IHCTPYKLIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOIo 3aco0y

I'TOPACEK

(HIDRASEC®)

CKkn1ao:
0itoya pevosuHa: paleKagoTPUI;
1 came mictuts 10 Mr panekagotpuiny abo 30 Mr paliekafgoTpHUIIY;

0onoMmidcHi peyoguHU: caXapo3a, KPeMHil0 mioKcHj KonoigHui 6e3BOMHUM, MOJTiaKpulaTHA
OUCIIepciss, apoMaTH3aTOP aOPUKOCOBUH.

Jlikapcbka ¢popmMa. ['panynu A1s opanbHOL CyCIIeH3il.

OcHogHi (i3uko-ximiuHi 81acmugocmi: OiNKH MOPOIIOK 3 XapaKTePHUM 3aIaxoM a0puKoca.

dapMakoTepaneBTHYHA rpyna. 3acobu, 10 BIJIMBAIOTh Ha TPaBHY CUCTEMY Ta MeTa0oi3M. [HmIi
aHTugiaperHi 3aco0u. Panekamorpun. Kog ATX A07X A04.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

PaniekagoTpu - 1ie IPOJIiKY, 110 MOTPeOyI0Th TigPoJIi3y A/ YTBOPEHHS aKTUBHOTO MeTaboJIiTy
tiopdany, skuii € inribitopom eHKedaniHa3y, NeNTUAA3M KIITUHHIX MeMOpaH, 110 3HaXOAUTLCS Y
pi3HMX TKaHWHAX, 0COOIUBO V eIiTeslii TOHKOT0 KUIIeYHUKY. Lleft hepMeHT Cripusie K Tigpoi3y
€K30TeHHUX, TaK i pO3IIeNIeHHI0 eHOOTeHHUX NEeNTUIiB, TakKuX K eHKedaninu. OTxke, palleKaJloTPUI
3axuillae eHnoreHHi enkedaniny, ¢iziomoriyHo akKTHBHI y TPAaBHOMY TPaKTi, TOMOBKYIOYH iXHIO
QHTUCEKPETOPHY Lif0.

PalniekafmoTpuI - 1le aHTUCEKPETOPHAa PEYOBHHA, 110 i€ BUKJTIOYHO V CIM30Biil 000I0HIII KUIIIEYHUKY.
BoHa 3HMXKYy€ KUIIKOBY TillepCeKpeliio BOAY Ta €JIeKTPOJIiTiB, BUK/INKaHy TOKCUHAMU X0jepu abo
3amajeHHSM, Ta He YUHUTH BIIUBY Ha 0a3albHy CEKPETOPHY aKTUBHICTh. PalleKagoTpusl YUHUTH
IIBUAKY [IPOTULIaperHy Ait0, He 3MIHIOIYM TPUBAIOCTI KUIITKOBOI'O TPAH3UTY.

PanekamoTpui He BUKJIMKAE 3OYTTS XKUBOTA. B KITIHIYHUX JOCTIIXKEHHSIX YaCTOTa BTOPUHHOTO
3aropy Ha ¢oHi 3aCTOCYBaHHS palleKagoTpuity 6yia momgibHO N0 BigMidyeHOl YaCTOTH y TpyIIi
nane6o.



[Tpu mepopanbHOMY 3aCTOCYBaHHI IpemapaT IPOSBIISi€ BUKITIOYHO TePUPEPHUIHY aKTUBHICTH, He
BITMBAIOYM Ha IIeHTPaIbHY HEPBOBY CUCTEMY.

Y xopni IBOX KJIiHIYHUX OOCIIAXKEHb ¥ OiTel paleKagoTpuil 3MeHIITyBaB Bary BUIIOPOXKHEHD IIPOTATOM
nepiux 48 roguH Ha 40% Ta Ha 46% BignoBiAHO. TaK0XK CIOCTEPIrajoCh 3HauHe 3MEeHIIeHHS
TPUBAJIOCTI miapei Ta He0OXigHOCTI y BimHOBNIEHHI BOgHOTO OalaHCy.

[TpoTsrom MeTaaHani3ly JaHUX OKpEeMUX NalieHTiB (9 paHOOMi30BaHUX K/TIHIYHUX AOCTiAKEHb
palleKafoTPUITy MOPiBHSHO 3 MyTanebo, MOHaTKOBO [0 ITepopaabHOTO PerigpaTaliiHoro po34uHy)
Oyno 3i6paHo iHguBigyanbHi maHi nanieHTiB (1384 XTOMYMKIB Ta AiBYATOK), III0 CTPaXkKAaslyd Ha TOCTPY
Iiapeio Pi3HOTO CTYIeHs TSAXKKOCTi Ta 3HAXOAWINCH Ha CTallioHapHOMY abo aMOy1aTOpHOMY
nikyBaHHi. CepenHil BiK cTaHOBUB 12 MicsAIiB (IHTepKBapTUJIbHA LIUPOTA - Bifg 6 mo 39 Micauis). 3
yciei kinbkocti 714 nauienTiB 6ynu BikoM o 1 poky, 670 mamieHTiB - BikoM Big 1 poky. CepengHs Maca
TiJla KOJIMBaIacs MPOTATrOM OOCHiXKeHb Bif 7,4 Kr go 12,2 Kr. 3arajbHa cepefHs TPUBAIICTh giapel
TiCyIs BKITIOUEHHS B IOCHiXKeHHS cTaHoBWIa 2,81 gHs y rpymi nnane6o Ta 1,75 gus y rpymi
pallekafoTpuiy. BincoTok malfieHTiB, 1110 ofyKanu, 0yB BUIIUM y TpyTlax palneKagoTpUy IMOPiBHSIHO
i3 mmane6o [Hazard Ratio (HR): 2,04; 95% CI: Big 1,85 mo 2,32; p<0,001; Cox Proportional Hazards
Regression]. Pe3ynbraTtu 6ynu gyxe cxoxumu ans HeMoBiAT (< 1 poky) (HR: 2,01; 95% CI: Big 1,71
no 2,36; p<0,001) ta miTeit nepeppmomkinbeHOro Biky (> 1 poky) (HR: 2,16; 95% CI: 8ig 1,83 mo 2,57;
p<0,001). [Ins cramioHapHUX NalieHTiB (n=637) BigHOIIEHHS CEPEeIHbOl BaTd BUIIOPOXKHEHD ¥ IPYIIi
IPUNOMY palleKafoTPUITY OO CePeqHbOol Baru BUMIOPOXKHEHD Y TPYIIi IpUitoMy Iaie00 CTaHOBHUIIO
0,59 (95% CI: Bim 0,51 mo 0,74); p<0,001). g amOyaTopHUX Malli€eHTiB (n=695) BigHOLIEHHS
CeperHbOl KPaTHOCTI BUIIOPOKHEHD IIPY Aiapel y Tpymi npuitoMy parekagoTpUIy [0 CepenHbOol
KPaTHOCTI BUTIOPOXKHEHD IIPU fiapei y rpymi mpuitomy mnare6o ctanosuno 0,63 (95% CI: Big 0,47 mo
0,85); p<0,001).

dapmakoKiHemuka.
BemokmyeaHHA.

PaniekafgoTpu MBUAKO BCMOKTYETLCS IIiC/IS IEPOpaibHOT0 3aCTOCYBaHHSA. Yac A0 Mo4aTKy
IPUTHIYEHHS [1J1a3MOBO1 eHKedaiHa3u - 30 XBUIUH.

BiogocTynHicTh pallekafoTpUTy He 3MIiHIOEThCS BHACTIOK MIPUMOMY 1XKi, ane JOCATHEeHHS
MaKCUMaIbHOI aKTUBHOCTI 3aTPUMYETHCS MPUOIU3HO Ha MiBTOPU TOOUHU.

Po3nodin.

[Ticns nepopanbHOi fo3u MiveHoro 14C palleKafoTpUTy BUMipsiHa KOHI[EHTPAllisl paflioaKTHBHOTO
i3oTomy ByTJIelnio y maa3Mi KpoBi OyJia Ha 6araTto NOpPSIAKiB BUILOIO, HiXK y KJIiTUHAX KPOBi, Ta y Tpu
pasu BUINOIO, HiXK Yy BChoMY 00’eMi KpoBi. TaKuM YHHOM, TiKapChKHM 3aCi0 3HAYHOIO Mipoio He
3B’3Y€THCA 3 KIIITUHAMU KPOBi. Po3mopin pagioakTUBHOTO 130TOIY BYIJIELO B iHIIN TKAHUHU
OpraHi3my ImOMipHUH, PO 110 CBiTYUTD TOKA3HUK CEPEIHbOI0 YSIBHOTO 00’€MY PO3IOMiNy B IIa3Mi -
66,4 Kr. [IeB’sSTHOCTO BiICOTKiB aKTUBHOT0 MeTaboJIiTy panekanoTpuiy, Tiopdany ((RS)-N-(1-okco-2-
(MepkanToMeTH)-3-QEHINIPOIIiN) ITIKUHY), 3B I3yEThCA i3 OiTKaMu IIJIla3MU KPOBi, IepeBakHO i3
anbOyMiHOM.

dapMaKOKiHETHYHI BJIaCTUBOCTI paleKafoTPUIy He 3MiHIOITHCSA IIPU TIOBTOPHOMY IIPUKAOMI YU IIPU
3aCTOCYBaHHI JiTHIM IallicHTaM.

TpuBamicTh Ta CTYIiHb [il palleKagoTPUITy 3aekaTh Bifl [03H.

Y pmiTeit yac {0 IMiKOBOTO IPUTHIYEHHS MJIa3MOBO1 eHKedaliHa3u NOPiBHIOE MPUOIN3HO 2 TOJWHAM Ta



BignoBifgae npurHiveHHwo Ha 90% npu npuiiomi go3u 1,5 Mr/kr. Y opociaux 4ac g0 ImiKOBOTO
IPUTHIYEHHS M71a3MOBO1 eHKedasiHa3y NopiBHIOE MPUONIU3HO 2 TOOUHAM Ta BifTIOBifa€ MPUTHIYEHHIO
Ha 75% mnpu npumoMi go3u 100 wmr.

TpuBasicTh MIpUTHiYEHHS II1a3MOBOi eHKedaTiHa3u CTAaHOBUTh OTM3bKO 8 TOMMH.
Memaboaaism.

BionoriuHuii nepion HamiBBUBEOEeHHS palleKagoTPUily, 3 OTJISIAY Ha CTYIiHb PUTHIYeHHS I171a3MOBO1
eHKedaJiHa3u, JOPiBHIOE TPUOIU3HO 3 TONUHAM.

ParekagoTpu IBHUOKO TidPOMi3yeThCs OO0 TiophaHy, akTUBHOTO MeTaboIIiTy, SKUii, B CBOIO YEpry,
IIePEeTBOPIOETHCS Ha HEAKTUBHI MeTabO0IiTH.

HOBTOpHe 3dCTOCYBAaHHA PAl€KAJOTPUNTY HE IIPU3BOOUTL OO HAKOIIMYEHHS CIIOJIyKHU B OpI"aHiSMi.

Hani in vitro BKa3yloTh Ha Te, 110 paleKagoTpui/Tiopdan Ta 4 OCHOBHUX HEAKTUBHUX MeTabO0IiTH He
inribyroTs ocHOBHiI CYP dhepmenTHI i30popmu 3A4, 2D6, 2C9, 1A2 ta 2C19 fo KIiHIYHO 3HAYUMOTO
CTyIeHs.

Hawi in vitro BKa3yiOTh Ha Te, II0 paleKagoTpuil/TiopdaH Ta 4 OCHOBHUX HEAKTUBHUX MeTA0O0IITH He
ctumyniooTs CYP pepmenTHi isodhopmu (3A knacy, 2A6, 2B6, 2C9/2C19, 1A knacy, 2E1) ta YOO-T'T
(ypupuH-5-mudocdat rimoKypoHinTpanchepasa) KOH'I0Tyi04i GepMeHTH 0 KITiHIYHO 3HAaYUMOTO
CTYTIEHS.

PanekagoTpun He BIUIMBAE Ha 3B’A3yBaHHA 3 OilKaMu Jil0UMX PeUOBUH, YV SKUX €N 3B'S30K €
3HAYHMUM, TaKuX 9K ToJ0yTamif, BapdpapuH, HihIymMoBa KUCIIOTa, JUTOKCHUH ab0 GeHiTOoiH.

Y nami€eHTiB i3 Me4iHKOBOIO HEAOCTATHICTIO [IIMPo3, cTymiHb B 3a Knacudikarieto Yaunga - [1'10]
npodinib KiHeTUKM aKTUBHOTO MeTabo0IiTy palleKafloTPUIy Big3HauaBcs moka3Hukamu T, . Ta T,
nofi6HUMHU IO TaKUX Y 3MOPOBUX NOOPOBOJIBIIIB, ajle MeHIIUMYU 3HayeHHsIMU C,.. (-65%) ta AUC
(-29%).

Y nari€eHTiB i3 TAKKOI0 HUPKOBOIO HEJOCTATHICTIO (KiIipeHc KpeaTuHiHy 11-39 m/xB) mpodins
KiHETHKYU aKTUBHOTO MeTaboJliTy paleKajoTpuiy Bif3HauaBcs HUKYO0IO C, ., (-49%) Ta GimbImumu
AUC (16%) i T, HiX y 3m0poBuX 0OOPOBOIBINB (KIipeHC KpeaTuHiny >70 MII/XB).

Y pmitelt ¢papMaKOKiHETUYHI MTOKA3HUKY MOAi0HI M0 Takux y mopocnux, C,.. MOCATAEThCS Yepes 2
roguau 30 XBUIUH Ticns npuiiomy. He crocTepiraeThcsi HaKOMMYEeHHS Micys 6araTopa3oBUX
IIPUUOMIB KOXHIi 8 TOOUH IPOTATOM 7 OHIB.

BuseOeHHs.

ParekagoTpui BUBOOUTHCS Y GOPMi SIK aKTUBHUX, TaK i HeaKTUBHUX MeTaboriTiB. [Ipemapar
BUBOJUTLCS TTePeBakKHO HUPKaMM, 3HAaYHO MEHIIIOI0 Mipoio - i3 KaymoM. JlereHeBe BUBENEHHS
He3HaYHe.

Kniniuni xapakKTepuCTHKH.

IToka3auns.



IomoMikHe CUMIITOMAaTUYHE JIiKyBaHHS T'OCTPOI diapei y HEMOBIST (BiKOM Bif 3 Mics11iB) Ta miTen y
IIOEJHaHHI 3 MEepOPaIbHOI0 perigpaTalli€lo Ta 3BU4aiHUMU MiATPUMYBaJIbHUMU 3aX0aMu, KOMIY JIAILIE
IIUX 3aXOMiB HeJOCTaTHHO AJI1 KOHTPOJIIO KIIIHIYHOIO CTaHy, Ta y pa3i, KOJIX eTIOTPOIIHE JIiKyBaHHS
HEeMOXKJIUBE.

Y pa3i MOXKIMBOCTI IPOBEOEHHS €TIOTPOIIHOTO JIIKyBaHHS paleKafgoTpuil MOXKHa 3aCTOCOBYBATH K
LOTIOMIXXHY Tepallilo.

IIpomunoka3aHHsi.
[TigBuIeHa YyTNIUBICTL [0 Ail040l peY0OBUHHU ab0 10 OyIb-IKOi i3 HOMOMIXKHUX PEeYOBUH.

[TamieHTaM, y SKMX PO3BUBABCS aHTiOHEBPOTUYHMM HAOPSK IIPU 3aCTOCYBaHHi iHTiOiTOPIB
aHTi0TeH3UWHIIEPETBOPIOBAIbHOTO (PEePMEHTY (TaKuX SK KalTOIPUJI, eHalalpul, Ti3uHOIPHUII,
MEePUHAONIPHJI, PaMilIpPuiI), He CJIiJ 3aCTOCOBYBATU palleKafgOTPUI.

Yepes HagBHICTh caxapo3u ['ifpacek IpOTUII0OKAa3aHO 3aCTOCOBYBATH IallieHTaM i3 PiAKiCHOIO
CIIaIkOBOIO HETIEPEHOCHMICTIO PPYKTO3U, CHHAPOMOM ManbaOcopOiiil rToKo3u-raakTo3u abo
caxapa30-i30MaibTa3HOK HEeLOCTaTHICTIO.

B3aemodisn 3 inwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[uribiTopu aHTiOTEeH3WHIIEPETBOPIOBAILHOTO (PePMEHTY (TakKi SK KalTOIpHUJI, eHalalpuil,
ni3uHONpPHI, HO3UHOMPUI, TIEPUHIONPHUII, PaMIPUIT) MOXKYTh BUKIMKATH aHTiI0HEBPOTUYHUN HAOPSIK.
B npucyTHOCTI palieKafgoTpuiy e pu3uK MoXe IMiABUILYBATUCS.

CymyTHE 3aCTOCYBaHHS palleKafloTpUy i3 jonepaminom abo HibpypokcasunoM y TIOAUHY He 3MiHIOE
KIHETUKY paleKafoTpUiy.

Oco06.1ueocmi 3acmocy8aHHs1.
3acTocyBaHHs npemnaparty [igpacek He 3MiHIOE 3BUYANHOTO PEKUMY BiTHOBJIEHHS BOJHOTO OanaHCy.

BimHOBneHHS BomHOro 0anmaHCy € Hai3BU4aliHO BaxKJIMBUM IIPH JIiKyBaHHI rocTpoi giapei y miten. [Tpu
BimHOBIIeHHi BogHOTO O6anaHCy Ta BUOOpI MUISAXY MOT0 HOCATHEHHS HeoOXiIHO BpaxoByBaTH BiK Ta
Macy Tina Imali€eHTa, a TaKOXK CTafilo Ta CTYIiHb TAKKOCTi 0T0 CTaHy, 0COOIMBO y pa3i cepitlo3HO1
a00 mOBroOTPHUBAJIOl iapei, I0 CYMPOBOIKYETHCSI 3HAYHUM OJTI0BaHHSIM a00 BTPATO ameTUTy. Takox
BaXKJIMBO He IepepUBaTy PETYISPHUN IPUMOM 1XKi (BK/II0Yal0Yu rOfyBaHHS I'PYAOI0) Ta
KOHTPOJIIOBATH CIIOKHWBAHHS MOCTATHLOI KiTbKOCTI PiIUHU.

Kpugasi abo rHiiiHi BUTOPOXHEHHS Ta rapsgdyka MOXYTh CBiTUUTH ab0 Ipo HasgBHICTh iHBa3iMHUX
OakTepil K MPUYKMHMU miapei, a0o Mpo iHIe TsSKKe 3aXBOPIOBAHHS, 110 BUMAra€ eTiOTPOIIHOI0
JiKyBaHHS (HapuUKIaf, aHTuOioTHKaMu) abo MOOasbIIoro JOCligKeHHs. ToMy palleKafloTpulI He CIIif
3aCTOCOBYBaTH y NMOAIOHKX BUMlagKaX. PallekagoTpuil MoXkKHa 3aCTOCOBYBaTH Pa30M i3 aHTUOIOTHKaMU
y pasi roctpoi giapel 0akTepiaabHOI €TiOJOTil 9K HOIOMIXKHY Tepalliio.

3acTocyBaHHS paleKafoTPUIy Y BUMAAKY Aiapel, BUK/IMKaHOI JIiIKyBaHHAM aHTUOIOTUKaMU, Ta



XPOHIYHOI giapel He PEKOMEHIYETHCS Yepe3 HeJOCTATHIO KiTbKICTh JaHUX.
XBopuM Ha AiabeT ciIif BpaXoByBaTH, 1110 KOXKHE Callle MiCTUTh:

ligpacek, rpanymnu o 10 mr - 0,966 r caxapo3y;

ligpacek, rpanynu mo 30 mr - 2,899 r caxaposu.

AKII0 KiNbKiCTh caxapo3u ([Kepesa rioKo3u Ta GpyKTo3u) y mo00BiH mo3i mpemaparty igpacek
nepeBuIIye 5 T Ha o0y, 11e MOTPiOHO BpaxyBaTH y J0O60BOMY pallioHi LyKpY.

He crig 3acTocoByBaTH IIperiapaT HEMOBJISAITAM BiKOM [0 3 MiCALiB, OCKiIbKY KJTIIHIYHUX AOCHIAXKEHD Y
I[ii TOMy/IAALil He IPOBOAMUIOCH.

[TpemapaT He CJTiJ 3aCTOCOBYBATH AiTSIM i3 HUPKOBOIO ab0 MeYiHKOBOI HEIOCTATHICTIO OyIb-IKOTO0
CTYTIeHS TSKKOCTi uepe3 00MexkeHicTh iHpopMallil 010 AaHOl MOy ISl HallieHTiB.

Yepe3 MOXKIUBICTb 3HUKEHHS OI0MOCTYITHOCTI IIpemapaT He CJlif 3aCTOCOBYBAaTH Y pa3i TpUBajoro
a00 HEKOHTPOJILOBAHOTO OJII0OBAHHS.

[Tpu 3acToCyBaHHI ITpernapaTty IOBiIOMIISIIOCH IPO BUHMKHEHHS pPeakllii 3 00Ky mKipu. ¥ 6inmbIrocTi
BUIIQIKiB IIi peakiiii € MOMIipHOTO CTYIIeHs Ta He MOTPeOyIoTh JTiKyBaHHSA. [IpoTe B JesIKUX BUIIaAKaX
BOHM MOXKYTb OYTH TSIKKOTO CTyTI€HS, HaBiTh HECTH 3arpo3y OIS XKUTTS. HeMOKIIMBO TIOBHICTIO
BUKJ/IIOUUTH 1X 3B’I30K 3 IPUHOMOM paleKagoTpuiy. [Ipy BUHMKHEHHI peakliil 3 00Ky LIKipu
TSKKOI'O CTYIIEH JIIKYBaHHS CJIif HeralHO IPUIIUHUTH.

[ToBimoMISNIOCS TIPO TiMepPYyTIUBICTH/ aHTIOHEBPOTUYHUY HaOpSAK Y NallieHTiB, SIKi 3aCTOCOBYBa/IN
pauekagotpu. Lli cTaHM MOXYTb BUHUKHYTHU B OyOb-IKUN Yac MPOTATOM JiKyBaHHS. [lalieHTy, y
SKMX B aHaMHe31 HassBHUY aHTi0HEeBPOTHYHUM HAOPSIK, He MOB’I3aHUi i3 3aCTOCYBaHHSIM
paleKkagoTpuiLy, MOXYTh MaTH IiIBUIIIEHUN PU3UK BUHUKHEHHS aHTi0HEBPOTUYHOTO HaOPAKY.

Tsxki mKipHi mo6iuni peaxkirii (THITIP)

[ToBimoMmnsinocs mpo TSKKi mkipHi no6iuni peakuii (TIIIIP), BKI0OYaoyy iHIYKOBaHY JIiKapChKUMU
3acobamu eo3uHOGini0 3 cucteMHuMu cuMminToMamu (DRESS-cuHOpoM), SIKi MOXKYTh CTAHOBUTHU
3arpo3y mJis XKUTTS ab0 IPU3BECTH [0 JIeTaJIbHOTO HACTIIMIKY, Y 3B’A3KY 3 JTiKyBaHHAM
panekagoTtpusnoM. [TarieHTiB cif npoiHGOopMyBaTy PO 03HAKU Ta CUMIITOMU Ta PETENIHHO
CIIOCTepiraTu 3a WKIPHUMU pPeakliaiMu. AKI0 3 IBISI0TLCS 03HAKU Ta CUMIITOMY, 110 BKa3yKTh Ha
DRESS-cunppoM, palieKafoTpul C/Ii HeraiHo BIIMIHUTU Ta PO3TJISHYTH MOXKJIIUBICTh
aJIbTePHATUBHOIO JIiKyBaHHA. Ko y nauieHTa po3BuHyBcsa DRESS-cuHgpom Ha Ti1i 3acTOCyBaHHSA
pauekafoTpuiy, JiKyBaHHS paleKagoTPUIOM He MOXHA ITOHOBIIIOBATH B JKOLHOMY pa3i.

3acmocysaHHs 8 nepiod sazimHocmi abo 200y8aHHs 2py0010.
BazimHicmo.

HeMae HanexHUX OaHUX 100 3aCTOCYBaHHS palleKafOTPUIy BariTHUM XKiHKaM. [OCTigXKeHHS Ha
TBapWHAX He CBiM4aTh IIPO HASIBHICTh MPSIMUX UM HEIPSIMUX IIKiIIMBUX BIIJIMBIB Ha mepebir
BariTHoCTi, eMOpiodeTanbHUN PO3BUTOK, IePeDir moJIOTiB YU OCTHATaIbHUM PO3BUTOK. OfHAK
OCKIJTBKY CIIeliaNTbHUX KITIHIYHUX OOCIiIXKEHb He MPOBOIUIOCS, PaleKaJoTPHUII He CIIif
3aCTOCOBYBaTHU B I1€piof BariTHOCTI.



T'o0yeaHHA 2pydoo.

Yepes HeJOCTATHIO KiNbKiCTh iH(pOpMaliii 1100 BUAiIeHHS TpenapaTy [igpacek y TpyiHe MOJIOKO
M0TO He CJIiff 3aCTOCOBYBaTH B I1epiof TOAYBaHHSA IPYOI0.

30amHicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHi3Mamu.

PanekamoTpui He BIIMBa€ a0 YMHUTL He3HAYHUM BIIMB Ha 30ATHICTh KepPyBaTH aBTOMOOiIEM Ta
[IPAIflOBaTH 3 iHIMMMH MeXaHi3MaMu.

Cnoci6b 3acmocyeaHHsi ma do3u.

l'impacek 3aCTOCOBYIOTH ITepOPaIbHO Pa30M i3 IepopasbHUMU 3acob6aMu [J1s1 BiTHOBJIEHHS BOOHOTO
6anaHcy (guB. po3min «OcoO0IMBOCTI 3aCTOCYBaHHSI»).

ligpacek, rpanynu mo 10 Mr, 3aCTOCOBYIOTH HAITAM 3 Macom Tina g0 13 Kr.
Tigpacek, rpanynu 1o 30 Mr, 3aCTOCOBYIOTh OIiTSM 3 Maco Tiia Bifg 13 Kr.

PekomeHnnoBaHy 03y PO3Pax0OBYIOTh 3a Macoio Tifa: 1,5 MI/Kr Macu Tina Ha npuiioM. Lle CTaHOBUTH
1-2 camre BifmoOBimHOTO [03yBaHHS, SIKi IPUIMaloTh 3 pa3u Ha 0o0y Yepe3 PiBHI MPOMiXKKHY yacy.

Iitsim 3 Macoo Tina go 9 kr - mo 1 camre (10 Mr) 3 pa3u Ha go0y.

Hitssm 3 Macoto Tina Big 9 kr go 13 kr - no 2 came (10 mr) 3 pa3u Ha mo0y.

Hitsim 3 Macoto Tina Bifg 13 kr go 27 kr - o 1 camre (30 Mr) 3 pa3u Ha go0y.

HitTsimM 3 Macoto Tina Bifg 27 Kr - 1o 2 camre (30 mr) 3 pa3u Ha go0y.

B xopi KIiHIYHUX OOCHIAXKEHD 3a Y4acCTIO AiTeu TPUBAJICTh JIIKyBaHHS CTaHOBUJIa D OHIB.

JIikyBaHHS CJIifi MPOOBXKYBaTH, TOKU He Oyne 3adikcoBaHO 2 BUMAIKU HOPMAJILHOTO XapaKTepy
BUIIOPOXKHEHb.

TpuBasnicTe JiKyBaHHS He IIOBUHHA [I€PEBUIyBaTU 7 OHIB.

He pekoMeHy€eThCS JOBrOTpUBAIE JTIKyBaHHS paneKagoTPUIIOM.
KniniyHuX gOCTigKeHb 3a y4acTIO AiTed BiKOM OO0 3 MiCSIiB He TPOBOAUIIH.
Ocobaugi epynu nauieHmis

HocmimKeHHS 3a y4acTi0 HEMOBIIAT abo fiiTel i3 HUPKOBOIO a0 Me4YiHKOBOIO HEOCTATHICTIO He
npoBoauauCcs (OuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

He crig 3acTocoByBaTH MiKapCchKuii 3aci6 miTIM 3 HUPKOBOIO a00 Me4iHKOBOIO HEJOCTATHICTIO.

['panynu npemnapaTty ['igpacek MoxHa HoOaBaTH [0 iXKi, PO3YMHUTH iX Y CKIISTHII Bogu abo y
IISAIIeYIi O TONyBaHHs, JoOpe mepeMimtaBinu. I1ic/s bOTO IpemnaparT CJIifi 3aCTOCYyBaTH HeralHo.



Himu.
ligpacek, rpanymnu 1o 10 Mr, 3aCTOCOBYIOTh HEMOBJISITaM i OiTSAM BiKOM Bif 3 MiCsLiB 0 2 POKIB.

ligpacek, rpanynu mo 30 Mr, 3aCTOCOBYIOTh HIiTSIM Bifl 2 POKIB.

Ilepedo3yeanns.

[ToBimoMIIsITOCH TIPO OKpPeMi BUIIQ[KH Iepeno3yBaHHs 6e3 BUHUKHEHHS MOOIYHUX peakiinl y
HEMOBJIAT Ta miTei. [IpuUHSATI 003U B 7 pas3iB nepeBulllyBaau HeoOXifHY [03Y.

Y mopocnux pa3oBi go3u Oinbire 2 T, To6TO B 20 pa3iB BUIlli 3a TepaleBTUYHY 103y, HEe BUKIIUKAIA
IIKiAIuBUX e(peKTiB.

IToGiuni peaxkirii.

Hani HaBemeHo HeOaXkaHi peakllii Ha mpemapart, 110 BigMivanucs y rpymi palekafoTpUy dacTiiie,
HiX y rpymi nnare6o, abo 3apeecTpoBaHi B micasipeecTpauiiaui nepiod. 3a 4acToToio HebaxaHi
peaxtii mopinsmucs Ha: gyxe 4dacTi (= 1/10), gacTi (= 1/100 go < 1/10), HeyacTi (= 1/1000 go <
1/100), pigkicsi (= 1/10000 mo < 1/1000), my=xe pigkicsi (< 1/10000), yactoTa HeBioMa
(HEMOKJIMBO BU3HAYUTH 3a HaIBHUMU JAaHUMU).

[ToBimommnsinocs npo TAXKKi mKipHi nobiyHi peakuii (TIITIP), BKodaoyu iHAYKOBaHY JTiKAPCHKUMU
3acobamu eo3uHOGiNi0 3 cucteMHuMEU cuMnToMamu (DRESS-cuHOpoM), ¥ 3B’93KYy 3 JIiKyBaHHSAM
palekafgoTPUIoM (OuB. po3min «OcoO6IUBOCTI 3aCTOCYBAHHS»).

Indexnil Ta iHBa3ii

HeuacTi: TOH3MIIT.
[NopymieHHs 3 00Ky IIKipK Ta DigMIKipHOI KIITKOBUHU
Heuacri: Bucum, epureMa.

YacToTa HeBimoMa: moniMopdHa epuTeMa, HabpSK s13MKa, HAOPSIK o0nuy4st, HaOpsK ry0, HaOpPSIK
TIOBiK, @aHTiI0HEBPOTHYHUM HAOPSK, KPOIUB SHKA, By3JI0Ba €pUTEMA, IaMyIb03HUM BUCUII, IPYPHUTO,
cBepOiX, iHOyKOBaHa JTiKapChKUMU 3acob6amMu e03uHOPinis 3 cucreMHuMu cumnromamu (DRESS-
CUHOPOM).

Po3znanu 3 60Ky iMyHHOI cCUCTEeMH

YacToTa HeBifoMa: aHa(imaKTUYHUY MIOK.

[ToBimoMISITIOCH IPO peaktiil 3 00Ky LIKipU TSIKKOT0 CTyIeHs (BKJII0Yal0Yy aHTiOHEBPOTUYHUN
HaOPsIK) y MalfieHTiB, sKi mepeOyBanu Ha JiKyBaHHI parieKagoTpuiioM. YacToTa BUHUKHEHHS IIHUX
peakiii HeBifoMa, ajie SIKILO BOHU CIIOCTEPIraloThCH, JIIKyBaHHS paleKagoTPUIIOM CIifi IPUIUHUTH



Ta MPU3HAYUTH HeoOXiAHY allbTepHATUBHY Tepariio. Y I[uX BUMlafiKaX NallieHTU IIOBUHHI OyTH
npoiHdopMoBaHi PO HEOOXiMHICTh YHUKHEHHS TIOBTOPHUX MMPUUOMIB paleKafoTpUIy.

Tepmin npudamHocmi. 3 POKH.

YmMmoBHu 30epirannsa. 30epiratu npu Temneparypi He Buire 25 °C. 30epirati B HeOOCTYTHOMY AJIS
OiTey Micrii.

YnakoBka. Ilo 16 caire B KapTOHHiN KOPOOITi.

Kareropis Bignycky. bes penenra.

Bupoonuk. Cobaprekc, ®paniiisi/Sophartex, France.

Micue3HaxoKeHHsI BHPOOHHKA Ta aipeca MicCIisi MpoBaXKeHHs HOro aistbHoCTi. 28500,
Bepnyiie, pio mio [Ipeccyap, 21, ®pannisi/28500, Vernouillet, 21 rue du Pressoir, France.



