3ATBEP/’KEHO
Haxa3 MinicTepcTBa 0X0pOHH
, - .. 300POB’sl YKpaiHu _
2905 40K Ne_ LY 3
PeecTpaniiine nocBinueHHs

Ne UA/18144/01/01
UA/18144/01/02
UA/18144/01/03
IHCTPYKIIISI
I MEAUYHOT0 3aCTOCYBaAaHHA JIiKapCbKOFO 33006)’
JIHE®OP
(LINEFOR)

Cxkaan:

JIifoYa peyoBHHA: IperadaiH;

1 xamncyna MicTuTh niperadaniny 75 mMr ado 150 mr, a6o 300 mr;

JIOTIOMDKHI PEYOBMHH: JIAKTO3a, MOHOT'JIpaT; KPOXMaJlb KYKYPYA3SHUH; TAJIbK;

o0oJioHKa [uist Karcys o 75 mr ta 300 mr: sxenatuH, Tutany giokcun (E 171), 3ami3a OKCHI )KOBTHH
(E 172), 3amiza okcun yepBonuii (E 172);

obosnonka 11 Karcys no 150 mr: xenarus, Tutany giokcun (E 171);

YOpHUJIA: IIeNak, 3aii3a okcus yopHuii (E 172), mpormineHriikoiab, aMOHIIO T1APOKCHI.

Jlikapceka dopma. Kancynu teepi.

OcHOBHI (i3UKO-XIMI4HI BIIACTHBOCTI:

Karcyny 75 MI — TBEpJi JKeJIaTHHOBI KAlCyJld 3 KOPIYCOM OiJoro KOJIbOpYy 1 KPHIIEYKOK YEPBOHO-
KOPHYHEBOI'0 KOJILOPY 3 HAAIMUCOM «75» Ha KopIyci, po3mip kancyia — Ne 3;

karcymu 150 Mr — TBepzi KeJaTHHOBI Karcynu 6ioro xoisopy 3 HaamucoM «150» Ha Kopmyci, po3mip
Karcyn — Ne 1; A

kancynd 300 Mr — TBepAi XKEJaTHHOBI KallCyJId 3 KOPILyCOM OLIOTO KOJbOpPY 1 KPHUIIEYKOI YEPBOHO-
KOPUYHEBOTO KOJIbOopY 3 HaamucoM «300» Ha kopiyci, po3mip kancys — Ne 0.

®dapmakoTepaneBTHYHA rpyna. AHAIBreTHKY. [HIII aHATBIETUKH Ta aHTUIIPETHKH. ['abaneHTHHOI Y.
[perabanis.
Kon ATX N02B F02.

Dapmaxonoziuni enacmueocmi

dapmakouHaMiKa

Jliroua peyoBMHa mperabaiid, IO sABISE COOOK aHAIOr TramMMa-amiHOMacisHoi kuciaoTd [(S)-3-
(aMIHOMETHUIIPOLIECHIT)-5-METHIITEKCAHOBA KUCIIOTA).

e

MexaHi3M aii
I[Iperabaiin 3B A3y€Thes 3 JOMOMIDKHOIO CyOOMMHHIEID (02-8-01J10K) MOTEHIiaN3alekKHUX KaJbIi€BHX
KaHaJIiB y LIeHTpasibHi#i HepBoBii cuctemi (LTHC).

Kniniyna eeKTUBHICTS i Ge3meka

— Hetiponamuunuii 6ine

Ilig yac mociimKeHb OyJI0 IPOAEMOHCTPOBAHO €pEKTUBHICTE mperabaltiny As JIKyBaHHS JiaOeTHYHOL
Helpomnarii, IOCTrepIETUYHOI HEBPAIITii Ta ypaXeHHsI COMHHOrO MO3Ky. E(eKTHBHICTH Npemapary mpH
IHINMX BU/IaX HEHPONIATUYHOrO OOJIIO HE BUBYAIIH.

IIperabanin BuBYaIM y XomAi 10 KOHTPONBOBAHMX KIIHIYHMX IOCIIDKEHb TPUBAIICTIO 10 13 THXKHIB 3
PEXUMOM JI03yBaHHsS Npenapary 2 pasd Ha Jo0y Ta y Ipoleci JOCIiKeHb TPHBATICTIO 0 8 THXKHIB 3

V3romKeHo 3 Matepianamu
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Olena Tesliuk
Підсвічування

Olena Tesliuk
Прямокутник

Olena Tesliuk
Прямокутник

Olena Tesliuk
Олівець

Olena Tesliuk
Олівець


PEXUMOM J103yBaHHs 3 pa3u Ha 100y. 3aranoM npodini 6e3nexy Ta epeKTHBHOCTI IJIsl PEXKXUMIB 103y BaHHS
213 pa3u Ha 106y Oyyiu oaiOHUMH.

V npoueci KIiHIYHEX JOCTiKEH TPUBAIIICTIO 10 12 THIKHIB, Y SKUX JIIKAPCHKHUIA 3aci6 3aCTOCOBYBAIH A1
JiKyBaHHSI HeHponaTHYHOro GOJI0, 3MEHIIECHHs GOJ0 Mepu(epUUHOro Ta LEHTPATHLHOIO IIOXOKEHHS
CIIocTepiranocs micys MePIIOro THXKHS Ta 30epiranocs NpoTIroM yChroro nepiomy JIiKyBaHHS.

Y mpoueci KOHTPONBOBAHUX KITIHIYHUX JOCIIPKEHD 3 BUBYEHHS NepU(pEpUUHOrO HEHPOMATHYHOTO GO0
y 35 % mnauienrtis, ski 3acTocoByBaymu mnperabaiiH, Ta y 18 % mnauientis, sxi oTpumysanu miaane6o,
criocTepiranocs nokpamanss Ha 50 % 3a mxanoio ouiHke Goro. Cepes MalieHTiB, y SKMX HE BUHHKANA
COHJIMBICTB, TaKe IOKpaIlaHHs crocTepiranocs y 33 % narieHTis, ki 3acTocoByBany mperabaiin, Ta y
18 % manienTiB i3 rpynu miuane6o. Cepen nauieHTis, y SKHX BUHUKAJIA COHJIMBICTh, YaCTKA MALIEHTIB, SIKi
BiJIMOBiNIM Ha Teparilo, cTaHoBMIa 48 % y rpymni nperaGaniny Ta 16 % y rpymi miane6o.

V mporieci KOHTPOJIBLOBAHOTO KIIIHIYHOTO TOCTiIKEHHS 3 BUBUEHHS HEHPOMAaTHYHOTO GO0 HEHTPATEHOTO
IOXO/DKEHHS Y 22 % MAali€HTiB, sAKi 3aCTOCOBYBald nperabaiiH, Ta y 7 % MamieHTiB, SKi OTpUMYyBalH
iane6o, crnocTepiranocs moxparianss Ha 50 % 3a MKajoxo OLiHKH 60O,

— Eninencis

onatkose sikyBaHHd. [IperaGaiiH BUBYANIM y TpOIECi TPHOX KOHTPOIHLOBAHUX KIIHIYHHX AOCIiIKEHb
TPUBATICTIO 12 THXKHIB 3 pexXxMMOM Jo3yBaHHs 2 aGo 3 pasu Ha 106y. 3aranmom mpodini Gesmeku Ta
eexTUBHOCTI [T peXUMIB 103yBaHHs 2 i 3 pa3u Ha 100y Gyiu MOAIOHUMH.

3MEHIIEHHS YaCTOTH CyJOMHHX HallaJiB CIOCTEPIrajiocs BXKE Ha TIEPIIOMY THIKHI.

Hitu. EQexrusHnicTs Ta Ge3neka 3acTocyBaHHs nperaGalliHy sK JOMOMIXKHOTO 3aco0y IpH eminencii ms
nited BikoM 10 12 pokiB Ta Juig miuniTkiB He Bcranosiewi. IToGiumi peakiii, mo cmocrepiramucs B
JOCIIDKEHH] 3 BUBYCHHS (papMaKOKiHETHKH Ta IIEPEHOCHMOCTI, 0 IKOTO OyJIM BKIIFOYEH] MAIli€HTH BIKOM
Bill 3 MicauiB 0 16 pokiB (n=65) 3 mapuiaJbHAMH CYJAOMHUMH HamagaMH, Oynu MomibHi 10 moGiuHux
peakuiii y nopociux. Pesymprartm 12-THXHEBOro IuianeG0-KOHTPOIBOBAHOTO MOCITIKEHHS 3 YYacTIO
295 pite#t BikoM Bim 4 10 16 pokiB, a Takox 14-ZE€HHOTO HOCHIZKEHHs 3 y4yacTio 175 miteit BikoM Bix
1 micsus 10 4 pokiB, MeTOIO sIKHX Oyna owiHka edeKTHBHOCTI Ta Ge3rnexkn mperabaniHy sIK JOJATKOBOI
Teparlii napuiaqbHUX CyJIOMHUX HalajiB, Ta 2 BIAKPUTHX JOCIIDKEHHS 3 BUBYEHHS G€3MEKH TPUBATICTIO
1 pix 3 yyacTio 54 Ta 431 nitelt BikoM Bix 3 MicsuiB 10 16 pokiB 3 eminencielo BKasyloTh Ha Te, IO TakKi
noGiyHi peakuii sk mipexcis Ta iHpexwii BepXHiX IUXaNbHUX IUISXIB y AiTEH CIIOCTEpiraloThCs yacTilue,
HDXK y JIOpOCIIHX TAILi€HTIB 3 eminenciero (auB. posninu «Papmakokinerrka, «Coci6 3acTocyBaHHS Ta
no3my» 1 «Ilo6iuni peakmiiy).

Y 12-twxHeBoMy Iane60-KOHTPONLOBAHOMY —IOCHI/DKEHHI MiTAM TIpW3Hayand mOperabaigiH mo
2,5 mr/xr/no6y (maxcumym 150 mr/mo6y), nperabanin mo 10 mr/kr/noby (Maxcumym 600 mr/no6y) aGo
wiane6o. [Tpunatimui smMenmenns Ha 50 % mapuianbHUX CyJOMHUX HaIajliB, IOPIBHSHO 3 IOYATKOBHM
piBHeM, crocrepiranocs y 40,6 % mnauientiB, sxi oTpumyBamu mperaGaiin y mosi 10 Mr/kr Ha mo6y
(p=0,0068 nopisusHO 3 m1ane6o0), y 29,1 % nauienTis, siki oTpuMyBanu nperabanin y n0o3i 2,5 Mr/xr/nody
(p=0,2600 nopisHaHO 3 mnane6o), Ta 'y 22,6 % TuUX, XTO OTPUMYBAB ILIALEDO.

Y 14-nennomy miane60-KOHTPOILOBAHOMY MNOCHIUKEHHI AiTsM (BikoM Bix 1 micsus mo 4 poxiB)
npu3HayaIy nperadanid no 7 Mr/xr/mno0y, nperabaniu no 14 mr/kr/no6y a6o mnane6o. Meaianna yactora
CyIOMHHX HaIlafliB IIiJ Yac CTapTy Ta IliJ] Yac 3aBepIICHHs J0CIiKeHHs cTaHoBmIa 4,7 i 3,8 Biamosimguo
ans nperabaniny o 7 mr/kr/no6y, 5,4 Ta 1,4 BignoBigHo mis nperaGaininy mo 14 mr/xr/no6y i 2,9 Ta
2,3 nnst mnane6o. Tlperabanin mpu mpusHaveHHi 1m0 14 Mr/kr/noGy 3HAYHO 3MEHIIMB JIOTApH(MIUHO
TpaHc(OpMOBaHy YaCTOTY BHHMKHEHHS INapliajbHUX Cy[IOMHHMX HamajiB IOPiBHAHO 3 IuIane6o
(p=0,0223); naromicTs nperabain no 7 Mr/kr/no0y He BUKa3aB [OKPALIEHHS OPiBHIHO 3 IIAIE60.

Y 12-TixHeBOMY MIane60-KOHTPOIBOBAHOMY JOCITIAKEHH] ALiEHTIB i3 IEPBMHHUMM IreHepali30BaHUMH
ToHiko-knoHiuauME (ITI'TK) Hanagamu 219 nauientam BikoM Big 5 1o 65 poki (3 HuX 66 0ci6 BikoM Bix
5 mo 16 poki) Oymo npusHadeHo mperabamin y n03i 5 wmr/kr/noGy (maxcumym 300 mr/moby) aGo
10 mr/kr/noby (maxcumym 600 mMr/mofy) um mirane6o sk HONOMDKHY Tepamito. IlpuHaiimmi 50 %
sMenmenns 4actotd III'TK wmamani cmocrepiranocs y 41,3 %, 38,9 % Ta 41,7 % mnamieHTiB, SKi
OTpUMYBaJIK Mperabaiid y 1031 5 Mr/kr/noby, nperabainin y 1o3i 10 mr/kr/no6y Ta miane6o BiamoBinHo.
Momnotepanis (y DanieHTiB 3 ynepiie JiarHoCTOBAHMM 3aXBOPIOBAHHSAM). Hpera6aniH BUBYAITH"

EY3roa>+<eHo 3 maTepianamu
| peecTpauiiiHore Joche |

T —— 1, 7 WA i B S

p
J liN‘

}N«HQ

tee/




3aCTOCYBaHHSM JIAMOTPUDKMHY, 3TiZHO 3 OIIIHKOIO 4Yepe3 6 MICSILIB KiHIIEBOI TOUKH — BiICYTHOCTI
cynoMHuX HanafiB. ITperabaniH i 1aMOTpHUKUH Oy OXHAKOBO GE3MEYHUME Ta JOOPE NEPEHOCHIIUCS.

— I'enepanizoeanuti mpugodicHUll po3nao

IIperabanin BHBYanM y mpoleci 6 KOHTPOJIBOBAHHX MOCIIIDKEHb TPUBATICTIO 4—6 THKHIB, OJHOTO
JOCIIJDKEHHS TPMBAITICTIO 8 THIXKHIB 3 y4acTIO IAI[i€HTIB JIITHOrO BiKy Ta OJHOTO TPHBAJIOTO AOCII JPKCHHS
3 BUBYCHHS NPO(IIAKTUKY PENUAUBY 3 OABIMHOIO CIIOIO (ha30r0 MPOITAKTHKH PENUAUBY TPHBATICTIO
6 MmicsiB.

3MEHIIEHHs] CHMIITOMIB I€HEepaTi30BaHOr0 TPUBOXKHOTO PO3JIajdy BiAMOBIAHO A0 mMKamy [ aMinbToHA ISt
ouinku TpuBoxHOCTi (HAM-A) criocrepiranocs Bxe Ha THXHI 1.

Y mporneci KOHTpOJIbOBAaHMX KIIHIYHMX JOCIHIDKEHb (TpUBAIiCTIO 4-8 TWXHIB) y 52 % marlieHTiB, ski
3aCTOCOBYBald mperabaiid, Ta y 38 % manieHTiB i3 rpynu miane6o crmocrepiranocs MOKpAIaHHsS HE
meHwe HK Ha 50 % 3a 3aranpHOIO KiNbKicTIO GanmiB 3a mkanorw HAM-A Bing moyaTkoBoro piBHs 10
KiHIIEBOI TOYKH.

Ilix Yac KOHTPOJIHOBAHHMX JOCITIZKEHb HEYITKICTh 30py dacTilue crocTepiranacs y NaLli€HTiB, sKi
3aCTOCOBYBAJIU Nperadail, HiX y MalieHTiB, ki OTpuMyBan miane6o. Y GUILIIOCTI BUNTAKIB 1€ SBUILE
3HMKAJIO IIPX MPOIOBXeHHI Tepamii. OdTansMonoriune 06CTeXeHHs (BKIIOYAIOUM EPEBIPKY TOCTPOTH
30py, GpopMaibHy NepeBipKy MoJis 30py Ta JOCIIDKEHHs OYHOTO JHA IPH PO3IIMpPEHiH 3iHMI) y pamMKkax
KOHTPOJIbOBAHUX KIIIHIYHHMX JOCITi/XKEHb BUKOHYBaJIoCs y moHax 3600 manienTis. Cepen IMMX NaLi€HTiB
roCTpoTa 30py moripmuiacs y 6,5 % nauieHTiB y rpyni nperabaniny tay 4,8 % nanienTis y rpymi miane6o.
3MiHH 110151 30py BUABJIEHO y 12,4 % mauieHTiB, sKi 3acToCOBYBany nperadanin, Tay 11,7 % manienTis 3
rpynu mwiane6o. 3MiHU 09HOro MHa BUsBNEH] y 1,7 % nauieHTis, ski oTpuMyBanu nperabanin, Tay 2,1 %
NalieHTiB IpynH Ianeto.

- Dibpomianzis

Edexrupnicts nperabaniny Oyna BcTaHOBJIEHA B OJHOMY 14-THXXKHEBOMY MOMBiHHOMY climoMy Iiare6o-
KOHTPOJIbOBAaHOMY MYJIBTUIIEHTPOBOMY JociikeHHi (F1) Ta B omHOMY 6-THXXHEBOMY paHIOMi30BaHOMY
nociimkenni Binminu (F2). ¥V i pocnmimpkeHHs 3anydanics mamieHTH 3 giargo3oM «dibpomianrisy Ha
OCHOBI KPHUTEPiiB AMEPUKAHCBKOTO KOJEKYy PEeBMATOJIOTIi (IOIIMpeHui Ginb HMpoTIroM 3 MicsiiB B
aHamHe3i Ta Oinb, HasgBHuH B 11 uu Ginpme 3 18 crmemudiunmx 60160BHX TOUYOK). JlOCHiKEHHS
IPOAEMOHCTPYBAJIH 3HIKEHHS GOJIIO 32 Bi3yalbHOIO aHAJIOTOBOIO MIKaJIOk. [ToKpalieHHs 104aTKOBO 610
IPOJIEMOHCTPOBAHO 32 3arajbHOKO OL[IHKOIO NAIli€HTa Ta 3a OMUTYBaHHAM LIOA0 BILIUBY (BiGpomianrii.
Hitu. Byrno nposenene miane60-KOHTPOIbOBAHE AOCIIDKEHHS TPHBATICTIO 15 THOKHIB 3 yyacTio 107 miteit
BikoM 12-17 pokie 3 ¢ibpomianriero, siki 3acrocoByBanu mperabanin y mosi 75-450 mr Ha m06y. 3a
pesyybTaTaM¥ OLIHKH IEPBUHHOI KiHIIEBOT TOUKH e(pEeKTUBHOCTI (3MiHa 3arainbHOI IHTEHCHBHOCTI GOJTIO Bijt
GasoBoro piBHS 10 THXHA 15; po3paxoBaHO 3a JOINOMOroro 11-GanbHOI WIKamu OUiHIOBaHHS) GyII0
IPOAEMOHCTPOBAHO YHCENBHO OlNbIle MOKPAIIEHHS CTaHy NAIi€HTIB, sKi 3aCTOCOBYBalH Iperabai,
TOPIBHAHO 3 MNallieHTaMM, sKi npuiiManu mmianeGo, ajge Ie MOKpAIleHHs He NOCATNIO CTaTHCTHYHOI
3Ha4ymocTi. HalvacTimuMy 1moGiYHUME peakuisMu, sIKi CrocTepiranucs y KIiHIYHHX AOCTiHKEHHSX,
OynM 3amaMOpOYEHHs, HyJOTa, FOJOBHUU GiNib, 3G1MBIIEHHS MacH Tila Ta CTOMITIOBAHICTh. 3arajbHUMH
npodine Ge3nexu y miaTiTKiB 6yB MOLIGHAM 10 TAKOrO y AOPOCIHX i3 pibGpomianriero.

®dapMakoKiHETHKA

DapMakOKiHETHYHI MOKAa3HUKHU IperabatiHy moji0Hi y 300poBHX 106POBOJIBIIIB, MAIIE€HTIB 3 eminelcicro,
K1 3aCTOCOBYBAJIM IIPOTHEIIIIENTHYHI IIPETIapaTH, i MALEHTIB i3 XpOHiYHUM GoeM.

AbGcopbuis. Ilperabanmin MBHAKO BCMOKTYETHCS NPH MEPOPATHLHOMY 3aCTOCYBAaHHI HATINE i AOCATAE
MaKCHUMaJIbHOI KOHUEHTpanii y miasMi KpoBi (Cmax) HPOTArOM 1 rOIMHM TiCisS OIHOPa3OBOrO Ta
GaratopasoBoro 3actocyBaHHs. Po3paxoBaHa O0iofocTymHicTh mperabamiHy HpH NEPOPATBLHOMY
3actocyBaHHi cTaHOBUTH 90 % i Ginplle Ta He 3aMeXUTh Bix 103u. [licis TOBTOPHOTO 3aCTOCYBAHHS
PIBHOBaXXHHH CTaH JiocaraeTbes yepe3 24-48 romun. Crymine aGeopbuii nperabaniny 3HHKYeThCS TIPH
OJIHOYACHOMY NpUHOMI 3 DXkero, y pe3ynbrarTi 4oro Cmax 3MEHIIY€EThCS MpubiIu3Ho Ha 25-30 %, a gac
JOCSITHEHHS. MaKCUMaJbHOI KOHIEHTpalil (tmax) 3MEHINYETHCS NpHONMM3HO Ha 2,5 roaunu. OnHak
3aCTOCYBaHHS IperaballiHy OIHOYAacHO 3 DKEI0 He Malo KIHIYHO 3HAYyLIOro BIUIMBY Ha 00’eM Horo
abcopOuii. - ;
Posnonin. Ilperabanin nerko NPOHKKAE Kpi3b remaToeHueq)aquHH Bap’ep y TBap,H
IUTALIEHTY y TBapHH 1 B MOJIOKO y Mepiox Jiakrtamii. Y JIOAUHA yMOBHHUH 06Csr poqﬁdzgl
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TICJIst IEPOPANIBHOTO 3aCTOCYBAHHS CTAaHOBHUTS NMpHOJH3HO 0,56 1/kr. [Tperabain He 38’ a3yeThes 3 6inkamMu
IUIa3MHU KPOBI.

MertabonizM. Y moauHM IperabaiiH 3a3Ha€ HE3HAYHOro Merabomismy. Ilicias BBeNEHHS 03U
palioakKTHBHO MiueHOro nperadaniny npu6au3Ho 98 % pamioakTHBHOCTI BUBOJUTECS i3 CEYEIO y BUTIIAMI
He3MiHeHoro nperaGaniny. N-meTwiboBaHuit nepusar nperabaininy (OCHOBHHN MeTaGoOMIT mperabaiiny,
110 BU3HAYA€EThCS Y cedi) cTaHoBUB 0,9 % Bij BBEAEHOT O3H.

Busenenns. [Iperabaiin BUBOAMTECS i3 CHCTEMHOrO KpOBOOGITY TOJIOBHAM YMHOM 34 PAXyHOK €KCKpelil
HHMpKaMH y He3MiHeHoMy Burisiai. CepenHii nepios HaniBBUBeIeHHS Nperabaiiny JOpiBHIOE 6,3 FONUHH.
[InasmoBu# i HEUPKOBHUII KIipeHC nperabatiHy IpsIMO IPOTIOPLHHI 10 KiIipeHcy kpeaTtuHiny. [TarienTam i3
IOPYUICHHAMH QyHKIIT HUPOK ab0 SKMM MPOBOJSITE FeMOIiai3, HeOOXIJHO KOPEryBaTH 103y Ipenapary.
JliniknicTe / HenmiHifHicTh. ®apMakokiHeTHKa Nperabainidy € JiHIHHOI IS BCHOTO PEKOMEHIOBAHOTO
inTepBay 103. Mixcy6’exkTHa (apMakoKiHeTHYHa BapiaGenbHICTH Ui mperabaniHy HM3bKa (MEHIIE
20 %). @apmakokiHeTuKa GaraTtopa3oBUX J03 € IepeabadyBaHOI0 Ha IACTaBi JAaHHX OIHOPA30BOTO
no3yBaHHs. TakuM YAHOM, HEMae MOTPeOH y PEeryJsipHOMY MOHITOPHHTY KOHLEHTpAIlill mperabaiiny y
IJ1a3Mi KpOoBi.

®DapMakOKiHETHKA B OKPEMHUX IPYIIaX MALIEHTIB

Crartp. BincyTHil KiIiHi9HO 3HaYyIIMH BIUIMB CTaTi Ha KOHIEHTpALIO Iperabaiiny y mia3Mi Kposi.
[lopywenns dynkuii vupok. Kiipence nperaGaniny npsimo nponopuiiinuii 1o kiipency kpeatuniny. Kpim
TOro, nperabaiid e(GeKTHBHO BHOANSETECA 3 TUIA3MH KPOBI Ipy remoxiaiisi (micis 4 rogus remMoianisy
KOHIIEHTpalis nperabaiidy y Iuiasmi KpoBi 3HIKYETbCs IpuOIHM3HO Ha 50 %). OCKiNbKH BHBEIECHHS
HHUpKaMH € OCHOBHHMM IUISIXOM BHBEIEHHS Ipernapary, IalieHTaM i3 HOpyIIeHHSMH (YHKI[i HHPOK
HEOOXiIHO 3HIKYBATH 03y Mpenapary, a Micls reMoiani3y — npuiMaTi J0JaTKOBY J03y.

[opymenns ¢ynxuii neuinky. CrenianbHux (apMakoKiHETHUHHX IOCIIKEHb 3 YYacTIO NAI€HTIB i3
nopyweHHsIMA GyHKIiT medinky He mpoBoAmIn. OCKinbKY IperaGalliH He 3a3Ha€ iCTOTHOrO MeTaboTi3My
Ta BUBOJUTHCS IIEPEBAXKHO y HE3MIHEHOMY BUITISMI 3 CEYEIO, TO MAJIOUMOBIPHO, 1106 MOpyIeHHs (GyHKIiT
TIEYiHKA MOIJIO BIUIMBATH HA KOHIEHTPAIfo nperaGatiny y mia3mi KpoBi.

Litu. PapmakoxineTHKy nperabaltiHy OLiHIOBAIHN y AiTel 3 eminernciero (Bikosi rpymu: Bix 1 10 23 Micsuis,
Bift 2 0 6 pokiB, Bix 7 mo 11 poxi i Bim 12 mo 16 pokiB) mpu 3actocysammi 103 2,5 Mr/kr/noGy,
5 mr/kr/no6y, 10 mr/kr/noby Ta 15 Mr/kr/nofy y npoueci Z0CTiUKeHHS 3 BUBYEHHS (hapMaKOKiHETHKY Ta
nepenocumocTi. Ilicns mepopanbHOro 3acTocyBaHHs mperaGaliHy MiTSM HATINE dYac JOCSTHEHHS
MaKCHMaJIbHOI KOHIEHTpALlii y I1a3Mi KpoBi OyB y LilIOMY aHAJIOTIYHUM y BCiX BIKOBHX IpyIax i CTAHOBUB
Bizx 0,5 romuuu 110 2 roaun micns npuitomy. 3HadeHHS Crax 1 IUTOLI] 111/ KPUBOIO 3QJIEHOCTI KOHIEHTPAIIi
Bift yacy (AUC) nperabaniny 3poctany mniHiiHO 31 361IbIIEHHM 103K B KOXHiit BikoBiit rpymi. V mirteit 3
macoro Tina 10 30 xr 3navenHs AUC Gynu Huxunmu Ha 30 %, 100 3yMOBJIEHO 36ibIIeHHAM Ha 43 %
KJIIPEHCY, CKOPHTOBAHOT'O 33 MaCOIO Tijia, y LKMX MAI[i€HTIB MOPiBHAHO 3 MAI[ieHTaMH 3 Macoro Tina > 30 Kr.
Kinuesuii nepion HaniBBUBENEHHS NperabaiiHy CTAHOBUB Y CEPENHBOMY MPUOIM3HO 3—4 TOMMHH Y AiTel
BiKOM JI0 6 poKiB Ta 4—6 rofuH y aiTeil BikoM Bij 7 poOKiB.

Y mporeci nomysuiiHOTO hapMaKoKiHETHYHOro aHajisy GyIo I0Ka3aHo, WO KIipeHC KpeaTHHiHy 6yB
3HAYYIIOI0 KOBApiaTOIO Ul KIPEHCYy IlepopanbHOro IperabaiidHy, a Maca Tina 6yja 3HAYYIIOIO
KOBApiaToIo Ui ySBHOTO 00’ €My PO3IOATY IepOpabHOro mperabaiiny, i nei 38’30k 6yB aHAIOTIYHHM
y AiTe# 1 JOpOCIIHUX MAlliEHTIB.

®apmakokiHeTHKy TmperabamiHy y mNalieHTiB BikoM [0 3 MicsauiB He BuBYQIM (OMB. pO3Jinu
«®apmakoauHaMikay, «Croci6 3acTocyBanHs Ta 1031y i «[To6iuni peakwii»).

[anienty aiTHROro Biky. KiipeHc nperabaiiny Mae TEHIEHIIIO IO 3HIDKEHHS 3 BikoM. Lle 3HIDKeHHS
KJIipeHCy mperaGaliHy MiC/s MEpOpanbHOro 3acTOCYBAHHS y3TOIDKYETHCS 31 3HIDKGHHSM KIIpEHCY
KpeaTHHiHy, IOB’3aHOr0 3i 30inplIeHHAM BiKy. Y maumieHTiB i3 mopymeHHAMH (QYHKIIT HHpPOK,
IOB’S3aHUMH 3 BIKOM, MOXE NOTpeOyBaTHCS 3HIDKEHHsI N03u mperabaiiny (muB. posgin «Croci6
3aCTOCYBaHHS Ta J03U», TAOJIHUIIs).

Ilepion roxyBanHs rpy 0. @apMakoKiHETUKY npera6aniHy npu Horo 3actocyBaHH1 y 1031 150 Mr koxHi

12 ronun (mo6osa mo3a 300 mr), oninroBayu y 10 XiHOK, sKi TomyBanu Ipylo, monanMeHme qyepes

."v\-.\

12 TixuiB micng mosmoriB. [omyBaHHS TPyO He BIUIMBAIO aG0 Majo He3HAYHAH;
(papmakokinetuky nperabaniny. IIperabani moTpamiss y rpyaHe MOJIOKO, IpH ugﬁﬁ nqro ,cepegw
KOHHCHTpaLUl B PIBHOB@XHOMY CTaHi CTAHOBHJIM NpHOIU3HO 76 % Bix KOHIIEHTPA I »?1}1‘}»431“% K'fQB1

matepi. Po3paxoBana /103a, IKy OTpUMY€ HEMOBIISI 3 TPYJHHM MOJIOKOM (IIpH cep éaHHr
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mosoka 150 mi/kr/no0y) Biz xiHKH, sika npuiiMae nperabaiin y no3i 300 mr/nofy a6o y MakcuMabHiit
no3i 600 mr/no6y, cranosuth 0,31 a6o 0,62 mr/kr/no6y BimmosizHo. L{i po3paxoBaHi J03H CTAHOBISATH
npubmsHo 7 % Bix 3araneHoi JOOOBOT 103U ¥ Marepi y nepepaxyBaHHi Ha MI/KT.

Kniniuai XxapakTepucTHku

Ilokazanna

Heiiponamuunuii 6inv

JlikyBaHHs HEHPOATHYHOTO GO0 MEepH(EPHIHOro aG0 LEHTPATHLHOTO MOXOKEHHS Y JOPOCIIHX.
Eninencis

HonatkoBe JTiKyBaHHS [PH NapliadbHUX CyJOMHMX Halafax i3 BTOPHHHOIO TeHepatisariero a6o 6e3 Hei y
JIOPOCITUX.

I'enepanizosanuii mpugodichuil po3nao

JlixyBaHHS reHepaji3oBaHOTO TPUBOXKHOTO PO3Jaiy Yy AOPOCIHX.

Dibpomianais.

Ilpomunokaszanna
'inepuyTuBicTs 10 Aitouoi pedoBuHY a60 10 Gynb-5KOT 3 JOMOMIKHUX PEUOBHH IIPENapary.

B3aemodia 3 inwumu nikapcoKumu 3acodamu ma inwi 6uou 63aemooiii

Ockineku mperabajiH NMEpeBaKHO EKCKPETYEThCS B HE3MIHEHOMY CTaHi 3 CEYel0, 3a3HA€ HE3HAYHOIO
MeTaboIi3sMy B opranismi monunu (MeHIe 2 % I03H BHAUIAETHCS i3 Cevero y BUIVIAI MeTaboIiTiB), He
iHriGye in vitro merabomisM iHIIMX INpemapatiB i He 3B’A3yeThCA 3 OiNKAMM IIA3MHM KpOBi, TO
MaJIOMMOBIpHO, IO mperabayiH MOXe CIPUYHHATH (HapMaKOKiHETHUHY B3aEMOZII0 a6o 6yTH 06’€KTOM
TaKol B3aeMOJIii.

Hocnidocenns in vivo ma nonynayitinui papmakoxinemuynHuil ananiz

BifnosigHo 10 1BOro, y JOCHIKEHHSX in Vvivo He CIIOCTepiramocs 3HAYymoi KIHIYHOT
(bapmaxoxineTn4HOI B3aeMogii MiX mperaGamiHoM i (eHiTOIHOM, KapGamasemiHOM, BaIBIPOEBOIO
KUCJIOTOIO,  JIAMOTPH/DKMHOM, TabalmeHTHHOM, JIOpasenamMoM, OKCHKOZOHOM a00  €TAaHOJIOM.
®apMaKOKIHCTHYHAN TOMyIANiHHUMM aHai3 IoKasaB, IO NEPOpaibHi aHTHAiaGeTMuHi MHpenapart,
AlypeTuk, iHnCyniH, Genobapbiran, Tiarabin Ta TomipaMaT He YMHWIM KJIiHIYHO 3HAYYIIOTO BILIABY HA
KJIpeHe nperabainy.

Ilepopanvri konmpayenmugu, Hopemucmepor ma/abo emuninecmpadion

OnnovacHe 3acTocyBaHHs TperabaliHy Ta NEpOpaNbHHX KOHTPALENTUBIB, HOPETHCTEPOHY Ta/aGo
CTHHIIIECTPa/IioJly He BIUTMBAE Ha (hapMaKOKiHETHKY y pIBHOBXXHOMY CTaHi KOXHOTO 3 IIpeNaparis.
Jixapcwki 3acobu, wio snnusaroms na IJHC

IIperaGamin Moxe mOTeHIiOBaTH €deKT eTaHoNy Ta Jopasemamy. Y IOCTMAPKETHHIOBHH IMepiox
NOBIIOMJISUTA TIPO PO3BHTOK JMXANIBHOI HEJOCTATHOCTI, KOMy Ta J€TalbHi BHIAAKH Y MALI€HTIB, SKi
OJIHOYACHO NPUHMaK nperabaiid 3 omioinamu Ta/a6o iHIMMYU JTiKapCHKUMHU 3ac06aMH, 10 TPUTHIIYIOTh
¢ynxuito [THC. Tlpera6anin mocumoBaB MOPYLIEHHS Ii3HABAIBHOI Ta OCHOBHHX DYXOBHX (YHKIUH,
CIPUYMHEH] OKCHKOIOHOM.

Bsaemooii y nayienmie aimnvo2o gixy

CrieniabHUX JOCIIDKEHb ()apMaKOAMHAMIUHUX B3aEMOAIN y T06POBOIBIIB TITHBOTO BiKy He IPOBO/IMIIH.
HocnipKerns B3aeMOoIii JlikapchKUX 3ac06iB POBOIMIIM JIUIIE Y JOPOCIHX HALIEHTIB.

Ocobnugocmi 3acmocysanta
Hayienmu 3 yyxposum diabemom
Bianosinuo 10 Airo4oi KiHiYHOT IPaKTHKH, A€sKi MALIEHTH 3 IyKPOBUM HiabeToM, y AKHX 36iIpImiacs
Maca Tija Mif 4ac JIiKyBaHHS ImperabaiHoM, MOXYTb MOTPeOYBaTH KOPHTYBAHHS JO3H TiMOTTiKEMiUHUX
IIpenaparis.

Peaxyii einepyymnugocmi

ITicnst BuXOMy Mpenapary Ha PHHOK IIOBIIOMIISUIX [IPO BUHUKHEHHS! peaKIlil TilepYy TIIMBOCTI, BKIIOUAOUH
BHITIAJKH PO3BUTKY aHTIOHEBPOTHYHOTO HaOpsKy. IIpu HAIBHOCTI TAKUX CHMIITOMIB ggﬁfcfﬁ@B?‘q;iiﬁggro
HaOpsKy AK HaOpsAK OOIMYYs, HABKOJOPOTOBOI JUIAHKHM ab0 BEPXHIX IMXaTbHUX I AT HerdiiHo
NPUIMHATH 3aCTOCYBaHHS Iperadainy. ?
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Taoicki wkipni nobiuni peaxyii (TIIIIP)

ITix yac nikyBanHs nperaGaninom (pregabalin) piako mOBiZOMIISIOCS PO TSDKKI MIKipHI M0G1YHI peaxmii
(TLUIIP), Brmrouatoun cuuapoM Crienca—/[xoncona (CCJII) i TOKCHYHMH emmifepMajbHUM HEKPOJIi3
(TEH), siki MOXyTb OyTH HEOE3IEYHUMH 15 KUTTS a00 MaTH JIETAJIbHUN HacioK. [T yac npu3HadeHHs
JIKapChKOro 3acofy maiieHTaM CiIiJi NOBIZIOMHTH IIPO O3HAKH Ta CHUMIITOMH Ta YBa)KHO CTEXHMTH 3a
IIKIPHUMH peakiiamMu. SIKIIOo 3’ IBJISIFOTHCS 03HAKH Ta CHMITTOMH, 1110 BKa3yIOTh Ha Ili peakiii, cJiii HeraitHo
BIIMIHUTH 3aCTOCYBaHHs mnperabaiiny (pregabalin) Ta po3rIssHYTH ajbTepHATHBHE JIiKyBaHHS (y pasi
HEOOXiTHOCTI).

3anamopouenns, conaugicme, 8mpama cgioomMocmi, cnarymanicms c8i0omMocmi ma NOPYULeHHA NCUXIKU
3acTocyBaHHs nperabajiiHy CyIpOBOKYBAJIOCS BHUIIaJKaMH 3allaMOPOYECHHSI Ta COHJIMBICTIO, IO MOJXE
30IJBIIMTH YacTOTy BHHHUKHEHHS BHIAAKOBHX TpaBM (magiHe) y JIOJed JITHBOro BiKy. VY
MIOCTMAPKETHHTOBH IepioJ MOBIXOMIISIM PO BHUIIAJKH BTPATH CBiIOMOCTI, CIUIyTaHICTh CBiJOMOCTI,
TIOTipIIeHHsT po3yMOBOi HisuibHOCTI. ToMy citij mopaguTH maiieHTaM OyTH OOEepeXHHUMH, NMOKH 1M He
CTaHyTh BiZJOMi MOKJIMBI BIUTMBH Ipemapary.

Posznadu 30py

Y KOHTPOJBOBAHMUX JIOCIIKEHHSAX Oinbllla yacTHHA MALi€HTIB, SKi OTPUMYyBaJU Nperadail, Big3HaYaIu
HEYiTKiCTh 30py, Ha BiqMiHy BiJ HalieHTiB, ski oTpuMyBanu miane6o. Li edexrn y OinpmocTi BUmaakis
3HUKAJIH IIPU NIPOJOBXKEHH] JIiKyBaHHS. Y KIIHIYHHX JOCIiKEHHX, B SKUX IPOBOAUIH O(TanbMOIIOTiYHe
00CTe)XEeHHS, 4acTOTa 3HHIXKEHHS TOCTPOTH 30py Ta 3MiHHM MOJIB 30py OyJia BHINA Yy NAli€HTIB, sKi
npuiiMany nperiabaiiH, HDK y IAII€HTIB, SKI OTpUMYBaIX Iutanebo; yacToTa 3MiH O4YHOro AHa Oyia
BUILOIO Y MALlI€HTIB, SKi mpuiiManu mwiane6o (IuB. po3ain « @apmMakoauHaMikay).

Y MmoCTMApKETHHIOBHI TMEpio TaKOoX IMOBIIOMIISIOCS Mpo MoOivyHi edekTd 3 OOKy OpraHiB 30py,
BKJIIOYAIOYH BTPATY 30pYy, PO3MHUTICTH 30py a0o iHIIi 3MiHH rOCTPOTH 30py, OUIBIIICTH i3 SKHUX Oynu
TUMYACOBUMH. [Tic)Isi IpUITMHEHHS 3aCTOCY BaHHS MperabajiiHy 1i CHMIITOMH 3 GOKY OpraHiB 30py MOXYTh
3HUKHYTH a00 3MEHILHUTHUCS.

Hupxosa nedocmammicmeo

I[ToBimomiIsiu Ipo BUIAJKK HUPKOBOI HeocTaTHOCTI. [HOAI et edext 6yB 060pOTHUM MiCIIs MPUITMHEHHS
3aCTOCYBaHHS Mperadaliny.

Biomina cynymnuix npomueninenmuunux nikapcokux 3aco6ig

HenoctatHpo naHuxX IMOJO BIAMIHM CYIYTHIX HPOTHUEIUIENITUYHUX IIpENapariB Iicis MOCSTHEHHS
KOHTPOIIO HaJl CyAOMaMmH IpH JoJaBaHHI IperaballiHy A0 JIiKyBaHHS, IO BXX€ NMPOBOAUTHCS, 3aiyis
mepexoy 10 MOHOTepanii mperabaaiHoM.

3acmitina cepyesa nedocmamuicmy

VY nmocTMapKeTHHIOBHH Iepio]] MOBIIOMIISUIH NP0 BHITAAKK 3aCTiHHOI CepIieBOi HEJOCTATHOCTI Y JCSIKHX
Mali€HTIiB, AKi 3acTOCOBYBaiH nperabanin. Taka peakilis po3BHBajacs 34eOLIBIIOrO Mif Yac JIiKyBaHHS
nperabamiHOM HefponaTHYHOro GO0 y MAIi€HTIB JITHHOTO BiKy 3 YK€ iCHYIOUMMH CEepIIeBO-CYAMHHUMMU
NOpyIIeHHMH. TakuM marieHram nperabaiiH Clif 3acTocoByBaTH 3 obepexHicTio. [Ipu npunuzeHHi
3aCTOCYBaHHS IperaballiHy 1€ SBHUILE MOYKE 3HUKHYTH.

Jlikyeanna neiiponamuino2o 60110 yeHmpaibHo20 NOX0OACEHHS BHACNIQOK YULKOOIICEHHS CHUHHO020 MO3KY
[Tin uac nikyBaHHS HEHPONMAaTHYHOTO OO0 NEHTPAIBHOTO IIOXOJDKEHHS BHACHINOK YIIKOKEHHS
CIIMHHOTI'0 MO3KY YaCTOTa BUHUKHEHHS MOOIYHMX peakiliif 3aranoM, mobiuHux peakiiit 3 60Ky HeHTpaIbHOT
HEpBOBOI CUCTEMH Ta 0COOJIMBO COHJIUBOCTI OyJ1a miIBUILEHOIO. [le MO)KHA ITOSCHUTH aIUTHBHUM e(heKToM
IHIIUX JIKapChKUX 3ac0o0iB (HAPUKIIAJ, aHTUCIACTHYHUX 3aCO0IB), 110 HEOOXiAHI JUIs JIIKyBaHHS [[LOI'O
crany. [{to o6craBiHy HEOOXiHO B3SITH 10 YBar y BUMAAKY IPU3HAYECHHS perabastiHy mpu TakoMy CTaHi.
Ipuznivenns ouxanmns

[ToBimomisocss NMpO BHUNAAKH TSDKKOIO IPUIHIYEHHS (DYHKUIl AMXaHHS, IOB’S3aHOTO 3 JIIKYBaHHIM
nperabaninoM. IlamieHTH 3 TNOpYIIEHHAMH [JUXaHHS, pECHipaTOpHUMHU ab0 HEBPOJOTIUHHMH
3aXBOPIOBAHHSMHU, HUPKOBOIO HEIOCTATHICTIO, ado Taki, sSKi HpUHMArOTh iHII JKapChKi 3acobu, 1o
NPUTHIYYIOTH (QYHKI[IIO EHTPaIbHOI HEPBOBOI CUCTEMH, 00 MaIli€HTH JIITHBOI'O BiKy MOXYTh MATH BHIIHHA
PH3HK PO3BUTKY L€l TshKKol MoOiyHOT peakuii. Y nmauieHTiB i€l rpynu Moxe OyTH HEOOXiTHUM KOPEKIIist
JI03H.

Cyiyudanvre mucienns ma nogedinka 0
V namieHTiB, sKi OTPUMYBAIM TEPAIii0 INPOTHEIIICITHYHAMH 3ac00aMH 3 TIPUBOLY
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MHCJICHHSI Ta NMOBEMIHKU IIPU 3aCTOCYBAHHI IPOTHEIIENITHYHUX INpenapariB. MexaHi3M BUHHUKHEHHs
I[bOI'0 PU3UKY HEBIJIOMHIA.

VY naumieHTiB, sKi OTpUMYyBaIM IperadajiH y MiCIsIpeecTpalifHOMY IEPiOfi, CIIOCTEPIralucs BUIAIKH
CyilMIaJbHOTO MUCIICHHS Ta MMOBEAIHKY (muB. po3ain «[1o6iuni peakuii»). Enigemiosnoriube mocmimKkeHHs
3 BUKOPHCTAHHSM JM3alHy CaMOCTIHHOrO KOHTPOJIIO (IOPIBHSAHHS MEPIOAiB JIIKYBaHHsA 3 Iepiogamu 6e3
JiKyBaHHsS B OKPEMOTroO Ialli€HTa) IPOJEMOHCTPYBAJIO MiABHINCHUN PH3UK HOBHX IPOSBIB CYilMAAIBHOT
HOBEiHKHU Ta JICTAJIbHOrO HACIIiIKY BiJl cCaMOry0CTBa Y IALIEHTIB, IKi 3aCTOCOBYBAaJIX Nperadais.
[Tamtienram (Ta iX omikyHaM) HEOOXiTHO 3BEPHYTHCS 38 MEIMYHOIO JOMOMOIOO Y BUIIAAKY BHHMKHEHHS
CyilMIanbHOrO MUCIICHHS Ta NMOBeAIHKH. HeoOXinHUN peTenpHuM HarIs)] 3a HMallieHTaMK JIJIsl BUSBJICHHS
O3HaK CYTIUJAILHOIO MUCIICHHS 1 MOBEAIHKHU Ta IIPU3HAYEHHS BiAMOBIAHOTO JIIKyBaHHs y BUIIAAKaX HOro
BUHUKHEHHs. CIIil pO3IVISIHYTH MOJMJIMBICTH IIPUIMHEHHS JIIKYBaHHS IperaGalliHoM y pa3i BAHMKHEHHS
CyllMIaJIbHUX TyMOK i IOBEIIHKH.

IHopywennsa pyHxyii HudICHIX 8i00i1I8 ULIYHKOBO-KUUIKOBO20 MPAKNTY

[Ticna BUXODy IpenapaTy Ha pUHOK IIOBITOMIISIIOCS TIPO SIBHLIA, [TOB’A3aHi 3 IIOPYIIEHHAM QYHKIIT HIMKHIX
Bi/U1iJIiB Ty HKOBO-KMIIIKOBOTO TPAKTY (TaKi K HEMPOXiHICTh KUIIEYHUKY, TapaTiTHYHA HEPOXIiTHICTh
KHUIIEYHHKY, 3all0p) BHACTIJIOK 3aCTOCYBaHHS Ipera0aliHy OJHOYACHO 3 JIIKAPCHKMMH 3aco6aMH, 10
MOXYTh BHUKJMKATH 3aIlop, HaNpHKJIaJ ONiOINHHMH aHalbreTHKaMH. [Ipu OJHOYACHOMY 3acTOCyBaHHI
nperabaiiHy Ta OMIOIAIB CJIiJ BYXUTH 3aXOXiB s MpodinakThKy 3amopy (0COGIMBO y KIHOK Ta MALI€HTIB
JITHBOTO BIKY).

QoHouacrHe 3acmocysans 3 onioidamu

PexomenyeThCsl JOTpUMYBaTUCS 00EPEKHOCTI IPH NpHU3HAYEHH] Iperabaiiny OJHOYAcHO 3 OIioigaMu
gepe3 pusuk npurdideHHs ¢pyskuii IIHC (muB. po3zmin «B3aemouis 3 iHmMMH JlikapcbKUMHU 3ac00aMHU Ta
IHIII BUJM B3aEMOJIH»). Y JIOCTiPKEHH]I BUNIAI0K-KOHTPOJIb 0Ci0, SIKi 3aCTOCOBYIOTH OIIiOiNH, Ti HAI[i€HTH,
AKi OTpUMYBaJIH TEPAIiIo NperabayiHoM OZHOYACHO 3 OIMOINOM, MaJIM ITiJBHIIEHUH PH3UK JIETATLHOCTI,
TIOB’513aHO] 3 OMiOiZlaMM, MOPIBHSHO i3 3aCTOCYBaHHSM JIMIIE OIMIOIMIB (CKOPUIOBAHE CIIiBBiHOLIEHHS
mancis [aOR], 1,68 [95 % I, 1,19-2,36]). Takuii nigBuieHni PU3KUK CIIOCTEPIraBes IPH HU3BKUX 033X
nperabaniny (<300 mr, 1,52 aOR [95 % M1, 1,04-2,22]), i ciocrepiranacss TeHAeHIIs A0 36iIbIICHHS
PHU3KKY NPH BUCOKHUX J03ax mperabaniny (> 300 mr, 2,55 aOR [95 % I 1,24-5,06]).

Henpagunvne 3acmocysanis, aduxmuenuii nomenyian abo 3aiedicHicms

[Iperabaitin MOJXe CIPHINHATH MEIMKAMEHTO3HY 3aJIeXHICTh, iKa MOYKE BUHUKATH I1i)[ 9aC 3aCTOCYBaHHS
TepaneBTHYHUX 103. [IoBiZOMILIOCS Npo BHUMAJKK HENPABUIILHOTO 3aCTOCYBAaHHS, 3JIOB)KUBAHHSL.
[laienTy 3i 370BXMBaHHAM IICHXOAKTHBHHMH PEYOBMHAMH B aHAMHE31 MOXYTh MaTH BHINMH PH3HK
HEPAaBUJIBHOTO 3aCTOCYBaHHS mperabaiiHy, 3J0BXHMBaHHS Ta 3aJ€KHOCTI, TOMY TaKUM IallicHTaM
nperabanin ¢l 3acTocoByBaTH 3 obepexHicTio. Ilepur HiX npusHayaTu nperabaiiH, CIiI PETENBHO
OIIIHMTH PU3HUK HEIMPABUIEHOTO 3aCTOCYBAHHS, 3I0BKHBAHHS 200 3aJIEKHOCT.

3a manieHTaM¥, sKi OTPHMYIOTH mperabaiiH, CJIiJ cHoocTepiratd JUIsi BHSABJIEHHS CHMIITOMIB
HENPaBUJIBHOIO 3aCTOCYBaHHs Nperadaniny, 3JI0BKUBAHHS a00 3aJIeKHOCTI, TAKHUX SIK PO3BUTOK 3BMKAHHS,
IIEPEBUILEHHS 03K Ta MOBEIHKA, CIPSIMOBaHA Ha OTPUMAaHHS Ipenapary.

Cumnmomu 8iominu

[licns mMpUNMHEHHS KOPOTKOCTPOKOBOIO Ta JOBLOCTPOKOBOTO 3aCTOCYBaHHS MperabaiiHy y IesKHX
TAlI€HTIB CIIOCTEpirany CUMITOMH BinMiny. 3adikcoBaHo Taki sBuLIA: GE3COHHS, TONOBHHUH 6ib, HyI0Ta,
TPUBOXKHICTh, Jiapes, TPUIONONIOHMN CHHIPOM, HEPBO3HICTh, JENpecis, CyiluanbHi AyMKH, Oinb,
CYJIOMH, TilEprifipo3 i 3amaMOpOYeHHs, sIKi CBimyaTh npo GisuuHy sanexHicTs (muB. posain «IloGiumi
peakuii»). [TosBa cCHMITOMIB BiIMiHM IiCISl NPHIHHEHHS NpUHOMY mperaGaiiHy MOKe BKa3yBaTH Ha
ME/IMKaMEHTO3HY 3aleXHIiCTh (muB. po3nin «Ilo6iuni peakuiin). Lo inpopmanio cmix mosimomuTn
MALi€HTY Iepe] IT0YaTKOM JIiKYBaHHS.

SIkmo 3acrocyBanHs mnperabaniHy HeoOXiTHO NPUIHHWUTH, PEKOMEH/AYEThCS L€ POOUTH INOCTYIOBO,
IPOTATOM LIOHAWMEHIIE 1 THOKHS HE3aleXHO BijJ mokasaHHS (muB. po3ain «Cmoci6 3actocyBaHHs Ta
JIO31Y).

Cynomu, 30Kpema eNienTHYHHI CTaTyC Ta BEJIUKI CyIOMHI Hala i, MOXYTh BAHUKATH IiJl 4ac JIiKyBaHHS
nperabagiHoM ab0 HEBIOB3i IiCIs NPHUTHHEHHSA HOro 3acToCyBaHHS.

CTOCOBHO TPUIHHEHHS JIOBrOCTPOKOBOTO meBaHH;I npera6amH0M JlaHi JI03BOIAIOTE !
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IToBinomisutocs Mpo BHNAAKH eHiedanonarii, 0 BHHUKAIKM IEPEBAXXHO Yy MAII€HTIB i3 CYIMyTHIMU
3aXBOPIOBAaHHSMH, SIKi MOXKYTh CIIPHYHHUTH €HIIe(aIonaTiio.

Kinku penpodyxkmugnozo 8ixy / konmpayenyis

3acTocyBaHHs nperabaiiHy y I TpumecTpi BariTHOCTI MOXKE CIPHUYMHSTH 3HA4HI BPOIDKEHI AehEeKTH Y
mwiona. Ilperabarnin He cii 3acTOCOBYBATH Y IEpiox BariTHOCTI, SKIINO KOPHUCTH JJIS BAriTHOI SBHO He
IIEpPEBUIIY€E NMOTEHLIHHMI pU3UK I miofa. JKiHKH pernpoAyKTHBHOTO BiKy IOBHHHI BUKOPHCTOBYBATH
eexTuBHI 3acobu KOHTpamenuii miy yac ikyBaHHS (IHB. pO3MiT «3aCTOCYBaHHS y MEpio BariTHOCTI abo
TOZyBaHHs IPyAII0»).

Honomioicni pewosunu

Jlixapcpkuit 3aci6 MiCTUTD IIPOMIIEHITIKOIIb, KK MOXKE CIIPHYMHUTHA CUMIITOMH, CXOKi 3 TAKUMH, L0
BUHUKAIOTH [IPU BXXUBAHHI aJIKOTOJIIO.

Jlixapchkuii 3aci6 MiCTHTB JIaKTO3Y. SIKIIO y Mali€eHTa BCTAHOBJIEHA HEIEPEHOCUMICTD JESIKUX Iy KPiB, CJIiL
IIPOKOHCYJIbTYBATHC 3 JIiKapeM, ITepII HiXX NpuiMaTH Iei JiKkapchKuii 3aci6.

Kancyna 75 Mr MicTuTh 27 MT JIaKTO3H.

Kancyna 150 Mr MicTUTB 54 MT JIaKTO3H.

Kancyna 300 Mr mictuth 108 Mr jtakTo3w.

3acmocysanna y nepioo eazimunocmi a60 200y8anHaA zpyooro
XiHKM penpoIyKTUBHOIO BiKy / 3ac00M KOHTpALENIIT sl )KIHOK
XiHKM penmpoayKTHBHOIO BiKy NOBHHHI BHKOPHCTOBYBaTH e€(EKTHUBHI 3acO0M KOHTpALENI[i Iij dyac
JiKyBaHHS (IuB. po3aist « OCOOIUBOCTI 3aCTOCYBAHHSY ).

BaritHicTh

YV IochiKeHHIX Ha TBApHHAX IPOJAEMOHCTPOBAHA PEIPOAYKTHBHA TOKCHYHICTE., [ToTeHIiHHII pusuK 115
JIIOOVHU HEBIIOMHH.

Byno mnpomeMoHCTpoBaHO, L0 IperabajiH IpPOHUKAEe uepe3 IUIACHTY Yy LIypiB (OMB. poO3Ji
«PapmaxokiHeTrkay). [Iperabanin Moxe NPOHUKATH Yepe3 IUIALEHTY JIIOAUHH,

3uauni 8podaiceni 6aou po3eumKy

3a jmanuMH 0OCepBallifHOTO IOCIIJDKEHHS, IPOBEAECHOTO0 B KpaiHax CkaHAuMHaBii, IiJ 4Yac SKOro
crocTepirany 3a 6inpm Hix 2700 BaritHOCTSMH, y pa3i 3actocyBauHs nperabaiiny B I TpumecTpi 6yna
IPOJIEMOHCTPOBaHa OiNblla IOMMPEHICTh 3HAYHUX BPOMXKEHHX Bal po3BUTKY (3BBP) y momyssmii
JUTSYOTO BiKy (’KMBHX a00 MEPTBOHAPOUKEHUX JiTeit), sIKa MMifnaBaiacs BIUIMBY Nperabaliny, MOpiBHIHO
3 TOIyJIsANI€r0, SIKa HE TiJlaBanacs TakoMy BIUTHBY (5,9 % mopieusHO 3 4,1 %).

Pusuk possutky 3BBP y xiteif, MmaTepi sixux 3acrocoByBanu nperabainin y I tpumectpi BariTHOCTI, O6yB
OEIO BHUIMM MOPiBHAHO 3 JIITBMH, sKi HE IIi/UTAaBaJlCsl TAKOMY BIUIMBY BHYTPIiLIHBOYTPOOGHO
(ckopuroBanuii KoedinieHT momupeHocti Ta 95 % nosipunii inrepsain: 1,14 (0,96-1,35)), Ta nopisHsHO 3
JiTbMH, K1 IiJIaBakcs BILIMBY JaMoTpumikury (1,29 (1,01-1,65)) a6o aymnokceruny (1,39 (1,07-1,82)).
Anai3 KOHKPETHUX BaJl PO3BUTKY NOKa3aB OiNbII BUCOKHN PU3MK BUHUKHEHHS Ball PO3BUTKY HEPBOBOT
CHCTEMH, O4Yel, opodaliaTbHUX PO3IIIIHH, BaJl PO3BUTKY CEUOBHBIHUX LIISXIB T4 CTATEBUX OPraHiB, aJie
KINBKICTH TaKuX Baj OyJia HEBEJIUKOIO, a OI[iHKH - HETOYHUMH.

IIperabanin He ciijJ 3aCTOCOBYBATH y IEPioJ] BariTHOCTI, 32 BUHATKOM OKPEMHX BHUIIAIKIB, KOJIK KOPHUCTh
JUISL BariTHOI SIBHO TIEPEBUILY€ MOXIIMBHIA PU3HK JJISI IUIO/IA.

[lepiox rojlyBaHHs rpy U0

HeBenuka KinpKicTh perabaniny Oyia BUsBJIEHA y MOJIOL KIHOK, SIKi TOAYIOTE rpy 0. Ciijl OBiOMHUTH
XKiHKaM, sIKi TOAYIOTh IPYIUIO, IO HE PEKOMEHJYETHCS TOAYBATH JUTHHY TPYAIIO y TEPioj JIIKYBAHHS
nperabansiHoM.

depTuibHICTE

Hemae kmiHIYHAX BIIOMOCTEH IOJI0 BILIMBY IperabailiHy Ha pernpoayKTUBHY (DYHKIIIO JKiHOK.

ITin wac KIiHIYHOrO JOCHI/UKEHHS BIUIMBY IIperabajlily Ha pyXJHBICTh CIEPMATO30iIiB 310pOBi
IOOpOBOJIBII YOJIOBiUOi cTaTi 3acrocoByBanu mperabamin y mo3i 600 mr/moOy. ITicias Tpumicsynoro
JIiKyBaHHSI nperaGaHiHOM YKOJTHOTO BIUIMBY Ha PyXJIUBICTh cnepMaToso'faiB HE BUSIBJICHO.
] JIOCJHI[)KGHHI (bepmnbﬁocn HpOﬂ;eMOHCTpOBaHO HASIBHICTh HETaTMBHOI'O BILIMBY Ha?*
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30amnicmos eénnueamu Ha WEUOKICMb peakyii npu KepyeawHi A6MOMPAHCROPMOM abo iHwUMU
Mexanizmamu

[Iperabarnin Mo)ke MaTH He3HauyHMH ab0 MOMipHUI BIUIMB Ha 3JaTHICTH KepyBaTH TPAHCIOPTHUMH
3aco0aMy Ta IpalroBaTH 3 MexaHizMamu. [Iperabanin MOXe CIPUYHHSATH 3aIaMOPOYEHHS i COHIMBICTD Ta
MOXKE BIUIMBATH Ha 3[aTHICTh KepyBaTH aBTOMOOiIeM abo wmexawismamu. ToMy mamieHTam ciin
PEKOMEHIyBaTH yTPUMYBATHCS BiJl KepyBaHHS aBTOMOOiieM a0 pobOTH 31 CKIIaIHOIO TEXHIKOIO, IOKU HE
CTaHe BiZIoMO, Ik caMe Iperapar BIUIMBAE Ha MIBUKICTh PEaKIIii.

Cnoci6 3acmocyseanna ma 0o3u

Cnocib 3acmocysanns

I[penapar Jlinedop nmpuitMaTi He3aJeXKHO BijJ BYXMBAHHS 1Ki.

Jauuit ikapcekuii 3aci6 NpH3HAYSHUH BUHATKOBO /IS IEPOPAILHOTO 3aCTOCYBaHHS.

Ho3zu

Hianason 103 npenapaTy MoXe 3MiHIOBaTHCS y Mexax 150-600 mr Ha 106y. JIo6oBy 103y pO3HOIINISTH Ha
2 abo 3 npuitomu.

Heitponaruynwuit 6inp

Tepamiro nperabaninoM MoxHa po3moyatd 3 Jo3u 150 Mr Ha 100y, posmoxineHoi Ha 2 a60 3 MpUHOMIL.
3ayexHO Bifl iHAMBITyaTbHOI BiIIOBI/ Ta IEPEHOCHMOCTI TIpenapary MalieHTOM J03y MOYXHA 36iIbIIHTH
1o 300 mr Ha 06y vepes 3—7 qHiB, a 32 HEOOXiAHOCTI — 10 MakcUMAaNIBHOT 1034 600 Mr Ha 106y Ie mics
7 nHiB.

Eninencis

Tepanito nperabaninoM MoXHa po3moyaTy 3 Ao3u 150 Mr Ha 106y, posnomineHoi Ha 2 a60 3 mpUHOMH.
3aexHO Bijl IHWBITyabHOI BiMOBI Ta MIEPEHOCHMOCTI IIpenapary MalicHTOM 03y MOXKHA 361IbIIHTH
no 300 mr Ha 100y micis mepuIoro THXXHs JMikyBauHs. 1l yepes ofuH THXKIEHD 103y MOXHA 301NMbIIUTH
J10 MakcuMaibHOI — 600 Mr Ha 100y.

I'eHepanizoBaHuii TPUBOXKHHUN po3jaaj

Hosa, sxy posmoainssioTe Ha 2 a6o 3 mpuiiomMu, MOXe 3MiHIOBaTHCS B Mexax 150-600 Mr Ha 1n06y.
Ilepiomu4Ho ci1iJt neperisaaTi HeoOXiAHICTh IPOJOBKEHHS TEpaITii.

Tepaniro nperabaninom MoxHa po3noyaty 3 1031 150 Mr Ha 106y. 3aexHo Bifl iHAMBIAyanbHOT BimoBizi
Ta [EPEHOCHMOCTI MpernapaTy MalieHToM 103y MoxHa 36insiutu 10 300 Mr Ha 106y micns Ieporo
THXHS JTiKyBaHHs. [licyis me oaHOro THIKHS IpHioMy K03y MOXHa 36imbmmTH 10 450 Mr Ha no6y. e
yepe3 OAUH THXIEHD 03y MOXKHA 301IBIIMTH 10 MakcuMaibHOI — 600 Mr Ha 100y.

®ibpomianris

PexomennioBana n03a npenapary ais JlikysaHHs Gibpomiarii cranosuts 300-450 Mr Ha 106y. JlikyBaHHS
CIiJ PO3MOYMHATH i3 3aCTOCYBaHHS JO3M 75 Mr 2 pasu Ha mo6y (150 Mr Ha m06y). 3amexHo Bix
e(peKTHBHOCTI Ta IEPEHOCUMOCTI, 103y MOXHa 30L1bIIyBaTH 10 150 Mr 2 pasu Ha 106y (300 Mr Ha 106y)
IPOTSTOM OAHOTO THXXHSA. JIIs Mali€eHTiB, 11 SKUX 3acTocyBaHHS 1034 300 Mr Ha 100y € HEOCTaTHHO
e(peKTUBHMM, MOXHA 30iMBIIMTH 103y A0 225Mr 2 pasu Ha 100y (450 Mr ma mo6y). Xoua ichye
JOCIIDKEHHS 3aCTOCYBaHHs 103K 600 Mr Ha 100y, 10Ka3iB TOro, IO 3aCTOCYBAHHS Iiel 103u 6yne MaTH
JI0IaTKOBY IIepeBary, HeMae; TAKOXK Taka J103a MaJla Tiplly epeHOCHMicTh. Bepyun 10 yBaru 10303anexHi
nobivHi peaxuii, 3acTocyBanHs 103 Bumie 450 Mr Ha 100y He pekoMeHAyeThes. OCKiNBKH Tpermapat
BUBOJUTECS FOJIOBHHUM YHHOM HUPKAaMM, CJIiJl KOPUTYBATH JIO3y Ipernapary MalieHTaM i3 mopyIleHHIMU
(byHKIIT HUPOK.

Binmina nperabaininy

BigmosigHo 1m0 nAiro4oi KIiHIYHOI IpPaKTHKH, HPUIMHSTA TEPAIilo NperaGaliHoM peKOMEHIYEThCS
TIOCTYIIOBO, IPOTArOM IIOHAWMEHIIE OJHOrO THXKHSA, HE3&IEHHO BiJl MOKa3aHb (JMB. pPO3ZiIM
«OcobmmBocTi 3acTocyBaHHs» Ta «[To6GiuHi peakiii»).

[opymeHHs GYHKIIT HUPOK

[Iperabaiin BHBOIMTBCSA i3 CHCTEMHOrO KPOBOTOKY B HE3MIHEHOMY BHIJISI, IIEPEBAYKHO HHUPKAMH.
Ockinbku  KnipeHc mperabaiiHy IIpsSMO IHPOMNOPLIHHMN KIIpEHCY KpeaTHHiHy (OMB. pPO3ZiN
«DapMaKOKIHETHKAY ), SMEHLIYBATH JI03y MALli€HTaM i3 TOPYLICHHAMH QYHKIIT HUPOK CJIi/l iHAUBI Ay aIbHO,
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SK 3a3Ha4eHO B TaOJMII HMIKYE, BIANOBIOHO 1m0 KiipeHcy kpeatuHiny (CLcr), skuif BH3HAUAIOTH 3a
dopmyioro:

1,23 x |140 — o} X Maca riza (xr
Mn) = l HIE(pOR ]  WRG MKM(OJIg X (0,85 Ans1 KiHOK)

( piBeHb KpeaTHHIHY y nia3mi KpoBi (:

XB
J

Ilperabanin eheKTHBHO BHIAISETHCS 3 IUIA3MH KPOBi 3a Jomomororo remoxianisy (50 % mnpemnapary
npoTArom 4 roauH). JIjis mamieHTiB Ha reMofianisi 1060By 103y nperabajtiHy CiiiZi KOPUT'YBaTH BiAOBIIHO
no ¢ynxuii Hupok. KpiM mo6oBoi mo3u, ompasy micist KOXHOI 4-OJMHHOI NpPOLEIYpPH TeMOJianizy
HEOoOXIiTHO 3aCTOCOBYBATH OJATKOBY JI03y Ipernapary (IuB. TaOIIHIIO).

Kitipenc 3arasibHa 103a nperabaitiHy Ha 106y * Cxema J103yBaHHS
KpeaTHHiHY [TouaTkoBa no3a | MakcumansHa 103a
(CLcr) (Mms/xB) | (Mr Ha n06y) (mr Ha no0Y)
>60 150 600 2-3 pa3u Ha 100y
>30 — <60 75 300 2-3 pa3u Ha 100y
Z1§=<30 25-50 150 1-2 pa3u Ha 106y
<15 25 75 1 pa3 Ha o0y
JonaTkoBa J103a micis reMomianisy (Mr)

| 25 | 100 | OnHoKpaTHa no3a*

* 3araibHy 1060By 103y (Mr/moby) ciiii po3noiinuTH Ha JeKinbka NPUHOMIB BIATOBIAHO N0 PEKHUMY NO3yBaHHS, 106
OTPHUMATH 103y U1l ONHOKPATHOro npuiioMy (Mr/mosy).
* lonaTkoBa 103a — Lie JOAATKOBA OHOKpATHA [103a.

ITeyiHKOBa HEJIOCTATHICTh

Jlnst mauieHTiB i3 mopymeHHAMH (QYHKIIT IeYiHKH HeOOXiZHOCTI B KOpeKIii 103u HeMae (IUB. PO3MiNI
«DapMaKoKiHETHKAY ).

[TanieHTH TITHEOTO BiKY

JUist manieHTiB JIITHBOrO BiKy Yepes IoripiueHHs GpyHKUil HIpOK MOXe 6yTH TOTpiOHE 3MEHIIEHHS H03H
nperabaniny (IuB. po3ain « OcoGIMBOCTI 3aCTOCYBAHHSY ).

Himu

Besnexa Ta epeKTHBHICT 3aCTOCYBaHHs NperabaliHy HpU HOTo 3aCTOCYBaHHI HiTaM (BikoM 10 18 pokis)
He BCTaHOBJIeHi. JlocTynHa Ha neit 4ac indopmaris HaBenena B posxmini «[To6iuni peakuii», a Takox y
posninax «®apmakoguHamika» i «DapMakoKiHETHKaY», OJHAK, CIUPAIOYUCh HA HUX, HEMOXJIMBO HaJaTH
YKOIHUX PEKOMEHJAIiH 100 103yBaHHS I1ilf KaTeropil maiieHTis.

Ilepeoo3ysannsn

ITicis BuXOmy mpemapaTy Ha PUHOK MOBIMOMIISJIM, IO HANHYACTIIMMM Bi3HAYEHUMH MOGIYHHMHM
peaklisMM Yy BHNAJIKy IIepefo3yBaHHs Iperabajiiny OyJid COHIMBICTH, CIUIYyTaHICTH CBiZOMOCTI,
30yIKEHHS Ta HECTIOKil. Takodx MoBiIOMIISIIH TIPO CYIOMH.

3piziKa MOBiTOMJISUTH TIPO BUITAIKHA KOMH.

JlixyBanHs nepeno3yBsanHs nperabaniHy monsrae y sarajlbHUX IiATPUMyBAIBHHUX 3aX0/aX Ta 3a HOTPeOH
MOJX€e BKJIIOYAaTH reMofiani3 (auB. po3zin «Crioci6 3acTocyBaHHs Ta 031y, TaGIHIs).

ITob6iuni peakuyii

YV kiinivHi} nporpami 3 gocnikeHHs nperabaniny Horo orpumanyu nosan 8900 mamieHTiB, 3 HuX 5600 —
YYaCHHKH TOBIMHUX CIINUX MIanebo0-KOHTPOIBOBAHUX JOCIi/KeHb. HaluacTimumu 3apeecTpoBaHUMH
0GIYHMMH peaKLiaMu OyJd 3aI1aMOpOYeHHS Ta COHuBicTh. [To6iuni peaknii 3a3BHyait 6y erkoro aGo
IIOMiPHOTO CTyTeHs. B yciX KOHTPOIEOBaHUX JOCII/UKEHHSX IOKAa3HKK BiIMiHY penapaTy yepe3 mobiumi
peakuii cranoBus 12 % cepex mamieHTiB, sKi nmpuitManu mperaGaiid, Ta 5% cepen MAI[eHTIB, sKi
OTpHUMYBaJIK IuTaLe6o. HaﬁqacrimnMn noquHnMH peaxuiaMn 0 IPU3BOIMIIN I[O JIDAITHHEHHS

GV
Hwxye HaBeneHi BCi mOOiuHi peakii, 10 BHHUKAIN YacTille, HiX IpH 3aCTocyBaHrLi§,qJTapeG
HDX B OJJHOTO Mali€HTa; i MoOivHi peakiiii 3a3HaveHi 3a CHCTEMaMH OpraHiB Ta 3a ﬁacjr?‘ro;o
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(=1/10); wacto (Bim >1/100 mo <1/10); Heuacto (Bix >1/1000 no <1/100); piaxo (Bix>1/10000 xo <1/1000);
nysxe piako (<1/10000); yacrora HeBinoma (He MoxKe OYTH OLiHEHA HA OCHOBI HAsSBHUX JAHUX). Y KOXHIii
IpyIi 32 YaCTOTOXO BUHUKHEHHS MM001uHi e()eKTH NpeICTaBIeH] Y OPAAKY 3HMXKEHHS CTYIIEHS iX MPOSBIB.
ITin gac niKyBaHHsS HEBPOIIATHYHOTO OO0 LIEHTPATBEHOTO IOXOKEHHS BHACIIOK YIIKOIKEHHS CIIHHHOTO
MO3Ky 4acTOTa BUHHUKHEHHs IOOIYHMX peakiliif 3araiom, mobiynux peaxiiit 3 6oky ITHC Ta oco6muso
COHJIMBOCTI OyJ1a ITi BUIIIEHOIO.

3asHavyeHi Hmk4e moOivyHi peakuii MOXyTh OyTH MOB’sA3aHi 3 OCHOBHMM 3aXBODIOBAHHSM Ta/abo
O/THOYACHUM 3aCTOCYBaHHSM IHIIMX JIIKAPCHKHUX 3aC00iB.

Honatkosi moGivni peakiii, Mpo sKi IOBIXOMISITH MiCIsi BHXOLY MpENapary Ha PUHOK, MO3HAYEHi
KyPCHBOM Y IEpeNiKy HIKYE,

Inghexyii ma ineasii: 4acTo — Ha30(hapUHTIT.

3 60Ky iMynHoOi cucmemu: HEYACTO — TiMepUyTIMBICTH; PiKO — aHriOHEBPOTHYHHM Ha6psK, anepriymi
peakuii, aHadinakToinHi peakuii.

3 boky xkposi ma nimgpamuunoi cucmemuy: HEYaCTO — HEUTPOTIEHS.

3 boky memabonismy ma xapuy8anHs.: 9acTo — IOCHICHHS alllIETUTY; HEYACTO — AHOPEKCisl, TIIOrITiKeMis.
3 6oxy ncuxixu: 4acTo — eM(pOpHIHMI HACTPIH, CIUTYTaHICTh CBiIOMOCTI, APaTiBAMBICTD, Je30picHTALls,
Oe3conHsl, 3HIKEHHS Ji6ino; HEYacTO — raIONMHAILI], aH{YHi aTaKy, HECTOKiH, 36yKeHH s, Jenpecis,
JENpPECUBHUN HACTpiM, MiHECEHUM HACTpil, aepecis, 3MiIHM HACTPOIO, JENEPCOHAI3ALIS, YTPYTHEHHUIT
1oGip ciiB, MAaTOJIOTIYHI CHOBH/IIHHS, MOCHIICHHS J1i6i10, aHOpra3misi, anaTist; piJko — pO3ralbMOBYBAHHS,
CyiuuganbHa NOBEAiHKa, CyIIUAAIbHE MUCIIEHHS; YaCTOTa HEBIZIOMA — MEOUKAMEHMO3HA 3ANEIICHICb.

3 6oky Hepeo6oi cucmemu. IyXe 4acTO — 3allaMOPOYEHHS, COHJIMBICTB, FOJIOBHHH 61/b; 9acTo — aTakcis,
IIOPYUICHHS KOOPAMHALii, TPEMOp, AU3aPTPisl, aMHE3isl, OTiPIICHHS 1aM’sITi, pO3JIajid yBary, apecTesis,
rimecresis, cefallisi, HOPyLIEHHs PiBHOBArd, JI€Tapris; HEYACTO — CHHKOIIE, CTYIIOP, MiOKJIOHYC, empama
ceioomocmi, TICAXOMOTOPHA TiNepaKTHBHICTb, JUCKIHE3is, OCTypalbHE 3alaMOPOYEHHS, iHTEHIiHHHIT
TPEMOp, HiCTarMm, NOpYLIEHHsS KOTHITHBHUX (YHKIIH, nozipuienHs ncuxixu, NOPYIIEHHS MOBJICHHS,
rinopeduiexcis, rinepecresis, BiAUyTTS NeUiHHs, areB3is, 3aeanvHe He30yocanns, anaTis, HABKOJIOPOTOBA
IapecTesis; pifko — cyoomu, mapocMis, rimokiHesis, aucrpadis, mapkiHcoHi3M, rimanresis, 3aJexHicTb,
MO304KOBHI CHHAPOM, CHHIPOM 3y64YacToro konieca, KoMma, Ienipiif, eHuedanonaris, ekcTparipamiaauit
CHHJIpoM, cunzipoM [iena—bappe, inTpakpaHnianbHa rinepreHsis, MaHiakaibHi peakilii, napaHoiaHi peakuii,
pO3JIajiu CHY.

3 60Ky opeani¢ 30py: 4YaCTO — HEYIiTKICTH 30py, NHIUIONIS, KOH’IOHKTHBIT, HEYaCTO — BTpaTra
nepr(hepUYHOrO 30py, MOPYIIEHHS 30Dy, HAOPSK ouei, fe(eKT most 30py, 3HMIKEHHS TOCTPOTH 30Dy, BilIb
B OYax, aCTEHOIist, ()OTOICisA, CyXiCTh O4el, NMOCHNIeHA CIbO30TeYd, MOJAPASHEHHS odeH, GrnedapwurT,
MOPYLICHHSI aKOMOJAlil, KPOBOBMJIMB B O4YHE SOJYKO, CBITJIOUYTNIHBICTh, HAOpSK CITKIiBKH; pigKO —
émpama 30py, Kepamum, OCHWIONCIA, 3MiHA 30pPOBOrO CIPUHHATTS TIMOWHH, Miapias, cTpabism,
SCKPaBiCTb 30Dy, aHIi30KOpisl, BHpPAa3sKM pOTIBKH, eK30(TanbM, Mapamid O4YHOrO M’A3a, IpHT,
KEePaTOKOH IOHKTHBIT, Mi03, Hi4Ha CIinora, odragpMoIuIeris, arpodis 30poBoro Heppa, HaOpPSK JHUCKa
30pOBOI'0 HEPBA, NITO3, YBEIT.

3 60Ky opaanie cryxy ma pi6Ho6azu: 9acTO — BEPTUIO; HEYACTO — MiIlEpaKys3is.

3 6oky cepyeso-cyOunnoi cucmemu: HEYACTO — TaXiKapyis, aTPiOBEHTPHKYJApHA OIOKana MEpIIOro
CTymeHsl, CHHycoBa Opanukapmis, 3acmilina cepyeea HeOoCmammuicmb, aprepiajibHa TiloTeH3is /
rinepTeHsis, NPUILUIMBY, BiMYYTTs XONOMY y KiHUIBKax; pifko — mpononeayis inmepeany Q-T, cunycosa
Taxikap/isl, CHHyCOBa apUTMisl.

3 Ooky Ouxanvbroi cucmemu: 4acTto — (papUHroJapuHreanbHui G6ifb; HEYacTO — 3ajHIIKa, HOCOBA
KpOBOTEYa, Kaulelb, 3aK/Ia[€HICTh HOCA, PHHIT, XPOMiHHSI, CyXiCTh CIM30BOI OGOJOHKHM HOCA; PiKO —
Habpsax nezenb, BINIyTTa CTHCHEHHsS B TODII, JIAPHHIOCIA3M, allHOE, aTeNlekTas, GPOHXIONIT, ruKaBKa,
$i6po3 erens, N03iXaHHs; YaCTOTA HEBIZOMa — IPUTHIYEHHS (yHKII] AMXaHHS.

3 6oky mpagnoi cucmemu: 4acTo — GIIOBAHHS, HYOOMa, 3aII0P, Oiapesi, METEOPU3M, 3y TTS JKHBOTA, CYXiCTh
Yy POTi, TaCTPOEHTEPHUT; HEYACTO — ractpoesodareansua peiokcHa XBopoba, HaqMipHe CIMHOBHILICHHS,
OpaJlbHA TilECTE3isl, XONEMUCTUT, XOJeNiTia3, KOJiT, LUTyHKOBO-KULIKOBI KPOBOTEYi, MEJIeHa, peKTaIbHA
KpOBOT€Ya; PiIKO — aCLMT, IAHKPEATHT, Habpsak ssuka, macdaris, adrosHumit CTOMATHT;:« BUPa3Ka
CTPaBOXOY, IEPIOIOHTATIBHUM abCIiec. x‘f»"’“ )
3 boky eenamo5zﬂzapnoz cucmemuy: HEYaCTO — IIiJBUIIECHUN piBEHBb IMEUiHKOBUX (bé‘p’l’vl,efi""sij?*
YKOBTSIHHUIIS; Ty>K€ PiIKO — EUiHKOBA HEJOCTATHICTD, TENaTUT.
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3 boxy wkipu ma niOWKIpHOT KAIMKOGUHU: 9acTO — IPOJIEXHi, HEYacTo — MNamyjIbO3HHH BHCHII,
KPOIIMB’AHKA, TINEPrifpo3, ceéepbio, alonelis, CyXiCTh INKIpH, e€K3eMa, TipCyTH3M, BUPa3KH IIKIipH,
BE3MKYJIOO0YJIbO3HUI BUCHI; PIifKO — cunopom Cmigenca—/[iconcona, Xonoauuil mr, exchoniaTuBHUH
JEPMATHT, JIXCHOINHUH JepMaTUT, MEJaHo3, po3iand 3 OOKy HIrTiB, MmeTexialpHWM BHCHII, IypIypa,
IyCTYJIIPHUM BHCHII, aTpo(is IIKipH, HEKPO3 IIKipH, WIKIpHI Ta MiAWKIpHI BY3JIUKH, TOKCHKO-
enizepmanpauii Hekpodi3 (TEH).

3 60Ky KicmK060-M 430601 cucmemu i CROLYYHOI MKAHUHU! YaCTO — M’SI30Bi CrasMu, apTpairis, 6ilb y
cnuHi, 6i1b y KiHNIBKaX, CIasMM B QUISHIU LIKi; HEYacTO — HAGPSK Cyrio6iB, Miaris, TOCMHUKYBaHHS
M’s131B, 61716 y KT, 3aKIISIKAHHS M’s131B; piaKo — pabmoMiois.

3 6oxy Hupox ma ce4oGuUOINbHOI cucmemu: HEYaCTO — HETPUMAHHS cedi, U3ypis, ams6yMiHypis,
remarypisi, yTBOPEHHsS KOHKPEMEHTiB y HHpKaX, He(pHUT; PiIKO — HHPKOBAa HEIOCTATHICTh, ONIrypis,
3ampumka ceyi, TOCTpa HUPKOBA HEJOCTATHICTD, IIIOMEPYIOHEPPUT, IieTOHEDPHUT.

3 60Ky penpodyKkmuGHOL cucmemu ma MOJIOYHUX 3G103; YACTO — €PEKTHUIbHA AUCHYHKIIS, IMIOTEHIis;
HEYacTo — crareBa JUCHYHKLIs, 3aTpUMKa esAKyJIALil, MCMEHOpest, OilIb Y MOJIOUHMX 3aJ103aX, JIeHKopes,
MEHOparis, METPOparisi; piZIko — aMeHopes, BUIIEHHS 3 MOJIOYHHX 3a/103, 301/IbIIIEHHST MOJIOYHHX 3aJ103,
2iHexomacmis, UEpBIUT, OaTaHIT, eI AU auMIT.

3azanvni posnaou ma peaxyii y micyi 6eedenns: 4acTo — nieprdepudHi HaGpsAKH, HaGPSK, HOPYIIEHHS XOIH,
NafiHHS, BiAYYTTSA CII'SIHIHHS, HE3BMYHI BiQ4yTTsd, IIiJBMINEHA BTOMJIIOBAHICTH, HEYACTO —
reHepalizoBaHuil HaOpsAK, Habpsx o06nuyys, BiUYyTTA CTUCHEHHS y TpyJdX, Oilb, IIiBUIIEHHS
TEMIIEPATYPH TiJla, BIUYTTs CIpary, 03H00, aCTeHis, 3aranbHa ciabKicTh, BiIUyTTa He3MyxkaHHs, abclec,
LENIONIT, peakiii (pOTOTyTIHBOCTI; PiIKO — rpaHyIbOMa, YMHUCHE 3aNOJiAHHS IIKOIH, 3209ePeBUHHUI
(bibpo3s, wIok.

Jlabopamopni noxkasnuxku: uacto — 30UIBINGHHS MacW Tila; HEYACTO — MiJABMIIEHHS DiBHS
kpeatuHpochoKinash y KPoBi, MiABUINEHHS PIBHS INIIOKO3H y KPOBi, SMEHIIEHHS KiTbKOCTi TPOMOOLHTIB,
MiZBULICHHS PIBHS KpEaTHHiHy KpOBi, SMEHIICHHS PiBHS KaJil0 y KPOBi, 3HMKEHHS MacH TiNia; Pilko —
3MEHIIECHHS PiBHS JIEHKOLUTIB y KPOBI.

* 36inbienns pisHa ananiHaminoTpaHcdepasu (AJIT) Ta acnaprataminoTpanchepasu (ACT).

ITicis npUNMHEHHS KOPOTKOTPHBAJIOrO Ta JOBIOTPHBAIIOTO JIKYBaHHs MPErabaniHoM y JesSKHX Mali€HTiB
CIIOCTEpirany CUMITOMH BifMiHuU mpernapaty. [1oBimoMIisiu mpo Taki peaxiii: 6e3COHHS, TOIOBHMI 6ilb,
HYJI0Ta, TPUBOXKHICTB, Jliapes, TPUNONOAIOHMH CHHAPOM, CYAOMH, 3HEPBOBAHICTh, JEHpecis, CyiluabHi
IyMKH, Oi11b, TiIEpriapo3 Ta 3aaMOpOYeHHS, K BKa3yroTh Ha (i3uuny 3anexHicts. [TanieHTa HEO6XIIHO
npoiHGOopMyBaTH PO 1€ Ha TOYATKY Teparlii.

CToCOBHO BinMiHM npera6aniHy nicns JIOBrOTPHBAJIOrO JiKyBaHHS, JaHi BKa3ylOThb Ha Te, [0 YacToTa
BUHUKHEHHS Ta CTYIiHb TSKKOCTi CHMIITOMIB BIIMiHH MOXYTh OyTH 10303aI€KHHMH.

Himu

IIpodine Gesnexu mperaGaniHy, BCTaHOBNEHHMI y IpPOLECI I’STH HOCTIIKEHb, IPOBEACHUX 3 YUACTIO
NeAiaTPUYHUX MALi€HTIB 3 IapHialbHAMHU CyJOMHHMH HalaJaMH i3 BTOPMHHOIO TeHepaisalieo abo Ge3
el (12-TuxHeBe noCiikeHHs epeKTHBHOCTI Ta Ge3IleKH y nanienTis BikoM Bix 4 10 16 pokis, n=295;
14-nenne pocnimxenns epekTUBHOCTI Ta Gesnmeku y mamieHTi Bikom Bin 1 micsns 1o 4-X poki n=175;
HociiKkeHHsT (papMaKOKiHETHKM Ta IEPEHOCHMOCTI IIpernapary, n=65 Ta JBa BiIKPHTHX IOCITiUKEHHS 3
BUBYCHHS Oe3neku TpuBaiicTio 1 pik, n=54 ta n=431), 6yB noxibuuii 1o npodimo, axkuit cocTepirascs B
JOCTI/DKEHHAX y JOPOCIHX MalieHTiB 3 eminenciero. HalmommpeHimuMH IOGIYHUME SBHINAMH, W10
CIOCTepirauch y 12-THXHEBOMY JOCIiIKeHHI Tepamii mperaGaminom, Gy COHNMBICTB, mipexcis,
iH(EKLi] BEpXHIX JUXaNbHUX NUIXIB, ITABHIICHHS alleTUTy, 3GINBIIEHHS MacH TiNa Ta Ha30(papHHTIT.
Hai6inpir mommpennmu noGiYHMME — SBHINAMH Mifyac 14-I€HHOTO JIOCTi/UKEHHS JTKyBaHHS
nperabamHoM OyJH COHMBICTB, iH(EKNil BepXHIX AMXaNIbHUX WUIAXiB Ta Mipekcis (IHB. po3iinu
«®apmakonuHamikay, « PapmakokineTukay i «Crnocié 3acTocyBaHHS Ta J03U»).

IToBimOMJICHHS PO MiI03prOBaHi OGIYHI peakuii

IToBinomienHs npo no6iuni peaxuii micis peectpawuii nikapcskoro 3acoby Mae BaxIHBe 3HaueHHsL. Lle fae
3MOT'y NPOBOJUTH MOHITOPHHT CIIiBBiAHOINECHHS KOPHCTB / pU3uK IpH 3acrocyBaHH1 10TO J111<apcx>1<oro
3aco0y. MenuanM Ta (papManequHHM HpaLllBHI/IKaM a TaKoX nauleHTaM a6o (AXHl '

Y3roaxeHo 3 MaTepiaﬂaMM!
peecTpauiHoro Aocke |



e(eKTUBHOCTI JIikapchKOro 3acody uepes ABTOMaTH30BaHy iH(popMaLiiiHy cucteMy 3 papMaKoHArIsLy 3a
nocunaHusM: https://aisf.dec.gov.ua.

Tepmin npuaaTHocTi
3 poku.

YMmoBu 36epiranns

36epiraTi B OpUTiHANBHIN YIIAKOBIL.

He notpebye crenianbHuX yMOB 36epiranssl.
36epiraTu y HeIOCTYITHOMY IUIst AiTel Micii

YnakoBka
ITo 14 xancyn y 6nictepi. ITo 4 GricTepu y KopoOuii.

Kareropis Binmycky. 3a peremnrom.

Bupo6uuk
®apmanetuunui 3aBox «Iloasdapman C.A., Tlonsima /
Pharmaceutical Works «Polpharma» S.A., Poland.

Micuesnaxomxennss BUpOOGHHKA Ta ajipeca Micusi NpoBaJKeHHs foro XisuIbHOCTI
Byun. Ilensnmnscka 19, 83-200, Craporapa I'anseku, ITonsima /
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.
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