Ckian

Oitova peuyosuHa: pudakCuMiH;
1 TabreTka, BKpUTa IJIiBKOBOIO 000JI0HKOI0, MicTUTh 200 Mr pudakcuminy;

OONOMIJCHI peuoB8UHU: HATPil0 KPOXMabIJIKONAT (Tul A), TIieposy gucreapar,
KPEeMHiI0 OJiOKCUI KOJIOImHUYM O0e3BOOHUM, TalIbK, 11€JII0JI03a MiKpOKPHUCTAJIiuHa,
rinpomeno3a, Tutany giokcup (E 171), gpuHaTpito egeTaT, IPOMiJIEHTIIKOJIb, 3ai3a
okcug yepBoHui (E 172).

JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OCHOBHI (i3uko-ximMiuHi 81acmueocmi: poxKeBi KPYTJIi ABOOITYKJIi TabmeTKu, BKPUTi
IJIiIBKOBOIO 000JIOHKOIO.

®dapMaKoTepalneBTHYHA Irpyna

3acobu, 1110 3aCTOCOBYIOTHCS ITPU KUIITKOBUX iHDeKIissx. AHTUOioTUKY. Pudakcumin.
Kom ATX AO7A A11.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

[Tpenmapat Anbda HopMikc MiCTUTH Hif04y pedoBUHY PU(MaKCHUMIH Y ITOTiMOPPHIN
dbopwmi a. Pudakcumin — 11e aHTUOIOTUK IITMPOKOTO CIEKTPa Oii, IKUM €
HaAIiBCUHTETUYHUM NoXimHuM pudaminuuy SV. I[Togi6Ho mo iHmwux pudaminuHib, BiH
HeoOopoTHO 3B’s13ye B-cybomgunuili [IHK-3anexkuoi PHK-monimepasu 6akTepilt i TakKuM
4yuHOM iHTiOy€e cuHTe3 OakTepianbHuX PHK i 6inkiB. Lle HeoO0OpoTHe 3B’si3yBaHHS 3
(bepMeHTOM 3yMOBITIOE OAKTEPULIMOHY Hif0 pupaKCUMiHYy BiTHOCHO YyTJINBUX OaKTepiu.

Pudakcumin Ma€ HMIMPOKUM CIIEKTP aHTUMIKPOOHOI fii 11100 rpaMIIO3UTUBHUX Ta
rpaMHeTaTUBHUX aepoOHUX Ta aHaepoOHUX OaKTepii, 110 CIPUUYNHAIOTh KUIITKOBI
iH}eKIil.

[[Tupoku# crieKTp aHTUOAKTepianbHOI ail pudakKCUMiHy 3yMOBJIIOE 3MEHIIEHHS Y
KMIIEeYHUKY KiTbKOCTiI MaTOTeHHUX OaKTepil, 110 CIPUYUHSIOTh OesKi 3aXBOPIOBaHHSA
abo0 3ay4eHi [0 iX maToreHesy.

Pudakcumin Moxke 3MeHITyBaTHU:



e BUPOOJIEHHS OaKTEPisIMU aMiaKy Ta iHIIMX TOKCUYHUX CIIONYK, 110 BigOyBa€ThCS
IIpU DaTOTeHe3i Ta PO3BUTKY KIIIHIYHUX CUMIITOMIB II€4iHKOBOI eHIledasonaTil
MIPHU TSIXKKHUX 3aXBOPIOBaHHAX IEeYiHKHU 3 pO3JjlafaMU OeTOKCHUKAaIIiMHOl QYyHKIIl;

e rinmepmpomnidepallito 6akTepiil Ipu CUHAPOMi HAAMIPHOTO POCTY KUIITKOBUX
OakKTepii;

e KinmbKiCTb OAKTEPill Y KUIIIKOBUX OUBEPTUKYIIAX, SIKi MOXKYTh CIIPUYUHSITU iHTPa-
Ta NEePUOUBEPTUKYISIPHE 3alajleHHs Ta, IMOBIPHO, CYyTTEBO BIIJIMBATH Ha
PO3BUTOK CHUMIITOMIB Ta YCKJIagHEHb JUBEPTUKYIHO3Y;

e QHTUTEHHI CTUMYJIHU, IKi IPU HAIBHOCTI T€eHETUYHO 3YMOBJIEHUX Oe(EKTiB
iMmyHOperynsiil Ta/abo 6ap’epHOl QPYyHKIIiI CIM30BO1 000TTOHKH KUIIIEYHUKY
MOXKYTh IPOBOKYBaTH ab0 MiATPpUMyBaTU XPOHiYHEe 3anajieHHS KUIIEYHUKY;

PU3UK IHPEKIIMHUX YCKIaAHEHDb IIPU KOJIOPEKTAJIbHUX XipypPTridHUX BTPYYaHHSX.
MexaHizm pesucmeHmHocmi

P03BUTOK pe3uCTEHTHOCTI A0 pudaKCUMiHy 3yMOBJIEHUH, B IEPIIY Yepry, 000POTHOIO
XPOMOCOMHOIO OMHOCTYII€HEBOIO Tepe0yIoBOI0 reHa rpoB, sskuit Kogye 6akTepianbHy
PHK-nonimepa3sy. ITommpeHicTh pe3UCTEHTHOCTI cepefi 6aKTepill, BUAINIEHUX y
IIallieHTIB 3 Jiape€ro MaHOPIBHUKIB, OyKe HU3bKA.

KriniuHi mocmigKeHHS, IKi BUBYAIM 3MiHU YYTIUBOCTI KMIIKOBOI (JIOpH y IMAIliEHTIB 3
Olape€r MaHOPIBHUKIB Iif 94ac 3-0€HHOr0 KypCy JIIKyBaHHS pU(aKCUMiHOM, HE
3MOTJIX BUSIBUTU PE3UCTEHTHUX [0 JIIKapChKOT0 3acOo0y rpaMIIO3UTUBHUX (HaIpUKIIa,
eHTepPOKOKH) abo rpamMHeratuBHux (E.coli) MikpoopraHi3mis.

Po3BUTOK pe3uCTEeHTHOCTI y HOpMaJibHill KUIIKOBiM OaKTepianbHil (ropi
OOCITiIZKyBaBCS IIPU NPHUHNOMi IOBTOPHUX BUCOKHUX NO3 PUPaKCUMIHY 300POBUMU
nOoOpPOBOJIBIISIMY Ta IalliEHTaMHU i3 3allajlbHUM 3aXBOPIOBAaHHAM KHIIeYHUKY. ITig gac
OOCITim»KEeHHSI PO3BUHYJIMCS IIITaMU, PE3UCTEHTHI Mo pudaKCUMiHy, ajie BOHU OyIIu
HecTaOiIbHUMU Ta He KOJIOHi3yBaJlu IIIJIyHKOBO-KUIIIKOBUY TPAKT i HEe BUTiICHAIHU
IITaMM, YyTAUBi [0 ail pudarcuminy. ITicns mpunuHeHHS JTiKyBaHHS PE3UCTEHTHI
IITaMU MIBUAKO 3HUKIIU.

[oKJIiHiYHI Ta KJIiHiYHI JaHi Jal0Th 3MOTY IPUITYCTUTH, 10 JIiKyBaHHSA PUPaKCUMIHOM
nauieHTiB-HOCiIB Mycobacterium tuberculosis Ta Neisseria meningitides He
OPU3BOOUTUME OO PO3BUTKY PE3UCTEHTHOCTI O pupaMIIiliuHy.

Yymauegicmb

Pudakcumin € anTubaKkTepiaTbHUM areHToOM, III0 He Ma€ 3JaTHOCTiI abcopOyBaTHCH.
PesynbTaTé TECTyBaHHS YYTJIMBOCTI in Vitro He MOXKHa BUKOPUCTOBYBaTH OJI
HaIOiHOT 0 BCTAHOBJIEHHS YYTJIMBOCTI a00 pPe3uCTEeHTHOCTI OaKkTepii mo mii
pudakcuminy. Ha 1ei yac maHux O BCTAHOBIEHHS KIIIHIYHOI MeXKi YyTJIUBOCTI 40



pudakCUMiHy HEJOCTATHEBO.

B ymoBax in vitro onismoBanacs Ois pudakCUMiHYy Ha Pi3Hi IAaTOTeHH, II0
CIIPUYUHAIOTH [lapelo MaHAPIBHUKIB y 4 pi3HUX perioHax cBiTy, a caMe Ha ETEC
(eatepoTokcurenHa E.coli), EAEC (eHTepoarperatuBHa E.coli), Salmonella spp.,
Shigella spp., Non-V. cholerae vibrios, Plesiomonas spp., Aeromonas spp.,
Campylobacter spp. 3aauenas MIC90 (miHiManbHa iHTiOyI0Ya KOHIIEHTpPAIlisI) OJIst
BUpisieHUx OaKTepiaJlbHUX 3pa3KiB, iK€ CTAaHOBUJIO 32 MKT/MJI, IETKO JOCATAETHCSA Y
IIPOCBITI KMIIIEYHUKY Yepe3 BUCOKI KOHIIeHTpallil pudakKCuMiHy y dheKamiiax.

3aBOsiKM OyzKe HU3bKil abcopO1iil 3i MITYHKOBO-KUIIIKOBOTO TPAKTy pUdaKCUMIH y
noniMopdHii GopMmi & Ai€e MiCLieBO y IPOCBITI KMIIIEYHUKY 1 KITIHIYHO He e(peKTUBHUU
IPOTU iHBA3WBHUX IaTOT€HIB, HaBiTh y pa3i YyTAMBOCTI IuX OaKTepiil O HHOTO B
yMOBax in vitro.

KaiHiuHa epekmueHicmb

KrniniuHi mocriiazKeHHs JIiKyBaHHS IalLllEHTIB 3 Jlape€ MaHAPiBHUKIB II0Ka3alu
KIIiHiYHY e(pekTuBHICTh pudakcuMiny mono ETEC (eHTepoTokcurenHa E.coli) Ta
EAEC (enTepoarperatuBHa E.coli). 11i 6akTepil mepeBaxkHO € IPUYNHOIO Oiapel
MaHOPiBHUKIB ¥ 0Ci0, 110 MTOOOPOXKYIOTh [0 CEPEN3eMHOMOPCHKUX KpaiH abo
TPOITIYHUX YU CyOTPOITiYHUX PETioHiB.

ITediampuyHa 2pyna nauieHmis

Bymno npoBeneHo 9 gocnigKeHb e(eKTUBHOCTI 3aCTOCYyBaHHA PU(PaKCUMIHY IPU
JIIKyBaHHI giapel 6akTepialbHOTO MOXOMXKEeHHS (1110 OyI0 MiATBEePAXKEeHO A0, ITif Jac
abo micna mikyBaHHS), B AKUX cepefn 371 ydacHUKa IepeBaXHO BiKOM Bif 2 pokiB 233
OUTUHYU ITpUMManu pudaKkCUMiH.

Ak okpeMi DOCHiAXKEHHS, TakK i MeTaaHaJIi3 1XHIX pe3yIbTaTiB BKa3ylTh Ha HasIBHICTh
MMO3UTHUBHOI BiIIOBifi Ha 3aCTOCYBaHHSA pupaKCUMIHY [OJIS JTiKyBaHHS I'OCTPOI Oiapel
IIpU IMigTBepaKeHHi abo ITpu migo3pi, 1110 BOHa CIIpuYrHEeHa HeiHBa3uBHUMU
OaKTepisiMU, YyTIUBUMU 00 pUPaKCUMiHy, TaKUMU K E.coli.

Y nux oOMexkeHHUX KIIiHIYHUX OOCHiAXKEeHHSAX OJIS JMiKyBaHHS OiTel BiKoM Bif 6 mo 12
POKiB HaMyacTie 3acTocoByBanu go3y 20 — 30 Mr pudakcuMiny/Kr/mody, siKy
po3aiisAny Ha 2 — 4 IPUUOMU.

dapmakoKiHemuKa.
Abcopbuisn

PesynpTaTté papmMakOKiHETUYHUX OOCHIAXKEHDb II0Ka3aJid IPaKTUYHY BiJCYTHICTh
abcop6b1ii pudakcuMiny y nmoniMmopdpHin popmi a (MeHie 1 %) micisa mepopaabHOTO



MpuoMy. Y MOpPiBHANbHUX (papMaKOKiHETUYHUX OOCIimXKeHHIX 0yI0 IToKa3aHo, 110
abcopOiist iHmux nmoniMopdHUX GopM pudakcuMiny Oinbiia, HizK abcopOiItist
noniMmopdHOl popmMu «.

[Ticns 3acTOoCyBaHHS TepPAIleBTUYHUX 103 IIPemapary K y 300POBUX DOOPOBOJIBIIIB,
Tak i y malliEHTIB 3 ypaxkKeHOoI0 CJIN30BOI0 000JIOHKOIO KMIIEYHUKY (ITalliEHTH 3
BHMPA3KOBUM KOJIiToM abo xBopo6or KpoHa) piBHI pudakcuMiHy y m1a3Mi KpoBi Oymau
oyKe HU3bKUMHU (MeHIne 10 Hr/Mi).

[Tpu 3acTtocyBaHHi pudakcuMiny BIpomoBxK 30 XBUIUH IIiCJIA BXKUBAHHSA 1Ki 3 BUCOKHUM
BMiCTOM XKHUPY CIIOCTEPIrasoch KIiHIiYHO He3HauyIlle 30i/IbllIeHHsI CUCTEMHOI abcopOiril
pudarcuMiny.

Po3noodin

Pudakcumin moMmipHo 3B’s13y€ThCs 3 OiTKaMu IJTa3MU KPOBi JmoguHu. B ymMmoBax in vivo
cepenHill CTymiHb 3B’A3yBaHHs pudakcuMiny 3 6iTKaMu CTaHOBUB 67,5 % y 3TOPOBHUX
nOoOpOBOJIBIIIB Ta 62 % y IaIliEHTIB 3 YypaxkKeHHSIM IeYiHKU.

Memaboaizm

Y mocnigxeHHsX OyJi0o MOKa3aHo, 10 pudakcuMiH He MeTabomi3yeThCA i 4ac
MTPOXOKEHHS Yepe3 IIITyHKOBO-KUIITKOBUM TPAKT.

Byno BctaHOBINEHO, 110 i3 cedeto BUuBOguThCA 0,025 % BBegeHO1 103U pUudakKCUMIHY i
MeHiIie 0,01 % mo3u MeTabomi3yeThCs A0 25-me3aleTunpudakcuMiny - €IUHOTO
imenTHdikoBaHOT0 MeTaboIiTy pudaKCUMIHY y JTIOOUHU.

BugedeHHA

PesynbTaTué gociigkKeHHS 3 pagioaKTUBHO MideHUM pudaKCUMiHOM Jal0Th 3MOTY
MIPUIIYCTUTH, IO BiH MaliKe BUKIIOYHO Ta IIOBHICTIO BUBOOUTHCA 3 pekaniamu (96,9 %
BBemeHOl mo3u). CeyoBe BUBEOEeHHS MiueHOro pudakcuminy He nepesumye 0,4 %
BBEEHOI JO3U.

JIiHitIHicmb/HeniHIUHICMb

BBaxka€eThcs, 1110 MIBUAKICTh Ta CTYIIiHb CUCTEMHOI il pudakKCUMiHy y TIOOUHUA
XapakKTepU3yEThCS HEJIIHIMHOI J0303a/1e2KHOI0 KIHETUKOIO, 1110 Y3TOOXKYETHCS 3
MOZKJIUBICTIO 0OMeXeHHsT abcopO1ii IMBUOKICTIO PO3YNHEHHS pupaKCUMIiHY.

ITediampuy4Ha 2pyna nauieHmis

dapMaKOKiHETHMYHI TapaMeTpu pudaKCUMiHY y NaIliEHTIB MemiaTpU4HOI rpynu Oyab-
SIKOTO BiKy He BHBYAaJIKCh.



IToxa3zaHHA

e [IITyHKOBO-KUINIKOBI iH(peKIIii, cnipruunHeHi 6aKTepisiMu, Yy TIIMBUMHU OO0
pudakCuMiHy, TakKi SK FOCTPi IUIyHKOBO-KMIIKOBI iH(EKIIil Ta giapes
MaHOPiBHUKIB;

e CUHOPOM HAAMipHOTI'O POCTY OaKTepiil Y TOHKIiM KUIIIIIi;

e TIeUiHKOBa eHIledanonaris;

e IUBEPTUKYJIIPHA XBOpoOa KUIIEYHUKY (QUBEPTUKYIIIT) V CTafdil 3aroCTpeHHs Ta
XPOHiIYHE 3alajieHHS KUIIEeYHUKY;

e IpodinakTHKa iHQEeKIiNHNX YCKIagHEHb IPU KOJIOPEKTAIbHUX XiPYyPTridHUX
BTPY4YaHHSIX.

IIporunoka3aHHs

e l'imepuyTnusicTh mo pudakcuMiHy, iIHIINUX TOXimHUX pudaminuHy abo mo OyIob-
SIKMX JOIIOMiKHUX PEYOBUH ITpelapaTy; peakliil rirnep4yTIuBOCTiI BKIIOYaloTh
eKcGonmiaTUBHUN OIepMaTUT, aHTIOHEBPOTUYHUM HAOPSK Ta aHadimaKCiio;

e HENPOXIOHICTH KUIIEUYHUKY;

e TS2KKi BUPA3KOBi ypaKeHHS KUIIIEYHUKY.

B3aemMonisi 3 iHNIMMH JTiKapChbKHMH 3aCco00aMHu

ITocBim 0MHOYACHOT0 3aCTOCYBaHHS pU(paKCUMIHY 3 iIHIIUMU aHTHUOAKTEepiaTbHUMU
3acobamu rpynu pudamillmHy Oy JTiKyBaHHS CUCTEMHUX OaKTepianbHUX iHDEKITiH
BiICYyTHIiH.

IaHui mocnigkeHsb in vitro cBimuaTs, 1110 pudaKkCcUMiH He iHTiOye OCHOBHiI (hepMeHTH
cucteMmu nutoxpomy P450 (1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 Ta 3A4), ski
BimmoBigaroTh 3a MeTaboIIi3M IiKapchKUX 3ac00iB. Y mocmimkKeHHSIX iHOYKIIl in vitro
pudakcumin He cupuuuHgB iHayKilito CYP1A2 ta CYP2B6, ane BucTtymaB cj1abKum
inmykTopoM i3opepmenTty CYP3A4 nutoxpomy P450.

Y KniHIiYHUX OOCTiAXKEHHSIX JIIKapChKUX B3a€EMOMIN 3a y4acTiO 3[TOPOBUX JOOPOBOJIBIIIB
OyJ10 TToKa3aHo, 1110 pudakKCUMiH CyTTEBO He BIIJIMBA€ Ha ¢apMaKOKiHETUKY CcyOCTpaTiB
depmenTy CYP3A4. OgHax y Nalli€HTiB 3 ypaKeHHIM IIeYiHKU He MOXKHA BUKJTIOYATH
WMOBIPHICTH TOTO, 110 pUPaKCUMiH MOXKe 3MEHIITyBaTH €(peKTUBHICTh OOHOYACHO
3acTocoByBaHUX cyoctpaTiB pepmenTy CYP3A4 (Hanpukinazn BaphapuHy,
MIPOTHUEHINIENTUYHUX i IPOTHAPUTMIUHNX 3aC00iB Ta IepopabHUX KOHTPAIIEIITUBIB),
III0 3yMOBJIEHO 30iJIbIIIEHHSIM CUCTEMHOI Ail prudaKCUMiHY y TaKUX TAIliEHTIB
MMOPiBHSHO 3i 3IOPOBUMU AOOPOBOIBIISIMHU.

[Tpu npusHadeHHi pudaKkCUMiHYy IallieHTaM, III0 IPUMalTh BapdpapuH,
MMOBiTOMJISIJIOCH SIK ITPO 3MEHIIEeHHS, TaK i mpo 30ibIlIeHH MOKa3HUKa MiKHapOaHOT O



HOPMaJIi30BaHOT'O CIIiBBigHOIIEHHS. SIKIIIO TaKe CyMicHe IMpu3Ha4YeHHs HeoOXimHe, CIIif
IPOBOOUTH PETEIbHUN MOHITOPUHT MI2KHAPOOHOTO HOPMAaJIi30BaHOTO CIIiBBIOHOIIIEHHS
IIpu JopaBaHHI abo BimMiHi pudakcuminy. Moxe O0yTu He0OXifHUM KOPUTYBaHHS AO3U
mepopajbHUX aHTUKOAryJIsSHTIB.

PesynbTaTué gociigKeHHS in Vitro galoTh 3MOTY IPUILYCTUTH, 10 PUPaKCUMIH €
cyObcTpaToM 3 MOMIPHOIO CIIOPigHEeHicTIo 3 raikompoTeinoM-P (P-gp) Ta 110 BiH
MeTaboi3yeThcs 3a ydacTio pepmenTty CYP3A4. HeBimoMo, uyu Moxke 30ilbIlIyBaTH
CHUCTEeMHY [ito pudaKCcuMiHy ofjHOYAaCHE 3aCTOCYBaHHS 3 IIperapaTaMi, 1110 iHri0yooTh
CYP3A4.

Y 3p0poBUX DOOPOBOJIBIIB OJHOYACHE 3aCTOCYBaHHS pa3oBol mo3u 600 Mr
LIMKJIOCTIOPUHY, IKWUU € CUIbHUM iHTi0iTOpOM riikomnpoTteiny-P, Ta pa3oBoi go3u 550
MT pudaKCUMiHy TPU3BOANII0 A0 83-pa3oBoro ta 124-pa3oBoro 30iIbIIEeHHS CepemHix
3HAQ4YEeHb Cmax Ta AUC_ 1t pudakcuminy. Kiiniune 3HaUEHHSI TAKOI'0 3POCTAHHS
CUCTEMHOI fil HeBioMe.

Y pocnigKeHHsIX in vitro BUBYaBCS IMOTEHIIIaN TiKapChbKUX B3a€EMOMIN, 1110
BimOyBalOThCS Ha PiBHI TPAHCIIOPTHUX CHCTEM; Pe3yIbTaTH LIUX AOCTiAXKeHb Hal0Th
3MOTy IIPUITyCTUTH, 110 KITiHiYHi B3a€EMOil MixK pupakKCUMIiHOM Ta iHIINMU
CIIOJIyKaMH, SIKi BUBOOSATHCS 3a y4acTio P-gp Ta iHmwux TpaHcmopTHux 6inkis (MRP2,
MRP4, BCRP i BSEP), manouiMoOBipHi.

Y pasi omgHO4YaCHOTro0 3aCTOCYBaHHS PUMAKCHUMIH CIif IpUUMAaTH IIIOHAaMEHIIIe Yyepes3 2
TOAWHM ITiCJIA IPUNOMY aKTUBOBAHOI'O BYTiJIJIs.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

KriniuHi maHi BKa3yioTh Ha Te, 110 pudaKCUMiH Hee(PEeKTUBHUY IIPU JIiKyBaHHI
KHUIIIKOBUX iH(PEKIi, CIPUYNHEHNX IHBa3NBHUMU KHUIIIKOBUMM IIaTOT€HaMH, TAaKUMU
saK Campylobacter jejuni, Salmonella spp. Ta Shigella spp., aKi 3a3Bu4an
CIPUYMHSAIOTH Jiapero, 110 CYIIPOBOOXKYETHCS IMXOMaAHKOK, KPOB 'SHUCTUMMU Ta OyXKe
YaCTUMHU BUMOPOXKHEHHSIMHU. JIKIINO CUMIITOMH [iapel MMoripiIyioThcs abo He
MIOKpPAIlyHThCA IPOTATroM 48 rogvH, 3aCTOCYBaHHSA IIpelapary CJIif BIOMIHUTH 1
MMPU3HAYUTH aJIbTePHATUBHY aHTUMIKPOOHY Teparriio.

Matixke Oy1st BCix aHTUOIOTHKIB, BKII0OYao4yu pudaKCUMiH, TOBIIOMIISIIIOCS IIPO
BUMaakm miapel, cipuunHeHoi Clostridium difficile (CDAD). IToTeHIiiHUYN 3B’ SI30K
nikyBaHHS pudpakcuMminoMm 3 CDAD Ta nceBgoMeMOpPaHO3HUM KOJIITOM He MOXKHAa
BUKJTIOYaTH.

Pudakcumin ciig npu3HadaTu 3 00epekHICTI0O OQHOYACHO 3 iHribiTopamMu
TIIKOIIPOTEIHY-P, TaKMMM K IIUKJIOCIIOPHH.



He3Baxkarouyu Ha He3Ha4yHY a0bcopOilito, pudakcuMiH MogibHO A0 iHIIUX MOXiTHUX
pudaminuHy MoxKe 3a0apBIIOBATU Cevy Y YepPBOHYBATUM KOJIip, IIPO IO CIIifg
IOMNEePeauTH MHalli€HTiB.

[Tpu npu3HadeHHi pudaKCUMIiHY IalliEeHTaM, 10 IPUNMalTh BapdapuH,
MMOBITOMJISIJIOCH SIK IIPO 3MEHIIIEHHS, TaK i Ipo 30iNbIlIeHHS MOKa3HMWKa MiZKHapOOHOT O
HOPMaJIi30BaHOTO CHiBBIOHOIIIEHH (III0 CYIIPOBOOXKYBaAJIOCh IBUIIaMU KPOBOTEYi Y
OesiKUX BUITagKax). fKI0o Take CyMicHe MpU3HaYeHHs HeoOXiiHe, CIIil TPOBOOUTHU
peTenbHUN MOHITOPUHT Mi2KHAPOOHOTO0 HOPMAaJIi30BaHOI'O CIIBBIOHOIIEHHS IPU
momaBaHHI abo BimMiHi pudarcuminy. [ ninTpuMaHHs 6aXKaHOT0 PiBHSA
AHTUKOAryJAllil Moxke OyTH HeoOXimHUM KOPUTYBaHHS 03U IIepOopalbHUX
QHTUKOATyJISHTIB.

Tabnetku Anbha Hopmikc, BKpUTI IIiBKOBOIO 000JIOHKO, MiCTSATH MeHIIIe 1 MMOIs
HaTpiio (23 Mr) B ofHi# m03i, TOOTO BOHU IMPAKTUYHO HE MICTSTh HATpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

IMaHi nrogo 3acTocyBaHHS pU(aKCUMiHY BariTHUMU KiHKaMU BiICyTHi. ¥
OOCITimKeHHsIX He OyJi0 BUsSBIIeHO Oe3mocepedHboro abo omocepenKoBaHOTO
IIKiIJINBOTO BILIMBY pUdakCcUMiHy Ha (GepTUIbHICTh TBAapUH.

Ak 3anobixkHUM 3axif 3aCcTOCyBaHHS pudaKCUMIiHY y ITepiof BariTHOCTI He
PEKOMEHYETHCS.

HeBimoMo, uu IpOHUKAIOTh pUudaKCcuMiH Ta Horo MeTaboIiTH ¥ TPyoHE MOJIOKO
JIIOOVHY, TOMY HEe MO2KHa BUKJIIOUYATH PU3HUKY OJIsI HEMOBJIAT, 110 3HAXOOSITHCS Ha
rPyoHOMY BUTOLOBYBaHHi. OTXKe, y Iiepiof rogyBaHHS I'PYOOI0 CIIiA IPUUHATUA
pillleHHs PO MPUNHMHEHHS ab0 rPyOHOTO0 roJgyBaHHs ab0 3aCTOCyBaHHS IIpenapary,
BPaxOBYIOYM IIPU IILOMY KOPUCTH I'PYOHOTO BUTOJOBYBaHHA [JI1 OUTUHU Ta
HeOoOXimHIiCTh NiKyBaHHS OJI MaTepi.

30amHicmb 8nausamu Ha weuodKicmMb peakuii npu kepys8aHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

Ao mig yac jTiKyBaHHS ITpellapaToOM CIIOCTEPIraeThCsa 3amaMopodeHHsa abo
COHJIUBICTD, CIIifl yTPUMATUCS Bil KEPYBaHHS TPAaHCHIOPTHUMHU 3acobaMu Ta poboTHu 3
IHIIUMU MexXaHi3MaMHU.

Cmocid 3acTocyBaHHsI Ta I03H

Iopocri i gitu BikoM Big 12 pokiB: Big 1 TabneTku 3 pa3u Ha o0y mo 2 TabneTok 2 — 3
pa3u Ha moOy (Bimmosimae mo6osiit mo3i 600 — 1200 Mr pudarcuminy).




TpuBasmicTh JIiKyBaHHSI He IOBUHHA EPEBUILyBaTU 7/ OHIB i 3a/1€2KUTh Bif KJIiHIYHOL
BinmoBinl Ha jiikyBaHHA. [IOBTOpHUU KypC JIIKyBaHHSA MOXKHA IPOBOOUTHU 3 [IEPEPBOIO
TpuBaictio 20 — 40 gHiB.

3acToCOBYyBaHi 103M i YaCTOTa NPUHUOMY MOXKYTh OyTH 3MiHEHi 3a peKOMeHOalli€ro
JIiKaps.

Cnocib 3acTOCyBaHHSA

[TpuiimaTu nepopasbHO, 3allMBal04YM CKISTHKOIO Bogu. [Ipenapat MOXKHa NpuiMaTH
He3aJIeKHO Bif IpUNOMY 1XKi.

OKpeMi 2pynu nauieHmis

IlalieHTH JTITHHOTO BIKY

OckinbKM BigMiHHOCTEM y O6e31melli Ta e(peKTUBHOCTI pudaKCUMiHy IPU 3aCTOCYBaHHI
MOJIOOVMU MallieHTaMU Ta IallleHTaMU JIITHBOT'O BiKy HeEMae€, IIpu IIpU3HaYeHH]
Ipenapary IalliEHTaM JIiTHbOTO BiKy KOPUT'YBaTU HO3y He MOTPi6HO.

ITamieHTH 3 YPaXKeHHSIM NeYiHKH

HasiBHi K/TiHiYHiI gaHi BKa3ylOTh Ha 30i/IbIIeHHSI CUCTEMHOI Ail prudakKCUMiHY y
Malli€EHTiB 3 ypaKeHHSIM IMeUiHKM ITOPiBHSHO 3i 3IOPOBUMU JOOPOBOIBIISIMHU.
He3Baxkatouu Ha 11e, 30i7IbIIIEHHSI CUCTEMHOI Oii pudakCuMiHy y MallieHTiB 3
ypaXKeHHSIM NeYiHKU CJIif pOo3riafaTé 3 ypaXyBaHHSAM MicIeBol Ail pudakKCUMIHY y
IIJTYHKOBO-KMIIKOBOMY TPAKTi Ta MOT0 HU3bKOI CUCTEMHO1 6i0A0CTYIIHOCTI, @ TaKOX
HasIBHUX aHUX 3 0e3IeKu IpU 3aCTOCYBaHHI pudaKCUMiHy HalliEHTaMU 3 ITUPO30M
neuvinku. OTXkKe, 3aBOSKM MiClIE€Bil [il KOPUTYBaHHS 003U puPaKCUMiHY TaKUM
ralieHTaM He peKOMeHOyeThCs. [lalieHTaM 3 TAKKOI0 [IeYiHKOBOIO HEOCTaTHICTIO
Ipenapar CJIif mpu3HadaTu 3 00epexkKHiCTIO.

INamieHTH 3 ypaskeHHsIM HUPOK

KminiuHi maHi 3acTocyBaHHS pudaKCHUMIiHY IMalliEHTaMM 3 ypaXKeHHSIM HUPOK BiCyTHi.
Xoya [1sl TaKUX MaIliEHTIB 3MiHU 03U He NependadaeThCs, MalliEHTaM 3 YpaXXeHHIM
HUPOK IMpenaparT CIif npu3HadaTu 3 00epexkHIiCTIO.

itk
OckinbKu e(DeKTUBHICTh, JO3yBaHHS Ta Oe3IeKa 3acTOCyBaHHS puhaKCUMIHY IpU

JIiIKyBaHHi giTeu BikoM A0 12 pokiB He Oyu BCTaHOBJIEHI, pEKOMeHallil 00
NO3yBaHHJ IIpenapary AJisd TaKuX MallieHTiB BiICyTHI.



Ilepeno3yBaHHs

Y KniHIYHUX OOCIiOXKEeHHIX JIiKyBaHHA MalllEHTiB 3 Jiape€i MaHOPIBHUKIB J03U
pudarcuminy mo 1800 Mr/go0y nepeHocunuch 6€3 Po3BUTKY OyOb-IKUX TSIKKUX
KJIiHiYHUX nposBiB. [IpuiioM nallieHTaMu Ta 30OPOBUMU IO0OPOBOJBISAMU 03 mo 2400
MT pudakKCUMiHy Ha 000y IIpoTSATroM 7 OHIB He IPU3BOAUB OO OYyOb-IKUX 3HAYYIITUX
KJIIHIYHUX CUMIITOMIB, IIOB’SI3aHUX 13 3aCTOCYBaHHSIM BUCOKUX [03.

Y pa3si nepeno3yBaHHS PEKOMEHOYETHCA IPOBEOEHHSA CUMITOMATUYHOI'O Ta
OigTPUMYHUYOI0 JIiKyBaHHS.

ITo6iuHi epexkTH

KniHiyHI OOCiaXKeHHS: Tifg Yac IIOABIMHO CIIMTUX KOHTPOJILOBAHUX OOCHIIIXKEHb Ta

OOCITiIKeHb KIIiHi9HO1 (papMaKoJiorii, y IKuX pu¢aKCUMIiH NOPiBHIOBaIM 3 Ianedo
a6o inmuMu anTubioTKaMu, Oy ogeprKaHi pe3ynbTaTH, sIKi 1aloTh 3MOTY KilTbKiCHO
OLIIHMTH YaCTOTYy PO3BUTKY IMOOIYHUX peaKIliil.

ITpumimka. BinbuiicTh 3a3HaYeHUX NOOIYHUX peakliiii (30KpeMa po3nagu 3 O0KY
IIIJTYHKOBO-KUIITKOBOT'O TPAKTY) TAaKOXK MOXKYTb OyTH CUMIITOMaMi OCHOBHOTO
3aXBOPIOBAHHS; Y KIIIHIYHUX OOCIIIAXKEHHAX BOHU CIIOCTEPIraJuch 3 TiI€E XK 4acTOTOlO,
110 i mpu mpuiioMmi maiebo.

[TicnsipeecTpalliiHUM OOCBIM: MHif YaC MIOCTMapKETUHIOBUX JOCIiAXKEHb 3aCTOCYBaHHS

prudakCcUMiHy JOIaTKOBO ITOBiHOMIISIIIOCH ITPO HUXKYe3a3HaueHi mobiuHi peakiii,
4acTOTa PO3BUTKY SKHX HeBifoMa (He MOKHa BCTAHOBUTH Ha ITiACTaBl HagBHUX
ODAaHUX).

[ToGiuHi peakilil, pPO3BUTOK SIKHUX IITOHalMeHIIIe MOXKJINBO IIOB’I3aHUM 3
pudakcuMiHOM, Kacu@ikoBaHi BiAIIOBITHO OO0 KJjlaCiB CUCTEM OpPraHiB, a TaKOXK
4YaCTOTU BUHUKHEHHS TaKUM YMHOM: OyzxKe nmomupeHi (= 1/10); nmomupeni (= 1/100 go
< 1/10); menomupeHi (= 1/1000 go < 1/100); mooguuoKi (= 1/10000 mo < 1/1000);
pigkicHi (< 1/10000); yactoTa HeBigoMa (4acTOTy He MOXKHa BCTAHOBUTH Ha MifACTaBi
HasSIBHUX OAaHUX).

IHpekuii ma iHeasii

HenowupeHi: KaHONO03, repnecHa iHdeKIiss, Ha3ohapuHriT, GapuHTIT, iHpeKIil
BEPXHIX OUXalIbHUX IIJISIXIiB.

Yacmoma HesidoMma: KIIOCTpUOianbHa iHeKITis.

Po3sadu 3 60Ky Kpos’saHOI ma AiMpamu4Hoi cucmem




HenowupeHi: miMpOI1nTO3, MOHOIIUTO3, HEUTPOIIEHI .
Yacmoma Hegidoma: TPOMOOITUTOIIEHIS.

Po3sadu 3 60Ky iMyHHOI cucmemu

Yacmoma Hegidoma: aHadilaKTUYHI peakilil, peakilil rinep4yTIUBOCTI.

Po3zsnadu memaboaizmy ma Xxapuy8aHHs

HenowupeHi: 3HUKEHHS alleTUTy, Oerigparallis.

IlcuxiuHi po3saou

HenowupeHi: aHOMaJIbHUM COH, HeNPeCUBHUMN HaACTpPill, 0€3COHHS, 3HEPBOBAHICTh.

Po3sadu 3 60Ky Hep8osoi cucmemu

ITowupeHi: 3artTaMOPOYEHHSsI, TOJIOBHUM Oifb.

HenowupeHi: rinecTtesis, MirpeHs, mapecTesis, TOJIOBHUM Oifib ¥y OiMSHIN IPUAATKOBUX
na3yxX HOCa, COHIUBICTD.

Yacmoma Hegidoma: IepeqHENIPUTOMHUM CTaH.

Posaadu 3 60Ky opeaHa 30py

HenowupeHi: gUILIOMiA.

Po3sadu 3 60Ky op2aHa c/ayxy mad BHYMpIiWHb020 8yXd

HenowupeHi: 6inb y ByXaX, BEpTUTO.

Cepuesi po3aadu

HenowupeHi: IpuCKOpeHe CepLeOuTTsI.

CyOuHHI po3iadu

HenowupeHi: nIiABUILIEeHHA apTepiaJlbHOTO0 TUCKY, IIPUIIJIUBHU.

JTuxaavHi, mopaka/avbHi ma MmediaCmuHa/AbHi Po31adu

HenowupeHi: Kalesnb, CyXiCTb Y TOPJIi, 3aAuIlIKa, 3aKIaJeHiCTb HOCa,
opodapuHreanbuuil 6iy1b, pUHOpPES.

III1yHKOBO-KUWKOBI p031adu




ITowupeHi: abmoMmiHanbHUM Oinlb, 3aI0P, PAIITOBI ITO3UBM A0 medekariii, giapes,
METeOPHU3M, BilUyTTsI POITITHEHHS Y YePEBHIN ITOPOXKHUHI, HyqoTa, OJII0BaHHS,
PeKTaJIbHI TEHE3MHU.

HenowupeHi: 6in1b y BepXHili YaCTUHI YepeBHOI ITOPOXKHUHU, aCIllUT, CYXiCTh I'y0,
OUCIIETICisT, PO3JIagy IITYHKOBO-KUIITKOBOI CKOPOTHOCTI, TBEPIi BUIIOPOKHEHHS,
BHUIIOPOXXHEHHS 3 KPOB'10 a00 CITM30M, PO3/1afii CMaKOBUX BiguyTTiB.

I'enamobisiapHi po3aadu

HenowupeHi: IigBUIlleHHS PiBHS acllapTaTaMiHOTpaHCdepasHu.
Yacmoma Hesgidoma: BigxXuleHHS y 1ab0paTOPHUX ITapaMeTpax MediHKOoBOl PyHKITil.

Po3sadu 3 60Ky wWKipu ma niOwkKipHOi MKAHUHU

HenowupeHi: BUCUIIaHHS, KPONUB’'SHKA Ta €K3aHTeMa, COHSIYHi OMiKM (Ma€eThbCSI Ha
yBa3i He CBITJIOYYTIUBICTH, @ CaMe COHSAYHI OITIiKH).

Yacmoma HegiOoMa: aHTiOHEBPOTUYHUN HAOPSAK, eKCHoTiaTUBHUMN IepMaTuT,
OepMaTHUT, eK3eMa, epuTteMa, IPYPHUT, IIypIypa, KPOIUB THKA.

Po3sadu 3 60Ky M’53080-CKe/1emHOol cucmemu ma CnoAYy4YHOI MKAHUHU

HenowupeHi: 6inb y CrivHi, M’930BUH CIla3M, M’s30Ba cJ1abKicTh, Mianris, 6isb y mmui.

Po3sadu 3 60Ky HUPOK ma ceyo8uB8iOHUX WA5Xi8

HenowupeHi: KpoB y cedi, TIIIKO3ypis, MoaKiypisi, momIiypisi, IpoTeIHypid.

Po3sadu 3 60Ky penpo0yKkmueHOi cucmemu mad MO/JA0YHUX 34103

HenowupeHi: mojiMeHOpes.

3aeanvHi po3aadu ma peakuii y Micui e0eHH

ITowupeHi: NigBUILIEHHS TEMIIEpPaTypPH.

HenowupeHi: acTeHiYHi cTaHU, 3aCTyIa, XOJMOOHUM MiT, rineprigpo3, rpunonomioHmi
CUHOPOM, nepudepudHu HaOpPK, 6inb i BiguyTTss guckoMdopTy.

THwi

Yacmoma HesidoMma: BioXueHHS 3Ha4YeHb Mi2KHAapPOOHOT0 HOPMaJli30BaHOT O
CIIIBBIDHOIIIEHHS.

TepMiH npuIaTHOCTI



3 POKH.

He 3acTocoByBaTu micjisg 3aKiHYEHHS TEPMIHY IPUOATHOCTI, 3a3HAYEHOI'0 Ha
YIIaKOBIIi.

VYMmoBHu 30epiranHs

He noTpebye ocob6muBux yMoB 30epiranus. 30epiratv y HEJOCTYITHOMY AJIS OiTeH
Micji.

YoakoBka

e ITo 12 TabneTok y OnicTepi; mo 1 6iicTepy y KapTOHHIN KOPOO1Ii;
e 10 14 TabneTok y GiicTepi; mo 2 6iicTepu Y KapTOHHiM KOPOOITi.

KaTeropis Bignycky
3a penemnTomM.
BupooHHK

Anbdacirma C.m.A./Alfasigma S.p.A.
Micne3HaxookKeHHsI BUPOOHHKA Ta aapeca Miclsi IPOBaIKEeHHs Tisi/IbHOCTI.
Bia Eupiko ®epmi 1, 65020 Ananuo (ITeckapa), ITamis/

Via Enrico Fermi 1, 65020 Alanno (Pescara), Italy.



