs
He JOCSTII0O CTaTUCTUYHOI 3HauyIocTi. HaltyactimuMu mobivyHUMY peakiisiMu, SKi CllocTepiramucs y
KJTIHIYHUX [OCTiIXKEeHHAX, OyIM 3allaMOPOY€eHHSs, Hy0Ta, TONOBHUI 0inb, 30ibIIeHHS MacHu Tifla Ta
CTOMJTIOBaHICTh. 3aranbHuil Tpodinb 6e3meKy y miAmiTKiB 6yB nOogiOHMM 10 TAKOTO Y JOPOCIHX i3
¢dibpomianriero.

dapmakoKiHemuka

dapMakoKiHeTHYHI TOKa3HUKY IIperadasiiHy y piBHOBaXKHOMY CTaHi OyJu MOMiOHUMU Y 3M0POBUX
noOpPOBOJIBLIIB, TTAIIEHTIB 3 EiJIeTnCielo, SKi 3aCTOCOBYIOTh IPOTHETIIIEN TUYHI JIiKapChKi 3acobu, Ta
NallieHTiB 3 XPOHIYHUM OoJieM.

AGcopbirist

[Tperabartin IBUIKO BCMOKTYEThLCS TIPY ITPUIIOMI HaTIIe i Jocsirae MakcuManbHOI KoHneHTpaiiii (C,,,) ¥
TJ1a3Mi KpPOoBi ITPOTATroM 1 TOmuHY Micyis pa30BoOro Ta 6araTopa3oBoro 3aCTOCyBaHHS. Po3paxoBaHa
6iomocTymHiCTh perabaiHy Ipy epopaIbHOMY 3aCTOCyBaHHi CTaHOBUTD 90 % i Ginbllle i He 3aIeXKUTB Bifl



no3u. ITicist 6araTopa3oBOro 3aCTOCYBaHHS PiBHOBAXKHUM CTaH IOCATAETHCS yepe3 24-48 roguH.
[IIBMAKiCTE BCMOKTYBaHHS IperabaltiHy 3HUKYETHCS IPU OTHOYACHOMY ITPUIOMI 3 1Kel0, 1110 TIPH3BOAUTH
no 3MeHmeHHs C, . mpu6nmu3Ho Ha 25-30 % i MOgoBKEeHHS Yacy NOCSITHEHHS MaKCHMasIbHOI KOHIIEHTpaIlii
(t,e) TPUOTM3HO Ha 2,5 roguHu. OOHaK MpHUoM IperabastiHy 0gHOYACHO 3 12Kel0 He MaB KJTiHIYHO
3HAYYILOT0 BIUIMBY Ha CTYIIiHb #0ro abcopOiiil.

Po3mopin

Y xopi mokmiHiYHKX OOoCTifXKeHb 6yI10 MOKa3aHo, 110 nperabaiH MPOHUKAE KPi3b
remaTtoeHnedaniyauit 6ap’ep y mIypis, Muiel ta MaBil. [IperabasiH TaKoxK MPOHUKAE KPi3b
TIJIalleHTY B IIyPiB i ¥ MOJIOKO IMypiB y nepiof nakTatii. Y moguHu ysIBHUM 00’'€M PO3MOMiny
nperabaliHy Iicis mepopanbHOro 3aCTOCYBaHHS CTaHOBUTD mpubnu3Ho 0,56 n/kr. [Iperabarin He
3B’A3y€ThCS 3 OiNIKaMu I1a3MU KPOB.

Mertaboizm

Y monunu nperabariH 3a3Hae He3HaYyHOro MeTabosi3my. ITicyis BBeIeHHS 1031 MiYeHOT 0 PaflioaKTUBHOIO
MITKOI0 ITperadaJtiny mpubnu3Ho 98 % pafioakKTUBHOI PeUOBUHY BUBOAUIIOCS i3 CeUelo y BUTTIAMI
He3MiHeHoro nperabaniny. Yactka N-MeTuIb0BaHOI IOXiAHOI TperabajtiHy — 0CHOBHOT'O METa0O0IiTy
JKapchKOro 3aco0y, 1110 BU3HavaBcs B cedi, craHoBuia 0,9 % BBeneHoi mo3u. [Tig yac JOKITiHIYHIX
IOCTIiIKeHb He BimOyBasiocs pareMisallii S-eHaHTioMepa mperadastiHy B

R-enaHTiOMED.

BuBenenusa

[TperabastiH BUBOOUTHCS i3 CHCTEMHOTO KPOBOOOITy ¥ He3MiHEHOMY BUTJISIAI IIEPEBazKHO 3@ PaXyHOK
eKckpelri Hupkamu. CepeHiit mepion HamiBBUBeIeHHS Mpera0atiHy CTaHOBUTE 6,3 roguHu. [Ima3MoBui
Ta HUPKOBUH KJlipeHC mperabaiHy IpsiMO IIPOIOPIIiiiHi 10 KJTipeHCYy KpeaTHHIHY (IUB. pO3Min
«PapmakoKiHeTKa. HupKoBa HEMOCTATHICTE»).

[TarienTaMm i3 mopyieHHsAM GyHKIII HUPOK abo MallieHTaM Ha reMofianisi HeoOXiqHO KOPUTYBATH OO3U
JKapchKOTro 3aco0y (muB. po3min «Croci6 3acToCyBaHHS Ta 0O3W», Tabnud 1).

JIiHiVHICTL/HEemiHINHICTD

dapmakokiHeTuKa nperabaiiny € miHiNHOIO [ BChOTO PEKOMEHIOBAHOTO [ialla30Hy H03.
BapiaGenbHicTh papMaKoKiHeTUKY IperadarsiHy y nalieHTiB € Hu3bKoio (MeHIme 20 %).
dapmakokiHeTKa OaraTopa3oBux 103 € epenbadyBaHO0 Ha IifICTaBi faHWX, OTPUMaHUX IIPU
BBeIeHHI OOHOPAa30BOl A03U. TaKUM YMHOM, HeMAa€E OTPeOH y IIaHOBOMY KOHTPOJIi KOHIIEHTPallii
nperabaiHy y m1a3Mi Kposi.

Cratp

PesynrTaTy KIIiHIYHUX OOCIIIIXKEHD CBIAYaTh IIPO BiCYTHICTH KJIIHIYHO 3HQYYIIIOrO BIJIUBY CTATl Ha
KOHIIEHTpAIlifo ITperabatiHy y maa3Mi KpoBi.

HupkoBa HENOCTaTHICThL

Knipenc nperabaniny npsmo MponopLiiHuil J0 KITipeHCy KpeaTuHiny. Kpim 1poro, nperabanin
e(peKTUBHO BUANSETHCS 3 IJIa3MU KPOBi 3a JOTIOMOTI0I0 TeMofiani3y (micns 4 roguH reMopiaisy
KOHIIeHTPallis mperabainy y mia3Mi KpoBi 3MeHIyeThCsT TPuOIu3Ho Ha 50 %). OCKinbKY BUBEIEHHS
HUPKAMU € OCHOBHUM IIJITXOM BHBe[IeHHS peradariny, maiieHTaM 3 HIPKOBOI HEeIOCTaTHICTIO
HeoOXiTHO 3HUKYBATH 103y Iperabatiny, a micis reMofianisy mpuiMaTi JOJaTKOBY 03y (OUB.



po3min «Crocib 3acToCyBaHHS Ta OO3U», Tabmullsd 1).

IleuiHKOBa HEIOCTATHICTh

CrenianbHUX OOCHIAXKEHb (hapMaKOKIHETUKY 3 y4aCTIO TallieHTiB 3 MEeYiHKOBOI HEOCTATHICTIO He
nposoaunu. Ockinbku nperabajiid He 3a3Ha€e 3HaYHOTO MeTaboJ1i3My Ta BUBOIUTHCS i3 cedelo
nepeBaxkKHO B HE3MiHEHOMY BUTJISIAL, TO MaJIOMMOBIPHO, 100 MOPYIIeHHS (PYHKIIiI TeYiHKN MOTJIO
3HAYHO BIIJIUBATU Ha KOHIIEHTPAllii0 mperabainy y miaa3mi Kposi.

it

dapmakokiHeTHKY IperabaiHy olLiHIOBalIM Y OiTeH 3 erinencieio (BiKoBi rpymu: Big 1 mo 23 MicsIiB,
Bim 2 mo 6 pokiB, Big 7 mo 11 poxkiB i Big 12 mo 16 pokiB) mpu 3acToCyBaHHi 003 2,5 MI/Kr/mo0y, 5
mr/kr/mo6y, 10 mr/kr/moby Tta 15 Mr/kr/moby B XOAi OOCTiXKeHHS 3 BUBUeHHS (papMaKOKiHETUKH Ta
IIEPEHOCHUMOCTI.

[Ticns mepopanbHOr0 3aCTOCYBaHHS mperadajiny miTsaMm Hatile t,,, V Iaa3Mi Kpoi O0yB y Himomy
aHAJIOTIYHUM Y BCiX BIKOBHX I'pynax i cTaHOBUB Bif 0,5 TOguHU [0 2 TOOUH MIiCIA IPUAOMY.

3HauenHs C,,, i IO i KPUBOIO 3a/Ie3KHOCTI KOHIeHTpalii Bifg gacy (AUC) mperabaniny 3pocTanu
niHiliHO 3i 30iNbIIeHHAM 03U Yy KOXKHiM BiKOBiil rpymi. Y mitei 3 Macoro Tina go 30 kr 3HaueHHss AUC
oymu HuxKuuMu Ha 30 %, 1110 3yMoBIIeHO 30inbuieHHsIM Ha 43 % KITipeHCYy, CKOPUTOBAHOT'0 32 MaCOI0
Tijla, y OUX [ALi€HTIB [TIOPIBHAHO 3 NTallieHTaMu 3 Macor Tina = 30 KT.

Kinnesuit nepioq HamiBBUBeIeHHs TperadajiHy CTaHOBUB y CepeqHbOMY IIPUOIU3HO
3-4 ropuHY y [OiTeld BiKOM [0 6 pOKiB Ta 4-6 rofuH y fiTel BiKOM Bif] 7 POKIB.

Y xomi nonynsuiitHoro gpapMakoKiHETUYHOTO aHani3y Oyy0 IMoKa3aHo, 110 KIlipeHC KpeaTUHiHY O6yB
3HAUyII0I0 KOBapiaToo s KJIipeHCY IlepopabHOTO IperabasiHy, a Maca Tina 0ysa 3Ha4yIIoio
KOBapiaToIo [Jid YIBHOTO 00’€MY PO3MOMiNy IlepopanbHOro mperabantiny, i mei 3B’130K 6yB
aHaJIOTIYHUM Y [iTeH i JOPOCNIUX IMalli€HTiB.

dapmakokiHeTHKY IperabaiHy y maljieHTiB BiKoM 00 3 MicSIliB He BUBYAJHU (IUB. PO3AiNK
«PapmakoguHamika», «Crocib 3acTocyBaHHS Ta m03u» i «I1o0iuHi peaxiii»).

[TaliedT TiTHLOTO BiKY

Knipenc nperabaniny Mae TeHOEHIIiI0 10 3MeHIIIeHH 3 BikoM. Take 3MeHIIIEHHS KITipeHCy
nperabaiHy Ipu H0T0 3aCTOCYBaHHi TepopajbHO Y3TOOKYETLCS 31 3MEHIIEHHSIM KIIipeHCy
KpeaTuHiHy, I0B’g3aHuM 3i 30inbiieHHSM BiKy. [TalieHTam i3 mopyueHHIM QYHKII HUPOK,
TIOB’SI3aHUMH 3 BiKOM, MOXKe IoTpeOyBaTHUCsl 3MeHIIIeHHs 103U mperabaniny (mquB. po3min «Cmocio
3aCTOCYBaHHS Ta [I03U», Tabmuus 1).

TogyBaHHA TPYAOIO0

dapmakoKiHeTUKY nperabaiHy Ipu #oro 3acTocyBaHHi y 1o3i 150 Mr koxkHi 12 rogus (mo6osa go3a 300
Mr) oninioBanu y 10 XiHOK, fKi rogyBaIu I'PYyALIo, IOHaMeHIIe yepe3 12 TUXKHIB MiCTs MOJIOTIB.
TomyBaHHS Ipy/aAio He BIIMBAJI0 abo Masio He3HAYHUM BIIJIMB Ha (hapMaKOKiHETUKY IIperabartiny.
[TperabaJtiH MpoHUKAB y T'PyAHE MOJIOKO, IIPH I[hbOMY HOT0 CepefHi KOHIIeHTpallii B piBHOBa?KHOMY CTaHi
CTaHOBUJIM NpUOIN3HO 76 % Big KOHIIEHTPAIil ¥ IIJla3Mi KpoBi MaTepi. Po3paxoBaHa f0o3a, Ky
OTPUMYE HEMOBJIS 3 TPYIHUM MOJIOKOM (IIPY CEPeIHbOMY CITOKMBaHHI MoIoka 150 Mi/kKr/mo0y) Bin
Matepi, siKka npuiimMae nperabanin y nosi 300 mMr/moby ab6o y MakcuManbHii 703i 600 Mr/mo0y, CTaHOBUTH
0,31 ab6o 0,62 mr/kr/mo0y BiamoBigHo. 11i po3paxoBaHi 03¥ CTAHOBNIATh IPUOIU3HO 7 % Bif 3arajibHOI



no00BO1 103U Yy MaTepi y lepepaxyBaHHi Ha MI/KT.

KriniyHi xapakTepucTHKH
ITokazanns

Heiliponamuy4Huti 6iab

Jlikapcekuit 3aci6 [aGaHa® moKa3aHuil AJIs TiKyBaHHS HelponaTHYHoro 600 nepudepudHoro abo
IIEHTPAIbHOT'0 ITOXOMXKEHHS Y MOPOCTIHUX.

Enisencia

Jlikapcekuii 3aci6 ['abana® mokasaHWil JOPOCIUM SIK TOTATKOBE JIIKyBaHHS IIPU NapLiaIbHUX
CYyIOMHUX Halafax i3 BTOPHHHOIO reHepartisailiieio abo 6e3 Hel.

[eHepanizos8aHull MpPuUBONMCHUU P031add

Jlikapcekuii 3aci6 ['a6ana® moKasaHuii /15 TiKyBaHHA TeHepaTi30BaHOr0 TPUBOKHOTO PO3NIafy y
NOPOCTIUX.

dibpomiaseis

IIpomunoka3aHHs

linep4yyTnuBiCTE O Aif040l pedyoBUHYU ab0 [0 Oyab-sIKOl 3 HOTIOMiKHUX PEYOBHH J1iKapChKOT0 3aco0y
(muB. po3pin «Ckmap»).

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiu

Ockinbku nperabariiH mepeBaxkHO eKCKPETYEThCSI B HE3MiHeHOMY BUTJISAMI i3 ceuero, 3a3Hae
HEe3HaYHOT0o MeTabo1i3My B opraHi3Mi monunu (MeHIe 2 % 003U BUMINMSIETLCS i3 ceyelo y BUTTIAMI
MeTabomiTiB), He iHTiOye in vitro meTabomi3M iHIIKX JTiKapChKUX 3aco0iB i He 3B’SI3yeThCs 3 OinKamMu
I71a3MU KPOBi, TO MaJIOMMOBIPHO, 110 IperabatiH Moxke COPUYUHATH (apMaKOKiHETUYHY B3aEMOMI0
abo OyTu 06’€KTOM TaKOI B3aEMO[Iii.

Hocai0sicerHHs in vivo ma nonyaAauitiHul ¢gapmMakokKiHemuyHull aHais

Y mocnifzKeHHSX in Vivo He CIIOCTepiranu 3Ha4yu[ol KIiHigyHol papMakoKiHETHYHOI B3a€MOZI1 MixX
nperabaninoM i peHiToiHOM, KapbamMa3emiHOM, BaIbIIPOEBOIO KUCIIOTOIO, TAMOTPHUIXKUHOM,
rafaneHTHHOM, JIOpa3enaMoM, OKCUKOJOHOM abo eTaHoioM. [lonynsmiitauii papMaKOKiHETUUHUM
aHaJIi3 1oKasas, 110 IepopaibHi npoTuniabeTyHi 3acobu, miypeTuku, iHCymiH, penobapbitan,
tiara6iH Ta TomipamMaT He MalOTh KJIiHIYHO 3HQYYIIOT0 BIUIMBY Ha KJIipeHC Imperadariny.

ITepopasvHi KOHMpaAuenmueu, HopemucmepoH ma/abo emuHisecmpadios

OpHoYacHe 3aCTOCYBaHHS Imperabaltiny 3 IepopalbHUMU KOHTPAIENITUBaMU, HOPETHCTEPOHOM Ta/abo
eTHHiIeCTpaionoM He BIJIMBAE Ha (apMaKOKIHETHKY PiBHOBaXKHOTO CTaHy KOMHOTO 3 IIUX



JiKapChKuX 3aco0iB.

Jlikapcuvki 3acobu, uio enausaroms Ha ITHC

[TperabariH MoXe IIOTEHIIIOBAaTH [il0 eTaHOJy Ta Jopa3enamy. Y mepiof IoCTMapKeTUHTOBOTO
HarJsgaay IOBiIOMIISAIY NP0 BUNAAKYU AUXaTbHOI HEAOCTAaTHOCTI, KOMU Ta JIeTaJbHOTO HACIIOKY Y
NallieHTiB, SIKi mpuiiManu nperadajild pa3oM 3 omioifaMu Ta/abo iHIMMME TiKapChKUMU 3acob0aMu, 110
npurHivyoTts ¢yskiio ITHC. IIperabariy, iMOBipHO, IOCUITIOE TIOPYIIIEHHS KOTHITUBHUX Ta OCHOBHUX
MOTOPHUX (DYHKIIiY, CHPUYHNHEHI OKCUKOIOHOM.

B3aemo0ia y nauieHmis AimHb020 BiKY

CrerrianbHUX OOCHiAXKeHb (hapMaKOAMHAMIYHOI B3aEMOI] 3 YYaCTIO MalliEHTiB JIiITHBOTO BiKYy HE
TpoBOOYIIH. [JOCTimKeHHs B3aEMOil TiKapChKUX 3aC06iB MTPOBOIUIIY JIUIIE Y HOPOCIIMX Talli€HTiB.

Oco06.1ueocmi 3acmocyeaHHs

ITauieHmu 3 uykposum diabemom

BigmoBigHO Mo cy4acHOI KITiHiYHOI TPaKTHUKY, [AesKi MallieHTH 3 IyKPoBUM [iabeToM, Maca Tifla IKuX
306inmbInuIacs Iif Yac 3acTOCyBaHHS nperabaniny, MoXyTh oTpeOyBaTH KOpEeKIii fo3u
rinornikeMi3yroo4ux JiKapchbKux 3aco0iB.

Peaxkuii ezinepuymausocmi

[ToBimOMISANIM TIPO PO3BUTOK Peakiliii TinepyyTInBOCTi, 30KpeMa aHTi0HeBPOTHYHOT0 HabpsKy. ¥V pasi
HAsIBHOCTi TaKUX CUMIITOMIB aHTiOHEBPOTHUYHOTO HAOPSKY SIK HAOPSAK 06/IMYYs, TepiopaabHUAN
HaOpsK ab0 HaOPSK BepXHiX OUXaTbHUX IIISXIB, CHIi HETAWHO IPUITMHUTH 3aCTOCYBAHHS
nperabaniny.

Tascki wkipHi nobiyHi peaxuii (TIIITIP)

Y 3B’s13Ky 3 JIiKyBaHHAM IIperabaiiHoM PifiKo MOBiJOMIISIIM PO TSAXKKI MIKipHi mo6iuHi peakiril
(TIIITP), Bkmiovatouu cuuapoM CriBeHca-IIkoHCOHa (CCJI) Ta TOKCHYHHUU emifepManbHAN HEKPOITi3
(TEH), sixi MoxyTh OyTH HeOe3MmeUHUMHU IJIs1 KUTTS a00 MaTH jeTanbHul Hacminok. [1ig vac
IPU3HAYEHHS JTiKapChKOro 3aco0y MallieHTaM CIIif OBiIOMUTH PO O3HAKK Ta CHMIITOMHU Ta YBAXkKHO
CTEXUTHU 3a LWIKIPpHUMU peakLiiMuU. AKI0 3’ ABISI0THCSA 03HAKU Ta CUMIITOMH, 1110 BKa3yIOTh Ha Il
peaxiiii, citig HeraiHo BigMIiHUTH 3aCTOCYBaHHS NperabaiiHy i po3rasHyTH albTepHATUBHE
nikyBaHHS (y pa3i HeoOXigHOCTI).

3anamopoyeHHA, COHAUBICMb, BMpama c8i0oMoCcmi, CNAYMAaHicms c8i00MOCMI Ma NOPYWeHHA
ncuxiku

3acTocyBaHHs IperadasiHy CyIpoBOAKYBaJIOCS MMOSBOI0 3allaMOPOUYEHHS Ta COHIMBOCTI, 110 MOXKe
30iMbIINTY PU3UK BUHUKHEHHS TPaBMaTHYHUX BUMAMKIB (IafliHb) y MAIi€HTIB JIiITHLOTO BiKY.
[ToBigoMIIsIIM PO BTPATY CBiOMOCTI, CIJIYTAHICTh CBIIOMOCTI, a8 TAKOX IOPYIIEHHS ICUXiKU. ToMy
natieHTaM ciig 6yTu o0epeKHUMH, ITOKK IM He CTaHe BifoMUI MOXKJIMBHUY BIIJIUB JIIKaPCHKOTO
3aco0y.

Po3saadu 30py



[Tig Yac mocnigxKeHb PO HEYITKICTh 30py YacCTillle TOBIHOMJISIIY HaIliEHTH, SKi 3aCTOCOBYBaIA
nperaba’tiH, MOPiBHSHO 3 MallieHTaMHu, SIKi OTpuMyBasu miare6o. Y 6inbIIoCcTi BUMAAKIB 1€ SIBUIIE
3HUKAJIO IIPY IIOCTIHHOMY 3aCTOCYBaHHi JTiKapChKOTro 3ac00y.

Bimomo, 1110 y mOCTimXKeHHSX, B SKUX ITPOBOAMIKM 0(TaIbMOJIOTiYHe 00CTEXKEHHS, YaCTOTa BUIAIKIB
TIOTipIIIEHHSI TOCTPOTH 30pPYy Ta 3MiHHU IO 30py Oyj1a BUILOIO V HAlli€HTIB, SIKi 3aCTOCOBYBaIH
nperabaJtiH, MTOPiBHAHO 3 MallieHTaMu 3 TPYIH I1ale00; YacToTa BUHUKHEHHS 3MiH O4YHOro gHa Oyra
BUIIOIO y MAIiEHTIB i3 rpymnu mianebo (quB. po3min «PapMaKoIOTiuyHi BIaCTUBOCTI.
dapmakoguHaMiKa»).

Takoxk moBimoMsnu Ipo mobivHi peakiiil 3 60Ky opraHiB 30py, BK/II0Ual04u BTPATy 30py, HEUITKICTh
3opy abo iHImI 3MiHU TOCTPOTH 30pYy, Oarato 3 AKUxX Oy/Id TUMYaCOBUMU. [IpUNIMHEHHS 3aCTOCYBaHHS
nperabaiHy MoxKe MIPHU3BECTH N0 3HUKHEeHHST a00 3MEHIIIeHHS IUX CUMIITOMIB 3 60Ky OpraHiB 30py.

Hupkosa HeOocmamHicmb

[ToBimOMISANIK PO BUIIAAKU PO3BUTKY HUPKOBOI HEAOCTATHOCTI. IHOMI 11eii edeKT OB 060POTHUM
Iicyis IPUIMHEHHS 3aCTOCYBaHHS IIperadariny.

BioMiHa cynymHix npomuenizienmuy4yHux AiKapcbKux 3dcobis

IaHuXx 000 BigMiHU CYIYTHIX MPOTUEMIJIENITUYHUX JTiIKapChbKUX 3ac00iB Mics JOCATHEHHS KOHTPOJIIIO
HaJ CyfloMaMHU B pe3yJIbTaTi fJofaBaHHS OO JIiKyBaHHA IperadasiHy HefoCTaTHLO, 100 IIepelTH 10
MOHOTepaIil nperabaiiHoM.

Cumnmomu 8iomMiHUu

Y mesikux TMallieHTiB MicIs MPUIIMHEHHS KOPOTKOCTPOKOBOI abo TpHBajIol Teparii mperabaniHoM
CIIOCTEpIranucs CUMIITOMU BifMiHHU JIiKapChKoro 3acoby. [1oBiqoMIIsIiu PO TaKi CUMITOMMU:
0e3CoHHS, TOJIOBHUM 6ilb, HyJ0Ta, TPUBOXKHICTE, fiapesi, TPUMONONIOHUN CUHAPOM, HEPBO3HICTH,
mempecis, cyinupganbHi gyMKHu, 0iib, CymoMu, Timeprigpo3 i 3armaMopodyeHHsI, sIKi BKa3yOTh Ha
MeIMKaMEeHTO3HY 3aJIexkHiCTh. [I0siBa CHUMIITOMIB BiTMiHU MiC/Is IPUIKUHEHHS IpUiioMy Iperabaniny
MOXKe BKa3yBaTH Ha MeIUKaMeHTO3HY 3a/ekHiCcTh (OuB. po3min «I1o6iuHi peakii»). 1o iHpopmartiito
CJIi[l TIOBiMOMUTH TAIliEHTY Tepe[ M0YaTKOM JIiKyBaHHS. fKIIO 3aCTOCyBaHHS Iiperabainy ciif
IPUIMHUTH, PEKOMEHIYETHCSA 1€ POOUTH IIOCTYIIOBO MPOTATOM IOHalMeHIIe 1 TUXKHS He3aJIekKHO
Bifl moKa3aHb (OuB. po3ain «Crocib 3aCTOCyBaHHS Ta [LO3U»).

Cymomu, 30KpeMa emienTUYHUM CTaTyC Ta BENIUKI CyJOMHI Hallagu, MOXKYTb BUHUKATH IIiJ 4ac
nikyBaHHS nperabaninoM a0 HEBIOB3i Mic/sg TPUNMHEHHS KOTO 3aCTOCYBAHHS.

Hawni momo BigMiHu mperabaiHy micis TPUBAJIOr0 3aCTOCYBaHHS BKA3yIOTh HA Te, I[0 YacTOTa
BUHUKHEHHS Ta CTYIIiHb TAXKKOCTI CUMIITOMIB BiIMiHU MOXYTb 3ajIeXKaTu Bi NO3U.

3acmilHa cepuesa HedocmamHicmb

[ToBimoMISANIM TIPO 3aCTiMHY CeplieBy HEOCTATHICTh y AeAKUX Malli€HTiB, IKi mpuiiMany nperabaif.
Taka peaxiiis 3me0inbIIoro crocTepiranacs mif yac gikyBaHHS mperabaaiHoOM HEHPOIAaTUYHOT0 00JII0
y MallieHTiB JITHROTO BiKY i3 cepleBo-CyquHHUMU NopyueHHaME. CIiif 3 00epexkHiCTIO
3aCTOCOBYBaTH IIperabasiiH TakuM nalieHTaM. [Ipy TpuUnuHeHHi 3aCTOCyBaHHS Iperabainy 1e
SIBUILle MOXKe 3HUKHYTH.

JIikyeaHHA HeliponamuyHo20 060410 UeHMpPAabH020 NOXO0OHCEHHA BHACAIOOK YUKOOHMCEHHA CNUHHO20
MO3KY



[Tig yac nmiKyBaHHS HEMPOMATUYHOTO OOJII0 IIEHTPAIbHOTO MTOXOMKEHHS BHACITIIOK YIIKOIXKEHHS
CIIMHHOTO MO3KY YaCTOTa BUHUKHEHHS MOOIYHMX peakKIliil 3aranom, mobiynux peakiiit 3 6oky LITHC,
0c06IMBO COHNMUBOCTI, Oysia migBuineHo0. Lle Moxke OyTH MOB’g3aHO 3 aQUTUBHOIO [i€I0 CYIyTHIX
JiKapchbKuX 3aco0iB (HaIpUKIIa/l, aHTUCIIAaCTUYHUX JTIKAPChbKUX 3aco0iB), sIKi HeoOXimHi Is miKyBaHHS
II,OT0 cTaHy. L10 06CcTaBUHY CIIifl B3SITH OO yBaru Ipu IMpH3HadYeHHi perabaniHy TakKUM IallieHTaM.

IIpu2HiyeHHA QUXAHHA

[ToBigoMIIANIM PO BUNIA[KY TAXKKOT'O IIPUTHIYEHHS OUXAHHSA Y 3B’S3KY 13 3aCTOCYBaHHAM
nperabainy. [TalieHTH i3 MOPYyIIeHO00 AUXalbHOI0 QYHKIIEI0, pecripaTOpHUMU ab0 HEBPOJIOTiUHUMU
3aXBOPIOBaHHSIMHU, HUPKOBOIO HEJOCTATHICTIO, TALliEHTH, AKi OQHOYACHO IPUIMAIOTh IelpeCaHTH
IIHC, Ta ocobu NiTHLOTO BiKy MOXKYTh MaTy OiNbIINY PU3UK BUHUKHEHHS IIi€l TSIKKOI M00iYHO1
peaxiril. [I71s1 1ux MalieHTiB MoXe 3Haf0OUTUCS KOPUTYBaHHS 003U (muB. po3ain «Croci6
3aCTOCYBaHHS Ta JO3MU»).

CyiuudasbHe MucieHHA ma nosediHKa

[ToBimoMmIsIIM ITPO BUTIAAKY CYIMOATHOT0 MUCTIEHHS Ta TTOBEMIiHKHY Y MAIli€HTIB, SIKi OTPUMYBAJIN
JIKYBaHHS IPOTUEIIEITHYHUMY JTiKapCHKUMH 3aco0aM¥u 3 ITPUBOMY [TEBHUX II0Ka3aHb. MeTaaHaJti3
PaHIOMi30BaHUX, MJ1a1e60-KOHTPOILOBAHUX JOCTIIKEHD IIPOTUEITIIENITUYHUX JTIKAPChKUX 3aC00iB TAKOK
II0Ka3aB He3HaYHe ITiABUIIEHHS PU3UKY [IOSIBY CYILKMAAIBHOTO MUCJIEHHS Ta TOBediHKU. MexaHi3m
BUHUKHEHHS 1IbOT0 PU3UKY HEBigoMU. Bumagku CcyiluganibHOr0 MUCIIEHHS Ta MOBETiHKI
CIIOCTEpIrajaucCh y Malli€HTIiB, IKi OTpUMyBasu mperabaid y I0CTMapKETUHTOBOMY Iepiofi (IuB.
po3min «ITob6iuni peakirii»). Emigmemionoriuie mociifKeHHS 3 BUKOPUCTAHHIM OU3AWHY
CaMOKOHTPOJILOBAHOTO [OCTigXKeHHS (MOPiBHSAHHS NepiofdiB iKyBaHHS 3 mepiogaMu 6e3 JiKyBaHHS B
OKpeMOl TIOAVHYU) IPOEeMOHCTPYBAIO MiiBUIIEHNY PU3UK HOBUX IIPOSBIB CylIUAaIbHOl IIOBEOIHKY Ta
JleTalbHUX BUIAQMIKiB BHACIIIIOK caMOTyOCTBa y MAIliEHTiB, SKi OTpuMyBasu mperabatiH.

[MTamienTu (Ta ocobu, IO AOTTIANAIOTH 3@ HUMU) ITOBUHHI 3BEePHYTHCS 3@ MEIUYHOI0 JOTIOMOTOI0 ¥ pasi
TIOSIBU O3HAaK CyIUIaIbHOT0 MUCJIEHHS a0o rnmoBefinku. [1allieHTH MOBUHHI Tepe0yBaTH IIif
HarJsgmoM, II0A0 MOSIBY O3HAaK CYIIMAAIbHOTO MUCIEHHS Ta MOBENiHKY, i CIIif pO3TIsHYTH
MOXKJIUBICTD BifITOBIGHOTIO JIiKyBaHHA. CHIi pO3TISHYTH MOXKJIUBICTh IPUIMHEHHS JIIKYBaHHS
nperabaiiHOM y pa3i MosBY CYIIMAaTIbHOTO MUCIIEHHS i TIOBEiHKH.

IToeipweHHa ¢yHKUIl HUXMCHIX 8i00i1i8 WAYHKOB0-KUWKO08020 MPAKmMy

[ToBimoMISANK TIPO SIBUILA, TIOB’S3aHi 3 MOTipIIeHHAM (QYHKII HUKHIX BififiliB MITYHKOBO-KHAIITKOBOTO
TPakKTy (TaKUX K HENPOXIOHICTh KUIIEYHUKY, TapasliTuYHa HENPOXigHICTh KUIIEYHUKY, 3aKpel)
BHACJIIIOK MpuitoMy mperabaiiHy pa3oM 3 JiKapChKUMHU 3aC00aMH, II0 MOXKYTh CIIPUYUHSTH 3aKpeTl,
HAIIPUKJIa[ OMiOigHUMHU aHaIbreTUkamu. [1pu KomOiHOBAaHOMY 3aCTOCYBaHHi Imperabatiny Ta omioiniB
CJIifT BXKUTH 3aX0MiB AJIS MPOQiaKTHUKY 3amopy (0CoGIMBO Y KiHOK Ta MallieHTiB TITHHOTO BIKY).

O0HoyacHe 3acmocy8aHHA 3 onioidamu

PekomeHayeThCsT 3 00€PeKHICTIO 3aCTOCOBYBATH Iperadasii 0IHOYACHO 3 OIioifaMu yepe3 PU3UK
npurHivenHs pynkuii [THC (muB. po3nin «B3aeMopist 3 iHIMMME TiKapChKUME 3acobaMu Ta iHII BUAK
B3aEMOil»). Y KOHTPOJIbOBAHUX KITIHIYHUX JOCI?KEHHIX Yy Malli€HTiB, AKi MpuiiManyu nperabain
OJHOYACHO 3 OIi0iIOM, MaJii MigBUIIIeHUH PU3UK JIeTaJIbHOTO HACIIAKY, II0B’I3aHOTO 3 OIioifamMu,
MIOPiBHSHO i3 BXKMBAHHSM TiJIbKM OITiOifiB (CKOpuUroBaHe criBBimHOINeHHs maHciB [aOR], 1,68 [95 %
1, 1,19 - 2,36]). Takuit migBUIIIeHWH PU3KK CIIOCTEPiraBcs MPYU HU3BKKX [03ax nperabamniny (< 300
mr, 1,52 aOR [95 % I, 1,04 - 2,22]) 3 TeHOeH1i€0 00 30ibIIeHHS PU3UKY ITPU BUCOKUX J03aX
nperabaniny (> 300 mr, 2,55 aOR [95 % [II, 1,24 - 5,06]).



HenpasuibHe 3acmocy8aHHs, 3/1084CUBAHHA D0 3d/1eHCHICMb

[Tperabastin MoxkKe BUKIMKATH JIIKaPChKY 3aJIeXKHiICTh, IKa MOKe BUHUKATH IIifl 4ac 3aCTOCYBaHHS
TepaneBTUYHUX 003. [T0BimOMIISIM IIPO BUTIAAKY 3JI0BXKUBAHHS Ta HEIIPaBUJILHOI'O 3aCTOCYBAHHS.
[NarienTy 31 3710BXKUBaHHAM IICUXOAKTUBHUMY PEYOBUHAMY B aHAMHe3i MOXKYTh MaTU BUILUY PU3UK
HeNpaBUJILHOTO 3aCTOCYBaHHS Iperadatiiy, 37I0BXKMBaHHS Ta 3aJIe2KHOCTI, TOMY TaKUM IallieHTaM
npera0aJtiH CITif 3aCTOCOBYBaTH 3 00epekHicTIo. [1epIl HiXK mpu3HaydaTy mperabatiH, cilifg peTelbHO
OLiHWTY PU3UK HENIPABUJILHOTO 3aCTOCYBaHHS, 3JI0BXKUBaHHSA a00 3a71€3KHOCTI.

3a malieHTaMH, IKi OTPpUMYIOTh IperabaitiH, Cifl criocTepiraTyl [Jis BUSBIEHHS CUMIITOMIB
HEeIIPaBUJIbHOTO 3aCTOCYBaHHS IperabatiHy, 3710BXKUBaHHS ab0 3a/1eXKHOCTi, TaKUX K PO3BUTOK
3BUKAHHS, IePEBUIIEHHS NO3Y Ta II0BEefiHKa, CIIPSIMOBaHa Ha OTPMMaHHS JTiIKapChKOro 3aco0y.

EHuedasonamisa

[ToBimoMIsiNK NP0 BUIAAKY eHIledasomnarii, 10 BUHUKAJIK ITIepeBaXkHO Y MallieHTiB i3 cymyTHIiMu
3aXBOPIOBAHHSAMHY, 110 MOXKYTh CIIPOBOKYBaTHU eHIledasonarito.

KiHKu penpodykmugH020 8iKy/KoHmpauenuisa

3acTocyBaHHs nperabainy y I TpuMecTpi BariTHOCTI MOXKe CIIPUYMHSATH 3HAYHI BpoaxKeHi nedekTu y
nnopga. [Iperabasi He CJIi 3aCTOCOBYBATH y IIEPiofl BaTiTHOCTI, SKIIO TiIbKKA KOPUCTH [JIS BariTHOI
SIBHO He IIepeBUILly€ MOTEHIIINHNY PU3UK AJ1d ioga. 2KiHKY penpofyKTUBHOIO BiKY ITOBUHHI
BUKOPUCTOBYBaTU e(heKTHBHI 3ac00M KOHTpAIeIlil i 9ac JIiKyBaHHS (OUB. PO3Tin «3aCTOCYBaHHS y
mepiof BariTHOCTi a0 TOOyBaHHS TPYIII0»).

IIonoMidHcHI peyosuHU

Jlikapchku# 3acid T'abana® MiCTUTB J1aKkTo3y. [TalieHTamM 3 TaKUMU PigKICHUMU CIIaffKOBUMU
3aXBOPIOBAHHSIMH SIK HEIIEPEHOCHMICTh rajlakKT03H, JJaKTa3Ha HeloCcTaTHICTh Jlamma abo CHHIpOM
MasibabcopO1lii TTF0K03U Ta rajlakTO3HU He CIIif] 3aCTOCOBYBATH Iieil JTiKkapChKuM 3acio.

Jlikapcekuit 3aci6 T'a6ana® y go3i 150 Mr MiCTHT GApPBHUMKH [iaMaHTOBHI YOPHMH Ta IMOHCO 4R
(myHuoBuii 4R), IKi MOXKYTh CIPUYUHSATH aJepPridyHi peakiil.

3acmocyeanHs y nepiod eazimnocmi a6o 200yeaHHs1 2pydoro

2KiHKM pemrponyKTUBHOTO BiKy/3ac00M KOHTPAIIEIIil [ KiHOK

2KiHKM penpoayKTUBHOTO BiKY ITOBUHHI BUKOPUCTOBYBAaTH e(eKTHUBHI 3ac00M KOHTpAIEMIIii mif Jac
niKyBaHHS (OUB. po3ain «OcoOIMBOCTI 3aCTOCYBaHHS»).

BariTHicTs

Y xomi mocmimkeHb Ha TBapuHaX Oyja MPOIeMOHCTPOBaHA PENPOAYKTUBHA TOKCHYHICTh: mperadarin
IIPOHMKAB Yepe3 IUIAlleHTy Y HypiB (quB. po3min «PapMakokiHeTuka»). [Iperabasin Moxe
IIPOHUKATH Yepe3 IJIalleHTy JII0OUHH.

3HauHi 8po0diceHi 8adu po3suUMKY

B oGcepBariitHoMy [OCHifXKeHHi, TpoBegeHoMy B KpaiHax CKaHOWHABII, i Yac SKOTo CIocTepiranu
3a Oinbmr Hixk 2700 BariTHOCTSIMH, Y pa3i 3acTocyBaHHS nperabaniny B I TpumecTpi Oyio



IIPOJIEMOHCTPOBAHO OiIbIINY MOMKPEHICTh 3HAYHUX BPOIKeHUX Bafl po3BUTKY (3BBP) cepen nomynsmii
OUTSYOTO BiKYy (KMBHX a00 MEePTBOHAPOMIXKEHHUX HiTel), SKi MigmaBaiucs BIJIUBY mperabainy,
MIOPIBHSHO 3 MOMYJIALIEI0, IKa He MiffaBanacs TakoMy BILUIUBY (5,9 % mopiBusHO 3 4,1 %).

Pusuk po3sutky 3BBP y miTeli, MmaTepi SKuX 3aCTOCOBYBau nperabarid y [ TpuMecTpi BariTHOCTI,
OyB [elo BUIIUM MTOPIBHSHO 3 OiThbMHU, SKi He MigfaBaIucs TaKOMY BIIMBY BHYTPIIIHbOYTPOOHO
(ckopuroBaHuil KoedillieHT mOMMPEHOCTI Ta 95 % moBipuwuii inTepsan: 1,14 (0,96-1,35)), Ta
IIOPiBHSHO 3 [iThbMH, SIKi IifaBamucs BIKUBY naMoTpumkuny (1,29 (1,01-1,65)) abo mynoKCeTUHY
(1,39 (1,07-1,82)).

AHari3 KOHKPETHUX BaJl PO3BUTKY IT0Ka3aB OilbII BUCOKUM PU3UK BUHUKHEHHS Bafl PO3BUTKY
HEPBOBOI CUCTEMH, O4eii, opodalliaTbHUX POIIIiINH, Baf PO3BUTKY CEYOBHBITHUX IIIAXIiB Ta CTaTEBUX
OprasiB, aje KilbKiCTh TakKuX Bafl Oya HEBEJIUKOIO, a OLiHKY HETOYHUMHU.

Jlikapcekuii 3aci6 ['a6ana® He CITif 3aCTOCOBYBATH y IIEpiof] BariTHOCTI 6e3 HaraabHOI HoTpetH
(Tpr3HAYATH, JTUIIE KO KOPUCTD IJISt MaTePi SIBHO IIEPEBUIIYE MOKIIMBHM PU3UK [T IIJI0a).

l'onmyBaHHA T 10

HeBenuka KinbKicTh nmperabaniny Oyna BUSIBIeHa Yy MOJIOLI XKiHOK, 5IKi rogyioTh rpyamo. Crig
IIOBIIOMUTH XKIiHKaM, fKi TOOYIOTh 'PYAAL0, 110 TOAYBaHHS I'PYLALI0 HE PEKOMEHOYETHCS IIif] Yac
3aCTOoCyBaHHS Iperabartiny.

DepTUTIBHICTD
Kniniuni gani ujomo BiuBy nperabaniny Ha GepTUIbHICTh KIHOK BifICyTHi.

[Tig yac KTiHIYHOTO JOCITiAKEeHHS 3 BUBYEHHS BIIIMBY IIperabasiiHy Ha pyXJIMBiCTh CIIepMaTO30I/IiB 3MOPOBI
IOOPOBOJIBIL YOJIOBIYOI CTATi 3aCTOCOBYBaIH IperabartiH y mo3i 600 mMr/moby. ITicns 3acTocyBaHHS
nperadaJtiHy IPOTAToM 3 MICSIIiB JKOHOT0 BIIMBY Ha PYXJIMBICTb CIIEPMATO30IiB HEe BUSIBIIEHO.

Y xopmi gocmimKeHHs GepTUILHOCTI Y CAaMUIIb LITyPiB CIIOCTEPiraBcsi HeOaXKaHUM BIUIMB Ha PETPOOYKTUBHY
¢yHKIi0. Y X0mi JociimKeHHs epTUILHOCTI Y CaMIIiB LIyPiB CIIOCTEPiraBcs: HeOaXKaHUM BIUIUB Ha
PENPONYKTHUBHY (PYHKIIiIO Ta pO3BUTOK. KiTiHiuHa 3HAUYIIiCTh IUX Pe3ysIbTaTiB HEBiIOMa.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaxHcnopmom a6o
iHwumu mexaHizmamu

[Tperabasin Moxke MaT He3HaYHUM a00 IIOMIpHUY BIJIMB Ha 30ATHICTb KEPyBaTU TPAHCIIOPTHUMHU
3acobam¥ Ta ITpalfoBaTH 3 iHIIUMY MexXaHi3MaMu. [IperabasiH MoXe BUKITUKATH 3allaMOPOYeHHS i
COHJIMBICTb, IIJ0 MOXKe BIUIMBATU Ha 3[aTHICTh KePyBaTH TPAHCIOPTHUMU 3aco0aMU i IIpallloBaTy 3
IHIMMMEU MexaHi3MaMu. ToMy TallieHTaM CJIifl peKOMeHOyBaTH YTPUMYBaTHUCS Bifl KEPYBaHHS
TPAHCIOPTHUMH 3aco0amu a00 pobiT 3i CKITaiHO0 TEXHIKO0 M Bifl iHIIIOI MOTEHIINHO HeOe3meYHOol
OistTbHOCTI, TIOKK He CTaHe BimqoMO, Y BIIMBAE IperadalliH Ha IXHIO 3MAaTHICTh 10 BUKOHAHHS TaKO0l
HOiSTILHOCTI.

Cnocid 3acmocyeaHHsi ma do3u

Cnocib 3acmocyeaHH s



Jlikapcekuii 3aci6 I'abaHa® i IpuiiMaTy He3aJIeXXHO Bif TPUIOMY 1Xi.
Jlikapcekuii 3aci6 [abasa® Ipu3HaYeHunii BUHATKOBO IS IIEPOPAIbHOIO 3aCTOCYBAHHSI.
Ho3u

Hiana3oH 0o3 MoxKe 3MiHIoBaTHCsA ¥ Mexkax 150-600 mr Ha mo0y. [JoO0BY D03y PO3AiIATH Ha 2 abo
3 IPUIOMH.

Hettponatuynuii 6inb

JIikyBaHHS ITperabaniHOM MOXHa po3rnodaTu 3 1o3u 150 Mr Ha go6y, po3nineHoi Ha 2 abo 3 IpuiioMu.
3arekHO Bif e(eKTUBHOCTI Ta IEPEHOCUMOCTI JIIKAPCHKOT0 3ac00y IalliEHTOM 03y MOXKHA 301IHIIUTH 10
300 mr Ha mo0y micyst iHTepBany Big 3 0o 7 OHiB, a 3a HEOOXIMHOCTI - M0 MakcuMasbHOl 703U 600 Mr Ha
moOy micyst mOmaTKOBOT'O CEMHUIEHHOTO iHTepBaly.

Emninerncia

JIikyBaHHS ITperabaniHOM MOXHa po3nodaTu 3 103U 150 Mr Ha go6y, po3pineHol Ha 2 abo 3 IprUioMH.
3arekHo Bif e(heKTUBHOCTI Ta IEPEHOCUMOCTI JIIKAPCHKOT0 3aC00y MalliEHTOM 403y MOXKHA 301IBIIMTH J0
300 Mr Ha moOy Iic/Ist MEPIIOTo THXKHS putoMy. Hepes Iile ONUH TUXKAEHb N03y MOXKHA 301IbIINUTH 10
MaKcHMasbHOI - 600 Mr Ha 0o0y.

['eHepani30BaHK TPUBOXKHIMI PO3JIal

o3y, SIKy pO3MisitoTh Ha 2 a00 3 mpuitoMu, MOKHa 3MiHIOBaTH ¥ Mexkax 150-600 mr Ha mo0y. ITepioguyHo
CJIi[ TePEOITiHIOBATH HEOOXiOHICTh TPOIOBXKEHHS JIIKYBaHHS.

JlikyBaHHS mperabasiiHoM MOXKHa po3rnoydaty 3 fo3u 150 Mr Ha go6y. 3amexkHo Bif eeKTUBHOCTI Ta
TIEPEHOCUMOCTI JIIKapChKOT'0 3aCo0y MaIlieHTOM K03y MoxKHa 30inbiumTy 70 300 Mr Ha J00Yy IiCIs IepIIoro
TYKHS TTpuEioMy. TTicys 111e OqHOT0 THKHS IPUHOMY D03y MOoXKHA 30imbumty 10 450 Mr Ha mo0y. Yepes 1e
OOVH TUXKOEHb 103y MOXKHa 30IbIIKMTY 10 MaKCUMasbHOI - 600 Mr Ha go0y.

®ibpomianris

PekomeHoBaHa [103a JIIKAPCHKOT0 3aco0y st MikyBaHHS Gibpomianrii craHoBUTH Bif 300 mo 450 Mr Ha
noOy. JIikyBaHHS CJIif] PO3MIOYKXHATH i3 3aCTOCYBaHHS 0o3u 75 Mr aBidi Ha #oby (150 Mr Ha mo6y).

3aexkHo Bif eeKTUBHOCTI Ta IEPeHOCUMOCTi, 03y MoxkHa 30inbiryBaTy go 150 Mr gBidi Ha 1006y
(300 mr Ha mOOy) MIPOTATOM OFHOTO TUXKHSA. [IJ1 MaIli€HTiB, O/ IKUX 3acTocyBaHHS go3u 300 Mr Ha
no0y € HeOCTaTHhO e(PeKTUBHUM, MOKHA 30ibIIUTH {03y O0 225 MT aBidi Ha m0o6y (450 Mr Ha moby).
Xoua icHye mocmimkeHHs 3acTocyBaHHS no3u 600 Mr Ha go0y, HOKa3iB TOro, IO 3aCTOCYBAHHS IIi€i
mo3u Oyme MaTH IOMATKOBY IepeBary, HeMae; TaKOXK TaKa [03a MaJjla Tiplny mepeHocuMicTs. bepyuu
10 yBaru f0o303aexkHi mobiyHi peakiiii, 3acTocyBaHHS f03 Bullle 450 MT Ha m00y He peKOMEHIYEThCS.
Ockinbku nperabasiH BUBOOUTHCS TOJIOBHUM YHMHOM HUPKAMH, CJIifil KOPUTYBATH 03y JIiIKapChKOTO
3aco0y nalieHTaM i3 mopymeHHAM (YHKIIil HUPOK.

[TpunuHeHHS JTiKyBaHHS perabamiHoM

BiamoBigHO 0 Cy4acHOI KITiHIYHOI MPaKTUKH, ¥ pa3i HeoOXiTHOCTI MPUIMHSTH TEPaIliio ITperadatiHoM
PEKOMEHIYETHCS IIOCTYIIOBO, IIPOTSTOM ILOHAMMEHIIIE OMHOTO TUXKHS, HE3aJIE3KHO Bifl TOKa3aHb (OUB.
po3ninu «OcobmmBoCTi 3acTocyBaHH» Ta «[106idHi peakiil»).



ITaltieHTH 3 HUPKOBOK HENOCTaTHICTIO

[TperabaJtiH BUBOAUTHCS i3 CHCTEMHOT'0 KPOBOOOITY Y He3MiHEHOMY BUTJISAI IIEPeBakKHO 3a paxyHOK
eKckpelil HupKamu. OCKiIbKY KJlipeHC mperadatiHy IIPsiMO IIPOIIOPLIMHIM KITIpeHCY KpeaTUHIHY (TUB.
po3nin «dapMaKoKiHETHKa»), 3MEHIIIeHHS N03HU TalliEHTaM i3 mopyLIeHHIM (QYHKIIil HUPOK CJIif] IPOBOAUTH
iHouBimyanbHO, BiOmOBinHO 0o KitipeHcy KpeaTuHiny (CL,,), K 3a3Ha4yeHo B Tabiuii 1 i BU3HAYEHO 3a

(dhopMyI0IO:

(=]

[Tperabarin epeKTUBHO BUOATSIETHCS 3 ITJTa3MU KPOBI 3a J0IToMororo remopmianiay (50 % rmikapCchKoro
3aco0y mpoTtsroM 4 roguH). [I71s matieHTiB Ha reMopiani3i ;o6oBy no3y nperabatiHy CIiil KOpUTyBaTh
BimmoBigHO 0o ¢yHKIil HUPOK. KpiM mo60Boi 1031, ompa3y micys KOXKHOI 4-TOIUHHOI IIPOLenypy
remMopiasisy HeoOXiTHO 3aCTOCOBYBATH NOAATKOBY 403y JIIKapChKOro 3acoby (muB. Tabmuiio 1).

Tabmuns 1
Kopexkuist mo3u nperabaiidy BigmoBimHO [0 GYHKIIII HUPOK
. . |3aranpHa mo6oBa fo3a mperabaniny *
KmnipeHC KpeaTuHiHy
(CL.), (M11/xB) [ToyaTkOBa mo3a MakcuMaJbHa [03a PexXXuM no3yBaHHS
- (Mr/mo0y) (Mr/mo0y)
= 60 150 600 [IBiui abo Tpuyi Ha KOOy
>30-<60 75 300 [IBiui abo Tpuyi Ha KOOy
>15-<30 25-50 150 Pa3 a6o fiBiui Ha 1006y
<15 25 75 Pa3 Ha 00y
IlogaTkoBa [03a Iicist remMofianisy (Mr)
[25 [100 |Onzopazosa mosa

* 3aranbpHy 1000BY 003y (Mr/mo0y) Cilif PO3miTuTH Ha KiJTbKICTh MPUIOMIB BifITIOBIAHO 10 PEXKUMY
I03yBaHH4, 11100 OTPUMATH MI/H03Yy.

IomaTKoBa [03a - OMHOPa30Ba MOJAaTKOBA [03a JIIKapChbKOTro 3ac0o0y.

[Ta1rieHTH 3 IEYiHKOBOIO HEIOCTATHICTIO

Il71s TaITieHTiB 3 IeYiHKOBOIO HEMOCTATHICTIO HEOOXiMHOCTI B KOPEKIIil 403U HEMAE (OUB. PO3MIiJ
«DapMaKOKiHETHKA»).

[MarrieHTH JiTHLOTO BiKY (BiKOM Bim 65 pPOKiB)

[7151 MalieHTiB JITHLOTO BiKy Yepe3 MOoripIieHHs (YHKIII HUPOK MoKe OyTH IOTPiOHEe 3MEHIIIeHHS 03U
mperabatiny (quB. po3min «Oco6IMBOCTI 3aCTOCYBAHHS»).



Himu

Besneka Ta e(eKTUBHICTh 3aCTOCYBaHHA JTiKapCchkoro 3acody ['abana® miTsaM BikoM o 18 pokis He
BCTaHOBIEeHi. [I0CTyIIHa Ha Liel Yac iHdopMalia HaBefeHa B po3aini «[1o0iyHi peakiii», a TaKOXK y
po3pinax «®apMakoguHaMika» i «PapMaKOKiHETHKa», OMHAK, BPaXOBYOUH 1110 iHdopMatiiiio,
HEeMOXKJIMBO HaflaTH KOMHUX PeKOMeHallii IoA0 J03yBaHHS 1Iiil KaTeropil MmalfieHTiB.

Ilepedo3yeanus

[ToBimomIsAny, 10 HalYacTilMMyY MOGIYHUMY pPeaklisMyu IIpU Iepeno3yBaHHi mperabaninoM 6ynu
COHJIMBICTB, CIIYyTaHICTh CBIAOMOCTI, 30yM2KEHHS Ta HECIIOKil. TaKoXK HagXOOUJIU ITOBiIOMIIEHHS IIPO
CyZoMH. 3pigKa MOBITOMIISAIN IIPO BUIIAAKU KOMU.

JIikyBaHHS Iepeno3yBaHHs IperabaiHoM MoATa€e y 3arajlbHUX MiATPUMYBaIbHUX 3aX0faX Ta y pasi
moTpeOu MoxKe BK/TIOUATH reMofiami3 (quB. po3min «Crmoci6 3acTocyBaHHS Ta Ho3u», TabmuIs 1).

ITo6iuni peakuii

Y kyTiHiyHi¥ porpaMi gocTiaKeHHs mperabainy ioro orpuManu noHan 8900 martieHTiB, 3 Hux 5600 —
yYaCHUKH TTOABIMHO CIIMKX 1/1a1ie60-KOHTPOIbOBaHMUX [AOCTiMKeHb. HaltuacTilmmu 3apeecTpoBaHUMU
no6iYHNMY peakiliaMu Oyu 3allaMOPOYeHHS Ta COHUBICTE. [100iuHi peaktiil 3a3Brya Oy 1erkoro abo
TIOMiPHOTO CTYIIEeHs. B yciX KOHTPOJIbOBaHMX NOCTIIXKEHHSIX IOKa3HUK BiIMiHM JTIKapChKOT0 3aco0y yepes
no6iuHi peaxiiii cTaHOBUB 12 % cepern natlieHTiB, ki npuiiMany nperabatil, Ta 5 % cepen Malli€eHTiB, ki
oTpuMyBasnu mnare6o. HaltgacTimyumy moGivHIMY pPeaKIlisiMy, 110 TPU3BOIUIIN OO0 TPUITUHEHHS
3aCTOCYBaHHS ITpemnapaTy AOCTIKeHHS, B TPy perabartiny 6ysi 3ariaMOpO4YeHHS Ta COHJIABICTE.

Y Tabnutii 2 HaBemeHi Bci moOiuHi peakirii, SKi BUHUKaIM YacTillle, HiXK IPY 3aCTOCYBaHHi my1are6o, Ta

OibIlle HizK B OOHOTO IallieHTa; ITi ToGiYHi peakIil IofaHi 3a KjlacaMy CUCTeM OPraHiB Ta YaCTOTOIO: MyXKe
yacTto (= 1/10); gacro (Big = 1/100 o < 1/10); mewacro (Big = 1/1000 mo < 1/100); pigko (Big = 1/10000 go
< 1/1000); oyxe pigko (< 1/10000); vacToTa HeBimoMa (He MozKe OyTH OlliHEHA Ha OCHOBI HasiBHUX TaHUX).

3asHaveHi 106iYHi peakilil TAK0XK MOXKYTh OyTH II0B’s13aHi 3 Iepe0iroM OCHOBHOT'O 3aXBOPIOBaHHS Ta/abo
CYTIyTHIM 3aCTOCYBaHHSM iHIINX JTiKapCHKUX 3aCO0IB.

[Tig gac miKyBaHHS HEMPOIIATUYHOTO GOJTIO IIEHTPAIbHOTO TIOXOMIKEHHS, 1[0 BUHUK BHACTTIIOK
VIIKOMXKEHHS CIIMHHOT0 MO3KY, 301/IbIITyBajIacs 4aCcToTa IMOGIYHMX peaklill 3aranoM, moOiYHUX peakIlin 3
6oky ITHC Ta 0co6/1BO COHNMUBICTD (TUB. po3min «OCOOIMBOCTI 3aCTOCYBAHHST»).

IomaTkoBi moGiyHi peakiiii, po sKi MOBIMOMIISIIIN iC/IsT BUXOMY ITperabastiHy Ha pUHOK, BKITIOYEH] y
IepertiK HUXK4e Ta o3HaveHi y rpadi «YacTora HEBiToMa».

Tabmnuiga 2

CucremHo-opranuuu [HactoTa
KJlac BUHUKHEHHS

TH(exuii ma iHeasii [dacTo HazobapuHrit

[To6iuHi peaxirii




3 6oky cucmemu HelTponeHis
kpoel ma . HeuacTo
1iMppamuuHoi
cucmemu
3 60Ky iMyHHOT HeuacTto [imep4yTnuBiCTh
cucmemu PifKo AHTiOHEBPOTUYHUI HaOPSK, ajlepriuia peakiris,
aHa(inakTOIgHI peakuil
3 60Ky 00MiHY YacTo [linBUINEeHUH aeTuT
DEevoBUH, - - -
Mema6o.nizmy He4acTo BTpara aneTuTy, TinoriikeMis
3 6oky ncuxiku EiidhopruyHUM HACTPil, CIJIyTaHICTh CBIIOMOCTI,
JacTto MpaTiBIUBICTh, 3HUKEHHS N1i0ino, me3opieHTalis,
0e3COHHS
[amioruHalii, maHiyHi aTaku, 30yaKeHHs, HECIIOKIH,
mernpecis, IPUrHideHNY HACTPid, MigHEeCEeHUU HaCTPiu,
HeuacTto arpecis, 3MiHM HaCTpPOM, [ellepCcoHai3alis, yTpygHeHUu
mo0ip C1iB, MATONOTIYHI CHOBUIIHHS, TOCUIIEHHS JTi0iNo,
aHOpPras3Mis, amaris
PifKo Po3ranbMOBYBaHHS, CyllluAabHa ITOBEIiHKA,

CcyllMpaabHe MUCIIEHHS

JacToTa HeBigoMa

MenukaMeHO3Ha 3aJIeKHICThb

3 6oky Hepeosoi
cucmemu

[lyke 4acTo

3armaMOpPOYeHHSs, COHJINBICTh, TOJOBHUMN 0ilb

YacTo

ATaKcCis, TOPYILIEHHS KOOPAWHALIi1, TPEMOD, AU3apTPis,
aMHe3is, NOoTipLIeHHs aM’gaTi, IOPYILIeHHs yBary,

[apecTesis, rinecTtesis, cegaTUBHUYN €(PEeKT, MOPYIIeHHS
PIBHOBArw, JIeTapris

HeuacTo

CHHKOIIEe, CTYIIOP, MIOKJIOHisI, BTpaTa CBifOMOCTI,
[ICUXOMOTOPHA rinepaKTUBHICTh, OUCKiHE3id,
[IOCTypaJibHE 3allaMOpPOYeHHs, IHTEeHIIMHUYI TPeMOop,
HicTarM, MOPYLIEHHS KOTHITUBHUX QYHKIIY, TOPYIIEHHS
[ICUXIK{, PO3/Iafy MOBJIEHHS, TinmopedneKcis,
rinepecTesis, BiqUyTTs IIe4iHHs, areB3is, 3arajibHe
He3[yXaHHS, allaTisg, HaBKOJIOPOTOBa TapecTesisd,
MiOKJIOHYC

Pinko

CymoMu, mapocMisi, TilmoKiHesis1, gucdaris,
[MapKiHCOHI3M, Tinanresis, 3alex)HiCTb, MO30YKOBUM
CUHOPOM, CHHIPOM 3y04acTOro Kojeca, KOMa, AeipiH,
eHIledasonaris, eKCcTpanipaMifHui CUHAPOM, CHHIPOM
['ileHa-Bappe, BHYTpilIHbOUYEPEIHA TillepTeH3is,
MaHiaKaJbHi peakliil, TapaHOifHI peakKilil, po3nagu CHY

3 60Ky opaaHis 30py

JacTto

HeuiTKiCT 30Dy, OUIUIONISA, KOH IOHKTUBIT

HeuacTto

BTpaTa nepudepudHOro 30py, MOpyIlIeHHs 30py, HabpsSIK
ouel, De(eKTH MOJISI 30PY, 3HUKEHHS TOCTPOTH 30Dy,
6is1b B 04ax, acTeHOIis, POTOICis, CyXiCTh B 04ax,
[MiIBUINEHE CITBO30BUIINIEHHS, IOOPa3HEHHS 04el,
GriecapuT, OPYIIEHHS aKOMofallii, KDOBOBUJIUB B OKO,
CBiTII000513Hb, HAOPSIK CiTKiBKHU

Pinko

BTpaTa 30py, KEPaTUT, OCLUJIONCiS, 3MiHa 30pOBOT0
CIPUMHATTS TTMOMHM, Migpia3, cTpabi3M, ICKpPaBiCTh

30Dy, aHi30KO0Pis, BUPA3KM POTiBKU, €K30(TalbM,
[lapasiidy OYHOI'0 M’s13a, ipUT, KepaTOKOH HOHKTHUBIT, Mi03,
HidyHa CIIinoTa, OQpTanbMOILIETis, aTpodis 30poBOTO
HepBa, HaOpPSIK AKXCKa 30POBOT0 HEPBa, ITO3, YBeiT




3 60Ky opeaHis cayXy[acro BepTuro
ma eecmubyai1pHO20 . -
anapamy HeyacTo ['inepakysis
3 60Ky cepueso- Taxikapmisi, aTpioBeHTPUKYIsIpHa 6/T0Kaia IePIIoTo
CYyOUHHOI cucmemu CTyIIeHsI, CHHyCcOBa OpaguKapmisi, 3acTiliHa ceplieBa
HegacTo HEeIOCTaTHICTh, apTepiajbHa TilIOTEH3is, apTepiaabHa
rifepTeHsis, IPUIINBY, TillepeMis, BifuyTTsa X0JI0AY B
KiHITiBKaX
PifKo [TonoBXKeHHS iHTepBaHy QT, cunycoBa Taxikapmis,
CHHYCOBa apUTMis
3 6oky OuxaavHoi  [HacTo DapuHroIapuHreanbHui 0ilb
cucmemu, opeatie 3apguilKa, HOCOBa KpOBOTeYa, Kalllesib, 3aKTafeHiCTh
. Heuacto . . . R
epyOHol KaimKu ma HOCa, PUHIT, XPOIiHHS, CYXiCTh CIM30B0Oi 000JIOHKM HOCa
cepedocmiHHs HabpsK nereHs, CTUCHEHHS B TOPJIi, TaPUHIOCIIA3M,
Pinko aIHOe, aTejleKTa3, OPOHXIOJT, rMKaBKa, (piOpo3 merexis,

T103iXaHHS

JactoTa HEBimoMa

[IpurHiYeHHs OUXaHHS

3 6oxy mpasHoi

biroBaHHS, HYyOOTa, 3aKpeIl, niape;{, METEeOpPHu3M, 3AVTTA

cucmemu 1acto PKMBOTA, CYXIiCTh ¥ POTi, TaCTPOEHTEPUT
[acTpoe3odareanbHa peditoKCHa XBopooa,
rimepcekpellisi CIMHY, TillecTe3is POTOBOI MTOPOXKHUHY,
HeuacTo XOJIELIUCTHUT, XOJIeJIiTia3, KOJIT, IIIyHKOBO-KUIIIKOBa
KPOBOTEYa, MeJleHa, HaOpsK g3uKa, peKTalbHa
KpPOBOTEYa
ACIIM'T, TAaHKPeaTuT, HaOpsK s3uKa, mucdaris, ahTo3Hui
Pinko CTOMAaTUT, BUpPa3Ka CTPaBOXOAY, EePiOgOHTaIbHUU
aociec
"enamobiniapHi HeuacTto [linBuIIeHNN PiBEHb NEYiHKOBUX (PepMEeHTIB*
NnopyuweHHA Pimko PKOBTIHULA
[lyxe pigko [leuiHKOBa HEOOCTATHICTh, Te€IaTUT
3 60Ky wkipu i JacTto [TponexHi
Nni0WKipHOT MKAHUHU Tlanmynb03He BUCHIIAHHS, KPOIUB SHKA, TiIeprigpos,
Heuacto cBepOixK, ayomelis, CyxiCTh IIKipH, eKk3eMa, TipCyTu3M,
BUPa3KM LIKipH, BE3UKY0-0yIb03HUN BUCUII
TOKCUYHMY emigepMalbHUU HEKPOJIi3, CAHAPOM
CriBeHca-[I?KOHCOHA, XOJIOIHUM IIiT, eKChOoTiaTUBHUM
PifKo nepMaTHT_, nieroigHHﬁ Jl?pMaTI/IT, MeJlaHO03, POo3Naau 3
00Ky HITTiB, meTexiaTbHUM BUCHII, TyPIIypa,
TyCTYIAPHUM BUCHUII, aTPodisd MKipu, HEKPO3 LIKipH,
[IKipHi Ta NiJMIKIPHI By3JIUKI
3 60Ky onopHo- JacTo M’s130Bi CyIOMH, apTpaiiris, 6inb y cnuHi, 6inb y
pyX0801 cucmeMu ma KiHIIiBKaX, CIIa3MU M’g3iB mui
CNo/YyYHOI MKAHUHU He4acTo HaOpsix CYI“J'IO61'B, MiaIris, HocinyBaHHs M'A3iB, i y
11, CKYTiCTh M’sI3iB
Pinko Pabmomionis
3 60Ky HUPOK Mma HewacTo HeTprMaHHA cedi, ou3ypid, anb0yMiHypis, reMaTypis,
ceuo8uldinbHOl YTBOPEHHSI KaMeHIB y HUPKaX, HeQpUT
cucmemu HrpkoBa HEOCTATHICTH, OJIIrypis, 3aTpUMKa ceul,
Pinko rocTpa HUPKOBa HEOCTaTHICTh, TTIOMEPYIOHEePHUT,

mienoHePUT




3 boky JacTo EpeKTubHa OUCQYHKIIS, IMIOTEHIIis
penpoOyKmusHol CraTeBa TUCOYHKIis, 3aTPHMKa eKyIIALil, JECMEeHopes,
cucmemu ma Heuacto 6i/1b y MOJIOUHMX 3aj103aX, IeUKopes, MEHOParis,
IMOJIOYHUX 3d/103 MeTpopariy{
MeHOopesi, BUTiIeHHS 3 MOJIOYHHUX 3a/103, 30i/TbIIeHHS
Pigko MOJIOYHHUX 3aJ103, TiHeKOMacCTis, 11epBiluT, OanaHiT,
eIiguouMiT
3azanvHi po3aadu [lepudepuynuii HaOpsAK, HaOPSK, IOPYLIEHHS XOOH,
HacTo MafiHHS, BIQUYTTS CI'SHIHHS, HE3BUYaKHI BiquyTTH,

TigBUINIEHA BTOMITIOBAHICTh
['eHepasti3oBaHuY HaOpsaK, HAOPSK 00IMYYs, CKYTICTh Yy
rpynsix, Oinb, X&Kap, cripara, 03H00, 3aranbHa C/1abKiCTs,

Heuacto -
He3mykKaHHS, abcliec, 3amayieHHs XKHAPOBOl TKAHUHH,
peakiii GOTOUyTAMBOCTI
PifKo ['paHy/IBEOMA, y1“VII/IC:He 3aIlOfisTHHS IIKOOH,
3a04YepeBUHHNN (iOp03, MoK
/TabopamopHi JacTo 30i7bIIeHHST MacH Tina
00C10HCEeHH S 30inbiieHHs piBHSA KpeaTuH(MOCGHOKIHA3U B KPOBI,
30i/IbIlIeHHS PiBHS TIIOKO3U B KPOBi, 3MEHIIIEHHS
Heuacto KiTbKOCTi TPOMOOUUTIB, 30iNbIIeHHS PiBHS KpeaTUHIHY B
KPOBi, 3MEHIIIEHHS PiBHS KaJlilo B KPOBi, 3MEHIIIEHHS
MacHu Tina
Pigko 3MEeHIIeHHS PiBHS JIEMKOLUTIB y KPOBI

* 36inbIeHHs piBHA anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnapTaTaminoTpaHcdepasu (ACT).

Y mesIK¥X MallieHTiB CIIOCTEPIravCs CUMIITOMH BiIMiHM MiC/ISl MPUIMHEHHS KOPOTKOCTPOKOBOTO a00
IOBTOCTPOKOBOTO JIiIKyBaHHS IperadastiHoM. IT0BiqoMIISIIM PO TaKi CUMITTOMH: O€3COHHSI, TOJIOBHIH GiJlb,
HYMIOTa, TPUBOXKHICTE, fiapesi, TPUIIONONiOHUY CUHAPOM, CYIOMU, HEPBO3HICTh, AEIPEeCis, CyiluaanbHi
IyMKH, Oifb, Tineprigpos i 3anaMopodeHHs, SIKi BKa3yloTh Ha MeIHKaMeHTO3HY 3aJIe2KHiCTb. Lo
iH(OpMaILio CITif IOBIIOMUTY MAI[i€HTY IIepef II0YaTKOM JIiKyBaHHS.

IaHi oo BigMiHy mperabatiHy ITicis TPUBAJIOr0 3aCTOCYBaHHS BKa3ylOTh Ha Te, 1110 YaCTOTa BUHUKHEHHS
Ta CTYIIHb TSI2KKOCTi CHMIITOMIB BiIMiHM MOXYTb OyTH 00303a/Ie2KHUMH.

Limu. TIpodins 6e3neku nperabastiHy, BCTAHOBIEHUH Y XOMIi II'SITH HOCTIII?KEHb, IIPOBEJIEHNX 3 Y4aCTIO
nefliaTPUYHUX MAIli€HTIB 3 apliialbHUMK CYIOMHUME HallaflaMH, i3 BTOPUHHOIO TeHepaJti3allieio abo 6e3
Hel (12-TuxKHeBe gociKeHHS e()eKTUBHOCTI Ta Oe3MeKH y MallieHTiB BikoM Bif 4 [0 16 pokis, n = 295; 14-
IeHHe JOCTimKeHHs e()eKTUBHOCTI i 6e3MeKH y Halli€HTiB BikoM Bif 1 Micsiisa o MeHire 4 PokiB, n = 175;
IOCTiIKeHHs (hapMaKOKiHETUKY Ta IEPEHOCUMOCTI JTiKapChKOro 3aco0y, n = 65; [Ba BiIKPUTHX
mocrimKeHHs 6e3neky TpuBamCTIO 1 pik, n = 54 Tan = 431), 6yB moxiOHu# 70 MPodisTo, KM
CIIOCTepiraBcs B JOCTIIKEHHSX Y IOPOC/IMX TAlliEHTIB 3 erinerncieio. HaiOimbii monmpeHuMy To0iYHIMEI
PeaktisiMy, ITI0 CIOCTepiranuch y 12-TuKHeBOMY JOCTiIKeHH] Teparril mperabasiHom, Oy COHJIUBICTE,
mipekcid, iHbeKil BepxXHiX AUXaTbHUX IUIIXIB, MiIBUIIEHHS alleTUTY, 301IbIIIeHHS MacH Tijla Ta
HazodapuHrit. Har6inbi noumpeHrMy mo6iYHUMY peakIisiMy, 110 CIIocTepiranuchk y 14-neHHoMy
IoCTIimKeHHi Tepartii mperabamiHoM, 6yl COHIUBICTD, iH(EKIIi BepXHiX AuXaIbHUX IUISAXIB i mipekcis (TuB.
po3ninu «®apmMakomuHaMika», «®apMakoKiHeTHKa» Ta «Crocib 3aCTOCyBaHHS Ta I03U»).

[ToBigoMIIeHHS PO Himo3pIoBaHi m06ivHi peakirii

[ToBimomeHHs PO Mimo3pioBaHi moGiYHI peakii micisg peecTpaliii 1iKapchbKoro 3aco0y Ma€ BeIuKe



3HauyeHHs. lle mae 3MOry IPOBOAUTHA MOHITOPUHT CITiBBiIHOIIEHHS KOPUCTh/PU3UK IIPX 3aCTOCYBaHHI
ITbOTO JIKAPCHKOTO 3aco0y. MeguuHuM Ta papMalleBTUYHUM IpaIliBHUKAM, a TAaKOXK IMalieHTaM abo
iXHIM 3aKOHHUM IIPeCTaBHUKAM CJIifl IIOBiOMJISITH IIPO YCi BUMIAKHU Mig03pI0BAaHUX MOGIYHUX
peaxiiiit Ta BifcyTHOCTI e(eKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMaIliiiHy
cucTeMy 3 (hapMaKOHArIsAAy 3a MocuiaHHAM: https://aisf.dec.gov.ua.

TepMmin npugaTHOCTL
s go3yBauHs 75 mr, 150 mr, 300 Mr - 3 poKH.

Iig qo3ysBaHHs 25 Mr, 50 Mr - 1 pik.

YmoBH 30epiraHHasi
30epiraTy B OpuUriHaibHiY YIIaKOBLI IIPX TeMIlepaTypi He Buile 25 °C.

30epiraTv B HEMOCTYITHOMY IUIS MiTEM MICIIi.

VnaxoBka

ITo 10 kamcyn y 6micTepi, mo 2 6icTepu B mayiri.

KaTteropis Bigmycky

3a peLenToM.

BupooHuk
[TAT «KuiBMenmnpenapaT» - Ang go3yBaHHa 25 mr, 50 mr, 75 mr, 150 mr, 300 mr.

TOB «MAPI®APM» - mnst mo3yBanHs 75 mr, 150 mr, 300 mr.

Micie3HaxomkKeHHsi BAPOOHHMKA Ta agpeca MiCIisi IPOBaI2KeHHsI HOT'0 Jis/TbHOCTI
Ykpaina, 01032, m. Kuis, Byn. Cakcarancekoro, 139.

Byn. MinapikoBa, 8, Mapi6op, 2000, CroBeHis.


https://aisf.dec.gov.ua

