3ATBEPI)KEHO
Haxa3 MiHicTepcTBa 0XOpOHH
300poOB’A YKpAaiHH
Od, O LOXINe /78
PeccTpaniiine nocBigueHHst
Ne UA/13660/01/01
Ne UA/13660/01/02

IHCTPYKIUIA
AJISt MEAHYHOIO 3aCTOCYBaHHS JIikKapcbkoro 3acody

JNEKCUIAHT®
(DEXILANT®)

Cknao:

ditoua peuosuna: dexlansoprazole;

1 xancyna mictute 30 Mr nekchmaHcompasony (rpaHymu-LL — 7,5 Mr nekcianconpasony i
rpanynu-H — 22,5 Mr aexcianconpasoiny) abo 60 Mr aexciaxcorpasony (rpaHymu-LS — 15 mr
JexcnaHconpasony i rpanynu-H — 45 Mr nekcnanconpasoy),

OONOMIICHT peuOBUHU.

rpanymu-LL: mykop cdepuunuil; MarHifo KapGoHaT; caxaposa; TIiIPOKCHIPOMIILENION03a
HH3bKO3aMillleHa; TiApOKCHIIPONiNLeNiono3a; rimpomenosa 2910; Tambk; THUTaHy HiOKCHA
(E 171); MeTakpHIaTHOTO COMOJiMepy AWcHepcis; momernneHriikons 8000; momxicopbar 80;
KPEMHIIO JiOKCHI KOJIOiMHHIH 6€3BOIHHUIA;

rparymu-LS: nykop chepuunuii; MarHito KapGoHAT; caxapo3a; TiIPOKCHTIPOIIILENION03a
HM3bKO03aMillleHa; TiJpOKCUIPONIIIENtoNo3a; rimpomenosa 2910; Tampk; THTaHY IiOKCH]
(E 171); MeTakpHIaTHOro COMOJIiMepy AHMCIepcis; molieTHneHriikonbr 8000; monicopGar 80;
KPEMHII0 JiOKCHZ KOIOIMHHH 6E3BOIHHUIL;

rpanynu-H: nykop chepuunuii; Mardito kapGoHaT; caxapo3a; TiZPOKCHIPOMIILENI0N03a
HU3bKO3aMillleHa; TiJIpOKCHIpPOIINeniono3a; rinmpomenosa 2910; Tanpk; THTaHY J1OKCH]I
(E 171); merakpunatuuii comoniMep (THm B); MeTakpunaTHuit comoniMep (THII A);
TPHETHIUMTPAT; KPEMHIIO NIOKCH KONOIAHUI 6€3BOIHMIA.

Jlixapceka gopma. Kancynu 3 MoauikoBaHHM BHBITbHEHHAM TBEPAL.

OcnosHi izuxo-ximiuni enacmugocmi:

xancynu no 30 m2: KaNcCynH 3 rony6010 Hempo30poro KPHIIEYKOIO 3 TEMHO-CiDUM IPaBilOBaHHAM
«TAP» i CipHM HEmpo30pMM KOPIYCOM 3 TEMHO-CipuM rpaBitoBaHHAM «30», MO MICTATH
rpaHyiH Bif Ginoro no Maibxe 6110ro KoJILOpPY;

xancynu no 60 m2: KancyiM 3 ToiryGoto HENpO30pOI0 KPHIIEUKOIO 3 TEMHO-CiPHM I'DaBilOBAaHHAM
«TAP» i Tony6uM Hempo3opHM KODMYCOM 3 TEMHO-CIpHM IpaBiloBaHHAM «60», WO MICTATh
rpaHyny Bij Ginoro no Maixe 6i1oro Konsopy.

®dapMakoTepaneBTHYHA rpyna. luribiropn nmporonsoi nomnu. Kon ATX A02B C06.

Dapmaronoziyni enacmueocni.

Papmakodunamixa. JIeKCIAHCOTPA30N HAIEXHTb JO KJIacy aHTHCEKPETOPHHX CIONYK, fKi €
3aMimeHHMH GeH3MMiZa30JaMH, M0 MPUTHIYYIOTH CEKPELil0 KHCIOTH HUTYHKOBOTO COKY 3a
paxyHox cnenudiunoro npuraiveHHs aktusHocTi (H+, K+)-AT®a3u Ha cexpeTopHii NOBEPXHi
napieTalbHUX KITHH HUTyHKA. OCKiNbKM a1 (epMEHTHAa CHCTeMa BBAXAEThCA KHCIIOTHONO
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(IPOTOHHOK) MOMIIOK NApi€TaNbHUX KIITHH, NEKCIAHCONpa3on KIAcH(IKYeThCs SIK iHridiTop
NPOTOHHOI MOMITH, KUl 610Ky€ 3aK/IIOYHHH €Tall YTBOPEHHS KHCJIOTH.

@apmaxokinemuxa. Abcopbyis. Ilicns nepopalbHOro 3acTOCYBaHHA Npenapary Hexcinant® y
nosax 30 mr ab6o 60 Mr 3mopoBUM AOGPOBONBLAM Ta IAlliEHTaM i3 CHMITOMAaTHYHOKO
racTpoesodareaqbHol0  pedmIOKCHOW  XBopoGoro  cepemHi  3HaueHHA Cmax Ta  AUC
JEKCIaHCOMpa30Jly 3pOCTaly Maibke IPOTIOpLiHHO J03i.

V pasi 3mimyBaHHa 60 Mr rpaHyn npenapary Jexcinant® 3 BOJIOIO i 3aCTOCYBaHHA 4Yepes
Ha30TacTpabHUI 30HA a60 MepopalbHo 32 KonoMoroo mmpuna 6ionoctynHicTh (Cmax i AUC)
JEKCIIaHCONpa30Jly € TaKOIO X, K i PH 3acTocyBaHHi 60 Mr mpenaparty Jexcinant® y Burasami
iHTaKTHO{ KalCyJIH.

IIpwmitoM ixi He BrumBae Ha AUC mekcnaHconpasony.

Po3nodin. 3B’s3yBaHHA JIEKCIAaHCONpasony 3 OilkamMu IasMM Y 3IOpOBHX HOGPOBOJBLIB
KOIMBaOCh Big 96 % 10 99 % Ta He 3amexano Bill KOHUEHTpaLii Mpenapary y JianasoHi BiA
0,01 no 20 Mxr/mMn. YV NalieHTiB i3 CUMIOTOMATHYHOK racTpoe3odareanbHOK PeQIIOKCHOI
XBOpo6oI0 YABHMIA 06°eM posnoziny (Vz/F) micis npuifomy GaraTokpaTHux 103 craHOBHB 40 J1.
Mema6onism. JIeKcnaHCONpa3o iHTEHCHBHO MeTaboMi3yeThest B MEYiHI MULTXOM OKHCIICHHS,
BiIHOBIEHHs 1 mojanbmoro QopMyBaHHs CymbbaTy, KOH'toraiuii 3 TJIIOKypOHIIOM Ta
[IIOTATiOHOM [I0 HEaKTHBHHX MeTabouiTiB. OKHCIeHi MeTaboiTH YTBOPIOIOTECA 338 IONOMOTI 00
depmenTHOi cucTemu uuroxpomy P450 (CYP), Bknroyarodu riApOKCUIIIOBAaHHA B OCHOBHOMY 32
nornomororo CYP2C19 Ta okucieHHs 10 cyisdoHy 3a nonoMoroio CYP3A4.

CYP2C19 € nomimMoppHuM (hepMEHTOM MEUiHKH, AKUH BHABIAE TPH (PEHOTHIH y MeTabonisMi
cyberparis CYP2C19: mBuaki MeraGomi3aTopH, NpOMiKHI MeTaGonisaTopH Ta 110):30 08341
metaGomnizaTopy. J{eKCIaHCONMpasoil € OCHOBHUM KOMIIOHEHTOM, L0 IUPKYJIFOE Yy TUIa3Mi KPOBi,
He3aleXXHO Bif crarycy Merabonmismy CYP2C19. V msuakux Ta momipuux CYP2C19
MeTaGoni3aTopiB OCHOBHHMH MeTaGoNiTaMU y Iu1a3Mi € S5-TiJpOKCHIIEKCIIaHCOMpPa3ol Ta Horo
MIIOKYpOHORHH KoH’foraT, Tofi sk y nosinkhux CYP2C19 wmeTaGomi3aTopiB OCHOBHHM
IU1a3MOBUM MeTab0IIiTOM € CyJIb(OH JeKCIaHCOMpPa3oy.

Busedenns. Ilicna npuitoMy npenapaty Jlekcinant® AeKcIaHCoMpa3oi Y He3MiHEHOMY BHTJLALI 3
ceuer0 He BHBOJMTBHCA. Ilics 3aCTOCYBaHHS AEKCIAaHCOMpa3oly, MideHOro 4C, 6 3moposuM
mobpoBombiaM  6mm3sko 50,7 % (cranpaprae Bimxunemna (CB): 9,0 %) BBemeHoi
palioakTHBHOCTI BUBoAMIIOCA i3 cedero i 47,6 % (CB: 7,3 %) — 3 kanom. BeraHoBnenui KJIipeHC
(CL/F) y s3mopoBux no6poBonbuiB craHosuB Bix 11,4 mo 11,6 wroa micms 5-A€HHOro
3acTocyBaHHs y H03i 30 Mr a6o 60 Mr ofiuH pa3 Ha 100y.

Qcobnuei zpynu nayicrmis

ITediampuyna nonynayis

dapMaKOKiHETHKa IEKCIAHCONPA30ILy Y MallieHTiB BikoM 10 12 pokis He BUBYAJIACh.

Hayienmu sixom 6id 12 0o 17 poxis

dapMaKoKiHETHKa IEKCIaHCONpPa30iy A0CHiuKyBanack y 36 nauientis BikoM Bin 12 mo 17 POKiB
i3 CHMIITOMATHYHOIO HEEPO3MBHOIO ractpoe3odiareaibHo0 pedIoKCHOI0 XBOPOo6oIo B paMKax
6araToLeHTpoBOro HociimkenHs. IlawieHtH O6ynu paHJoMi3OBaHi Ul OTPUMAaHHSA Ipernapaty
Hexcinant® B 11031 30 Mr a60 60 mMr ouH pa3s Ha 106y Brpoaorxk 7 auiB. Cepenni 3HaueHH Crmax
ta AUC [eKCaHCOmpa3oy B TalieHTiB BikoM Bix 12 mo 17 poxie cranosunn 105 % T1a 88 %
BiZIMOBIHO B MOPiBHAHHI 3 TAKMMH y JOPOC/MX NALi€HTIiB MPH 3aCTOCYBaHHI Mpemnapary B 403i
30 mri 81 % Ta 78 % BiAMOBIZHO MpH 3aCTOCYBaHHi Npernapary B 1031 60 mr.

Iayienmu nimuvozo eixy. KiHueBHH mepioll HamiBBMBENEHHSA [EKCIAHCOMPA3ONy 3HAYHO
JOBILMIi Y MAI€HTIB JiTHBOrO BiKy MOPIBHAHO i3 MOTOMMIMMH Manientamd (2,2 ta 1,5 ronunu
BiAnoBinHo). Cucremua excriosuwis (AUC) aekciaHCoOnpasolny y MalieHTiB JiTHBOTO BiKY BHIIA
(Ha 34 %), HiX y MOJIOJIIMX HALIEHTIB.

Cmamb. JlocmimkeHHs i3 3anydeHHaM 12 MaumieHTiB 4oJ0Bi40i CTaTi Ta 12 nauieHTiB XiHOYOI
cTari, AKi OTPHMYBalX OQHOPA3OBY NepopaibHy no3y 60 Mr npenapaty Jlexcinant®, nokasamnm,
0 MAIi€HTH IHOYOi CTAaTi MalTh BMIy cHcTemHy ekcnosuuito (AUC) (ma 43 %), HiX
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MalieHTH 4onoBiyoi craTi. Taka BIAMIHHICTL B €KCHO3MLii HE BIUTMBAaE Ha Npodiab Gesnmexu
Tiperiapary.

Hupxoea nedocmammuicme. JleKCIaHCONpPa30)l iHTEHCHBHO MeTaboNi3yeThes B MEWiHLI 10
HEaKTHBHHX MeTaboniTiB, TOMy BHXiJHa Iil04a peYOBHHA HE BHABIAETBCS B CEYl MICIA
IIEpOPaNBHOTO MNpHHOMY JeKClaHconpasony. ToMy He OYiKyeTbes, MO (papMaKOKiHETHKa
NIEKCIIAHCOMpa3oNy BiAMIHHA y NAIi€HTIB i3 HUPKOBOI HENOCTaTHIiCTIO. JloCHi/keHHA i3
3alyyeHHAM TALli€HTIB i3 HHUPKOBOIO HEJOCTAaTHICTI0O He mnposoauiuck. Kpim Toro,
dapmakokiHeTHKa JaHcompa3ony He Oyina KIIHIYHO BiIMIHHOKI Y MAli€HTIB i3 HHPKOBOIO
HEJOCTATHICTIO JIETKOTO, NOMIPHOIO Ta THKKOrO CTYNEHiB IIOPiBHAHO 3i 3J10POBMMH
JOOPOBOIIBISIMH.

Ieuinkosa nedocmamuicme. JIOCHiZKEHHs 13 3amy4eHHAM 12 MaLi€HTIB i3 INEYIHKOBONO
HEJIOCTAaTHICTIO MOMIpHOro cTyneHs (kiac B 3a mkanoro Yaiinga — II'10), ki oTpuMyBanu
OIHOpa30By IlepopaiibHy J03y 60 Mr npenapary Jexcinant®, mokasano, mo cucTeMHa
eKCITO3HIIis 3B’3aHOTO Ta HE3B’A3aHOTO JeKCclaHcompasoly Oyna mpHOIM3HO y 2 pa3sH BHLIOK
NOPIiBHAHO 3 TaKOI0 Y 340pOBHX J06poBombLiB. Ll BiAMIHHICTh €KCHO3MII He MOB’A3aHa i3
BiZIMiHHICTIO 3B’A3yBaHHA 3 OilkaMy IIasMu Kposi. JIOCHi/UKEHHS i3 3aIydEHHAM TNAlli€HTIB i3
TXKKOIO TIe4iHKOBOIO HefocTaTHicTIo (k1ac C 3a mkaioto Yaitnna — I1°10) He IPOBOAMIIHCE (IMB.
po3ain «Croci6 3acToCyBaHHA Ta JO3U»).

Kniniyni xapakTepUCTHKH.

Iloka3anua.

- Jlikypanus Bcix cragiii eposuBHoro esodariry y manienTiB BikoM 12 pokiB Ta crapme
BIIPOAOBXK Mepiofy X0 8 THXKHIB.

- [iaTpumMyrode JiKyBaHHS €PO3UBHOrO €30¢ariTy Ta IMOJNETIeHH nedil y nauieHTiB BikoM 12
POKiB Ta cTapile BIIPOAOBX IEPioAy 10 6 MICALIB A AOPOCIMX IALIEHTIB Ta 16 THXHIB il
nanieHTiB BikoM Bin 12 mo 17 pokis.

- JlikyBaHHA medii, acoui0BaHOi 3 CHMMIITOMAaTHYHOI0 HEEPO3MBHOIO racTpoesodareanbHOO
pedIIoKCHOI0 XBOpo6O10, Y MAlliEHTiB BikoM 12 pOKiB Ta cTapie NpOTATOM 4 THXXHIB.

IIpomunoxaszanns.

IigBHILEHA YyTIMBICTL 1O aKTHBHOI PEYOBHUHH Ta GY/b-1KOro KOMIIOHEHTa npenapaty. Peaxuii
TinepuyTIHBOCTI MOXYTh BKIIOYaTH aHadimakcii, aHadiTaKTHYHHH IOK, aHTiIOHEBPOTHYHMH
Habpak, Gponxocmasm, rocTpuil Ty6ynoiHTepcTHLianbHHA HeQPHT Ta KpONMB’SHKY (IMB.
posaimu «OcobmuBocTi 3acrocyBanHs» Ta «Ilo6iuHi peakuii»). IHriGiTopx MPOTOHHOI OMIH
(IIIIT), exmouatoun mnpenapaT Jlekcinant®, NPOTHIIOKa3aHO 3aCTOCOBYBaTH CYMICHO 3
npenapaTamMM, MO MiICTATH PUINIBIpHH (OMB. po3fdin «B3aeMofia 3 IHIIMMH JIKApCHKMMH
3aco6aMH Ta iHII BUIU B3a€EMOLIH»).

B3aemodin 3 inwumu nikapcokumu 3acobamu ma inwii euou 63aEmooiii.

Hixye 3a3HaueHo KIiHiYHO 3HAYYIIi B3a€MOJI JIIKapChbKMX 3acobiB Ta 3MIHM pe3yJbTaTiB
JIaTHOCTHYHHX JOCHiKEHb MPH OXHOYaCHOMY 3aCTOCYBaHHI 3 IpenapaTom Jexcinaut®, a
TAKOX 3aXOAHU OO iX monepekeHHs ab0 yCYHEHHS.

JUia oTpUMaHHs 61k AeTanbHOT iHdopMaLil mpo B3aEMOIIO 3 iHri6iTopaMH POTOHHOI TIOMITH
JUB. IHCTPYKILii U1 MENYHOTO 3aCTOCYBAaHHS BiANOBIAHUX JiKapChKHX 3aC00iB.

Ipenapamu ma diaznocmuuni mecmu, Ha AKi npenapam Hexcinanm® mae xninivno snauywui
enaug

Anumupemposipycui npenapamu. Kniniunuii ennue. Brinus IIIT Ha aHTHpETpPOBipyCHIi NpenapaTy
BapiabenbHuil. Kitiniuna 3HauymicTh Ta MEXaHi3MH LIHX B3a€MOJIii BiIOMi He Y BCiX BHIAaKax.

- 3HIKEHa eKCHO3MIlis AEAKHX AHTUPETPOBIPYCHMX MpenapaTiB (HaNpHKIaj PHINIBIpHHY,
arasaHaBipy Ta HeNdiHaBipy) NpH CYMICHOMY 3acTOCYBaHHI 3 [EKCIAHCOMNPa3ojioM Moxe
N0cIa6)II0BaTH MPOTHBIPYCHY 10 Ta NPU3BOIAMTH 0 PO3BHTKY PE3HCTEHTHOCTI JIO PENapary.




- TligBuIEeHa €KCIIO3HUIliA IHIUMX aHTHPETPOBIPYCHUX TMpenapaTiB (HalpUKIa CaKBiHaBIpY) NpH
CyMICHOMy 3acTOCYBaHHi 3  JEKCIaHCONpa3oioM Moe 30UIbIIYyBaTH  TOKCHYHICTB
AHTHPETPOBIPYCHHX MpENaparis.

- € iHmi aHTHPETPOBIPYCHI MpemapaTH, B3a€MOAIl AKHX 3 JEKCJIAHCONpPa30JoM He € KIIIHIYHO
3HAYYIHMH.

3axoou. [lpenapaty, MO MICTATH PUIIIBIPHH: CYMICHE 3aCTOCYBaHHA 3 IIPENapaToM Jexcinant®
MPOTHITOKa3aHe (JuB. po3ain «IIpoTHHOKa3aHHA»).

ArasanaBip. JIUB. iIHCTPYKLIIO 1UI1 MEAWYHOTO 3aCTOCYBAaHH: aTa3aHaBipy IOA0 nosynarmx
Hendpu-xamp IloTpiOHO yHHKAaTH ORHOYACHOTO 3aCTOCYBAHHA 3 IIPENapaToM Hexcinant®. Jlus.
IHCTPYKUIIO I MEAUYHOTO 3aCTOCYBaHH: Hel(iHaBipy.

CaksinaBip. J[uB. IHCTPYKUil0 [I1 MEOWIHOTO 3aCTOCYBAHHSA CaKBiHaBIpy; IOKa3aHHi
MOHITOPHHT IIOAO MOTEHIiHHUX TOKCHYHUX e()eKTiB CaKBiHaBIpYy.

Inmi aHTHpETPOBipyCHI NMpemnapary. JIUB. IHCTPYKLIIO 11 MEAUYHOTO 3aCTOCYBaHHA.

Bapgapun. Kniniunusi  enaus. CroctepiracrbCi IIJBHINEHHA 3HAYEHHS MIKHAPOIHOTO
HOpPMAaJTi30BaHOTO iHAEKCY Ta MPOTPOMOIHOBOro 4acy B MAL€HTIB, AKi OAHOYACHO OTPHMYIOTh
inribitopy mporoHHoi momMmm Ta BaphapuH. IliABHINEHHA 3HAYEHHA MIiXKHApOIHOTO
HOPMAIIi30BaHOTO iHIEKCY Ta NPOTPOMOIHOBOrO 4Yacy MOXKE IIPHU3BECTH JO MAaTOJOTIYHO
KPOBOTEYi Ta HaBiTh CMEPTI.

3axoou. HeoOXigHHMH  MOHITODHHT  MDKHApONHOIO  HOpMali30BaHOro  iHAEKCY Ta
nporpoMbiHoBOro wacy. Jlja MiATPMMAHHA WINBOBOTO PiBHA MIXHAPOJHOTO HOPMAali30BaHOIO
iHaexcy Moxxe 6yTH moTpiGHe KOPUryBaHHA K034 BapdapuHy. JIMB. iIHCTPYKUIIO /I MEAHYHOTO
3acToCyBaHHA BapdapHHy.

Memompexcam. Kniniunuii énnue. OQHOUaCHe 3aCTOCYBaHHsA iHTiGITOpIB IMPOTOHHOI ITOMIIH Ta
MeToTpekcaTy (IEpeBaXHO Y BUCOKHX J03aX) MOJXKe IIPH3BECTH JO IiABUIICHHS Ta MOJOBXKEHHA
YyTPHMaHHA KOHLEHTpalliii MeToTpekcary Ta/abo Horo MeraboniTy TiIpOKCHMETOTPEKCATy B
CHpOBATLi KPOBi, N[0 MOYXe COPHYHUHHTH NOABY TOKCHYHHX e(ekTiB MeToTpexcary. dopmanbHi
JOCITIUKEHHS B3a€EMOi1 IIPH 3aCTOCYBaHHI BUCOKHX JI03 METOTPEKCATy Ta iHribiTOpiB MPOTOHHOI
MOMITH HE [IPOBOAWIHCH (UB. po3ain «OcoBIHBOCTI 3aCTOCYBaHHA»).

3axoou. Jlna neskMX MAIi€HTIB, AKi OTPUMYIOTh BHCOKi JO3H METOTPEKCATY, CHiJl PO3TIIAHYTH
MOXUIMBICTS THMYACOBOTO NPHIMHEHHS 3aCTOCYBAHHS TIpenapaty Jlexcinant®.

Juzoxcun. Kniniunuti enaue. MOXIHBE MiABUIIEHHA €KCIO3UMLIi JUTOKCHHY.

3axoou. Heo6XigHHii MOHITOPHHT KOHUEHTpAILi# AUroKcHHy. Jlis MiATpHMaHHS TepaneBTHYHHX
KOHLEHTpaliil AMTOKCHMHY Moxe OyTH moTpibHe KopuryBaHHA ioro posyBaHHA. [lus.
IHCTPYKUIIO /U1 MEIMYHOTO 3aCTOCYBaHHA AUTOKCHHY.

Jixapcvxi 3acobu, abcopbyis saxux 3anexcums 8i0 pigna pH 6 wnynky (hanpuknad coni 3anisa,
epnomunib, dacamunib, ninomuni6, mogemuny mixodenonam, kemoxonazon/impakoHazon)
Kniniunuii ennue. JIEKCIaHCONPa3oil MOXKe 3HHXKyBaTH aOcopOlLilo iHIIMX JiKapchbKHX 3acobiB
yepes ioro edeKT 3MEHIIEHH KUCIOTHOCT] MUTYHKA.

3axoou. Mogemuny mixogpenonam. Tlpy OQHOYACHOMY 3aCTOCYBaHHI iHTiOiTOpiB NMPOTOHHOI
NOMIK Y 3M0POBMX AOOPOBONBLIB Ta Y MAli€HTiB IiCIA TPAHCIUIAHTalii, fAKi OTPHMYIOTH
Mo(eTuy MikOoQEHONAT, NOBIOMIIOCA NMPO 3HMKEHHS EKCIO3MUIi aKTHBHOrO MeTaboiiTy
(MikO(€HOIOBOT KHCIIOTH), M0, MOXJIMBO, TOB’S3aHO 31 3HIDKEHHAM pPO3YMHHOCTI Mo(peThiy
mikoeHoNaTy npu mixsumieHoMmy piBHi pH myska. KiiHidHy 3HaYymicTe 3HHDKEHOL
eKCTIO3HILii MiKOQEHONIOBOI KHCIOTH A PHU3HKY BIATOPIHEHHA TPAHCIIAHTAaTa B IAIiEHTIB,
AKAM GylO TPOBENEHO TPAHCIIAHTALIIO Ta AKi OTpUMYIOTh Jlexcinant® Ta Moderniy
MikogeHonar, BcTaHoBleHo He 6yio. [Tauientam, sxum GyJ10 MPOBENEHO TPAHCILIAHTAIIIO Ta AKI
OTpHMYIOTh MoeTHITY MiKo(eHOAT, NOTPibHO 3 06epexHicTIo 3acTocoByBaTH Jlekcinant®.
JIUB. iHCTPYKIUT I MEOUYHOTO 3aCTOCYBAaHHs IHIUMX NpenapaTis, abCopOUis AKMX 3aIEXKHTh
Big piBHA pH muryHka.

Taxponimyc. Kniniunuti ennue. MoxxIuBe NiIBUIIEHHS €KCIIO3HIII TakpoliMycy, 0co6iuBO y
NAali€HTiB M/ TpaHCIUIAHTAIli 3 moMipHOO abo Hu3bKoo akTuBHIicTIO CYP2CI19.
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3axodu. Heo6XinHuii MOHITOPHHT MiHiMaJIbHOI KOHLIEHTpaLlil TaKpOIiMYCy B UiNbHiH xpoBi. Jlns
MiATPHMaHHs TEpPaNeBTHYHUX KOHUEHTpaliil TakponiMycy Moxe OyTH MoTpibHe KOPHTYBaHHA
jforo nosysanms. JJuB. iHCTPYKIUIIO J11 MEANYHOFO 3aCTOCYBAHHs TAKPOJIIMYCY.

Bnaus na pesynomamu 0ocaiddcens Mapkepie neupoeHdokpuHHux nyxaun. Kniniunu enius.
3HIDKEHHS NUIYHKOBOi KHCIOTHOCTI, 3yMOBJIEHE 3aCTOCYBaHHAM iHTiGiTOpIB NPOTOHHOI MOMIIH,
TIPU3BOIUTH [I0 BTOPMHHOTO MiABHINEHHs PiBHIB Xpomorpaniny A (CgA). IlinsuiieHus piBHA
CgA moXe NpHM3BECTH 1O OTPHMAHHJ ICEBJOMOHTHBHUX pe3ynbTaTiB NpH JiaTHOCTHIL
HeHpOCHIOKPHHHEX IMyXJIMH (JUB. po3/tin «OCOGIHBOCTI 3aCTOCYBaHHA»).

3axoou. HeobximHe THMYacOBe NMPHIMHEHHs Tepamii mpemapatoM Jexcinant® npuuaiiMui 3a
14 nuiB no BusHayenHs piBHiB CgA Ta po3risA MOXIHBOCTI IPOBENEHHA MOBTOPHOTO TECTY,
AKIIO NpPH NepmoMy AociimkenHi piBei CgA € BHCOKMMM. [l BHKOHAHHS IIOCIIHOBHHX
JocTifkeHs (HaNpHKIam, Vi1 MOHITOPMHTY) NOBHHHA 3alydaTHCh ONHA i Ta % nabopaTopis,
OCKilTbKH ped)epeHCHMI iana3oH 3HaYeHb JOCIIIKEHb MiX TabopaTopissMH MOXe BifPi3HATHCE.
Bnaue na pesyromamu_cmumynayitinoi npobu 3 cexpemunom. Kniniunuii ennus. Binnosigs y
BHITLAII rinepcekpeui'l' FaCTPHHY IIpH CTHUMYJLALiHHIHA Mpo6i 3 CEKPETHHOM MOXe MPH3BECTH N0
IIOMHJIKOBOTO JiarHO3y raCTPHHOMH.

3axoou. HeobxigHe THMYacOBE MPHUITUHEHHA JTiKyBaHHA npenaparom Hexcinant® npunaiimui 3a
30 gHiB OO MpoBeleHHA NpobW s Toro, mo6 Cekpelis racTpUHy MOTrja MOBEPHYTHCH [0
II0YaTKOBOTO PiBHA.

IcegdonozumusHuii pezynomam Qocnioxcenns ceui Ha mempaziopoxanabinon. Kniniunui ennus.
[oBigomisiocs, MO y INAIi€HTiB, fAKi 3acTOCOBYIOTH iHriGiTops mpoToHHOI mommu, Gyiu
OTPMMaHi ICEBJOTIOSMTHBHI De3yNbTaTH CKPHHIHIOBHX JIOCHI[DKEHb Cedi Ha HAjiBHICTH
TeTparipokaHabiHomy.

3axoou. nd miagTBEpIKEHHA MNO3SHTMBHHX pe3yanaTiB NOTPIGHO PO3TIAHYTH MOXUIMBICTh
3aCTOCYBAHHA aIbTEPHATHBHHX IIATBEPIKYIOYHX METOAIB JOCIIKEHHSA.

Ilpenapamu ma pevwosunu, AKi KNHIYHO 3HAYUMO 6NMAUBAIOMb HA npenapam JHexcinanm® npu
CYMICHOMY 3aCMOCYBAaHHT

Indyxmopu CYP2C19 abo CYP3A4. Kniniunuii ennue. MOXIMBe 3HHJKEHHA EKCIIO3MIi
JEKCIIaHCOMpPa30JIy IPH 3aCTOCYBaHHI 3 NOTY>KHHMH iHIYKTOpaMH.

3axodu. Ipenapamu 38ipoboio 36uuaiinozo, pugpamnin. TIOTpiGHO yHMKATH CyMiCHOrO
3aCTOCYBaHHA 3 [IPenapaToM Jexcinant®.

Jixapcoxi 3acobu, wo micmame pumonagip. JluB. iHCTPYKIUiIO UIA MEAHYHOIO 3aCTOCYBaHHA
NiKapchKUX 3ac06iB, AiF0OYOI0 PEYOBHHOIO AKHX € PUTOHABID.

Inzi6imopu CYP2C19 abo CYP3A4. Kniniunui ennus. IIpH 3aCTOCYBaHHI 3 IIOTY>KHHMH
inri6iropamu nepen6avaeThCs MiABHINEHHA eKCIIO3HIIT AEKCIaHCOMpPa3ony.

3axodu. Bopuxonason. JIUB. iHCTPYKUiIO JUIi MEMMYHOrO 3aCTOCYBaHHS JIiKapChKMX 3aco0iB,
JIY0YOI0 PEYOBHHOIO KHX € BOPHKOHA30]1.

Ocobnusocmi 3acmMocyganHA.

Haseni 3nosaxicHi HOBOYMEOPEHHA WAYHKA

VY nopociMx MAli€HTiB CHMITOMATHYHA BIillIOBiAb Ha TEpPAlilo MpEnapaToM Jexcimant® ne
BUKJIIOYA€ HASBHICTh 3/0AKICHMX HOBOYTBOPEHb LUTyHKAa. Y JOPOCIMX IallieHTiB i3
CyGONTHMANBHOIO BiINOBIAMO a60 3 PAHHKOI IOBTOPHOK TOABOK CHMITOMIB INCHA
3aBepmIeHHA JiKyBaHHs iHriGiropom nportonHoi nommd (IIIII) noTpi6HO pPOrIAHYTH
[OLiMbHICTh MPOBEIEHHA JONATKOBOTO CHOCTEPEKEHHS Ta MIaTHOCTMYHHX HOCHiIUKeHb. Y
NAL€EHTIB CTApOIOro BiKy NOTPiBHO PO3TISHYTH MOXIHBICT NPOBENCHHA EHIOCKONIYHOTO
o6cTeneHHA.

Tocmpuii my6ynoinmepcmuyianonuii negppum. Ilpu 3actocysanni IIII1 croctepiraBes po3BHTOK
rocrporo TybynoinTepcTHuiansHoro Hedpury. Ioctpuit TyGynoinTepcTHuianbHUil HePHT
MOKe PO3BHHYTHCA B Gyb-sKuit MomeHT MpH 3actocyBanHi ITIIL. ITauieHTH MOXYTh MaTH pisHi
O3HAKM TAa CHMIITOMH BiJi CHMITOMATHYHHX pPE€aKLil TinepuyyTIHBOCTI IO HecTeHHpIYHHX
CHMITOMIB 3HIDKEHHA (YHKIIT HMpoK (HAaNpHMKIaX, He3[yXaHHs, HYIOTa, aHopekcid). 3a
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JaHHUMH cepii BHNAJKiB, IIPO sKi IOBIAOMIANIOCH, FOCTPHH TyOyNOiHTEPCTHIIAIbHMA HEQPHUT Yy
HeSKHX NalieHTiB OyB [iarHOCTOBaHMi 3a pe3yJbTaTaMH Oiomcii Ta 3a BiACYTHOCTI
II03aHHPKOBMX IIPOSBiB (HANpPHWKNaj, JHXOMaHKa, BHcHn abo aprtpanrin). [ocTpuit
Ty6ynoiHTepcTHIIaIbHMI HEQPUT MOXKE MPOrpecyBaTH N0 HHUPKOBOI HemocTartHOCTi. Crif
NPUIIHHUTH 3acTOCYBaHHs npenapary Jekcinant® Ta OOGCTEXHTH [ali€HTiB, y SKHX
MiIO3PIOETHCA TOCTPHIA TybynoiHTepcTHLianbHui HepUT (uB. po3in «IIpoTHIIOKa3aHHs» ).
Clostridium difficile-acoyisiosana diapes. Jlexinpka ob6cepBallifiHuX AOCIIKEHb NPUITYCKAIOTh,
wo ITI, taki sk Jdexcinant®, moxyts migsumrysatu pusux Clostridium difficile-aconifioBanoi
Jiapei, ocobauMBo y rocmiranizoBaHux nauientis. Ile#f nmiarmos ciip posrasmat Jns Hiapei,
nepebir 1xoi He nmokpamyerbes (auB. po3ain «Ilobiuni peakmii»).

[anientn, ki Bxomate y rpymny pusuky Clostridium difficile-aconiiioBanoi miapei, MoBHHHI
oTpumyBatH JikyBaus II[1II y MiHiManbHiH peKOMEHIOBaHiH /1031 Ta MPOTArOM HaHKOPOTLIOrO
4acy BiTIOBiHO 10 3aXBOPIOBAHHs, IO IiUIATAE NiKYBaHHIO.

Hepenomu xicmox. Jlexinbka oOGcepBauiffHMX HOCHiJKeHB MpHMyckaloTs, mo IIIII MoxyTs
MiZIBMIYBaTH PH3HK OCTEONOPO3HMX IEPENOMIiB CTETHOBOI KiCTKH, 3am’acTka abo xpebuis.
PH3MK BUHMKHEHHA [TEPEIOMIB 3pOCTaB Y NALi€HTIB, AKi IPHIMaNH IpenapaTtd y BACOKHX [03aX,
6araTopa3oBo IpoTsroM Ao6u, abo y pa3i MOBrOTPHUBAIOTO JiKyBaHHsA (NPOTATOM pPOKY Ta
nosiue). IlanieHtd, axi BXOAATH Y IPYNy PH3HKY IEPENOMIB OCTEONMOPOTHYHOIO XapakrTepy,
NOBMHHI OTPUMYBaTH BiNNOBiAHe JiKyBaHHA Ta 3acTocoByBatH IIIII y MiHIMaNbHIA
peKOMEHIOBaHiii 1031 Ta MPOTATOM HaHKopoTmoro yacy. IlamieHTH 3 pH3UKOM OCTEOMOPO3HHX
MepesioMiB NMOBHHHI JIKYBaTHCA 3TiHO 3 MMHHUMH peKkoMeHpamismu (muB. posainu «Cnoci6
3aCTOCYBaHHsA Ta 103M», «[10614HI peakii»).

Tascki wkipni nobiuni pearyii. TIoBiXOMIANOCS PO TSKKI MIKIpHi Mo6i4Hi peakii, acouifoBaHi
i3 3acrocypammsm IIIII, Bxmouyatoun cuHgpoM CriBeHca — JDKOHCOHA, TOKCHYHHMA
emifiepMaNbHUi  HEKpONi3, MEOMKAMEHTO3HY peakuilo 3 eo3HHO(iNmiel0 Ta CHCTEMHMMH
cumntomamu (DRESS-cHHApPOM), a TakoX TOCTPHH TIeHepalli3oBaHMH €K3aHTEMaTO3HHI
mycTynso3 (nuB. poszin «Ilo6iuni peakuii»). Ciifi NPUIMHUTH 3aCTOCYBaHHA IHKapChKOro
3aco6y Jlekcinant® npu nepmux o3Hakax abo CHMINTOMAaX TSDKKHMX IIKIpHHX MOGIYHMX peakiii
a60 Ipy iHMMX 03HAKaX riNepYyTIMBOCTI Ta PO3TIAHYTH MOXUIHBICTh MOJANBIIO] iX OLIHKH.
Lxipnuti ma cucmemnuii yepeonuti goguax. Y TauieHTIB, axi orpumysany III1, nosinomisnocs
npo po3BHTOK ab0 3arocTpeHHs IKipHOro depBoHoro Bopdaka (IIIYB) Ta cucTemHOro
yepBoHOro sopyaka (CUB). V 6insmocTi Bunajxis pigsHavascs HIYB.

Haii6inem wactoro ¢opmoro IIUB, mpo sxy HOBIIOMIIOCE y NALI€HTIB, AKI OTPUMYBaIM
nixyBanns IIII1, 6yna migroctpa gopma I1IYB; 3axBOpIOBaHHA PO3BHBANOCH BIIPOIOBK MEPIOAY
BiJI KIIBKOX THXKHIB JI0 KiIbKOX poKiB Ha (oHi 6Ge3mepepBHOI Tepamii y MaLi€HTiB pi3HOTO BiKy
(Bim HeMOBHAT 10 OcCi6 MITHBOro BiKy). SIK NpaBUIIO, CIIOCTEPIramuch TiCTOJOTi4HI 3MiHH Ge3
3aJlydeHHS B MaTOJIOTIYHUH NpOLIEC OpraHa.

YV nauientis, mo orpumytots IIIII, mpo Bumagku cucTeMHOro 4epsoHoro Bosuaka (CUB)
MOBiIOMJANOCH MEHII 4acTo, Hix npo Bunaaku IIYB. CUB, acouifioBanuit 3 npurioMom IIIII,
AK TIPaBWJIO, XapaKTepH3yeThCcs OLmbI JierkuM mepebirom y mopisasuei 3 CUB, sxuit He
iHIyKoBaHMIT TpuilomMoM Jikapcekux 3aco6iB. Ilouarox possutky CUB, sk npasuio,
BiZI3HAYA€ThCA BiA KiNBKOX IHIB N0 KiIbKOX POKIB IICJIA IOYaTKy JIIKyBaHHA IIPENnapaToM,
TOJIOBHMM HYHHOM Y MAUi€HTIB Bi MOJOIOrO IO JITHROro BiKy. Y OUIBIIOCTi Malli€HTIB
3aXBOPIOBAHHS XapaKTEPHU3YETHCA MOABOIO BHCHITY, NPOTE TaKoX OyaH MOBIJOMIIEHHS MPO
apTPANTiIo Ta LUTOIEHIIO.

IMoTpi6Ho yHukaTH 3acrocysanHs I[II1 moBme, HbK BUMAraeTbCcs 3a MEMHYHHUMH TOKa3aHHAMH.
SIKIIO Yy TAli€HTIB, Ki OTPHMYIOTH Ipenapar Jekcinant®, 3’spnsoThes cumnromu 1ITUB a6o
CYB, noTpi6HO NPHIMHMTH NPHAOM MpenapaTy Ta HANPaBHUTH NALi€HTa 10 BiANOBIIHOTIO
cnerjamicta Ius NpoBedeHHs ob6cTexenHs. Y O6inpmocti namientiB micna Biaminu ITTII
BiZI3HAYA€ThCA MOKPAILEHHA CTaHy BOPOAOBXK mepiody Bix 4 mo 12 TwxkHis. Pesynpratn
CEpOJIOTIYHUX TECTiB (HANpHMKIAJ, HAa aHTHHYKJI€apHi aHTHTiNa) MOXYTh OyTH MO3MTHBHHMH i
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MOKa3HMKM MOXXYTh 3aIMINATHCh INiJBHIIEHHMH BIPOJOBX MIOBIIOTO 4Yacy IMOpiBHAHO 3
TPHBAIICTIO KJIIHIYHHX MPOSABIB.

Jegpiyum yianoxobanaminy (simaminy Biz). Illonenuuit mpuitoM 6ynp-1KHuX JiKapchKHX 3ac00iB,
AKi TPHTHIYYIOTh CEKPELil0 KHMCJIOTH LUIYHKOBOIO COKY, IPOTATOM TpPHBAJOro Iepioay
(HanpuKIaR noHan 3 poKH) MoXe MPU3BOAMTH KO Mansabeopbuii HiaHoko6anaMiny (BiTamiHy
B12), Tinmo- Ta axnopriapii. Pizko nosinomnsnocs npo po3BHTOK AediluTy liaHoKkoGanaMiHy mix
4ac JiKyBaHHA JIIKapCHKUMH 3aC00aMH, SKi IPHTHITYIOTh CEKPELII0 KHCIOTH UUTYHKOBOTO COKY.
Crnij BpaxoByBaTH L0 iH(pOpMaLilo y pa3i, KOJM y MAIi€HTIB, sAKi 3aCTOCOBYIOTh Jexcinant®,
CIIOCTepiraroThest KIiHIYHI CHMIITOMH, IIOB’13aHi 3 AediluToM HiaHOKOoOanaMiHy.

Tinomazniemia ma minepanvnuii 0bmin. Pigko mpu 3acrocysanni IIIIT nporsaroM moxHaiMeHme
TPLOX MiCAIB Yy NAUWi€HTIB CIOCTepirajach TrilOMarHieMis (CAMNOTOMAaTHYHA Ta
aCHMITOMAaTHYHA), YacTille — IC/sA POKY JikyBaHHsA. JIo cepio3HMX HebaxaHMX peakiliit
HaleXarb TeTaHis, apuTMii Ta cynomu. [inoMarHiemis MoXe NPH3BECTH OO PO3BHUTKY
rirnokaneliemii Ta/abo rimokamiemii Ta MOXKE MOCHWIMTH TiNOKAIBLIEMIIO Yy MAII€HTIB i3 Ipyn
pHu3uKy. 3a3BMyail sl JIiKyBaHHs rilOMarHieMii IPOBOAATH 3aMiCHY Tepallilo Ta HPUIIHHSIIOTH
3acTocyBanHs npenapatis I[II1. Jins mauieHTis, sKi, iMoBipHO, GyayTh TpHBaIo MpHAMaTH a6o
npuiimMatots T i3 Takumu JdikapchKMMH 3aco6aMu, AK IHMTOKCHH, abo mpenaparamu, IIO
MOXYTh TNPH3BECTH [0 TilOMarHiemii (HampHKIam, RiypeTHKH), Moxe OyTH HEOOX1XHUM
KOHTpPOJb PiBHA MarHil0 y KpOBi J0 IIOYAaTKy Ta mepioawdHo mij yac jikysanus I (aus.
posnin «Ilo6iumi peakuii»). Ciia pO3CIAHYTH MOXUIMBICTH MOHITODHMHTY DiBHA MarHito i
KaNbL{I0 O NMOYATKY 3aCTOCYBAHHS IiKapchkoro 3acoby Jlekcinant® Ta mepioAMyHO mix vac
NiKYBaHHA y TMAIiEHTIB 3 Y)K€ ICHYIOYMM DH3HKOM PO3BHTKY TiNOKaibli€eMii (Harnpukiaf,
rinonapatupeos). 3a noTpebH DOAATH JIiKYBaHHA MpeNapaTaMH MarHiio Ta/a6o xanbuiro. Skmo
FiMOKAIbLiEMis HE NiANA€ThCA JIKYBAHHIO, CIiJ PO3IITHYTH MOXIHMBICT IPUIMHEHHS
3acrocysaus ITII1.

Jocnioocenns nesipoendoxpunnux nyxaun. PiBens xpomorpaniny A (CgA) y cupoBartili 3pocTae
Ha (OHi iHIYKOBAaHOro IpenapaToM 3HIKEHHA KMCIOTHOCTI muyHka. Ilinsumenns pisusa CgA
MOXE€ IIPM3BECTH [0 OTPHMA8HHA IICEBIONO3UTHBHMX pE3yNbTaTiB IIPH HiarHOCTHLi
HeHpOeHNOKPUHHMX  myxiuH. Jlikap TOBHHEH  THMYacOBO  MNPHNMHHTH  TEpAiio
JEKCIIaHCOMpPa3oyoM, IpHHaiMHi 3a 14 nHiB Ko mposeneHHs owinku pisna CgA. JlocmimpKeHHs
CHiJi TOBTOPUTH y pasi, Axmo piBeHb CgA IpH MOYATKOBiM OUiHII BMCOKMHA. i BUKOHAHHA
MOCIiIOBHUX HOCHIZKEHh (HANpHKIaM, JUIA MOHITOPMHIY) IOBHHHA 3aly4aTHCh OJHA i Ta X
nabopaTopif, OCKiIBKM [ialla30H 3Ha4eHb JOCHIIUKEHb MOXeE BiIpi3HATHChH (IWB. PO3AiN
«B3aeMois 3 IHIIMMH JTIKapCHKHMH 3aCO0aMH Ta iHINI BHIOM B3a€EMOJIN»).

Bsaemooin 3 memompexcamom. IloBimomnsuiocs, mo cymyTHe 3actocyBamma IIIIT i
MeToTpekcaTy (IEpeBaKHO y BHCOKHX JI03aX) MOXE IiJBHIIYBaTH KOHUEHTpAUil0 Ta
TIOZOBXKYBAaTH MPHUCYTHICTL METOTpeKcary Ta/abo ioro MeraboniTy B CHpOBAaTUI KPOBi Ta
NPH3BOJMTH OO PpO3BHTKY TOKCHYHOCTI MeroTpekcary. IIpH 3acTocyBaHHi BHCOKHX 103
METOTPEKCaTy JEAKMM Mai€HTaM PEKOMEHIYETHCA THM4acoBO NpHIMHEMTH npuitoM I (aus.
po3ain «B3aemMois 3 IHIIMMH JTiKapCHKMMH 3ac00aMH Ta iHILI BHIM B32EMOJIN»).

Honinu hynoanvrux 3ano3. Bukopucranus II1I1 nos’s3aHe 3 MiABUIIEHHM PU3UKOM BHHHKHEHHA
NoMiniB QyHAQTEHMX 3aJ103, IO 30LIBOIYEThCA MPH iX TPHBANIOMY 3aCTOCYBaHHi, MEPEBAXHO
yepe3 pik. [loninu GyHANEHUX 3aJ103 BUABIAIOTHCA BHIIAJKOBO IPH EHAOCKOIIT OCKUIBKH BOHH
MaloTh GescuMnTomuuit nepe6ir. I citify BUKOPUCTOBYBAaTH NPOTATOM HaHKOPOTILIOrO TEPMIHY
3 MOX/IMBHX I IIATOJIOTIi, IO JIIKYETBCS.

Puzux nomoswenns cepyegozo knanana 'y oimei 8ikom 00 080X pOKig

Jexcinant® He peKOMEHIYEThCA 3aCTOCOBYBATH HiTAM BikoM A0 ABOX pokis. JloxmiHiuHi
JOCHi/UKEHHA 3 IJIaHCONpa30JIOM IPOJAEMOHCTPYBAIH HECHPUATINBHH e(eKkT MOTOBIIEHHA
CeplEBHX KJaNaHiB y MONOAUX wypiB. Jlekcnanconpason € R-eHaHTIOMEPOM JIAHCOMPA301y .
Caxaposa. Slxmo y Bac BcTaHOBIIEHa HENEPEHOCHMICTh AEAKMX LYKpiB, IPOKOHCYIBTYATEC 3
nikapeM, epul HbK npUiMaTH 1ei Nikapchkuii 3aci6.
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3acmocysanns y nepiod eazimnocmi abo 200ysanns epyooio.

Bazimnicmo. JIocHiIDKeHHs1 i3 3aCTOCYBaHHSM JEKCIAHCONPa3ojly 33 Yy4acTH0 BAaTiTHMX MKIHOK
JUI1 BHBYEHHS PH3HKIB, acOLiHOBaHKX 3 MpuiioMom npenapaty Jekcinant®, He mpoBOAMIHCE. Y
JOCII)KEHHAX Ha TBAPHHAX MIOZO PENpOAYKTHBHOI TOKCHYHOCTI HEe Oyno BUABIEHO BILIMBY Ha
PO3BUTOK eMOpiOHA/IIONa TpPH  MepopalnbHOMY — 3aCTOCYBaHHI  JEKCJIAHCOMpa3ony Ta
naHconpazony. OLUIHIOBAHUN BUXIUIHMH PH3MK pPO3BHTKY CEpHO3HMX BpOMKEHHX Baj Ta
NIepEepPUBAaHHs BariTHOCTI JUIs Ili€l IPYIIH NALi€HTIB € HEBIIOMHM.

Todysannsa zpyodio. J[IaHAX UIOAO €KCKpellii AeKCIaHCONpa3oily 3 TPYJHMM MOJIOKOM JIIOJMHH,
BILTHBY HA HEMOBJIA, IO 3HAXOAMTHCA Ha IPYIAHOMY BHTOZOBYBaHHI, a00 BIUIMBY Ha BHILJIEHHA
MoJioka HeMmae. OfHaK JIAHCONpPa30J Ta MOro MeTaboNiTH NMPHCYTHI B MOJIOI JIAKTYIOUHMX
TBapuH. KOpHCTh Bil rPYAHOr0 BHIOJOBYBaHHS Ui PO3BHUTKY Ta 30POB’S HHUTHHM IOTPIOHO
3iCTAaBHTH 3 KIiHiYHOIO 1OTpe6olo MaTepi B mpuiiomi npemapatry Jlexcinant® Ta 6yab-sKAMH
MOXMUIMBHMH NMOGIYHMMY BIUIMBAMM Ha JHTHHY, SKa 3HAXOAUTHCA HAa IPYAHOMY BHUTONOBYBaHHI,

110 3yMOBJIEH] IpuitoMoM npenapaty Jekcinant® a6o MOTOYHHUM 3aXBOPIOBAHHAM MaTepi.

30amuicme ennueamu Ha weudKicme peakyii npu Kepy8awHi agmompancnopmom abo iHuumu
mexanizmamu. HeobxifHo 6paTH 10 yBark MOXJIMBHI PO3BHTOK MOGIYHMX peakuii (IuB. po3aia
«ITo6iuHi peakuii»).

Cnocif 3acmocysanna ma 0o3u.
PexoMeHAOBaHUH peXXUM AO3yBaHHS Iperapary Jlexcinaut® mua mamientis Bikom 12 pokis Ta
cTapie:

PexomMeHnoBaHa
Iloxa3zanHs Jl03a nipernapary TpuBanicTh NiKyBaHH]
Jexcinant®
JlixyBaHHs epo3uBHOTO e3odarity | 1 kancyna 60 mr 1 | [fo 8 TikHIB
pa3 Ha JieHb
IMinTpumyrode nikysauns | 1 xancyna 30 mr 1 | KoHTponsoBaHi JOCTIDKEHHS He
€PO3HUBHOTO e3odarity Ta | pa3 Ha J€Hb MepeBHOIyBaM TEPMiH 6 MicsaLiB
MOJIETIIEHHA medil y IOpocnux maiieHTiB Ta 16
TIDKHIB Yy TAIliEHTIB BikoM Bij 12
no 17 pokiB

JlikyBanHs neuii, acouiifoBanoi 3 | 1 xancyna 30 mr 1 | 4 TxHi
CHMITTOMATHYHOIO  HEEepO3HUBHOIO | pa3 Ha JA€Hb
racTpoe3odareanbHOIO

pedIIFOKCHO XBOpo60oIo

Kopuzyeanns 0o3u ons nayicnmis i3 neuinko80i0 HEOOCMAMHICMIO NPU MKYBAHHI epO3UBHO20
esochazimy. TlalieHTH 3 JIErKUM CTYTIEHeM IEYiHKOBOI HEIOCTaTHOCTI (KIac A 3a IIKalow
Yaiinga — II'to) He mnoTpeOyroTh KOpPUTYBaHHA JO3H Ipenapary Jlexcimant®. TIlix wac
JOCTIZPKEHHA AOPOCIHUX MALiEHTIB i3 NOMIPHUM CTYIIEHEM NeYiHKOBOI HeJoCTaTHOCTI (kiac B 3a
mkanoro Yaitnma — IT'10), ski oTpumyBaind pas3oBy no3zy 60 mr npemapaty Hexcinant®,
CIIOCTEPITaNoch 3Ha4YHe MiZIBUILEHHS CHCTEMHOT il JEKCIAHCONPa30iy NOPIBHAHO 31 3JI0POBHMH
no6poponbuaMy. ToMy mauieHTaM i3 MOMIPHHM CTyNEeHeM MeviHKoBO1 HelocTaTHOCTI (kinac B 3a
mkanoro Yaiinma — IT10) peKOMEHAYEThCS 3HWKEHHS JO3H NpPH JIKyBaHHI €pO3MBHOIO
e3odarity. JUia nauieHTiB i3 MOMIPHMM CTYIEHEM II€YiHKOBOI HeJocTaTHOCTI (ximac B 3a
mxkanoro Yaiinga — I1'10) MakcuMmansHa fo6oBa 103a AN JIIKYBaHHS €PO3MBHOTO €30¢arity
cranoBuTh 30 Mr 1 pa3s Ha JeHb mpoTsaroM 8 TwkHiB. JIOCHiJDKEHHS MALI€HTIB 3 MEYiHKOBOKO
HENOCTATHICTIO TsKKOro crymens (knac C 3a mkanoro Yaitnga — I1°10) He NpoBOAKIKCEH, TOMY HE
CIIiJI 3aCTOCOBYBATH Ipenapar il KaTreropii MalieHTiB.

Mpenapar Jlekcinant® MoxxHa NpuiAMaTH He3alexHO Bix npuitomy ki. Kamcynu cimin koBTaTH
LIIMMH Ta HE PO3’)KOBYBATH.
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IIponyweni dosu. Y pasi NpoOmycKy IpHiAOMY Npemapary CIifi AKOMOra IIBHMAMIE NPHAHATH
nponyieHy nosy. OaHak jkio 3a rpadixoM HeoOXifHO MPUAMATH HACTYIHY N03y MNpenapary,
He CIIiJl 3aCTOCOBYBATH TpOIyIIEHy A03Y, a MPHHHATH HacTynHy BuacHo. He pexoMeHIOBaHO
TNIpHItMATH TOABIHHY 03y Npenapary /UM KOMIIEHCYBaHHs [IPOIYICHOI IO3H.

[anieHTH, y AKHX BHHUKAIOTH TPYAHOI DY KOBTAHHI KAICYJ

3acmocyeanns 3 abnyunum niope

IloxaacTd 1 CTONOBY NOXKY AGIYYHOro MIOpE B YHCTY EMHICTh. BiIKpUTH KanCyiy, BUCHIIATH
HeyIIKODKeHi rpaHyH B 161my4He mope i oapasy npuitHaty. ['paHyim He posxoByBaTH. He cig
36epiraT A6/1yYHe MIOpe 3 FPaHyJIaMH JUIA 3aCTOCYBaHH Mi3Hime.

SIK anbTEpPHATHBA BMICT KarCyn Moxe GYTH BBEJEHHH 3 BOJOIO 33 JIONMOMOTOK WIIpANa aGo
HA30TacTpalibHOTO 30HAA.

3acmocyeanns nepopanbHo 3 600010 3a 00NOMO2010 WNPUYA

BiakpuTH Kancyily i BUCHIATH IPaHy/IH B YHCTY €MHIiCTh 3 20 MJI BOAH. 3allOBHHTH IUTIPHI|
YTBOPEHOIO CyMilmmo. JIerko CIpyCHTH mmpHu, mo6 3anmo6irTu ocifaHHio rpaHyn. BeecTH
CyMill B POTOBY NMOPOXHHHY Ta Ompa3y NpoxoTHyTH. He cmin 3bepiratn cyMmim BOAM 3
rpaHyjlaMH Ui 3acTOCyBaHHA misHime. Jlomatu 10 M BojM B INNIPHI, JIETKO CTPYCHTH i
npuitHatu cymin. e pa3 gonaty 10 M1 BOAM B MINPHIL, JIETKO CTPYCHUTH 1 IPUITHATH.
3acmocysanns 3 800010 3G AONOMOZ0I0 HA302ACMPANLHO20 30HOA (po3mip > 16 French).
BigkpuTH Kancyily i BUCHIIATH TPAHYNH B YHCTy €MHicTb 3 20 M Boau. 3allOBHHTH INNPHI-
KaTeTep YTBOPEHOI CyMiunmio. JIerko CTPYCHTH UINpHI-KaTeTep, mo6 3amoGirTH oCimaHHIo
rpanyi. HeraitHo BBeCTH cymiln yepe3 HasoracTpanbHMil 30HA B mutyHok. He cmip s6epiraty
CyMiIll BOAM 3 TpaHyJaMH JUIA 3acCTOCyBaHHA misHime. Jloxatu 10 M BOAM B IINIPHI-KaTETEP,
nerko cTpycHTH i BBecTH cyminl. Ille pa3 nonatv 10 M1 BOAH B IMNPHLI-KATETEP, JIETKO CTPYCUTH
i BBECTH.

Himu.

Jlexcinant® He pekoMeHIyeThCs AN JMiKYBaHHA CHMITOMIB TacTpoe3odareansHoi pedmokcHol
xpopobu (TEPX) y miTeil BikoM Bil OQHOTO MicAllA [0 ONHOTO POKY, OCKINTBKM JAHCOMPA30il
(paueMiyHa cyMiln) He BHABMBCA e(pEKTHBHHM y 6araToleHTPOBOMY IOABIHHO crinomy
KOHTpONBOBAHOMY  HocHifkeHHi. IIpM  JOKNIHIYHOMY  JIOCHIDKEHHI  JIAHCONPasoiny
criocTepiranucs Taki moGiumi peakuii, SK MOTOBLIEHHA CEPIHEBOro KianaHa Ta 3MiHH KiCTKOBOI
TKaHHHH.

3BaKalouM Ha BiJICYTHICTb JaHMX MO0 Ge3neku Ta eEeKTHBHOCTI 3aCTOCYBaHHA Mperapary
Jlexcinaut® nitaM Bikom 10 12 pokiB, He PEKOMEHIYEThCA HOro 3acTOCYBaHHs WAl BIKOBIi
KaTeropii nawieHTiB.

Besneka Ta edexTHBHICTh 3aCTOCYBaHHA Ipenapary Jekcinant® 6ymu BCTaHOBIEHI JIA
nauieHTiB BikoM Big 12 mo 17 poxis mpw nikyBamHi BCix CTajiii eposuBHOTO e3odarity, mpH
NiATPHMYIOUOMY JiIKYBaHHI €PO3MBHOTO e30(ariTy Ta JUIA NMOJETIIEHHS Nevii Ta IpH JKyBaHHI
neyii, acouiifoBaHOi 3 CHMITOMATHYHOK) HEEPO3MBHOIO racTpoe3odarealbHOK PeIIIOKCHOIO
XBOp06OI0. MOXIHBICTE  3aCTOCYBaHHA  Ipenapary Jekcimant® wmi#t  Bikosili rpymi
MiATBEPIDKYETHCA  JAHMMM, OTPHMAHHMM il 9ac  BilOBIAHMX, HAISKHHM YHHOM
KOHTPOJIbOBaHUX JIOCIi/DKEHb 3aCTOCYBaHHs Iperapaty Jlexcinant® nopocnuM mauieHTaMm, Ta
JIONIATKOBHMH JIAHHMM WIONO0 Ge3meky, edeKTHBHOCTI Ta GapMaKOKiHETHKH Y MAIli€HTIB BiKOM
Big 12 mo 17 pokis.

Ipodins HebakaHux peakiiil y mauienTis BikoM Bin 12 mo 17 pokis 6yB moni6HMit 10 TakOro B
JIOPOCHIUX MAIiEHTIB.

Jlexcinaut® He pPeKOMEHIYEThCA 3aCTOCOBYBaTH MITAM BIiKOM JIO JBOX DOKIB (IHMB. pO3AUIH
«Oco6muBocti 3actocyBaHHs» Ta «[lo6iuni peakuii»). [IpoBefeHi MOKIiHITHI NOCNHIUKEHHS Ha
MOJIOIMX IWIypaX, SKi OTpMMYBalM JIaHCOMpa3oN (PalleMiuHy CyMill), IPOAEMOHCTPYBalH
HECTIPUATIMBHH edeKT NOTOBIIEHHA CEpLEBHX KIAMAHIB Ta 3MiH KiCTOK NP EKCIO3HLIi
IEKCIIaHCOMpa3oiy, AKa ouikyeThes aGo Gyze Buie y AiTeit Bikom Bift 1 0 2 pokis.

Y3romKeHo 3 MaTepianaMmii
peecTpaLiitHoro Aock
/




Ilepedo3yeanna.

Cepiio3HMX BHNAAKIB NEpelo3yBaHHs MPEHapaToM Hexcinant® ne 3adikcosano. bararopasose
3aCTOCYBaHHA IIpenapary Jexcinant® y no3i 120 mr ta npuifom onHopasoroi nosH 300 mr He
IPH3BOJMIM JI0 CMepTi a60 PO3BMTKY IHIIMX TKKHX nobiunux peakuiii. [Tosigomisnocs mpo
PO3BHTOK Cepio3HMX MO6iYHMX ABMIY (apTepialbHa TilepTeH3is) Ta CHOCTEPIralucs HETDKKI
mo6iuni peaxiii (TPUIVIMBY, KOHTY3is, opodapuureanbHuii Ginb, 3HIKEHHS MacH Tila) NpH
3acTocyBaHHi npenapary Jekcinant® y 1osi 60 Mr asiui Ha 106y.

JIeKCIIaHCOTPa30)l He BHJAJAETCH 3 KPOBOTOKY 3a JONOMOFOIO Tremofianizy. VY pasi
Iepeio3yBaHHs IPOBOAATH CHMIITOMATHYHY Ta IiATPUMYIOUY TEPAIilo.

ITo6iuni peakyit.

[loBiZOMIANOCHE NP0  PO3BHTOK  TaKMX  TAOKKMX  NOOIYHHX  peakuid:  rOCTpHi
TyGynoinTepcTHianbHuii Hegpur, Aiapes, acouiiosana 3 Clostridium difficile, nepenomu
KICTOK, TsDKKi IIKipHi MoGiumi peakuii, MKIpHUH Ta CHCTEMHHH 4epBOHMH BOBYaK, AediuuT
mianokob6anaminy (Bitaminy Bi2), rimoMarHieMis, =nodimM (QyHAAILHHX 32J103, PH3HK
[IOTOBIIEHHS CEpLEBOro KJIamaHa y HiTedl BikoM 10 JBOX pokiB (auB. posain «OcobmusocTi
3aCTOCYBAHHAN).

HaitGinbIn NOMHpEeRUME HebaXaHHMH peakuisMHi 3 4acToTo > 2 % mo 6ynu 3adikcoBai y
XOJi MPOBENEHHA MIaNe60-KOHTPOILOBAHUX KIHIYHHUX HOCHI/UKEHb, € Aiapes, 6i1b y KUBOTI,
HyZOTa, iHdexuii BepXHiX IMXaNbHUX NUIAXiB, GmioBaHHs, Mereopusm. Haiibinem 4YacToro
HeGaxaHOIo peakiicro, mo Gyna 3adikcoBaHa y X0l KOHTPONLOBAHMX KIIHIYHHX JOCHIIKEHD Ta
TpHU3BeNa 10 NPUIMHEHHA 3aCTOCYBaHHA Npenapaty, € aiapes (0,7 %).

Hxye npenctapieHo HeGaxaHi peakiii 3 YaCTOTOIO MeHIe Hix 2 Y.

3 6oky kposi ma nimpamuunoi cucmemu: aHeMis, TiMQaJeHONaTIs.

3 6oky cepyego-cyOunnoi cucmemu: CTEHOKappisi, apuTMisa, Gpamukaphis, Ot y rpymix,
Habpsaky, iHpapkT Miokapaa, CepLEeOHTT, TaXiKapais.

3 6oky opaanis cayxy ma pienogazu: 6inb y ByXax, IIlyM Y ByXaxX, BEpTHIO.

3 6oky endoxpunnoi cucmemu: 300.

3 6oky opzanie 30py: NOApPa3HEHHs O4YeH, HaOpsK oJei.

3 6oky mpaenoi cucmemu: AUCKOMGOPT y IULAHIN >XHBOTA, GOMICHICTH XXMBOTA, po3iaj
BHIIOPOXKHEHHsA, MMCKOoM(OPT y IiMsAHUi 3aAHBOrO IIPOXORy, cTpasoxin bapperra, Gesoap,
aHOMAJNbHI IIYMH KHIIKOBOTO TPAaKTYy, HENPHEMHHH 3allaX 3 POTa, MiKPOCKONIYHUH KOJIT,
NOJIIM TOBCTOI KHIUKH, 3alOpH, CyXiCTh Yy pPOTi, AYOHEHIiT, AMCIENCisA, Aucarii, eHTEepuT,
BiipHKKa, €30(hariT, MONiN IUTyHKa, TaCTPUT, FACTPOSHTEPHUT, po3Naiau y poboTi mUIyHKa Ta
neaHapmaTHnanoi kumku, EPX, Bupaska Ta mepdopauis BHpPa3KM HUIYHKa Ta KHIIKOBOTO
CHHIPOM TIOJPa3HEHOi TOBCTOT KMIIKH, CIM3HCTi BUIIOPOXKHEHHS!, BUPa3KH CIIM30BOi 060OHKH
POTOBOi TOPOXHMHH, GONICHI BHIOPOXHEHHA, IPOKTHT, IMAapecTe3is POTOBOI MOPOKHMHH,
KpOBOTEYA 3 IPAMOI KHIUKH, [TO3HBHU 0 OIIOBAHHS.

3azanvni posnadu: acrteHis, Oinb y rpyasx, o3Ho0, GOmiCHI BIMYYTTs, 3aNaJeHHA, 3aMaJcHH:A
CITH30BOiT 060JIOHKH, YTBOPEHHS BY3/yBaTOro IIOTOBIIEHHS, Oib, rapsyka.

3 6oky neuinku ma HCOB4OSUSIOHUX WANAXIG: TIEYIHKOBA KOJiKa, OBYHOKaM'AHa XBOpoOa,
rermaToMerais.

3 6oky imynHol cucmemu: peakuii rinepyyTIHBOCTI.

Ingpexyii ma insasii: indexuii Candida, rpun, Hasodapuurit, opanbHHil reprec, (apHHIIT,
CHHYCHT, BipycHi iH(exuii, iHdeKuii 30BHIIIHIX CTATEBHX OPraHiB Ta MiXBH.

Tpaemu, ompyenns i ycknaowewws npoyeOyp: TaliHHA, TIEPENOMH, DPO3TATHEHHsA 3B A30K
cyrno6a, 60/1b0Bi BiAYyTTA MPH 3aCTOCYBaHHi, GOTOUYTIIHBICTD.

Jla6opamopni ~ docnidoicenns: — MiNBUIEHHA PpiBHIB  anmanimaminoTpancdepasu  (AJIT),
acraprataminotpaucdepasu (ACT), nyxuoi ¢ocdarasu (JID), mimBUIIEHHS/SHIKEHHS PIBHIB
6inipy6iny, MiABMIIEHHS PiBHIB KpeaTHHiHy, FaCTPMHY, TNIOKO3M, KATil0 Y KPOBi, BIIXHJICHHA
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pe3yNbTATiB IIEYiHKOBUX MPOG, 3HIKEHHA PiBHA TPOMOOUMTIB, 36LIbLICHHS PIiBHS 3arajlbHOTO
6inka, 36iNbLUIEHHS MacH Tij1a.

Memaboniuni ma animenmapni po3nadu. 3MiHK aNeTUTY, TiNEPKAIBLI€Mid, TiMoKanieMis.

3 6oky 0OnopHo-pyx0€020 anapamy ma CROAYYHOI MKAQHUHu: ApTPANTis, apTPHT, CIa3MH,
CKeNeTHO-M’ 130BHii 611k, MiaJIris.

3 6oky Hepeogoi cucmemu: 3MiHM CMaky, Cy[AOMH, 3allaMOPOYEHHS, TONIOBHUI 6iib, MirpeHs,
NOpYIIeHHs NaM’ATi, NapecTe3is, NCHXOMOTOPHA TiNEPAKTHBHICTh, TPEMOP, HEBPAITiA
TpiifyacToro Hepsa.

3 6oxy ncuxixu: TOPYIIEHHS CHY, 3aHETIOKOEHH, lienpecis, 6e3COHHS, 3MiHK ni6igo.

3 6oxy Hupox ma cewo8ugiOHUX wiAXie: NU3YPiA, HEBIAKIAJHI NMO3UBH [0 CEHOBHITYCKAHHA,
Ty6ynoiHTepCTHIiaNbHEH  HeQPUT (3 MOXIHBMM  IIPOTPECYBaHHAM 10  HHPKOBOI
HEIOCTaTHOCTI).

3 6oky penpodykmueHoi cucmemu ma MONOHHUX 3aN03: IACMEHOpes, GOIICHi BIRYyTTA miJ Jac
CTaTEBOrO aKTy, rilepMeHopest, pO3NafHd MEHCTPYAIBHOIO LIHKITY.

3 6oky OuxanvHoi cucmemu: acmipamis, acTva, GpOHXIT, Kamienb, 3aJHIIKa, TMKABKa,
rinepBeHTHIALLA, 3aCTilHi ABMILA y AMXalbHii cucTeMi, 6ib y ropii.

3 6oky wkipu ma nidwixipHux mxawun: aKHe, NEPMATHT, €pUTeMa, CBEPODK, BHCHITaHH,
ypaXeHH: LIKipH, KPOIMB’ SHKa.

3 6oky cyounnoi cucmemu: Tpom603 TIMGOKHMX BEH, IPUIUTHBH Xapy, TiNePTEH3iA.

Y XOZi IOBrOCTPOKOBOTO HEKOHTPOIBOBAHOTO JOCHIDKEHHA GYJI0 OIMCAaHO JOAATKOB HeGaxaHi
peaxuii, Axi 6ynH po3uiHeHi JikapsMH AK I1OB’A3aHi 3 3aCTOCYBaHHAM mpenapary JlexcimaH 4
Jlo mpx peakiiif HamexaTh: aHadinakcis, CIyXoBi ramouuHanii, B-wiitnaaa giMdoma, 6ypeur,
OXXHpIHHA 33 IHEHTPAILHMM THIIOM, TOCTPMH XOJNEIHMCTHT, NETiApaTauis, LyKPOBH nmiaber,
mucdoHis, HocoBa KpoBoTeda, (ONIKYIiT, 306, Omepi3yBalbHMH Trepuec, Tinepiimifemis,
TiOTHPEO3, MiJBUIEHH PiBHs HeHTPODLNiB, 3HIKEHHS CepeHbOI KOHIUEHTpalii reMOornobiHy B
EPMTPOLUTAX, HEHTPOIEHis, TEHE3MH, CHHIPOM HECTIOKIHHMX Hir, MIIABICTb, TOH3HIIIT.

Mimu. besneky npenapary Jlexcimant® ouiHoBamM T 9ac KOHTPONLOBAaHHMX Ta
HEKOHTPOJHOBAHUX KIIHIYHMX HOCTiKeHD, B sKi Gyio 3anydeHo 166 nauientis BikoM Bix 12 o
17 pokiB i JiKyBaHHS CHMITOMAaTHYHOI HEEPO3MBHOI racrpoesoareanbHoi pedIOKCHOI
XBOPOOH, epO3MBHOTO €30(ariTy Ta M HiATPHMYIOYOro JHKYBaHHA €PO3MBHOIO e30(ariry Ta
MoJIermeHH neyii.

podinmy Hebaxanmx peakuiif 6y momibHuit g0 Takoro B JOpocHMX mauieHTis. HaiGimbim
YaCTHMH HeGaMKAHMMM peaKilisMH, IO BHHHKaIM B > 5 % maienris, Gymu ronosHuil 6ims,
abnoMinanbHuMil 61k, Aiapes, Ha30apUHTIT Ta OpodapHHTeaNLHUM 61k,

[o6iuni peakuii, 3adikcoBaHi y II0CTMapKETHHIOBHIA Mepiof) (4aCTOTa Ta HAsBHICTb IPHYMHHOTO
3B’513Ky HE BCTaHOBJICHI):

3 6Goxy xposi ma nimgpamuunoi cucmemu: ayTOIMyHHA IEMOJNITHYHA aHEMid, ifiomaTHIHa
TpoMOOLIMTONIEHIYHA My pITypa.

3 boky opzanis cnyxy ma pigHogazu. TIyX0Ta.

3 6oxy opzanie 30py: HEHITKICTh 30pY.

3 6oky mpasnoi cucmemu: HaGpAK POTOBOI MOPOXXHWHH, ITAHKPEATHT, NOMIMH (GyHAANbHHX
3aJ103.

3azaneni posnaou: HabpaK 06IHYYs.

3 Goky neuinku ma XCO84OBUGIOHUX WANAXIG: TENATHT, CIPHYUHEHHMH BBENEHHAM JIKapCHKOTO

3aco0y.
3 6oky imynHoi cucmemu: aHadiIaKTHUHMH wWOK (mOTPeOye TEPMIHOBOrO JiKyBaHHA),
excomiaTHBHMI nepMaTHT, cuHapom CriBenca — JDKOHCOHA / TOXCHYHMH enigepManbHUH

Hekponi3 (Moxe 6yTH JIeTaIbHHM), MEAHKAMEHTO3HA PeaKilisi 3 €03MHODUIIEI0 Ta CHCTEMHHMH
cumrromamu  (DRESS-cunapoM), rocTpuif reHepanizoBaHMHl €K3aHTEMAaTO3HHH NYyCTYIbO3,
MynbTH(QOpPMHA epUTEMA.

Ingpexyii ma ingasii: miapes, acouiiioBana 3 Clostridium difficile.
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Memaboniuni ma animenmapui posnadu: rioOMarHieMis, TiNOKabLieMis, rinokamieMis,
rinoHarpieMis.

3 6oky onopro-pyxoeozo anapamy: TIEpeIOMH KiCTOK.

3 6oky Hepeosoi cucmemu. NOPYNIEHHS MO3KOBOTO KPOBOOOIrY, TPaH3HTOPHA ilIeMidHa aTaka.

3 6boky wHupox ma cewocmamesux wiisxig: TOCTpa HHUPKOBAa HENOCTaTHICTh, E€PEKTHIIbHA
IuchyHKIIS.

3 6oky Ouxanvroi cucmemu. HabpAK III0TKH, 611b y TOpII.

3 6oky wkipu ma nidwkipHux mMKAHuH: TEHEpali30BaHi BHCHIIAHHA, JEHKOLMTOKIACTHYHHH
BaCKYJIIT.

Iosidomaenns npo nidosprogani nobiuni pearyii

IloBimoMilenHsa mpo MNOGIYHI peakiii mmicias peecTpauii Jikapcbkoro 3acoby Mae BeIHKe
3HavyeHHd. Lle Mae 3MOry MpPOBOAMTH MOHITOPHHI CIIiBBiJHOIIEHHS KOPHCTB/PH3MK IIpH
3aCTOCYBaHHi LBOTO JiKapchkoro 3aco0y. MeanuynuMm Ta ¢apMalleBTHYHHM IpalliBHMKaM, a
TaKOX mamieHTaM a6o iXHIM 3aKOHHHM IPEACTaBHHKaM CJiJ MOBIIOMIATH IPO yCi BHNAAKH
MiO3pIOBaHUX NOGIYHMX peakuifi Ta BimCyTHOCTi eheKkTHBHOCTI Jikapchkoro 3acofy depes
aBTOMATH30BaHy iHpopMaliiiny cucremy 3 dpapmakonarmany (https://aisf.dec.gov.ua).

Tepmin npudamnocmi. 3 poKH.

YmoBH 36epiraHHs.
36epirarn npu Temmepatypi He Buine 25 °C. 36epiraTH y HENOCTYTIHOMY AJIA AiTeH Micii!

YnakoBka.
ITo 14 xancyn y 6micrepi; mo 1 abo 2 GricTepu y KapTOHHi#H kopoOiri.

Kareropis Bignycky. 3a peuenrom.

Bupobuux.

Hendapm Hosapa C.p.n., Itanis/Delpharm Novara S.r.1., Italy.

Takena I'm6X, micue BupoGuuursa Opanien6ypr, Himewunna/Takeda GmbH Betriebsstatte
Oranienburg, Germany.

MicuesHaxomxenHs BUpOOHHMKA Ta foro agpeca Micsi NpoBaJKeHHsI NisVILHOCTI.

Bia Kposa, 86 - 28065 Yepano (HO), Itanis/Via Crosa, 86 - 28065 Cerano (NO), Italy.
Jleninmmrpacce 70-98, 16515 Opanienbypr, Himeuunna/Lehnitzstrasse 70-98, 16515
Oranienburg, Germany.

JlaTa ocTaHHLOYO neperasiay.

V74
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