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IHCTPYKUIA

AN MeAMYHOro 3aCToCyBaHHSA J1IKapCbKOro 3acob6y

FrIAPACEK

(HIDRASEC®)

Cknap:
Aditoya peyoBuHa: pauekangoTpun;
1 cawe mictutb 10 Mr pauekagoTpuny abo 30 Mr pauekagoTpuny;

AO0MOMDKHI peyoBUHMN: caxapo3a, KPEMHII aiokcmna KOMOigHWI
6e3BoaHMI, NoniakpunaTHa gmcnepcisa, apomaTusatop abpnkocosui.

Jlikapcbka cdopma. 'paHynn Ana opanbHOi CycneHsii.

OCHOBHI @i3nKO-XiMiYHI B/1IACTMBOCTI: 6iNNA NOPOLLOK 3 XapaKTEPHUM 3anaxoMm
abpukoca.

dapMakoTepaneBTUYHa rpyna. 3acobu, Wo BNINBaOTb Ha TPaBHY CUCTEMY
Ta MeTaboniam. IHWi aHTuaiapenHi  3acobu. Pauekapotpun. Kopa
ATX A07X A04.

dapMaKoIoridHi B/1acTNUBOCTI.
QapmakognHaMika.

Pauekagotpun - ue Nposiky, WO noTpebyloTb rigponisy AN YyTBOPEHHS
aKTUBHOro M™Metabonity TiopdaHy, akun € iHribiTopoM eHkedaniHasn,
nenTunaasn KNTUHHUX MeMbpaH, WO 3HaxoAUTbCA Yy Pi3HUX TKaHWUHAaX,
0cobnmBo y enitenii TOHKOro KUWe4yHuKy. Llen pepMeHT crnpuse gk rigponisy
€K30reHHMX, TaK i po3LenaeHHIO eHA0reHHUX NenTUAIB, TaKNX K eHKedaniHu.
OTxe, pauekagoTpua 3axXULLAE eHAOoreHHi eHkedaniHm, @i3ioNnoriyHo akTUBHI
y TpaBHOMY TPakKTi, MOAOBXYIUMN IXHIO aHTUCEKPETOPHY Aito.
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PauekagoTpun — LUe aHTUCEKPETOpPHA peyoBMHA, WO A€ BUKTIIOYHO Y CNIN30BIN
060/10HUI KUWeYyHUKY. BOHa 3HWXYE KWULIKOBY Trinepcekpelito BoAW Ta
e/1eKTPOoNITIiB, BUKNIMKAHY TOKCMHAMK Xosiepn abo 3ananeHHsiM, Ta He YNHUTb
BNAMBY Ha 6a3asibHy CeKpeTopHYy aKTMBHICTb. PauekagoTpun YMHUTL WBUAKY
npoTunaiapenHy Aito, He 3MiHIKYM TPUBANOCTI KNWKOBOIrO TPaH3uUTY.

PauekagoTpun He BUKJIMKAE 34yTTd XMBOTA. B KAIHIYHWMX [ocnigXeHHAX
4yacToTa BTOPMHHOIMO 3amnopy Ha @QOHi 3acToCcyBaHHS pauekaaoTpuny 6yna
noaibHow A0 BigMiYEeHOI YacToTu y rpyni nnauebo.

Mpn  nNepopanbHOMY  3acTOCYBaHHi  npenapaT NpPOSBASE  BUKJIOYHO
nepudepnyHy akTUBHICTb, HE BMNIMBAOUYM Ha LEHTPasibHy HEPBOBY CUCTEMY.

Y xoai ABOX KNiHIYHMX AOCNIAXEeHb Yy AITEN pauekaaoTpui 3MEHLWyBaB Bary
BMMNOPOXHEHb NpoTaroM nepwunx 48 roanH Ha 40% Ta Ha 46% BignoBigHoO.
TaKoX CrocTepirasnocb 3Ha4YyHe 3MeHLWEeHHS TPUBAoCTi Aiapei Ta HeobXigHOCTI
y BiAHOBMIEHHi BogHOro 6anaHcy.

MpoTAroM MeTaaHanizy JAaHux OKpeMux nauieHTiB (9 paHAoOMi30BaHUX
KNiHIYHMX AOCAig)XeHb pauekagoTpuny nopiBHsHO 3 nnauebo, 4oAaTKOBO A0
nepopanbHOro perigpatauimHoro posymHy) 6yno 3ibpaHo iHAMBIAYaNnbHi AaHi
nauieHTiB (1384 xnonuukiB Ta AiBYATOK), WO CTpaxaanaum Ha rocTpy Aiapeto
Pi3HOr0 CTyneHs TSXKKOCTI Ta 3Haxogunamcb Ha CTauioHapHoMmy abo
ambynatopHoMy  nikyBaHHi. CepeaHin  Bik  craHoBuMB 12  Micsuis
(iHTepkBapTuabHa wWupoTa - Big 6 Ao 39 MicauiB). 3 yciei KinbkocTi 714
nauieHTiB 6ynn BikoM Ao 1 poky, 670 nauieHTiB — BikoM Big 1 poky. CepeaHs
Maca Tifla KonmBanacs nNpoTarom gocnigkeHo Big 7,4 kr o 12,2 kr. 3arajnbHa
cepefHs TpuMBaniCTb giapei Nicng BKAYEHHS B AOCMiAXKeHHS cTaHoBuna 2,81
AHS y rpyni nnauebo ta 1,75 gHa y rpyni pauekaaoTpuay. BiAcOTOK nauieHTiB,
o oayxanu, 6y BUWIMM Yy rpynax pauekagoTpuiy MOpiBHSAHO i3 nnauebo
[Hazard Ratio (HR): 2,04; 95% CI: BiA 1,85 Ao 2,32;
p<0,001; Cox Proportional Hazards Regression]. Pe3ynbtatn 6ynn pyxe
CXOXUMKN ans HemoBnAaT (< 1 poky) (HR: 2,01; 95% CI: Big 1,71 po 2,36;
p<0,001) Ta aiten nepepnowkinbHoro Biky (> 1 poky) (HR: 2,16; 95% CI:
Bia 1,83 pmo 2,57; p<0,001). Ans crauioHapHux nauieHTiB (n=637)
BiAHOLIEHHS cepefHbOi Barn BMMOPOXHEHb Y Fpyni NpUNMoMy pauekagoTpuny
00 cepefHbOoi Barn BUNOPOXHEHb Y rpyni npunomy nnauebo craHosumno 0,59
(95% CI: Big 0,51 o 0,74); p<0,001). Anga ambynaTopHMx nauieHTie (Nn=695)
BiAHOLIEHHS cepefHbOi KpaTHOCTI BUMOPOXXHEHb Npu Aiapei y rpyni npumuomy
pauekagoTpuny A0 cepefHbOol KPaTHOCTI BUMOPOXHEHb MNpu Aiapei y rpyni
npunomMy nnauebo cranHosuno 0,63 (95% CI: Big 0,47 no 0,85); p<0,001).

QapMmaKoKiHETHKA.

BcMOKTyBaHHA.
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PauekagoTpun WBMAKO BCMOKTYETbCA MNiC/MSA NepopasibHOro 3acTocyBaHHs. Yac
A0 NoYaTKy MPUrHideHHs nna3smMoBoi eHkedaniHasn — 30 XBUNUH.

BioAOCTYNHICTb paueKaaoTpuily He 3MIHIOETbLCS BHACNIAOK MPUMOMY iXi, ane
OOCATHEHHS MaKCUMMasibHOI aKTUBHOCTI 3aTPUMYETLCS NPUOBAM3HO Ha NiBTOpKU
rOAUHN.

Po3riogin.

Micna nepopanbHOi [03M  MiyeHoro 14C pauekagoTpwily BUMIipsHa
KOHUEeHTpaLuis padioakTMBHOrO i30TONy Byraeuw Yy nfaasmi Kposi 6yna Ha
6araTto NopsaKiB BMLLOK, HIXX Y KAITUHaX KpoBi, Ta Y TPM pa3n BULLOK, HiIX Yy
BCbOMY 06’eMi KpoBi. TakMM UYMHOM, NiKapCbKuMK 3acibé 3HA4YHOK MIpOK He
3B'A3YETbCA 3 KAITMHAMKM KpoBi. Po3noain pagdioakTUBHOIO i30TOMNYy BYrieuw B
iHWi TKQHWHW OpraHiaMy MOMipHUA, NPO LLO CBiAYMTb MOKA3HWUK cepeaHbOoro
ysBHOro o6’eMy po3noginy B nnasMi - 66,4 kr. [1eB'SHOCTO BiACOTKIB
aKTuBHoro Metabonity pauekagotpuny, TiopdaHy ((RS)-N-(1-okco-2-
(MepkanTomeTun)-3-deHinnponin) rniunHy), 3B'a3yeTbcsa i3 6inkamm nnasmu
KPpOBi, NepeBa)HO i3 anbbyMiHOM.

dapMaKOKiHETUYHI  BNacTUBOCTI  pauekagoTpusly He  3MIHIOKTbCA  Mpw
NOBTOPHOMY MPUNOMI UM NPU 3aCTOCYBaHHI NiTHIM NauieHTaM.

TpuBanictb Ta CTyniHb Aii pauekaaoTpuny 3anexaTb Bif 403MU.

Y aiten yac A0 MiKOBOro MpUrHiYeHHS NAa3MoBOi eHkedaniHasn AO0pPIiBHIOE
Nnpuban3HoO 2 rognHaM Ta BianoBiga€ NpUrHiyeHHto Ha 90% npu NpUNOMI 403U
1,5 Mr/kr. Y gopocnnx yac Ao nNikoBoro rnpurHiveHHs rnaa3MoBol eHkedaniHasu
AOpPiBHIOE Npmnbnm3Ho 2 rogMHaM Ta BiAMNOBIAAE MPUrHiYeHHIo Ha 75% npwu
npunoMi gosm 100 mr.

TpuBanicCTb MNPUrHiYeHHs NJa3MoOBOiI eHkedaniHasn CcTtaHoBUTb 6nmM3bko 8
rO4AMH.

Metaboni3m.

BionoriuHnin nepioa HaniBBUBEAEHHS pauekafoTpwuay, 3 ornaay Ha CTyniHb
NPUrHiYeHHs N1a3MoBOiI eHKkedaniHasu, AOPiBHIOE NPUBIN3HO 3 roAnHaM.

PauekagoTpun WBWAKO FiApONi3yeTbCa A0 TiopdaHy, akTUMBHOro mMetabonity,
SIKMWN, B CBOIO Yepry, NepeTBOPIOETbCSA HA HEAKTUBHI MeTaboniTu.

MoBTOpHE 3acCTOCyBaHHA paueKafoTpuily He NpU3BOAUTb A0 HAKOMUYEHHS
CMOJIYKW B OpraHismi.
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[aHi in vitro Bka3ywTb Ha Te, WO pauekagotTpun/TiopdaH Ta 4 OCHOBHUX
HeaKTMBHMX MeTaboniTn He iHribytoTb ocHOBHI CYP bepMeHTHI i3odopmu 3A4,
2D6, 2C9, 1A2 ta 2C19 g0 KNAiHIYHO 3HAYMMOro CTYNeHH4.

[aHi in vitro BKasylTb Ha Te, WO pauekagoTpun/tiopdpaH Ta 4 OCHOBHUX
HeakKTUBHMX MeTabonitn He ctumynoTe CYP dbepmeHTHI i3odopmum (3A Knacy,
2A6, 2B6, 2C9/2C19, 1A knacy, 2E1) Tta YAO-IT (ypuanH-5-gndocdar
FNOKYPOHINTpaHcdepasa) KoH'lorytodi dhepMeHTM A0 KAIHIYHO 3HAa4YnMMoro
CTyneHs.

PauekanoTpui He BNJIMBAE Ha 3B'A3yBaHHSA 3 6ilkaMu Ail04MX peUYOBUH, Y SKNX
Len 3B'930K € 3HAaYHUM, TaKNX K TonbyTtamia, sapdapuH, HidbaymoBa KNCNOTa,
ANTOKCUH abo eHiTOoiH.

Y nauieHTiB i3 Me4YiHKOBOW HeAoCTaTHICTIO [umpo3, cCTyniHb B 3a
kKnacuoikauiero Yamnga - MN'i0] npodinb KiHETUKM aKTUBHOroO MeTabonity
pauexkagoTpuay Bia3HauyaBCHA NOKA3HUKAMU Tmax Ta Ty, NOAIGHUMKU A0 TaKUX Y
340poBux AobpoBonbUIB, ane MeHWWUMU 3HaYeHHAMN Cmax (-65%) Ta AUC (-
29%).

Y Maui€eHTIB i3 TAXKKOK HUPKOBOK HeAoCTaTHICTIO (KnipeHC KpeaTuHiHy 11-39
MN/XB) npodinb KiHETUKM aKTUBHOIO mMeTabonitTy pauekagoTpuny
BiA3Ha4yaBCsA HUXYOK Cmax (-49%) Ta 6inbwumm AUC (+16%) i Tw, HiX y
340poBuxX AobpoBonbUIB (KNipeHC KpeaTuHiHy >70 Mn/xB).

Y piten dapMakKoKiHETUYHI MNOKA3HWMKM NOAIGHI A0 TakuMx Yy AO0pPOCNuUX,
Cmax AOCAra€eTbcs yepes 2 roamHn 30 XxBuamH nicna  npunomy. He
CNOCTEpPIraeTbCs HaKOMMYeHHSs nicna 6araTtopasoBMX NMPUNOMIB KOXHI 8 roamH
NPOTArom 7 AHIB.

BuBeneHHs.

PauekagoTpun BMBOAUTBCS Yy (OpPMi KK aKTUBHUX, TaK | HeaKTUBHUX
MeTaboniTie. [penapaT BWBOAUTLCA  MEPEBAXHO  HUPKAMKM, 3HAYHO
MEHLLUOI Mipoto - i3 KanoM. JlereHeBe BUBEAEHHS HE3HAUHeE.

KniHiuyHI XapaKTepucTukKu.
lMoka3aHHS.

JonomixkHe cuMnTOMaTU4YHe NiKyBaHHS rocTpoi Aiapei y HeMoBNAT (BikOM Big 3
MicAUIB) Ta AiTen y NOEAHAHHI 3 NepopanbHO perigpaTauielo Ta 3BM4anHUMMU
NiATPUMYBaNIbHUMW 3axofaMu, KONM NuWe UMX 3axoAiB HeAOoCTaTHbO ANS
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KOHTPOJIIO KJIIHIYHOro CTaHy, Ta Yy pasi, KON eTioTponHe JiKyBaHHS
HEMOX/MBe.

Y  pasi MOX/IMBOCTI NpOBeAEeHHS eTiOTPONHOro JlikyBaHHSA pauekaaoTpu
MOXHa 3aCTOCOBYBATU K AOMOMIXKHY Tepanito.

lMporuMnoka3saHHs.

MigBULIEHA YYTAUBICTb A0 Ait04OI peyoBUHU abo A0 6yab-5KOi i3 AONOMIXKHUX
pPEeYOBUH.

MauieHTaM, y 9KMX pO3BMBABCS @HMOHEBPOTUYHMI HABPSK MpU 3aCTOCYBAHHI
iHFi6iTOpiIB @aHrOTEH3MHNEPETBOPIOBA/IbHOIO epMeHTYy (Takunx siK KanTonpwun,
eHananpwn, nisnHonpwusa, NepuHaonpwusa, paminpuna), He Cnig 3acTtocoByBaTu
pauexkagoTpui.

Yepe3s HagBHiCTb caxapo3n [ligpacek npoTUMOKa3aHO 3acCToCoByBaTu
nauieHTaM i3 piaAKICHOK CNaaKOBOK HENEepPEeHOCUMICTIO PPYKTO3U, CUHAPOMOM
Manbabcopbuii rNOKO3U-rasnakTo3mn abo caxapas0-i30MasibTa3HoK
HeAOCTaTHICTIO.

B3aemogpgis 3 iHLWMMH J1TiIKapCbKMMM 3acobamm Ta iHLWIi BUAN B3a€EMOLIN.

IHri6iTopn aHrioTeH3nHnNepeTBoptoBanbHOro depMeHTy (Taki SK KanTonpwus,
eHananpwn, nianHonpwun, @o3nHoONpua, MNepuHAONPUN, paMinpua) MOXYTb
BUK/IMKATU AHMOHEBPOTUYHUA HabpsaK. B nMpuCYyTHOCTI pauekagoTpuny uewn
PU3MK MOXe NigBULLYBaTUCH.

CynyTHE 3aCTOCyBaHHS pauekaaoTpuiy i3 nonepamigom abo Hibypokcasnaom
y NOAUHWN HE 3MIHIOE KIHETUKY pauekaaoTpuny.

Oco06/1MBOCTi 3aCTOCYBaHHH.

3acTtocyBaHHsA npenapaTty lNapacek  He  3MIHIOE  3BMYAWMHOIO  pexXumy
BiAHOBNEHHS BOAHOro 6banaHcy.

BigHoBneHHA BoAHOro 6anaHcy € HaA3BMYaWHO BaX/MBUM MNpWU NiKyBaHHI
rocTpoi aiapei y agitewn. Npu BigHOBNEHHI BogHOro 6anaHcy Ta BMOOpI WAAxy
MOro [OCArHeHHs HeobxiAHO BpaxoByBaTWM BIiK Ta Macy Tinla nauieHTa, a
TaKOX CTaAito Ta CTYyNiHb TAXKOCTiI MOro ctaHy, ocobnmeo y pasi cepro3sHoi abo
AOBroTpuBanoi pgiapei, WO CYNpOBOAXYETbCA 3HA4YHUM O6ntoBaHHAM abo



¥ Hapopna anTeka

BTpaATO aneTuTy. TakoX BaX/IMBO He nepepuBaTn perynspHuim npumom ixi
(BKIOYAOUM roOAYBaAHHS rpyaAlo) Ta KOHTPOKOBATU CMOXMBAHHSA AOCTATHLOI
KiNbKOCTI piaAnHN.

KpuBaBi abo rHiHi BUNOPOXHEHHA Ta rapsdyka MOXyTb cCBiguntn abo npo
HasABHICTb iHBa3inHMX 6akTepin aK NpuuMHKU Aiapei, abo npo iHWe TsaXKe
3axXBOpPIOBAHHA, o BMUMarae eTiOoTPONnHOro NiKyBaHHS
(Hanpuknaa, aHTUbioTUKaMM) abo noganbworo  AoCnigXeHHs.  Tomy
pauekagoTpun He cnig 3acTtocoByBaTu y noaibHUX Bunagkax. PauekagoTpun
MOXHa 3acToCOBYyBaTM pa3oM i3 aHTubioTukamm vy pasi rocTtpoi aiapei
bakTepianbHOi eTionorii Ak A0NOMiXHY Tepanito.

3aCTOCyBaHHS pauekagoTpuny y Bunagky Adiapei, BUKINKAHOI NiKyBaHHSAM
aHTU6IOTMKaMM, Ta XPOHIYHOI Aiapei HE pPeKOMEHAYETbCS Yepe3 HeAOCTaTHIO
KiJIbKiCTb AaHUX.

XBOpuM Ha giabeT cnig BpaxoByBaTH, WO KOXHE cawe MiCTUTb:
lMapacek, rpaHynm no 10 mr — 0,966 r caxapo3su;
lMagpacek, rpaHynm no 30 mr - 2,899 r caxaposu.

AKWO KiNbKiCTb caxapo3n (axepena rawkKo3nM Ta dpykTo3n) y aAo060Bin
0o3i npenapaty lMNapacek nepesnwye 5 r Ha Aoby, ue NoTpibHO BpaxyBaTu y
Ao60BOMY pauioHi LyKkpy.

He cnig 3acTtocoByBaTu npenapaT HEMOBASATAM BiKOM A0 3 MicAUIB, OCKifIbKMK
KMIHIYHUX OOCNIAXEeHb Y Ui nonynauii He NpoBoAMIOCS.

MpenapaT He cnig 3acTocoByBaTU AiTAM i3 HUPKOBOK abo nNe4YiHKOBO
HeAOCTaTHICTIO 6yAb-SIKOro CTYNEHS TAXKOCTI yepe3 obMexeHicTb iHdopMauii
LWoA0 AaHOI monyndauil nauieHTIB.

Yepes MOXJ/IUBICTb 3HMXXEHHA 6io40CTYNMHOCTI npenapart
He cnig 3acTocoByBaTU y pasi TpmBasnoro abo HEKOHTPOIbOBAHOro 610BaHHS.

Mpw 3acToCyBaHHI NpenapaTty NoBiAOMAANOChE NPO BUHUKHEHHS peakuil 3 60Ky
WKipn. Y 6inbwocTi BUNAAKIB Ui peakuii € NOMIpHOro CTyrneHs Ta He
noTpebyoTb NiKyBaHHS. MNpoTe B AessKMX BUNaAKax BOHU MOXYTb By T TSAXKKOro
CTYNEeHHA, HaBiTb HECTU 3arpo3y ANA XUTTA. HEMOXINBO MOBHICTIO BUK/IOUYNUTH
iX 3B’130K 3 NpMMUOMOM pauekanoTpuny. Npu BUHUKHEHHI peakLuin 3 60Ky WKipw
TAXKKOrO CTyNeHs JliKyBaHHSA CNif HEeramnHo nNpuUnUHUTU.

MosigoMnanoca npo rinepyyTnmeiCTb/ aHFNOHEBPOTUYHUN HABPSK Yy MauieHTIB,
SIKi 3acTocoByBanun pauekanotpun. Ui cTaHM MOXYTb BUHUKHYTU B Byab-sKUN
yac npoTAroM NikyBaHHSA. T[lauieHTH, Yy $9KMX B aHaMHe3i HasABHUM
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AHrOHEBPOTUYHUIN HABPSK, HE NOB'A3aHUN i3 3aCTOCYBaHHAM pauekagoTpuny,
MOXYTb MaTu NigBULLEHUA PU3NK BUHUKHEHHSI aHMNOHEBPOTUYHOIO HabpsKy.

3acrocyBaHHS B riepios BaritTHOCTi abo rogyBaHHS rpyaaro.
BaritHicTb.

Hemae HaNnexXHnx AaHNX oAao 3acToCcyBaHHS pauekagoTpuny
BariTHMM XiHKaM. [ocnigXeHHd Ha TBapuHaX He cBigyaTb MNPO HAaSABHICTb
NAPSAMUX UM HenpsaMuMx  WKIigAMBKUX BNAMBIB  Ha nepebir BariTHOCTI,
eMbpiodeTanbHM po3BUTOK, Nepebir NosoriB UM NOCTHaTaslbHUIA PO3BUTOK.
OaHak OCKiNbKW cneuianbHUX KAIHIYHUX AO0CMiAXEeHb He MpoBOAUIIOCS,
paueKkaaoTpua He cfif 3acToCoBYBATU B Nepiog BariTHOCTI.

FoayBaHHs rpyaaro.

Uepe3s HeOoCTaTHK KiNnbKiCTb iHdopMauii woao BuaineHHs npenapaTty
Fapacek y rpyaHe MOMIOKO MOro He Cnig 3acTocoBYBaTUM B nepiof roayBaHHS
rpyaat.

3AaTHICTb BI/INBATU HAa LWBUAKICTb peakuil rnpu KepyBaHHIi aBTOTPaHCIopToM
abo iHWnMKY MexaHi3Mamu.

Pauekagotpun He BRNAMBAE abo UYMHUTL HEe3HayHWMn BMNAMB Ha 3AaTHICTb
KEpyBaTH aBToMobinem Ta npauroBaT 3 iIHWKUMN MexaHi3MaMu.

Cnocib 3acrocyBaHHSsI Ta 4O3M.

lNapacek 3aCTOCOBYOTb NepopasibHO  pa3oM i3 nepopanbHMMM  3acobamu
ANA BiAHOB/IEHHSA BOAHOIO 6anaHcy (ave. po3ain «0OcobnmnBoCTi
3aCTOCYBaAHHS»).

lapacek, rpaHynn no 10 Mr, 3acTOCOBYIOTb AITAM 3 MACOKo Tifla A0 13 Kr.
lagpacek, rpaHynun no 30 Mr, 3aCTOCOBYIOTb AiTAM 3 Macoko Tina Big 13 Kr.
PekomMeHAoOBaHy A03y po3paxoBYyHOTb 3@ Macow Tina: 1,5 Mr/kr Macu Tina Ha
npunoMm. Lle ctaHoBUTb 1-2 cawe BigNOBIAHOIo A03YBaHHSA, AKi npumnMatoTb 3

pa3u Ha Aoby depe3 piBHI NPOMIXKKKM Yacy.

[iTam 3 Macoto Tina o 9 kr — no 1 cawe (10 mr) 3 pa3u Ha oby.
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[iTam 3 Macoto Tina Big 9 kr Ao 13 kr — no 2 cawe (10 Mr) 3 pa3un Ha aoby.
[iTam 3 Macoto Tina Big 13 kr go 27 kr — no 1 cawe (30 Mr) 3 pasu Ha aoby.
[iTam 3 Macoto Tina Big 27 kr — no 2 cawe (30 mr) 3 pa3u Ha ooby.

B xoai KNiHIYHMX AocCnigXeHb 3@ Yy4yacTio AiTen TpuBaniCTb NiKyBaHHSA
CcTaHoBWa 5 AHiB.

JlikyBaHHSA cnig NpoAoBXyBaTu, NMOKNM He 6yae 3adikcoBaHO 2 BUMALKWK
HOpMasibHOro XapaKTepy BUMOPOXXHEHbD.

TpuBanictb NikyBaHHA He NMOBMHHA NepeBullyBaTn 7 AHIB.

He pekoMeHAY€ETbCSA AOBroTpuBarse JliikyBaHHSA paueKkaaoTpusioM.
KniHiyHMX gocnig)eHb 3a y4yacTio AiTen BiKoM A0 3 MicsauiB He NpoBOAUIIN.
OcobmBi rpynu nayieHTIB

JocnigxXeHHs 3a y4dacTio HeMoBAAT abo aiTen i3 HUPKOBOK abo MedyiHKOBOW
HeAOCTaTHICTIO He nposoannncs (AmB. po3ain «OcobMBOCTI 3aCTOCYBAHHSA»).

He cnig 3actocoByBaTu NikapCcbkuin 3acib AiTaMm 3 HMPKOBOK abo Ne4viHKOBO
HeAOCTaTHICTIO.

'paHynu npenapaTty lNgpacek MOXHa AoAaBaTn A0 DKi, PO3UMHUTU IX Y CKASAHLI

BoAM abo y nnaweyui gna roayeaHHs, aobpe nepemiwaswu. llicna uboro
npenapaT cnig 3acTocyBaTu HEramHo.

itn.

lagpacek, rpaHynn no 10 Mr, 3aCTOCOBYIOTb HEMOB/IATAM i AiTAM BikOM Big 3
MicsaUiB A0 2 pOKiB.

lapacek, rpaHynn no 30 Mr, 3aCTOCOBYIOTb AITAM Bi4 2 pOKiB.

lNMepepgo3yBaHHS.

MoBigoMnanocb MNpoO OKpeMi BUNagku nepefolyBaHHA 6e3 BUHWUKHEHHS
No6iYHMX peakuiny HeMoBnAT Ta Aditen. [punHAaTi go3m B 7 pasiB
nepesuLLyBann HeobXxigHy A03Y.
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Y popocnux pasosi Ao3m binbwe 2 r, To6T0 B 20 pasiB BULi 3@ TepaneBTUYHY
A03Y, He BUKJIMKaNu WKignmemx edekxTis.

Mo6iyvHi peakuii.

[ani HaBegeHo HebaxkaHi peakuii Ha npenapaTt, WO BigMiYanucsa y rpyni
pauekagoTpuny 4acriwe, HiXX y rpyni nnauebo, abo 3apeecTtpoBaHi B
nicnsapeecTpauinHMin nepiod. 3a 4acToTOK HebakaHi peakuii moainsanncsa Ha:
ayxe vacti (= 1/10), vacTi (= 1/100 go < 1/10), HevacTi (= 1/1000 go <
1/100), pigkicHi (= 1/10000 go < 1/1000), ayxe pigkicHi (< 1/10000),
yacToTa HeBigoMa (HEMOX/MBO BM3HAYUTU 3@ HASIBHUMU AaHUMN).

IHdekUii Ta iHBas3ii

HeyacTi: TOH3uUNIT.

MopyLweHHa 3 60KY WKipK Ta NiALWKIPHOI KNITKOBUHM

HeuyacTi: Bucun, epurtema.

YactoTa HeBigoMa: noniMopdHa epuTteMa, HabpsKk fA3mka, Habpak obanyus,
Habpsk ry6, HabpsKk NOBiK, aHMOHEBPOTUYHUI HabpsK, KponNMB'aHKa, BY3n10Ba
epuTtema, nanysabo3HUIN BUCUIM, Npypuro, ceepbix.

MoBigoMnsnocb Npo peakuii 3 60Ky WKipU TSXKKOro crtyneHs (BKAKOYaumn
AHrOHEBPOTUYHUIN HabpsK) Yy nNauieHTiB, aKi nepebyBann Ha MiKyBaHHI
pauekagoTpuioM. HactoTa BMHUKHEHHS UMX peakuin HesigoMa, ane sgKLwo
BOHW CMOCTEpPIratTbCA, JliKyBaHHA pauekagoTpuioM cnig nNpunuHUTKM Ta
NPU3HAYNTN HeobXiAHY anbTepHaTMBHY Tepanito. Y uMx BuMNagkax nauieHTw
MNOBUHHI 6yt NPOiH(OPMOBaHi npo HeOobXiAHICTb YHUKHEHHS
NOBTOPHUX NPUNOMIB pauekagoTpuny.

TepMiH NprNAaTHOCTI. 2 POKW.

YmMmoBM 36epiraHHa. 36epiratv npmn TemnepaTtypi He BuLe 25 °C. 36epiratu B
HeAOCTYMNHOMY A1 AiTeN Micui.



¥ Hapopna anTeka

YnakoBka. 1o 16 cawe B KapTOHHI KopobLi.
KaTteropia Bignycky. be3 peuenTa.
BupobHuk. Codaptekc, PpaHuis/Sophartex, France.

Micue3sHaxoa)keHHA BUPO6HMKA Ta agpeca Micua nNpoBag>XeHHA Moro
pisanbHocTi. 28500, BepHyne, pto Ao Mpeccyap, 21,
®paHuia/28500, Vernouillet, 21 rue du Pressoir, France.



