Ckian

Oitoua pevyosuHa: mperabdail;
1 kancyna mictuts 50 mr, 75 mr, 150 mr a6o 300 Mr nperabariny;

OONOMIJNCHI peyo8uHU: TaKTO3a, MOHOTIApaT; KPOXMailb KYKyPYA3sHUU; TaJlbK;
000JI0HKa KaIlCyJiu: XKeJlaTuH, Bofda, TuTaHy miokcup (E 171), HaTpito naypuncynbdar,
KPEeMHiIo JioKcua KOJIoimHui 6e3BogHUM, 3ajriza okcu yepBouuu (E 172) (onsa kamcyn
o 75 mr ta 300 Mr); yopHHa: IIejakK, 3ajila okcug yopaui (E 172),

I POIiJIEHTJIIKOJIb, KaJlit0 TIAPOKCHUL.

JIikapcbKa ¢opMma

Karncynu.

OcHOBHI (i3UKO-XiMi4Hi BITaCTHUBOCTI.

- Kancynu o 50 Mr: TBepai Henmpo3opi (6isi/0ini) :KemaTUHOBI KamCyJin 3 YOPHOIO
CMYTOI0, pO3Mipy 3, 110 MiCTSATH MOPOIIOK 6inoro abo Mmatizke 6i710T0 KOIBOPY.
BipbuTtok Ha kKopmyci «PGN 50», Ha kKpuieuti - «Pfizer» 4opHUM 4OpHUIIOM.

- Kancynu mo 75 Mr: TBeppai Henpo3opi (6ini/momMapaHyeBi) )KeTaTUHOBI KaIICYIIH,
po3Mipy 4, 1110 MiCTSITh IOPOIIOK 6inoro abo Maiixke 0iyToro Koabopy. BignmeuaTok Ha
kopnyci «<PGN 75», Ha Kpuiedutli - «Pfizer» 4opHUM YOpPHUIIOM.

- Kanicynu o 150 Mr: TBeppai Hemmpo3opi (6ini/6ini) xKenaTUHOBI KaIcyiu, po3Mipy 2,
III0 MiCTSITh ITOPOIIIOK 6iytoro abo Matizke 6intoro Konbopy. BinmeyaTok Ha Kopnyci
«PGN 150», Ha Kpuimeuni - «Pfizer» 4opHUM 4YOPHUIIOM.

- Kancynu o 300 Mr: TBepmi Hermpo3opi (bii/moMmapaHyeBi) XKeJlaTUHOBI KaIllCyJIIH,
po3Mipy 0, 1110 MiCcTSITh MOPOIIOK Ointoro abo Maike 6i1oro Konbopy. BigOuTok Ha
kopnyci «<PGN 300», Ha kpumieuni - «Pfizer» 9opHUM 4YOpPHUIIOM.

®dapMaKoTepaneBTHYHA rpymna
IMpotueninenTuyHi 3acobu. IamI nporueninentuyHi 3acodu. Kog ATX NO3A X16.

dapMmakoguHaMiKa



Ilitoua peyoBUHa - nperaballiH, 1110 € aHAJIOTOM raMMa-aMiHOMacasIHOI KuciaoTu [(S)-3-
(amiHoMeTuI)-5-MeTUNTreKCaHoBa KUCIoTal.

MexaHi3M mil

[TperaGamnin 3B’I3YETHCA 3 AMOIIOMixKHOIO cyboguHuIieio (a2-d 6inok)
MOTeHIliaI3aJIe’KHUX KaJlbIlieBUX KaHAaJIiB y IIeHTpasibHii HepBoBiu cucteMi (LIHC).

Kriniuna edeKTHBHICTD i Oe3neka

HeliponaTuuuui 0ib

[Tig vac mocnim»keHb OyJI0 TPOIEMOHCTPOBAaHO eDeKTUBHICTh Ipenapary st
JIIKyBaHHS miabeTUYHOl HelpomnarTii, HOCTrepreTUYHOl HeBpasrii Ta ypaxKeHHS
CIIMHHOTO MO3KY. EpeKTUBHICTD IIpemnapaTy OpHu iHIIUX BUAAX HEMPONAaTUUYHOTO OO0
He BUBYAJIU.

[Tpera6amnin BuB4Yanu B xofdi 10 KOHTPOJIbLOBAaHUX KITIHIYHUX OOCIiAKEHb TPUBAJIiCTIO
no 13 TUXKHIB 3 pe’XKMMOM OO3yBaHHS IIpenapaTy ABidi Ha moOy Ta B XO[i HOCHiOXKeHb
TPUBAJIICTIO OO0 8 TUXKHIB 3 PEXXKUMOM [03yBaHHS TpUYi Ha go0y. 3aranom mnpodimi
6e3rneku 1 ePeKTUBHOCTI O/Is1 PEXKUMIB M03yBaHHS [OBidi ¥ Tpudi Ha go0y Oyu
TIOOiOHUMHU.

Y xomi KniHIYHUX JDOCTiAKeHb TPUBAIICTIO M0 12 THXKHIB, B IKUX JTiKapChKUM 3acid
3aCTOCOBYBAJIX IJIsI JIIKYBaHHS HEMPOIIAaTUYHOTO 000, 3MEHIIIeHHST 000
nepudepruyHOro Ta HeHTPAJIbHOI0 IMOXOIXKEHHS CIIOCTEePIragocs Micyis IIepuIioro
TUKHS Ta 30epiranocs ImIpoTSATroM yChOTO epiony JTiKyBaHHS.

Y xomi KOHTPOJIbOBAHUX KITIHIYHUX OOCHIAXKEeHb NepudepruyHOoro HeMpomaTUu4HOT O
6omio y 35 % mallieHTiB, sIKi 3acToCcOByBasnu nperabanid, Tay 18 % maliieHTiB, sKi
OTpUMYBanu Inanebo, cunocTepiramocs mokpamiauntsa Ha 50 % 3a 1IKajoio OIiHKY
6osro. Cepef MallieHTiB, y IKUX He BUHMKAJIa COHJIMBICTDb, TaKe ITOKpPaIlaHHs
croctepiranocs y 33 % mallieHTiB, sIKi 3acTocoByBasu nperadanid, Tay 18 %
nalieHTiB 3 rpymnu miaiebdo. Cepeq MalieHTiB, y SKUX BUHUKAa COHIUBICTh, YaCcTKa
MallieHTiB, sIKi BiAMOBiMU Ha Tepamiio, craHoBuna 48 % y rpymi nperabamniny Ta 16 % y
rpymi nnane6o.

Y xofi KOHTPOJIFOBAHOTO KIIIHIYHOTO AOCITiAXKEHHSI HEUPOIIaTUYHOTO OOJIII0
IIEeHTPaJIbHOTO ITOXOAXKEeHHS ¥ 22 % mallieHTiB, siKi 3acTOCOByBaiu Iperabaiid, Tay 7
% TallieHTiB, sIKi oTpUMYyBasu Ijalebdo, cuocTepiramsocs mokpamianis Ha 50 % 3a
IITKAJIOIO OILIiHKHU OO0JIIO.

Eninencisa



IToodamkoee nikysaHHs. [Iperadanid BUB4YaIu B X0i 3 KOHTPOJILOBAHUX KITIHIYHUX
OOCIiAXKeHb TPUBAJIiCTIO 12 THUXKHIB 3 pe’KUMOM OO3yBaHHA OBidi abo Tpudi Ha moOy.
3aranoM mmpodisi 6e3neku 1 eeKTUBHOCTI [JI peKUMiB HO3yBaHHS ABidi ¥ Tpuui Ha
no0y Oyu MOomiOHUMHU.

3MeHIIeHHS 4YaCTOTHU CyOOMHUX HarapmgiB CHOCTepiFaHOCH B2Ke€ Ha IMepuoMy TUIKHI.

Iimu. EdekTuBHicTh Ta 6e3neKa nperabdaniny sSK HOIIOMiKHOTr0 3aco0y IIpu erinencii
o711 giTed BikoMm mo 12 pokiB Ta OJisd migiriTKiB He BcTaHOBIeHi. [106iuHi peakirii, 110
CIIOCTepiraaucs B JOCHIAKEHHI 3 BUBUYEHHS (papMaKOKIHETUKH Ta IEPEHOCUMOCTI, OO0
sIKOT0 OyJI¥ BKJTIOYEHi malieHTH BikoM Bif 3 micaniB mo 16 pokiB (n=65) 3
napiiaTbHUMH CyOOMHUMM HallagaMu, Oyu momiObHi Mo moOivyHKUX peakilil Y JOPOCIINX.
PegynbraTté 12-TMXKHEBOrO I1aneb0-KOHTPOJIbOBAHOT'O OOCIIIKEHHS 3a y4acTio 295
miTed BikoM Big 4 mo 16 pokiB Ta 14-meHHOTO I1/1a11e00-KOHTPOJILOBAHOTO JOCITiIXKEeHHSI
3a y4acTio 175 mitTe#t BikoM Bif 1 micsis go MmeHire 4 pokiB, MeToI0 SKuX OyJia OIliHKa
edekTHBHOCTI Ta 6e3meku nperadaiHy siK IOOaTKOBOI Teparlrii rmapilialbHUX CYJOMHUX
HalamiB, Ta BiOKPUTOTO OOCIiIKeHHs 0e3meKu TpuBaiicTio 1 pik 3a y4dacTio 54 miteu
BiKOM Bif 3 Mics1IiB Jo 16 poKiB 3 eIrijyiericielo BKa3ylTh Ha Te, 110 TaKi mo0iuHi
peakiii, K Iipekcis Ta iH(peKIIil BepXHiX AUXaJIbHUX IIISIXiB, Y HiT€H CIIOCTEPIraloThCA
yacTille, HiXK y JOPOCIUX IMallieHTiB 3 eminencieio (qus. po3ninu «Cmocio
3aCTOCYBaHHS Ta mo3u», «ITo6iuHi peakilii» Ta «®apMaKOKiHETUKA»).

Y 12-tukHeBOMYy I1/1alie60-KOHTPOJIHLOBAHOMY AOCIIIXKeHH]i OiTaM (Bikom Bim 4 go 16
POKiB) IIpu3Havasnu nperabdanid mo 2,5 Mr/kr/mody (MmakcumyMm 150 mMr/mo06y),
npera6asnid o 10 mr/kr/go0y (Mmakcumym 600 Mmr/mo0y) abo nnaue6o. ITpuraiimui 50%
3MEHIIIeHH NapliiaJIbHUX CYOOMHUX HallafiB, y HOPiBHAHHI 3 BUXITHUM pPiBHEM,
cunocrepiranocs y 40,6 % mailieHTiB, siki oTpuMyBanu nperabaril y mo3i 10 Mr/kr Ha
nooy (p=0,0068 nopiBusAHO 3 mnanebo), 29,1 % mallieHTiB, SKi OTpUMYyBaIu
nperabanin y mo3si 2,5 mr/kr/mo6y (p=0,2600 nmopiBHsHO 3 m1aiebo) ta 22,6 % Tux, XTo
OTpUMYBaB Iy1ainebo.

Y 14-perHomy mnaneb0-KOHTPOJILOBAHOMY OOCHIIXKEeHHI OiTaM (BikoM Bim 1 micsiisa mo
MeHIIIe 4 POKiB) Mpu3Hadanu nperabdanin 7 Mr/kKr/go0y, nperabamnin 14 Mmr/kr/mo6y a6o
mnane6o. MenianHa mo6oBa 4acToTa CyaOM Ha BUXiHHOMY pPiBHi Ta Ha 3aKJIIOYHOMY
Bi3uTi cTaHoBuUIa BignmoBigHo 4,7 i 3,8 nns nperabaniny B go3i 7 mr/kr/mody, 5,4 ta 1,4
s npera6arniny B mo3i 14 Mmr/kr/mo6y ta 2,9 i 2,3 gns nnaue6o. [Iperabanin y go3si 14
MT/KT/mo0y 3HaYHO 3MEeHIIIyBaB JIOTapudMidyHO TePEeTBOPEHY YaCTOTY IapilialbHUX
CYOOMHUX HamafiB y MOPiBHAHHI 3 nianebo (p = 0,0223); nperabaiid y mo3i 7
MT/KT/mo0y He IPOIeMOHCTPYBaB MOKpAIlleHHS MOPiBHSIHO 3 I1aIebo.

MonoTepamnis (y malieHTiB 3 yrepiie AiarHOCTOBAaHUM 3aXBOploBaHHsIM). [Iperabariu
BUBYaJIM B X041 1 KOHTPOJILOBAHOI'O KIIIHIYHOI'O JOCIIiAXKEHHS TPHUBAJIICTIO 56 TUXKHIB 3
pexxuMOoM A03yBaHHS ABidi Ha moOy. IIpu 3acTocyBaHHi nperabdaniny He Oy0



OOCSATHYTO OOHAKOBOTO PiBHA €(peKTUBHOCTI ITIOPIBHSAHO i3 3aCTOCYyBaHHAM
JIAaMOTPUIKUHY, 3TiAHO 3 OL[IHKOI 4Yepe3 6 MiCcAIliB 3a KiHIIeBOK TOYKOIO -
BimcyTHIiCcTIO cynoMHUX HanafiB. [Ipera6ari i maMoTpUOKUH OyJiM OGHAKOBO
0e3neyHUMU Ta Ho0pe IIePeHOCUIINCS

TeHepalIi30BaHUM TPUBOXKHUN PO3Ial]

[IperabasniH BUB4YAJIX B XOi 6 KOHTPOJILOBAHUX MOCIIiIXKEeHb TPUBAJICTIO 4-6 THUXHIB,
OOHOT'O OOCJII?KeHHS TPUBAJIICTIO 8 TUZXKHIB 3@ y4acCTIO Ialli€HTIB JIITHLOTO BiKy Ta
OOHOT'O TPHUBAJIOTO OOCIIOKEHHS NPoQiTaKTUKU PEUANBY 3 HOABIMHO CIINIOI0 (pa30io0
npodiTlakKTUKU PEUANBY TPUBAJIICTIO 6 MiCSIIiB.

3MEHIIIeHHS CUMIITOMIB reHepasii30BaHOT0 TPUBOXKHOTO PO3JIaAy BiAMOBIOHO [0 IIKAJA
l'aminbTOHA Oy OLIHKY TPUBO2KHOCTI (HAM-A) criocTepiramnocs Bxke Ha TUXKHI 1.

Y xomi KOHTPOJIbOBaHUX KITIHIYHUX JOCHIAXKeHb (TpUBaIiCcTio 4-8 TUXKHIB) y 52 %
MMalieHTiB, sIKi 3acTOCOBYBasnu mperadanid, Ta y 38 % mallieHTiB 3 rpymnu maiebdo
CIIOCTepirasocs IIOKpalllaHHs He MeHIe Hixk Ha 50 % 3a 3arajbHOIO KiJTbKicTIO OaJTiB
3a mkanow HAM-A Big BUXigHOTO PiBHS OO0 KiHIIEBOI TOYKH.

ITig yac KOHTPOJILOBaHUX OOCIIIOXKEHDb HEYITKICTh 30PYy 4YacTillle criocTepiranacsa y
MaIieHTiB, sIKi 3aCTOCOBYBaIu nperabaliiH, HiXK y IallieHTiB, sIKi oTpuMYyBaJsu Iaiebo.
Y GinbiocTi BUMagKiB 1le SIBUIlle 3HMKAJIO IIPU ITPOJOBXKEHHI Teparrii.
OdranbmonoriuHe oO6CTeKeHHs (BKJIIOYAIOUM IIEPEBIPKY I'OCTPOTHU 30PY, GopMabHY
IIEePEBIPKY OIS 30PY Ta OOCIIAKEHHS OYHOTI'O JHA NPU PO3MUPEHiN 3iHUI) ¥ paMKax
KOHTPOJIbOBAHUX KJIIHIYHUX OOCIIIOXKEHb BUKOHYBaAJIOCsa y moHan 3600 malieHTiB.
Cepepn 1MX Iali€HTIB TOCTPOTa 30py noripmunaca y 6,5 % mauieHTiB y rpyi
nperabaniny ta y 4,8 % mariieHTiB y rpymi miaaie6o. 3MiHM OIS 30Ppy BUsBIeHO y 12,4
% TallieHTiB, sIKi 3acTocoByBasnu nperadanid, Tay 11,7 % mallienTiB 3 rpymnu iaiebo.
3MiHM Ha O4HOMY OHi BUsBJieHi y 1,7 % manieHTiB, AKi oTpuMyBanu nperabasiH, Ta y
2,1 % manienTiB y rpymi niaie6o.

didpomianris

EdektuBHicTh npemnapaty Jlipuka Oya BCTaHOBJIEHA Y OOHOMY 14-THKHEBOMY
MMOABIMHO ciIinmoMy manedo-KOHTPOIbOBAaHOMY MYJIbTUIIEHTPOBOMY mocaimkeHHi (F1)
Ta B ODHOMY

6-THKHEBOMY paHOOMi30BaHOMY mociimkeHHi BigMminu (F2). V ui mocmigxeHHSA
3a7ydasnucs mallieHTH 3 giarHo3oM «@dibpomianrisi» Ha OCHOBI KpUTepiiB
AMepHKaHCBHKOTO KOJIEAXKY peBMaTOJIOTil (TmolmmpeHut 6ib TPOTATOM 3 MICSIIiB B
aHaMHe3i Ta 6inb, mpucyTHiu B 11 4yu Ginbire 3 18 crnenudidyamx 60IbOBUX TOUOK).
IocmigKeHHs TPOOEMOHCTPYBaIu 3HUXKEHHs 00JII0 3a Bi3ya/lbHOIO aHAJI0T0BOIO
ImKano0. [TokpalleHHs JogaTKOBO OyJI0 MPOAEeMOHCTPOBAHO 3a 3arajibHOI0 OI[iHKOIO



MalieHTa Ta 3a ONMUTYBaHHSAM IIOAO0 BILIUBY diOpomianrii.

Iimu. Byno npoBeneHo 1aie00-KOHTPOJIbOBaHe MOCHIIXKEeHHST TPUBAJICTIO 15 TUXKHIB
3a yuacTio 107 mitest Bikom 12-17 pokiB 3 ¢pibpomianriero, siki 3aCTOCOByBaju
npemnapart Jlipuka y mo3i

75-450 Mr Ha goOy. 3a pe3yabTaTaMH OIL[iIHKY IIEPBUHHOI KiHIIEBOI TOUYKU
edekTUBHOCTI (3MiHa 3arajibHOI iIHT@HCUBHOCTI 00110 Bim 6230BOT0 PiBHS A0 THUXHSI 15;
po3paxoBaHO 3a moroMoro 11-6ambpHOI MIKaIu OlliHIOBaHHS) OyJI0 IIPOJAEMOHCTPOBAHO
4yucenbHO Oifbllle MMOKpPAIleHHsI CTaHy IallieHTiB, sIKi 3aCTOCOBYyBasu IperabdarliH,
TMOPiBHSHO 3 IalliEHTaMM, IKi mpuiMau Iiaamnebo, ane e NoKpallleHHS He TOCITII0
CTAaTUCTUYHOI 3HauyIlocTi. HayacTimmmMuy mobivyHUMHU peaklliaMu, IKi
CIIOCTepiranucs y KJIiHIYHUX OOCITiAXKEeHHIX, Oy 3allaMOpPOYeHHs, Hy0Ta, TOJIOBHUM
0intb, 30iNIbIIIEHHS MaCH Tijla Ta CTOMJIIOBAHICTh. 3arajibHuUM podins 6e3neku y
MimIiTKiB OyB mMOOiOHMM OO TAaKOTO0 y MOpPOCiIuX i3 ¢pibpomianriero.

®dapMaKOKiHeTHKa

dapmMaKOKiHETMYHI ITOKa3HUKM IIperabasiiHy B piBHOBaXXHOMY CTaHi Oynu MOgiOHUMU y
30POBUX NOOPOBOJIBIIIB, MTAIlIEHTIB 3 €MiNelci€eo, aKi MpuMana TPOTUEITIIeT TUYHi
IpenapaTH, Ta y MalliEHTIB 3 XPOHIYHUM 0O0JieM.

AGcopOitist

[Tperabamin MIBUOKO BCMOKTYETHCS IIPHU ITPUNOMI HaTIIE i Jocsra€e MaKCUMalbHUX
KOHIIEHTpalli!l y my1a3Mi KpoBi MpoTATroM 1 rOOUHY ITiCIsA OMHOKPATHOTrO abo
OaraToKpaTHOTO 3aCTOCyBaHHs. Po3paxoBaHa 0iogOCTyIHICTS IIperabainy npu
mepopaabHOMY 3aCTOCyBaHHiI CTaHOBUTH = 90 % 1 He 3a51eXuTh Bifg mo3u. [Ipu
0araToKpaTHOMY 3aCTOCYBaHHi piBHOBaXKHMUM CTaH [MOCATAEThCS yepe3 24-48 roguH.
[IIBuAKiCTH BCMOKTYBaHHS NperabaliHy 3HUXKYETHCA IPU OQHOYACHOMY IIPUMOMI 3
>xelo, 110 IMTPU3BOOUTH IO 3MEHIIEeHHSI MaKCUMallbHOI KOHIIeHTpalil (Cmax)
npubnu3so Ha 25-30 % i mogoBXkKeHHS 3HaYeHb tmax nmpubIu3Ho 00 2,5 TOOuHH.
OpHak npuiioM nperadasiHy OJHOYACHO 3 12Kel0 He MaB KJTiHiYHO 3HaYyIIOr0 BILJIUBY
Ha CTyHiHb ¥oro abcopoOiii.

Poz3nonin

B xopi mokmiHiYHUX OOCiigXKeHb OyJI0 MOKa3aHo, 10 nperadalliHi MPOHUKAa€E KPi3b
reMaToeHIledaniyHui 6ap’ep y MUIllel, IypiB i MaBm. Byno BCcTaHOBIIEHO, 1110
nperabasiH IPOHUKAE KPi3b IJIALEHTY V IIYPiB i BUAIISETHCS B MOJIOKO IIIYPiB ¥
nepiop nmakrarii. Y moguHu 06’eM po3mofiny nperabdaniny micsst mepopaabHOro
3aCTOCyBaHHS CTaHOBUTH npubnusHo 0,56 n/kr. [Iperabanin He 3B’s13y€ThCA 3 OinKaMu
IJa3MM KPOBI.



MeTabomi3m

Y miogunu npera6arid 3a3Ha€e He3HAYHOro MeTabosi3dMy. ITiciisg BBegeHHS 003U
Mi4eHOTr0 pamioaKTUBHOIO MiTKOIO nperabasniny 61u3sko 98 % pagioakTUBHOI
PEeYOBUHU BUBOOUJIOCS 3 CeUel0 V BUTISAAI He3MiHeHoro nmperabaniny. Yactka N-
MEeTHUIbOBaHOI ITOXigHOI mperabaiHy - OCHOBHOTO MeTaboJIiTy ITpemapary, IIo
BM3Ha4aBCs B cedi, - ctanoBuina 0,9 % BBemeHol go3u. I1ig yac mOKITiHIYHMX
OOCITim»XKeHb He BimOyBaJsiocs paleMizallii S-emanTiomepa nperadaniny B R-eHaHTioMmep.

BuBenmeHHs

[Tpera6Ganid BUBOOUTHCSA 3 CUCTEMHOT'O KPOBOTOKY B HE3MiHEHOMY BUT IS,
nepeBakHO HUpKaMu. CepenHili repion HalliBBUBENeHHS IIperabasiHy CTaHOBUTS 6,3
roguHu. [1na3sMoBul Ta HUPKOBUH KiIipeHC nmperabaiHy MpsMO IPONOPLiKHI KITipeHCy
KpeaTuHiHy (quB. po3gur «®apMakokKiHeTuKa. HUpKOBa HEIOCTATHICTE»).

[TamieHTaM 3 mopylueHHSM QYHKIII HUPOK abo mallieHTaM Ha reMofiaisi HeoOxigHa
KOPEKIIist Jo3u npemnaparty (AuB. po3min «Criocié 3aCcToCyBaHHS Ta OO3U», TAOIUIIS).

JIiHIWHICTH/HETIHINHICTD

dapmakoKiHeTHKa nperadajiHy € JIiHiHOO [JI1 BCbOT0 PEKOMEHI0BAHOI'O Hialla3oHy
no3. BapiabenbHicTh papMaKoOKiHETHKY ITperabasiny cepeq MallieHTiB € HU3bKOIO (<
20 %). PapMakoKiHeTHKa IIpu OaraTOKpaTHOMY 3aCTOCYBaHHi € mepeg0adyyBaHoOIO Ha
igcTaBi JaHWUX, OTPUMaHUX IIPU 3aCTOCYyBaHHI OMHOKPATHOL J03U. TaKUM YHHOM,
HeMa€ noTpebu B MJIaHOBOMY KOHTPOJII KOHIIEHTpallili mperabdaiiHy B IJla3Mi KPOBI.

CraTthb

Pe3ynpTaTH KIIIHIYHUX OOCIIIOXKEHD CBiAYaTh IPO BiACYTHICTH KJIIHIYHO 3HAYYILOTO
BIIJIUBY CTaTi Ha KOHIIeHTpallil nperabaJiHy B I1J1a3Mi KpOBi.

HupkoBa HEOOCTATHICTD

Knipenc npera6ajiny npssMo IIpOoIopLiHuM KiIipeHcy KpeaTuHiny. KpiMm mboro,
nperabanid epeKTUBHO BUOANISETHCS 3 MJIa3MHU 3a MOIIOMOI0I0 reMofiani3y (micns 4
TOOUWH reMofiani3dy KOHIleHTpallis nperabdaiHy B I1Jla3Mi KPOBi 3MEHIITYETHCS
npubnu3Ho Ha 50 %). OcKinbKu npenapaT BUBOOUTHCS B OCHOBHOMY HUPKaMH,
MalieHTaM 3 HUPKOBOIO HEIOCTATHICTIO HEOOXimHO 3MEHIITyBaTH 03y IIpemapary, a
ITicJIss reMofiati3y - 3aCTOCOBYBATH OOOATKOBY mMo3y (OuB. po3min «Criocid
3aCTOCYBaHHS Ta OO3U», TAOJIUIIS).

IleyiHKOBa HEOOCTATHICThH




CrenianbHux apMaKOKIiHETUYHUX OOCIIAXKEHb V MAIliEHTIB 3 II€YiHKOBOIO
HeIOoCTaTHICTIO He mpoBoaunucs. OcKinbKu mmperabasiilH He 3a3Ha€ 3HAYHOTO
MeTabo0I1i3My Ta BUBOAUTHCS 3 CEeYel0 ITepeBaxKHO B HE3MiHEHOMY BUTJIS[I, TO
MaJIOMMOBIpHO, 100 MOPYIIIEeHHS (PYHKIIi] Me4YiHKN MaJio 3HaYyIINM BIJIUB Ha
KOHIIeHTpalliifo mperabaify B IJTa3Mi KPOBi.

Hitu

dapmaKoKiHeTHKY nperadaiHy OILiHIOBAJIM 3a y4acCTIO OiTed 3 eminerncieo (BiKoBi
rpynu: Big 1 go 23 micsiiis, Big 2 0o 6 pokis, Big 7 mo 11 pokiB i Big 12 mo 16 pokiB)
IIPY 3aCTOCyBaHHi 103 2,5 Mr/Kr/moby, 5 mr/kr/mody, 10 Mmr/kr/moby Ta 15 Mr/kr/moby B
XOmOi mocHigkKeHHS papMaKOKiHETUKU Ta IEePEHOCUMOCTI.

[Ticnss mepopaibHOTO 3aCTOCYBaHHS nperadaiHy OiTAM HaTIile Yac OOCATHEHHS
MaKCHMalIbHOI KOHIIEeHTpallil B Ij1a3Mi OyB y I[iJIOMy aHaJIOTiYHUM Y BCiX BiKOBUX
rpymnax i craHoBuB Bif 0,5 roovHU 00 2 TOOWH HiC/IA OIPUUOMY.

3HaveHHsa Cmax i IJIoIdi Mg KPUBOIO 3aJIe’KHOCTI KOHIeHTpallil Big dacy (AUC)
nperabaniHy 3pocTasu JTiHiWHO 3i 30iIbIIIEHHSIM O03UW B KOXKHIiM BiKOBi#l rpymi. Y miTen
3 Macolo Tina mo 30 kr 3HaveHHsa AUC O0ynu Huxk4uuMu Ha 30 %, 1110 060yMOBJIEHO
30inpiieHHAM Ha 43 % KiIipeHCy, CKOPUTOBAHOTO 3a MacoIo Tijla, y IIUX MAIli€HTIB Y
IIOpPiBHSAHHI 3 NallieHTaMu 3 Macoro Tiia = 30 Kr.

KinneBui nepion HamiBBUBeIeHHS nIperabaliHy CTaHOBUB y CepeOHbOMY Ou3bK0 3-4
TOOWH Yy OiTeu BIKOM [0 6 pOKiB Ta 4-6 TOOvH y OiTeu BiKOM Biff 7 POKIB.

Y xomi monynaniiHoro ¢papMaKOKiHETMYHOTO aHanidy O0yJso ImoKa3aHo, 110 KJIipeHc
KpeaTUHiHy OyB 3HA4YII[OI0 KOBapiaToo AJi KJIipeHCy IIepopaibHOTOo nperabdariny, a
Maca Tina Oyia 3HaYyII00 KOBapiaToo I YIBHOTO 00’ €MY PO3MOIiy IIepopaIbHOIro
nmperabainy, i 1e# 3B’5130K OyB aHAJIOTiYHUM Yy OiTel i MOpOoCIuX MalliEHTiB.

dapMakOKiHeTUKY nperaballiHy y NallieHTiB BIKOM MeHIIIe HiX 3 MicsIli He BUBYaIN
(muB. po3min «Cmocib 3acTocyBaHHS Ta mo3u», «I100iuHi peakiii» Ta
«®apMaKoOrHaMiKa»).

[TamieHTH TITHHOTO BIKY

KnipeHnc npera6ajiHy Ma€ TEeHIEHIIiI0 1O 3MEHIIIeHHs 3 BikoM. Take 3MeHIIeHHS
KJlipeHCy nperabaJiiHy IIpu ¥0ro 3aCTOCyBaHHI IepoOpabHO Y3TrOoAXKY€EThCA 3i
3MEHIIIeHHSIM KJIipeHCYy KpeaTHuHiHy, OB si3aHuM 3i 30inbiieHHsaM Biky. [TalieHTaMm 3
MMOPYIIEeHHSAM (QYHKII1 HUPOK, OB’ I3aHUM i3 BiKOM, MOKe OyTHU ITOTPiOHE 3MeHIIIeHHS
mo3u nperabaniny (ouB. po3ain «Crocid 3acTocyBaHHS Ta HO3u», Tabnuis 1).

T'ogyBaHHS I'PYOOIO




dapMaKoKiHeTHKY mperadaiHy IIpu #oro 3acTocyBaHHi ¥y mo3i 150 Mr KoxHi 12 rogun
(mo6oBa mo3a 300 mr) ominooBanu y 10 XKiHOK, SKi rogyBamu rpyanio, IloHalMeHIIe
yepe3 12 TUXKHIB micns mosoris. ['ogyBaHHS rpyanio He BIIUBajio abo MaJjo
He3HaYHUU BIJIUB Ha (hapMaKOKiHeTUKYy nperabariny. [Iperabasin noTparisiB y
rpygHE MOJIOKO, TP IIbOMY MOT'0 CEpPeNHi KOHIIEHTpallil B pPiBHOBa;KHOMY CTaHi
CTaHOBUIIU OJIM3BKO 76 % KOHIIEeHTpaIlil y I1a3Mi KpoBi MaTepi. Po3paxoBaHa 1034,
SIKy OTPUMY€ HEMOBJIA 3 TPYOHUM MOJIOKOM (IIPU CepeqHbOMY CIIOKMBaHHI MOJIOKa
150 mn/kr/mo0y) Bim XiHKMY, siKa puiiMae nperadarnin y mosi 300 mr/moby abo y
MakKcuMaibHi 003i 600 mr/mo6y, cranoButs 0,31 abo 0,62 Mr/kr/mo0y BigmoBigHo. Li
PO3paxoBaHi M031 CTAHOBIAThL NPuOIN3HO 7 % 3arajibHOl J000BOI MO3U MaTepi B
ImepepaxyHKy Ha MT/KT.

IToka3aHHSA

HetiponnaTuyHui 6ifb.

[Ipemapart Jlipuka rmokalaHU# A4 JIIKyBaHHSA HEUPOIIATUYHOTO 00JTI0 ITepudepuyHOro
a0o0 1IeHTPaIbHOTO MOXOAXKEHHS Y TOPOCIUX.

Eninencisa.

[Ipenapart JlipuKa moKa3aHUM OOPOCINM SK OOOATKOBE JIIKyBaHHS IIPU IapliialbHUX
CYOOMHMUX Hallafax i3 BTOPUHHOIO reHeparisaliiero abo 6e3 Hel.

'eHepanizoBaHUl TPUBOXKHUM PO3JIaf.

[Ipenapart Jlipuka nmoka3aHuU 14 JIIKyBaHHS F'e€Hepaii30BaHOI0 TPUBO2KHOI'O pO3Jiany
Y HOPOCIHX.

dibpomianris.
ITporunnoka3aHHs

linep4yyTnuBiCTh [0 Oit040l pe4oBUHU ab0 m0 Oyab-sIKOl 3 JOIOMiKHUX PEYOBUH,
nepesniyeHux y po3gini «Ckmam».

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIII BHOH B3a€EMOIin

Ockinbku nperaballiH eKCKPeTYEThCS IepeBaxKHO B HE3MiHEHOMY BUTJISALI 3 cevelo,
3a3Ha€ He3HAYHOro MeTaboi3My B opraHi3Mi moguau (< 2 % [03U BUOINSIETHCA i3
cedelo y ¢hopmi MeTaboIiTiB), He iHTiOye MeTabo0J1i3M iHIIMX IIpenapariB in vitro i He
3B’s13y€ThCA 3 OiKaMu mjia3MU KPOBi, TO MaJIOMMOBIpHO, 1110 ITperabdanid Moxe
CIPUYUHATH (papMaKOKiHETUYHY B3aeMofito abo 6yTu 06’€KTOM TaKoi B3a€MOii.



LocaidxceHHA in vivo ma nonyaauitiHul papmMakokiHemu4yHul aHanis

TakuMm 4MHOM, B OOCIIAKEHHAX in Vivo He CIIOCTepiraaocs KIIiHI9YHO 3HAUyII01
bapmakokiHeTUUYHOI B3aEMO/Iil Mixk nperabaniHom i ¢peHiTOIHOM, KapOaMa3eniHoM,
BaJILIIPOEBOIO KMCJIOTOIO, TaMOTPUAXKNHOM, rabaleHTUHOM, JIopa3elaMoM,
OKCHKOLOHOM UM €TaHOJIOM. [TonynauiiHui GapMaKOKiHETUYHUM aHali3
ITPOAEMOHCTPYBAB, 110 MepopasbHi mpoTuaiabeTuyHi 3acobu, OiypeTukH, iHCYIIiH,
dbenobapbiTasn, TiarabiH i TormipaMaT He MalOTh KJIiHIYHO 3HAYYIIIOTO BIJIMBY Ha
KJIipeHc nperabariny.

ITepopaavHi KOHMpauenmueu, HopemucmepoH ma (abo) emuHinecmpadion

OmHOYacHe 3aCTOCyBaHHS IIperabaiHy 3 mepopaJbHUMU KOHTPAlleITUBaMHU,
HOpPEeTUCTEePOHOM Ta (ab0) eTHMHIIECTPAAioIoM He BIIMBA€ Ha (hapMaKOKiHETHUKY
PiBHOBAXKHOT'O CTAHYy KOJHOTO 3 IIUX JIiIKapChKUX 3aCc00iB.

Jlikapcvki 3acobu, w,o enaugaroms Ha IIHC

[Tperabanin MoxKe ITOTEeHIIiIOBaTH ePeKTU eTaHOIy Ta Jopa3elnamy. Y mepioq
IIOCTMapKEeTUHTOBOTO HATJIAAY IIOBiAOMIISIIOCS IIPO BUIIAAKU AMXaJIbHOI
HeIOOCTaTHOCTi, KOMM Ta CMEPTi y MallieHTiB, sIKi MpuiiManu nperabdaid pa3oM 3
orioimaMu Ta/abo0 iHIIMMM JTiKapCbKUMH 3acobaMu, 1110 IPUTrHivyoTh ¢pyHKIio [THC.
[Ipera6asin, iMOBipHO, ITOCUITIOE TIOPYILIEHHSI KOTHITUBHUX Ta OCHOBHUX MOTOPHUX
byHKIIN, CIPpUYMHEHI OKCUKOJOHOM.

B3aemodil y nayieHmia AimHb020 B8iKYy

CrelianbHUX OOCIiOXKeHb (papMaKoguHaMidyHOI B3aEMOil 3a y4acTi0 JOOPOBOIbIIIiB
JIITHBOTO BiKy He IpoBogunucs. [JocnigKeHHS B3aEMOZI] JTIKapChbKUX 3aco0iB
IIPOBOLMJIM JIUIIIE Y OOPOCJINUX Malli€HTIB.

Oco006/1MBOCTi 3aCTOCYBaHHS

IMTamieHTH 3 HYKPOBUM IOiabeToM

BigmoBimHO [0 YMHHOI KJTiHIYHO] IPaKTUKY, JesdKi NallieHTH 3 IIyKPOBUM AiabeToM,
Maca Tina sKux 30inmbIIniIacs Imig 9yac Tepamnii mperabamiHoM, MOXYTh TOTpeOyBaTu
KOPEKIIii 03U IyKPO3HUXKYBaJIbHUX JTIKAPChKUX 3aCO0iB.

Peaxiiil rinep4yyTanBOCTI

[Ticnsa Buxony mpenapaTy Ha PUHOK MMOBIOOMIIAJIOCA IIPO PO3BUTOK peaxilin
TilepyyTJIMBOCTI, BKJTII0YAl04YX aHTiOHEBPOTUYHUYM HaAOpPsK. [Ipy BUHUKHEHHI TaKUX
CUMIITOMIB aHTiOHEBPOTUYHOTO HAaOPSKYy, IK HAaOpsAK o0nu4Ys, repiopalbHUN HAaOpSIK
a60 HaOpsSK BEPXHiX AUXaIbHUX ILIISXiB, 3aCTOCYBaHHS nperaballiHy CiIii HeraHo



IIPUIITUHUTH.

JanaMOpPOYeHHs, COHIMBICTh, BTpaTa CBIOIOMOCTI, CIIJTYyTaHICTb CBiIOMOCTI Ta

IOPYIIEHHS IICUXIKH

3acTocyBaHHS nperadaJjiiHy CympoBOOXKYyBaJslOCs MOSBOIO 3allaMOPOYEHHS Ta
COHJIMBOCTI, III0 MOXKe 30iTbIINTH PU3UK BUHUKHEHHS TPaBMaTUYHUX BUIIAOKiB
(maminHS) y HMalieHTiB IiTHHOTO BiKy. TaKOXK ITiCcJiss BUXOAY MpemnapaTty Ha PUHOK
IIOBIOOMIIAAJIOCS IIPO BUIIAOKU BTPATU CBIIOMOCTI, CIIJIyTAHOCTi CBIIOMOCTI Ta
MMOPYUIEHHS IICUXiKU. Y 3B’SI3KYy 3 [IUM ITalliEHTaM CJIil peKoMeHayBaTu OyTu
o0epexXHUMHU, MOKU IM He CTaHyTh BifoMi MOXKIUBi e(peKTU IIbOT0 JTiKapChKOro 3aco0y.

Po3nagu 30py

ITig yac KOHTPOJILOBaHUX OOCIIIOXKEHDb HEYITKICTh 30PYy 4YacTillle criocTepiranacs y
MalieHTiB, sSKi mpuiiManu nperabaid, HiXK y IallieHTiB, IKi oTpuMyBaIu miaiebo. Y
OinbIIOCTi BUIMIAAKIB 1€ SIBUIIle 3HMKAJIO IIPU IIPOJOBXKEHHI Tepartrii. Y xoai KimiHidyHuX
OOCIiAXKeHb, B SKUX IIPOBOAUIH 0hTaIbMOJIOTidYHe 00CTEXKEHHS, YaCTOTa BUMNALKIiB
MOTipIIIeHHSI TOCTPOTH 30PY Ta 3MiHU I10JI 30py Oy/ia BUMIOKO Y IAIliE€HTIB, SKi
3acToCOByBasnu nperabasid, MOPiBHAHO 3 IMalliEHTaMu 3 TPYIH I1alebo; YacToTa
BUHUKHEHHS 3MiH Ha OYHOMY [OHi Oyjia BHIIOIO Yy IAIi€eHTIB i3 rpynu mnaiebo (Ius.
po3min «®apMakKoguHaMiKa»).

[Ticnss BUXOOy IIpemapaTy Ha PUHOK TAaKOXK ITOBiHOMIISIIIOCS ITPO IMOOiuHi peakirii 3 60Ky
OpTraHiB 30py, BKJII0OYAl04YM BTPATY 30PY, HEUITKICTh 30py abo iHIIi 3MiHM I'OCTPOTH
30py, 6araTo 3 IKuX Oy/Iu TUMYacoBUMHU. [1ic/isg MpUNTUMHEHHS 3aCTOCYyBaHHS
nperabainy Ii CHMIITOMHM 3 OOKYy OpraHiB 30py MOXKYTh 3HUKHYTHA a00 3MEHIIIUTHUCH.

HupkoBa HegoOCTaTHICTh

[ToBigoMmIisiyiocst IPO BUIIAAKM PO3BUTKY HUPKOBOI HENOCTATHOCTI, siKa iHomi Oyia
000pPOTHOIO MiCJIA TPUNUHEHHS 3aCTOCYBaHHS IIperabariiny.

BigMiHa CYOYTHIX OPOTHENIIENTUYHUX IIPenaparTiB

Hapa3si HegocTaTHBO OJaHUX IOO0 TOr0, YU MOXKHAa BIAMIHATHU CYIIyTHI
MIPOTHUETINIENTUYHI IpeapaTH IIiCsA TOTo, IK Y pe3yIbTaTi JoJaBaHHS IIperabainy
oo Tepamii Oyae mOCATHYTO KOHTPOJIIO 3a CyaoMaMH, 1100 ImepeiT Ha MOHOTepaIliio
nperabamiHoOM.

CHUMIITOMHU BiIMiHU

Y mesikux mallieHTiB Micas IPUIIMHEHHS KOPOTKOCTPOKOBOI ab0 TpHBasol Teparrii
nperabayliHOM CIIOCTepiraaucs CUMIITOMH BimMiHu ITpemnapaty. [loBimoMsiiocss mpo
Taki aBUllla: 0€3COHHS, TOJIOBHUM 0iflb, HyJOTa, TPUBOXKHICTH, Hiapesi, TPUIIONONAIOHUMN



CUHIPOM, HEPBO3HICTh, empecis, 6ib, cyioMu, Tieprigpos i 3anaMopoYeHHsI, SKi
BKa3yIOTh Ha (Pi3uUHy 3a1eXkHicTh. L{10 iHdopMallito CiIif IIOBiJOMUTH IAlliEHTYy Hepeq
IMOYaTKOM Teparril.

CymoMu, 30KpeMa eniJIenTUYHNMN CTaTyC Ta BEJIUKi CYJOMHIi Halagu, MOXYThb
BMHUKATH IIif Yac Teparril mperabaninoM abo HEBOOB3i ITicIst MOT0 BigMiHU.

Iani mjomo BigMiHu niperabainy miciig TPUBAJIOTO 3aCTOCYBaHHS BKa3yIOTh Ha Te, 110
4YacTOTa BUHUKHEHHS Ta CTYIIIHb TAXKKOCTiI CUMIITOMIB BiIMiHM MOXKYTb 3ajiesKaTH Bif
OO3MH.

3acTiiHa ceplieBa HEJOCTATHICTh

ITicns Buxomy mpenapaTy Ha PUHOK IIOBIIOMIISIZIOCS IIPO 3aCTiHY CepleBy
HeIOOCTaTHICTh y OesKUX IallieHTiB, Ki npuiiManu nperabasnid. Taka peakiis
crocTepiranacs 37uebinpIIoro mig yac nikyBaHHS mperadailiHOM HEMPOIaTUYHOTO
00J110 ¥ TAIliEHTIB JITHHOTO BiKY 3 y2Ke iCHYIOUMMHU CEePLeBO-CyIUHHUMU
MopyIlieHHsIMU. TakKuM nallieHTaM nperadajliH Ciii 3aCTOCOBYBaTH 3 00epekHiCTIO.
[Tpu nmpunuHEHHi 3aCTOCYyBaHHs nperadariny lie sIBUIE MOXKe 3HUKHYTH.

JIikyBaHHS HEUPOIIAaTUYHOTO O0JII0 IIEHTPaJIbHOTO MOXOXKEeHHS BHACIIJOK ypaKeHH
CIIMHHOTO MO3KY.

[Tig yac yiKyBaHHSI HEMPONATUYHOTO OOJIIO IIEHTPAILHOTO ITOXOAKEHHS, BUKIIUKAHOTO
ypaxKeHHSIM CIIMHHOTO MO3KY, 30isblilyBaniacs 4acToTa NOOiYHUX peaklliil y Iijomy, a
TaKO2K MOOIYHMX peakliiii 3 00Ky IIeHTPaIbHOl HEPBOBOI CUCTEMHU Ta 0COOJINBO
COHNUBOCTI. lle Moxke OyTH ITOB’I3aHO 3 aAUTUBHOIO Oi€I0 CYIYTHIX TiKapChKUX
3aco0iB (Hanpukiag aHTUCIIACTUYHUX IIpenaparTiB), HeOOXigHUX OIS JIIKyBaHHS IILOTO
ctany. L{to o6cTaBuHYy ciig OpaTy o0 yBaru, Ipu3Hadaloyu nperaballiH Ipu TaKoMy
CTaHi.

CyluupanbHe MUCJIEHHS Ta IIOBediHKa

[ToBigoMisiyiocsl PO BUMIAAKM CYIIIUAAIbHOTO MUCJIEHHS Ta IIOBEOIHKHU y MAli€HTIB, AKi
OTPUMYBAaJIU Tepallilo IPOTUEiIEeNTUYHUMU IIpellapaTaMy 3a JeIKUMU IT0OKa3aHHIMMU.
3a pe3ybTaTaMu MeTaaHalily JaHUX, OTPUMaHHUX y X0/ paHOOMi30BaHUX, Ijalebo-
KOHTPOJIbOBAHUX IOCJIIAXKEHb IPOTUEIIIJIENITUYHUX [IpelrapaTiB, TaK0XK
CIIOCTEepiranaocs HeBeJIMKe IMiABUILEHHS PU3UKY OSBU CYIIUOAIbHOTO MUCJIEHHS Ta
HOoBeOiHKK. MexaHi3M BUHUKHEHHS LIbOI'O PU3UKY HEBIMOMUM, a HasgABHI JaHl He
BUKJII0YalOTh MOXKJIMBOCTI iICHYBaHHS IIiABUIIEHOI0 PU3UKY IIPU 3aCTOCYBaHHI
nperabaniny.

Y 3B’43Ky 3 IMM He0OXiIHO peTEeNIbHO CIIOCTEPIraTH 3a HNalliEeHTaMU /151 BUSBJIEHHS
O3HaK CyIllIMOalbHOTO MHUCJIEHHS ¥ MOBEOiHKM Ta PO3TISHYTHU OOLIIbHICTD



IpU3Ha4YeHHS BiANOBIMHOIO JIiIKyBaHHS. Y pa3i MOsBU 03HAK CYIIIUOAJIbHOTO MUCIEHHS
abo moBediHKY MallieHTH (Ta 0co0wu, 1110 OOTJISAOal0Th 3a HUMU) MOBUHHI 3BEPHYTHUCS I10
MEeOVYHY IOIIOMOTY.

IMToripmienHs GyHKINI HUXKHIX BigOiIiB IIITYHKOBO-KUIIIKOBOTO TPAKTY

[Ticnsa Buxony mpenapaTry Ha pUHOK ITOBIIOMIIAJIOCS IPO SABUINA, [I0B'A3aH] 3
NOripmeHHSM (PyHKIT1 HUKHIX BigHisliB IIITyHKOBO-KUIIIKOBOT'O TPAKTY (Taki K
HENPOXigHICTh KUIIIEeYHUKY, IapaJliTUYHa HEeIPOXiAHICTh KUIIIEeYHUKY, 3aI10p), IpU
3acToCyBaHHi nmperabaiiHy pa3oM 3 JTiKapChbKUMM 3aco0aMu, 110 MOXKYTb BUKJIMKATHU
3amnop, HallpuKJaz OIMiolfHUMU aHajlbreTukaMu. [Ipu omHOYaCHOMY 3aCTOCyBaHHI
nperabasiHy Ta OMiOIMiB CIif BXKUTHU 3aXO0MiB OJisd TpodiakKTUKU 3anopiB (0COOIMBO y
KIHOK Ta Malli€HTIB JIITHHOTO BIKY).

OpHoYacHe 3aCTOCYBAHHS 3 OIiolmaMu

PekoMeHOy€ETHCSA HOTPUMYBATHUCSA 00€PEKHOCTI ITpU MpU3HaYeHHi nperabainy
OOHOYACHO 3 omiolmamMu Yyepe3 pu3ukK npurHideHHasa ¢QyHkil [THC (gus. po3min
«B3aeMomist 3 iHmIMMU JTiKapChbKUMHU 3acoO0aMu Ta iHIII BUAW B3aEMOMii»). ¥
OOCITiIKeHHiI BUIaJ0K-KOHTPOJIb 0Ci0, IKi 3aCTOCOBYIOTh OIiOIAY, MiABUIIIEHUN PU3UK
CMEpPTHOCTI, IOB’13aHol 3 onioimamMu, OyB y MAIli€HTIB, Ki OTPUMYyBaJii Tepalliio
nperabagiHOM OOHOYACHO 3 OMiOig0oM, ITOPIBHAHO 3 TAKUM ITPU 3aCTOCYBaHHi JHllIe
omioimiB (CKopuroBaHe cIiBBimHomeHHs maHciB [aOR], 1,68 [95 % 11, 1,19-2,36] ).
Taku#t migBuilleHUM PU3UK CIIOCTEPIraBcs NPU HU3BKUX A03ax nperadamniny (= 300 mr,
1,52 aOR [95 % [II, 1,04-2,22]) 3 TeHOeHIIi€I0 00 30iMbIIIEHHS PU3UKY ITPU BUCOKUX
mo3ax nperabamniny (> 300 mr, 2,55 aOR [95 % [I 1,24-5,06]).

HeraBI/IHbHe 3aCTOCYBAHHJA, 3JI0BZKUBAHHIA abo0 3aJIeKHICTh

[ToBigoMIIsANIOCS PO BUIaKU HENPABUJIBHOI'O 3aCTOCYBaHHS, 3JIOBXKUBaHHS Ta
3anexkHOoCTi. Ciizg 3 06epeKHiICTI0O 3aCTOCOBYBATH ITpeIaparT mallieHTam 3i
37I0BXXKMBAHHSIM Pi3HMMHU PeYOBHHAMHU B aHaMHe3i; HeoOXigHO cIlocTepiraTtu 3a
HalieHTOM IJI BUSIBJIEHHS CUMIITOMIB HEIIPaBUJIBHOT'O 3aCTOCYBaHHS, 3JI0BXKUBaHHS
abo0 3a/eXkHOCTI Bif mperabaniny (ITOBiHOMISIIIOCS PO BUIIaAKX PO3BUTKY 3BUKAHHS,
IIepeBUIIeHHS TPU3HAY€EeHOl J03U; ITIOBEAiHKY, CIIPSIMOBaHOl Ha OTPUMaHHSI
npemnapary).

Exnedanonaris

[ToBimoMisiziocst PO BUIMIAOKU eHIedarsomnarii, 110 BUHUKAJIX ITepeBaXKHOo y Malli€HTiB i3
CYIIyTHIMM 3aXBOPIOBAaHHSMHU, III0 MOXKYTh CIPOBOKYBaTHU eHIedaonarTiio.

HeHepeHOCI/IMiCTB JIaKTO3HU




ITpenapam Jlipuka micmums aakmo3y. IlallieHTaM 3 TaKUMHU PiOKICHUMU CIIaJKOBUMU
3aXBOPIOBAHHSIMH, STK HEIIePEHOCHUMICTh rajJIaKTO3H, JJaKTa3Ha HegoCTaTHiCcTh Jlamma
abo cuHApPOM MaJibabCcopOIlil TII0KO3M Ta rajJlakKTO3U, He CJIif 3aCTOCOBYBaTH ek
mpemnapar.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

Jliprka MOKe CIIpaBJIsAiTA He3HAYHUU ab0 MOMIpHUU BIJIMB Ha 30aTHICTh KepyBaTH
TPAHCIIOPTHUMH 3aco0aMu Ta ITpalfoBaTH 3 iHIIMMHU MeXaHizMaMu. JlipyKa Moxe
BUKJIMKATHU 3allaMOPOYEHHS ¥ COHJIUBICTD, i TAKUM YUHOM, BIJIMBAaTU Ha 30aTHICTh
KepyBaTU TPAHCIOPTHUMU 3acoOaMu Ta IIpalfloBaTH 3 iHIMMMHU MeXaHi3MaMu. Y
3B'AI3KYy 3 LIUM IallieHTaM CJIi peKOMeHOyBaTu YTPUMYyBaTUCS Bill KepyBaHHS
TPAHCIIOPTHUMH 3aco0aMu, Bifl poOOTH 3i CKIIagHOIO TEeXHIKOIO Ta Bif iHIIIOl
IIOTEHIIINHO HeOe3rneyHol OiJIbHOCTI, MOKU He CTaHe BifoMO, YU BIIJIMBAE IIeH
JIiIKapChbKUM 3acib Ha 1XHIO 3aTHICTDH OO0 TaKOl OisJIbHOCTI.

3acTocyBaHHsA y nepioa BariTHoCTi a00 rogmyBaHHsI IPyaaio

2KiHKu penpodykmueHo20 8iKy / 3acobu KoHmpauenuii 015 H#CiHOK i 4oa08iKi8

OCKiNTbKY MOTEHLIWHUNU PU3KK AJI JIIOOUHYU HEBIIOMUM, XKIHKY PENIPOOYKTUBHOTO BiKY,
TTOBUHHI BUKOPUCTOBYBaTH e(hEeKTUBHI 3aco01 KOHTpaIeIIrii.

BazimHicmb
HanexHi gaHi mjomo 3acTocyBaHHS nperadalliHy BariTHUMM KiHKaMU BiICyTHi.

B xomi gocrimkeHb Ha TBapuHax OyJjia IMPogeMOHCTPOBaHa PeIpoayKTUBHA
TOKCUYHICTh. [TOTEHIIMHUYN PU3UK OJIS TIOOWHN HEBIIOMUMN.

[Ipemapart Jlipuka He CJlif 3aCTOCOBYBaTH B IIepiof BariTHOCTI 6e3 HarajibHOl IOTPebu
(KoM KOPUCTH [OJIS MaTepi SBHO MEePEBUIIYE MOXKJIMBUM PU3UK OJI [I71004a).

I'ooysanHs 2pydoro

HeBenuka KinbKicTh niperabainy Oyiia BUsIBJIeHa Y MOJIOL XKiHOK, IKi TOOYIOTh
rpyanro. Crig moBigOMUTH KiHKaM, K1 TOAYIOTh I'PYAOI0, 10 TOOyBaHHS I'PYAOI0 HE
PEKOMEHOYETHCS IIifl Yac 3aCTOCyBaHHs IIperabariny.

depmusbHiCMb

Kninigyxi maHi mopmo BriiuBy nperabaniny Ha GepTUuIbHICTD XKiHOK BiiCyTHI.



[Tig yac KIiHIiYHOTO HOCHIIXKEeHHS BIUIUBY IIperabaiHy Ha PyXJIUBICTh CIIEPMAaTO30iMdiB
30POBi MOOPOBOJIBLITI YOIOBiIYOI CTAaTi 3aCTOCOBYBaIu nperabdarin y go3i 600 mr/mooy.
[Ticns 3acToCyBaHHA IperapaTy OpPOoTATroM 3 MICALIB KOOHOI'O BIIJIMBY Ha PYXJIUBICTH
CIIepMaTO30I1iB He BUSBJIEHO.

Y xomi mocnigKeHHS PepTUIBHOCTI y cCaMULb IIIyPiB cCIOoCTepiraBcs HeOaXKaHUM BILJIUB
Ha penponayKTUBHY QYHKIIO. Y X0mi mocIigKeHHs (epTUIBHOCTI y CaMIliB IIIypPiB
crocTepiraBcsi HeOaXKaHUM BIIJIUB Ha PENPOAYKTHUBHY (YHKIIiI0O Ta pO3BUTOK. KitiHiuHa
3HAQUYIIICTh IUX pe3yJIbTaTiB HeBigoOMa.

Cmocid 3acTocyBaHHs Ta I03H

[Tpenapart Jlipuka mpuiMalOTh HE3aJIeKHO Bif IPpUNOMY 1XKi.

IMaHui nikapchbKuM 3acid Mpu3HavYeHU BUKITIOYHO IOJISI IIePOPabHOT0 3aCTOCYBaHHSI.

Jo3u

[liama3oH g03 mpernapaTry Moxe 3MiHoBaTuCsa B Mexkax 150-600 mr Ha moly. [1o60By
003y PO3MONiNIATh Ha 2 abo 3 IpUMOMHU.

HetiponamuyuHutl 6iab

Teparito mperabamiHoM MoXKHa po3nodaTu 3 1o3u 150 Mr Ha goOy, po3momiieHoi Ha 2
abo 3 mpuiioMu. 3ajexkKHO Bifl iHOUBiOyanbHOI BiAIOBiAi Ta MEpeHOCUMOCTI ITpenapary
MnaiieHToM Ho3y MoxkHa 30inbimuTu mo 300 Mr Ha mobOy dyepes3 3-7 OHIB, a 3a
HeoOXigHOCTi - ;o MakcuMalbHOI mo3u 600 Mr Ha o0y Iiie ITicis 7 OHiB.

Eninencis

Tepamito iperabaniHomM MoxkKHa po3nodaTu 3 go3u 150 Mr Ha o0y, pO3MoAiieHol Ha 2
abo 3 mpuiioMu. 3anexkKHOo Bifl iHOUBiOyanIbHOI BiAIOBiAi Ta MTEpeHOCUMOCTI ITpenapary
MalieHToM Ho3y MoxHa 30inbiuTu 1o 300 Mr Ha mo0y ITiC/s Iepuoro TUXKHS
nikyBaHHA. Ille yepe3 oOuH TUXKIOEHb O3y MOXKHAa 30iIbIIUTY IO MaKCUMasbHOI - 600
MT Ha go0y.

I'enepanizosaHuli mpuBoicHUl po3aad

ITo3a, sIKy PO3MOOiisiioTh Ha 2 abo 3 mpuiioMu, Mo¥Ke 3MiHIOBaTUCsS B Mexkax 150-600
MT Ha mo0Oy. [TepioguuHo ciif mepernsigaTy HeOOXiMHICTh MPOOOBXKEHHS Teparrii.

Teparrito nperabanmiHomM MoxkHa po3nodatu 3 mo3u 150 Mr Ha go0y. 3aexkHOo Bif
iHOMBimyasIbHOI BiAIOBiAi Ta MePeHOCUMOCTI ITperapaTy MalliEHTOM 403y MOXKHa
36inpmuTy go 300 Mr Ha o0y ITicisa MepIIoro TUXKHS NiKyBaHHS. [Ticss 1m1e ogHOTo
TUKHS IIPUUOMY 03y MOKHa 30inbmuTu 10 450 mMr Ha moOy. llle yepe3 oguH TUXKOEHDb



O03y MOXKHa 30iMbIINTH M0 MakKcuMasbHOI - 600 Mr Ha mooy.
dibpomianais

PekomeHpoOBaHa mo3a npemnapary A JIiKyBaHHSA ¢ibpomianrii ctraHoBuTsk Big 300 mo
450 mr Ha poOy. JIikyBaHHS CIii pO3IIOYMHATH i3 3aCTOCYBaHHS O03U 75 MT [Bidi Ha
noOy (150 mr Ha moOy). 3anexKHo Bifl e(peKTUBHOCTI Ta IEPEHOCUMOCTI, 403y MOXKHa
306inbmmyBaTu o 150 Mr aBiui Ha ooy (300 Mr Ha moOy) IPOTSATOM OOHOI'O THUXKHsI. s
Mali€eHTiB, O AKUX 3acTocyBaHHs go3u 300 Mr Ha o0y € HEIOCTAaTHLO e(EKTUBHUM,
MO2KHa 30imbmInuTy o3y mo 225 Mr aBivi Ha moOy (450 Mr Ha goOy). Xoda icHYE
OOCITim»KeHHs 3acTocyBaHHs go3u 600 Mr Ha mo0y, MOKa3iB TOro, 110 3aCTOCYBaHHS
11i€el mo3u Oyme MaT¥ OOJATKOBY IlepeBary, HeMae€; TaKoXK TaKa [03a MaJsla TipIIy
ImepeHoCuMicTh. bepydu mo yBaru go3o03asiekHi moOigyHi peakiiil, 3acCTOCyBaHHS 403
Buirie 450 Mr Ha moOy He peKoMeHOyeThbcsi. OcKinbKu JliprKa BUBOOUTHLCS TOJIOBHUM
YWHOM HUpPKaMU, CJIi KOPUT'yBaTU NO3Y IIpenapaTy IallieHTaM i3 HOpPYIIeHHAM
(yHKIIl HUPOK.

BiomiHa npezabaniHy

BigmoBimHO mo mirouol KITiHIYHOI MPaKTUKHW, IPUNUHATH Tepalliio mperabaninoMm
PEKOMEHAYETHCS MMOCTYIOBO, IPOTATOM IIOHAWMEHIIIE OJHOT'O TUXKHS, He3aJIesKHO Bif
MMoKa3aHb (AuB. po3ginu «Ocob6nMuBOCTi 3acTocyBaHHA» Ta «I[106iuHi peakirii»).

IMopyweHHAa pYyHKUIT HUPOK

[Ipera6anid BUBOOUTHCSA 3 CUCTEMHOT'O KPOBOTOKY B HE3MiHEHOMY BUTJISAM],
nepeBaxkHO HUpKaMu. OCKiNnbKU KiIipeHC nperabdaiHy IMpsMo IMIPONOPLiMHNUN KITipeHCYy
KpeaTuHiHy (QuB. po3aul «®apMaKOKiHETHUKa»), 3MEHIIIyBaTH OO3Y MNallieHTaM 3
MMOPYIIeHHSIM QYHKIII HUPOK CIIif iHAUBigyanabHO, IK 3a3Ha4YeHO B TAOIHIl HUXKYe,
BiATIOBiAHO 00 KiipeHcy KpeaTuHiny (CLcr), skuii BU3HA4aloTh 3a (OPMYJIOH0:

CLcr (mx / xB) = [1,23 x (140 - BiKk (poku) X Maca Tiina (Kr))] / piBenn
KpeaTHHiHy B IUIa3Mi KpoBi (MMob / 1) (X 0,85 ojist XKiHOK)

[Iperabanin epeKTUBHO BUOANSETHCSA 3 MJIa3MHU KPOBi 3a JOIOMOT 010 Temopianisy (50
% mpemapaty npoTsarom 4 roguH). [I71g mallieHTiB Ha reMofianidi ;oOoBy mo3y
nperabariny ciim KopuryBaTu BimnmoBigHO Ao ¢yHKIII HupoK. Kpim mo6oBoi mo3y,
oIpa3y Miciisg KOXKHOI 4-TOOMHHOI Ipolleqypu reMofaianidy HeoOXiTHO 3aCTOCOBYBATHU
OOMATKOBY O03y mpernaparty (OuB. TaOIUII0).



Kopexki1iist mo3u nperabajiny BifimmoBimHO o0 QYHKIIII HUPOK.

) 3aranpHa mo6oBa go3a Pexum
Kripenc .
_ nperabamniny * OOo3yBaHHS
KpeaTUHiHYy
[TouyaTKOBa MakcumanbHa
(CLcr) (Mm11/xB)
mo3a (Mr/mo0y) |mo3a (Mr/mo0y)
- 60 150 600 I Biui abo Tpuui
Ha 100y
= 30 - < 60 75 300 IIBiui abo Tpuui
Ha 100y
Pa3 abo mgBiui Ha
=>15-<30 25-50 150
noGy
<15 25 75 Pa3 Ha moby
IHomaTKoBa mo3a IIicisa remMopnianidy (Mr)
OpgHOKpaTHa
25 100 AHORD
mo3a+

* 3aranpHy H000BY mo3y (Mr/mo0y) CiIim po3MmoainuTyU Ha AeKinbKa MpuioMiB
BiOMIOBIOTHO [0 peXXWMY OO3yBaHHS, 1100 OTPUMATH A03Y OJISI OOHOKPATHOI'O IPUHOMY
(Mr/mo3y).

+ JlomaTKoOBa [103a - Iie MoJaTKOoBa OJHOKpATHAa [03a.
ITeviHkoBa HedocmamHicmbw

[ mauieHTiB 3 MopyumeHHAM QyHKIIIl mediHKY HeoOXiZHOCTiI B KOPEKIIil ;031 HeMa€e
(ouB. po3nin «PapMaKOKiHETHKA»).

ITauienmu nimHb020 BIKY

II71a maiieHTiB MTiTHHOTO BiKy Yepe3 moripiueHHsa QYHKIII HUPOK MOXKe OyTHu MoTpiOHe
3MEeHIIIeHHS O03U Iperabdaniny (auB. po3min «OcoOGIUBOCTI 3aCTOCYBaHHS»).

itk

Besneka Ta epeKTUBHICTS nIpemnaparty JlipuKa mpu #Oro 3aCTOCYyBaHHI AiTaM (BIKOM IO
18 pokiB) He BcTaHOBJEeHI. [loCTyIIHaA Ha Liek Yac iHpopMaliisi HaBedeHa B PO34ii
«I[TobiuHi peakilii», a TakoXK y po3ninax «PapMakogrHaMika» i «PapMaKOKiHETUKA,



OJHaK, CIUpPalYNiCh Ha HUX, HEMOXKJ/IMBO HagaTH XKOOHUX PEKOMeHaallii 1100
OO3yBaHHS IIi KaTeropil ImaljieHTiB.

Ilepego3yBaHHs

[Ticns BUxomy mpemnapaTy Ha PUHOK MOBIIOMJIAJIOCS, 110 HaWYaCTiIINMU ITO0IYHUMU
peaxkirisiMu Mpu Iepeno3yBaHHi nperabdasiny OyiIu COHJIMBICTh, CIIJIyTaHICTh
CcBimoMOCTi, 30yImKeHHs Ta HeCIIOKil. TaKoK HagXOOuJIU MOBiMOMJIEHHS PO CYIOMHU.

Pigko moBIiDOMIISIIIOCS IPO BUMAOKN KOMHU.

JIikyBaHHS mepeno3yBaHHs IperabaiHy Monsarae y 3arajlbHUX OiATPUMYBaJIbHUX
3axojax Ta 3a noTpebu MOzXKe BKJII0OYaTU remMopiani3 (gus. po3gin «Croocid
3aCTOCyBaHHS Ta OO3U», TaOIuLis).

ITo0iuni peakmii

Y kniHiuHIM TporpaMi mocigKeHHs nperadaniny woro orpuManu moxHan 8900
nauieHTiB, 3 HuX 5600 - y4aCHUKH MOABIMHO CITiMUX IJ1alie00-KOHTPOIbOBaHUX
nocrigxkeHb. HayacTilmMu 3apeeCcTpOBaHUMU NOOIYHUMHU peakiliaMu Oyiu
3arraMoOpoOYeHHs Ta COHNMUBICTh. [106iuHi peakIlii 3a3Bu4ai Oyiau 1erkoro abo
IIOMIPHOTO CTYyIIeHsA. B yCiX KOHTPOJIbOBaHUX OOCIIIAXKEHHAX IIOKa3HUK BiIMIiHU
Impernapary yepe3 nobiuHi peakilil ctaHoBUB 12 % cepeq mallieHTiB, SKi IpuiMaiu
nperabaiif, Ta 5 % cepep mallieHTIB, AKi oTpuMyBanu mnamebo. HayacTrimmmmu
MOOIYHUMM peakllisiMHu, IO MPU3BOOUIIN OO0 MPUIINHEHHS 3aCTOCYBaHHS IIpemapary
OOCITim»XKeHHsI, B rpyni nperabainy Oyiu 3aaMOPOYEeHHS Ta COHJIUBICTb.

Huxxuye HaBemeHi BCi moOiuHi peaxiiii, 1110 BUHMKAJIX YacCTillle, Hi2K IPU 3aCTOCYBaHHI
mare6o, Ta 6inbIlTe HiXK Y OMHOTO MallieHTa; 11l MobOiuHi peakirii nmepeniyeHi 3a
CHCTeMaMM OpraHiB Ta 3a 4aCTOTOI0: Ayke 49acTo (= 1/10); gacto (8Big = 1/100 go <
1/10); HeuacTo (Big = 1/1000 mo < 1/100); pigko (Big = 1/10000 mo < 1/1000); oy=xke
pimko (< 1/10000); yacTtoTa HeBimoMa (He MoxKe OyTHU OIliHeHa Ha OCHOBi HasgBHUX
OaHuX). Y KOXKHiM rpymi 3a 4aCTOTOI0 BUHUKHEHHS 1T00iuHi epeKTu mpeacTaBiIeHo B
MOPSAOKY 3HUXKEHHS CTyIIEeHS 1XHbO1 CEPUO3HOCTI.

3a3HayeHi N0OiYHI peakilil TaK0XK MOXKYTh OyTU ITOB’si3aHi 3 mepebiroMm 0OCHOBHOTO
3axXBOpIOBaHHs Ta (ab0) CyIyTHIM 3aCTOCYBaHHSIM iHIIUX JIIKapChbKUX 3aC00iB.

[Tig yac nmikyBaHHS HEMPOIIAaTUYHOTO OOJTI0 IIEHTPaIbHOTO IMTOXOAXKEHHS, BUKJIIUKAaHOT O
ypaXXeHHSIM CIIMHHOTO MO3KY, 30iJblilyBaniacs 4acToTa NOOIiYHUX peakiIliil y 1imomy,
YacToTa ImobiuHux peakilift 3 60Ky LIHC Ta 0co6/1MBO COHIUBICTD (OUB. PO3Min
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).



IomaTkoBi mo6iuHi peaxiiil, Ipo SIKi MOBiMOMIISIIIOCS TiCJIg BUXOAY ITpemnaparTy Ha
PHUHOK, HaBeeHi HuXK4e U II03Ha4yeHi KypCHUBOM.

Ingekuii ma iHBasil

YacTo: Ha30(papUHTIT.

ITopyweHHs 3 60Ky Kposi ma aimpamuuHoi cucmemu
HeuyacTo: HEUTPOIIEHIA.

ITopyweHHs 3 60Ky iMyHHOI cucmemu

HeyacTo: rinepuyTauBIiCTh.

Pinko: aHTioHeBpOTMYHUM HaOPSK, ajllepriuHi peakirii, aHadinakToimHi peaxkiril.
ITopyweHHs1 06MiHY peuosuH, memabonizmy

YacTo: migBUILleHHA alleTUTYy.

HeuacTo: BTpaTa aneTury, rinoriikeMis.

3 60Ky ncuxiku

YacTo: eripopuyHUMN HACTPiX, CIOIyTaHICTh CBiHOMOCTI, APaTiBIUBICTh, Ae30pi€HTAllis,
0e3COoHHS, 3HUXKEHHS 1i0imo.

HeuacTo: ramionnHaliii, maHiyHi aTaku, HECIIOKil, 30yAKeHHS, Jenpecisi, MPUTrHidYeHUu
HacTpil, IMigHeCeHU HaCTPiH, arpecisi, 3MiHM HaCTPOIO, AellepCcoHai3allis,
yTPyOHeHuM mobip cj1iB, maTOOriYyHi CHOBUOIHHS, MOCHUJIeHHS 1ibimo, aHopra3mis,
amaris.

Pigko: po3rajbMOBYBaHHS.
ITopyweHHs 3 6OKY Hep8osoi cucmemu
[y>Ke 4acTo: 3a1aMOpPOYEHHs, COHJIUBICTh, TOJIOBHUU Oiflb.

YacTo: aTakcis, HOpyIIeHHSI KOOPAUHAIIil, TPEMOD, AU3apTPisi, aMHe3is, IOTipIlIeHHs
naMm’siTi, IOPYIIEHHS yBary, lapecTesis, rinecresisi, ceqjaTuBHUN e(PeKT, TOPYIIEeHHS
piBHOBaru, jeTaprid.

HeyacTo: cuHKOIIE, CTyIOP, MIOKJIOHiSI, BTpaTa CBIJOMOCTI, ICUXOMOTOPHAa
rinepakTUBHICTD, OUCKiHE3is, IOCTypalbHe 3allaMOPOYEeHHS, IHTEHIIIMHUN TPEMOD,
HicTarm, MOpyIIeHHS KOTHITUBHUX (PYHKIIiM, IIOPYIIEHHS IICUXiKHU, PO3/Iady MOBJIIEHHS,
rinmopednekcis, rimepecTesis, BiDUyTTs IIeUiHHS, areB3is, 3arajibHe HE3OyKaHHS,



amnarTisi, HaBKOJIOPOTOBa mapecTe3is, MiOKJIOHYC.

Pigko: cymomu, mapocMis, TinmokiHesis, gucdaris, rimanresis, 3a1eKHICTh,
MO304YKOBHUU CUHIOPOM, CHUHOIPOM 3y04acTOro Kojieca, KoMa, menipii, eHlledarnomnaris,
eKCTpamipaMigHuUK CUHOPOM, CUHAPOM ['ieHa - Bappe, BHyTpillIHbOYEpPEITHa
rinnepTeH3is, MaHiaKa/lIbHi peakilil, TapaHOIgHI peakilil, po3/1agu CHY.

ITopyweHHs 3 OOKY opaaHis 30py
YacTo: HeUiTKICTh 30py, OUIIJIONisA, KOH IOHKTUBIT.

HeuacTo: BTpaTa nepudepuyHOro 30py, IOPYILIEHHS 30Py, HAOpPsSK ouel, nedheKTu
I10JII 30PYy, 3HUXKEHHS TOCTPOTU 30pYy, Oisib B 04axX, acTeHomiss, (POTOIICisA, CyXiCTh B
ouax, IigBUIIleHe CIIbO30BUIINIEHHS, ITIoOApa3HeHHa ouel, O1edapuT, MOPyIIEeHHS
aKoMofallili, KpOBOBUJIUB B OKO, CBiTII00053Hb, HAOPSK CiTKiBKH.

Pimko: BTpaTa 30py, KEpPaTUT, OCIIUJIONCisI, 3MiHa 30POBOT'0 CHPUNHATTS TTTUOUHY,
Minpias, cTpabi3M, sSICKpaBiCTh 30pYy, aHi30KOpisi, BUpPa3Ku POTiBKU, eK30(TajlbM,
mapasid O4YHOro M’si3a, ipuT, KePpaTOKOH IOHKTHUBIT, Mi03, HiYHA CIIIIIOTa,
odTanpMorneris, arpodisi 30poBOro HepBa, HAOPSK OAUCKa 30POBOT0 HEPBA, IITO3,
yBeIT.

ITopyweHHs 3 BOKY opaaHis cayxy ma pisHosazu
YacTo: BepTHUTO.

HeuacrTo: rinepakysis.

ITopyweHHs 3 BOKY cepusi

HeuacTo: Taxikapmisi, aTpioBEeHTPUKYJIIpHa Ol0Kama IepIIoro CTyIleHs, CUHyCcOoBa
OpanuKap[isi, 3acTiliHa ceplieBa HEOOCTAaTHICTh.

Pigko: momoBxkeHHs iHTepBany QT, cuHycoBa TaxikKapgisi, CHHYCOBa apUTMis.
ITopyweHHs 3 6OKY CyOuH

HeuyacTo: apTepiajibHa rinoTeH3isl, apTepiajibHa TillepTeH3is, IPUIJINBY, TillepeMis,
BIIUyTTS XOJIOLY B KiHITIBKaX.

ITopyweHHs 3 60Ky Ouxa/ibHOI cucmemu, opaaHiae 2pyOHOI KAimKu ma cepedoCmiHH s
YacTo: papuHTONapuHreaabHUU Oifb.

HeuacTo: 3apuIiiika, HOCOBa KpOBOTeYa, KallleJib, 3aKJIafeHICTh HOCa, PUHIT, XPOIIiHHSI,
CYyXiCTBb CITM30BOi 0O0JIOHKH HOCa.



Pinko: HaOpsK JiereHb, CTUCHEHHS B TOPJIi, JJAPUHTOCIIa3M, allHOe, aTeJIeKTas,
OpoHXiomiT, ruKaBka, GiOpo3 1ereHis, MoO3iXaHHSI.

ITopyweHHs 3 6OKY WAYHKOBO-KUWKOB020 MPAKMYy

YacTo: 6110BaHHs, Hy[JOTa, 3al0p, giapesi, METEOPU3M, 3OYTTS JKUBOTA, CYXiCTh y POTi,
raCTpOEHTEPUT.

HeuacTo: ractpoe3odareanbia pedaokcHa xBopoba, rimepcekpellisi CIuHY,
rirmecTe3iss pOTOBOL ITOPOKHWHY, XOJIEIUCTUT, XOJIeJIiTia3, KOJIiT, IIJTYHKOBO-KUIIIKOBA
KpOoBOTeYa, MeJjieHa, HaOpsK f3UKa, peKTajJlbHa KPOBOTeYa.

Pimko: acuuT, maHkKpeaTuT, HaOpPsIK si3uKa, aucdarisa, apTo3HuM cTOMaTUT, BUpPa3Ka
CTPaBOXO0[y, IepiooHTaIbHUM abclec.

I'enamobiaiapHi nopyweHHs

HeuacTo: nmigBuIlieHn# piBeHb NEYiHKOBUX (PEepMEHTIB*.
Pigko: XKOBTSIHUIISA.

Ilye pigKo: Ie4YiHKOBa HEOOCTaTHICTh, reraTuT.
ITopyweHHs 3 60Ky wWKipu ma niowkKipHOi MKaAHUHU
YacTo: nposiexHi.

HeuacTo: manynbo3He BUCUIIAHHS, KPOIIUB'SHKA, Tinepriapos, cBepOixkK, anoIellis,
CyXiCTb IIKipH, €eK3eMa, TipCyTUu3M, BUPA3KH IIKipU, BE3UKYJI0-0YJIbO3HUM BUCHUIL.

Pigko: cuagpoMm CTtiBeHca - [I2KOHCOHA, XOJIOOHUM ITiT, eKChHOJIiaTUBHUMN JepPMaTHUT,
JIIXeHOIMHUM OepMaTHUT, MeJlaHO3, po3/71anu 3 00Ky HIirTiB, meTexialbHUMN BUCHII,
nypnypa, NyCTyJapHUU BUCHUI, aTPOdis IIKipH, HEKPO3 LIKipH, MIKIPHI Ta MiAKipHi
BY3JIUKH.

ITopyweHHs 3 6BOKY ONOPHO-PYX08020 anapamy ma Cnoay4yHoi MKAHUHU

YacTto: M’s130Bi cymoMu, apTpanris, 0inb y cruHi, 6i1b y KiHIliBKax, cma3Mu M’ s3iB IIui.
Heuacto: HaOpsk cyro6iB, mianris, nocinyBaHHs M’s3iB, Oifb y IIKI, CKYTiCTh M’ S3iB.
Pigko: pabmomiosni3.

ITopyweHHs1 3 6OKYy HUPOK Ma ceyo8usiOHUX WasXie

HeuacTto: HeTpuMaHHSA cedi, Au3ypis, anb0yMiHypis, reMaTypisi, yTBOPEHHSI KaMeHiB B
HUPKax, Heppur.



Pinko: HUpKOBa HEOCTATHICTSH, OJIIrypisi, 3aTpUMKa Cedi, TocTpa HUPKOBa
HeOOCTaTHICTh, TJIOMEePYIOHEeDPUT, Hi€ETOHEDPUT.

ITopyweHHA cmamesgol cucmemu ma MOA0YHUX 3d/103
YacTo: epeKTuibHa JUCPYHKILisI, IMIIOTEHIIiA.

HeuacTo: cTraTeBa AuCOYHKIliSI, 3aTPUMKA €IKYJIsIil, AucMeHopesi, 6ib Y MOJIOUHUX
3aj103ax, JIeMKopes, MeHoparis, MeTpoparis.

Pigko: ameHopes, BULiIeHHS 3 MOJIOYHUX 3a/103, 30i/IbIIEHHS MOJIOYHUX 3aJ103,
riHekoMacTis, 1IepBiluT, 6anaHiT, emiguauMiT.

3azanvHi po3aadu ma peakxuii 8 micui esed0eHHs

YacTo: nepudepudyHul HaOpPsK, HaOPSK, MOPYIIEHHSA X0OH, MadiHHI, BigUyTTsI
CII'sIHiHHS, He3BUYalHIi BiqUyTTs, HigBUIIleHa BTOMJIIOBaHICTh.

HeuacTo: reHepanizoBanuil HaOPSK, HAOPSIK 00IUYYsI, CKYTiCTb y Ipyasax, 6inb, xkap,
crpara, 03H00, 3arajgbHa cJ1abKicTh, He3oyKaHHsI, abciiec, 3amajeHHs XXUPOBOi
TKaHWHH, peakiil ¢pOTOUyTINBOCTI.

Pioko: rpaHy/boMa, YMUCHE 3alOdisiHHSA MIKOOU, 3a04epeBUHHUYN (PiOpO3, IIIOK.
JlabopamopHi 0oCcai0HCeHH s
YacTo: 30ibIIeHHs MacH Tina.

HeuacTo: 30inbiieHHs piBHSA KpeaTuH(pOoCcOKiHa3u B KPOBi, 30i/IbIIeHHS PiBHSA
TJIFOKO3M B KPOBi, 3MEHIIIEHHSI KilTbKOCTi TPOMOOIIUTIB, 30i/bIlIeHHS PiBHS KPeaTUHIiHY
B KPOBi, 3MEHIIIEHH PiBHA KaJlil0o B KPOBi, 3MeHIIIeHHs MacCH Tijla.

Pigko: 3MeHIlIeHHS PiBHS JIEUKOLIUTIB Y KPOBI.

* 30inbiIeHHs piBHSA anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnmapTaTaMiHOoTpaHchepas3u
(ACT).

Y pmesikuX TallieHTiB MMiCJig TPUNUHEHHS KOPOTKOCTPOKOBOI ab0o TpuBaJsol Teparil
nmperabayiHoOM CIIOCTepiraaucss CUMIITOMHU BimMiHu mmpemnapaty. [ToBimoMisisiocss mpo
TaKi peaxiiii: 0e3COHHSI, TOJIOBHUM 0Oifib, HyOTa, TPUBOXKHICTh, Aiapes, TPUNONONIOHUMI
CUHIPOM, CyIOMH, HEPBO3HICTh, Aemnpecis, 0inb, rineprigpo3 i 3arraMoOpoYeHHs, SKi
BKa3yIOTh Ha (i3uyHy 3aJiekHicTh. 1o iHpopMaliito ciIifg moBifOMUTH HalliEHTy Hepern
IMO4YaTKOM Teparril.

Iani mjomo BigMiHu niperabasiHy micjig TPUBAJIOTO 3aCTOCYyBaHHS BKa3ylOTh Ha Te, 110
4acTOTa BUHUKHEHHS Ta CTYIIiHb TSI2KKOCTi CUMIITOMIB BiIMiHU MOXYTh OyTHU



OJO303aJIEZKHUMU.

Himu. ITpodink 6e3neku nperadaniHy, BCTAHOBIEHUN Y XOMi YOTUPbOX AOCIiIKEHB,
IIPOBENEeHUX 3a YYacCTIO IleJiaTpUYHUX [MAlll€HTIB 3 MapliaJlbHUMU CYOOMHUMU
HalaJaMHu 3 BTOPUHHOIO TeHeparsi3aili€eio abo 6e3 Hel (12-TuKHeBe OOCITigXKeHHS
edekTUBHOCTI Ta 6e3MeKu y MallieHTiB BikoM Bif 4 mo 16 pokiB, n=295; 14-meHHe
OocIimXeHHsT e(peKTUBHOCTI ¥ 6e3meKHu y mallieHTiB BikoM Bif 1 micsiist mo meHIe 4
POKiB, n=175; mocrmimxeHHA (PapMaKOKIiHETUKHU Ta IIEPEHOCUMOCTI IpenaparTy, n=65
Ta BiIKpHUTe OOCiigXeHHs 0e3meKu TpuBaiicTio 1 pik, n=54), 0yB momioHuM 00
npo@dinio, IKMUHM CIIOCTEPIraBCs B OOCITIAXKEHHAX Y HOPOCIUX IAlll€HTIB 3 eIiJIeICi€0.
Haui6inbIll mommpeHuMU MOOIiYHUMY SIBUILIAMHU, 110 CIIOCTEPIraauch y 12-TuXKHEeBOMY
OOCIiAXKeHHi Teparii mperabaniHoM, Oy COHJIMBICTE, IMipeKcis, iHGeKIlil BepxHix
OUXaJIbHUX MIJISIXIiB, MiOBUINEHHS alleTUTY, 301IbIIIeHHS MacH Tijlla Ta Ha30(apUHTIT.
Hai16inbIii nomupeHUMY TOOIYHMMHY SIBUIIIAMHU, III0 CIIOCTEPIraauck y 14-neHHoMy
OOCIim»KeHHi Tepamil nmperabaninoM, OyIu COHNIUBICTE, iH(PEKIlil BepXHiX AUXalbHUX
IIJISIXiB 1 mipekcis (quB. po3minu «Crocib 3acToCcyBaHHS Ta JO3U»,
«@apMakonnHaMika» Ta «@apMaKOKiHETHUKA»).

[ToBigomJIieHHS IIPO Mimo3pioBaHi mobiuHi peaxkiii. [ToBigoMIeHHS PO Mimo3poBaHi
mobiuHi peaxiril micyst peecTpaliii TiKapchbKoro 3aco0y € BaxXIuBuUM. Lle mae 3mMory

3mificHIOBaTH 0€3IepepBHUN MOHITOPUHT CHiBBITHOIIIEHHS KOPUCTI Ta PU3UKY IIPU

3acTOCyBaHHIi TiKapCchKOTro 3aco0y.

TepMmin npuagaTHOCTI
3 POKH.
VYMmoBHu 30epiranHs

He noTtpebye cnenianbHUX yMOB 30epiranHs. 30epiratu B HEJOCTYIIHOMY OJIs OiTek
Micrji.

VYnakoBka

3a 14 kamcyn B Omictepi, mo 1 6i1icTepy B KapTOHHiM KOPOOIIi.
Karteropis Bignycky

3a peLenTom.

BupoOHUK



[Ndarzep Menwdekuypunr Honuneny I'm6X.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaXKeHHsI
IJistIbHOCTI

BetpibmrerTe ®paidypr, MycBanbmans 1, 79090 ®paitbypr, HiMmeuuuHa.
[Ixkepesto iHCTPYKITil

[HCTpyKIIifo TiKapChKOTro 3aco0y B3aTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3ac00iB YKpalHu.
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