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: poKeBi KPYTJIi ABOOITYKJIi TabmeTKu, BKPUTi
IJIiIBKOBOIO 000JIOHKOIO.

®dapMaKoTepalneBTHYHA Irpyna

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

dapMakogHHaMiKa

[Ipemnmapat Anbda HopMmikc MiCTUTH Oif04y pedoBUHY PU(haKCHUMIiH Yy IOTiMOpdHin
dbopmi a. Pudarcumin — 11e aHTUOIOTUK IITUPOKOTO CIEKTPa Oii, IKUH €
HaIliBCUHTETUYHUM HoxigHuM pudaminuny SV. [TogidHo mo iHmux pudaMilmHiB, BiH
Heo0OopoTHO 3B’s13ye B-cybogunuili [IHK-3anexuoi PHK-monimepas3u 6akTepilt i TakKuMm
4ynHOM iHTiOye cuHTe3 OakTepianpHux PHK i 6inkiB. Ile HeoOopoTHE 3B’sI3yBaHHSA 3
(epMeHTOM 3yMOBITIOE OAKTEPUILIMOHY Hif0 pupaKCUMiHy BiTHOCHO YyTJIMBUX OaKTepiu.

Pudakcumin Ma€e MMPOKUYM CIIEKTP aHTUMIKPOOHOI [il II0O0 rpaMIO3UTHUBHUX Ta
rpaMHETaTUBHUX aepoOHUX Ta aHaepoOHUX OaKTepii, 10 CIPUUYHNHAIOTh KMUIITKOBI
iHpeKIIil.

[MTupoku# crieKTp aHTUOAKTepianbHOI ail pudakKCcuMiHy 3yMOBJIIOE 3MEHIIEHHS Y
KMIIEeYHUKY KiTbKOCTi IaTOTeHHUX OaKTepi, 1110 CIIPUYUHSIOTh OesKi 3aXBOPIOBaHHSA
abo 3a;y4deHi 4o IX maToreHesy.

Pudakcumin Moxke 3MeHIITyBaTHU:



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 KinmbKicTh OAaKTeEPill Y KUIITKOBUX OUBEPTUKYJIAX, SKi MOXKYTb CIPUYMHSITH iHTpaTa
IepUOUBEPTUKYISIPHE 3alajieHHs Ta, IMOBIPHO, CYyTTEBO BIIJIMBATH Ha PO3BUTOK
CUMIITOMIB Ta yCKJIagHEHb OUBEPTUKYIIHO3Y;

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
nanieHTiB-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
(eatepoTokcureHnHa E.coli), EAEC (eHTepoarperatuBHa E.coli), Salmonella spp.,
Shigella spp., Non-V. cholerae vibrios, Plesiomonas spp., Aeromonas spp.,
Campylobacter spp. 3aauenrs MIC90 (miHiManbHa iHTiOyI04Ya 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
yMoOBax in vitro.

KaiHiuHa epekmueHicmb

KrniniuHi mocriiazKeHHs JIiKyBaHHS IalLllEHTIB 3 Jlape€ MaHAPiBHUKIB II0Ka3alu
KIIiHiYHY e(pekTuBHICTh pudarcuMiny 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 pUdPaKCUMiHy, 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.

®dapMaKOKiHeTHKa

Abcopbuisn



PesynbpTaTé papMakKOKiHETUYHUX OOCITIAXKEHDb IT0Ka3aJlid MPaKTUYHY BiICYTHICTh
abcop6b1ii pudakcuMiny y momnimopdHint popmi o (MmeHIe 1 %) micisa mepopanbHOTO
mpuiioMy. Y MopiBHANIbHUX (apMaKOKIiHETUYHUX OOCIiAXKeHHIX OyI0 IToKa3aHo, 110
abcopOb1is iHmux nmoniMopdHUX GopM pudakcuMiny Oinbiia, HizK abcopOIist
noniMmopdHOi popmu «.

[Ticnst 3acTOCYyBaHHS TepalleBTUYHUX H03 IIpenaparTy K Y 3T0POBUX HOOPOBOJIBIIIB,
TaK i y IalliEHTIB 3 ypazkeHOo0 CJIM30BOI0 000JIOHKOI0 KUIIIEUHUKY (ITalliEHTH 3
BHMPA3KOBUM KOJIiTOM abo xBopo6oo KpoHa) piBHi pudakcuMiny y miaa3Mi Kposi Oymnu
oyke Hu3bKUMHU (MeHIne 10 Hr/mi).

[Tpu 3acTtocyBaHHi pudakcuMiny BIpoaoBxkK 30 XBUJIMH ITiC/IS BXKMBAHHS 1Ki 3 BUCOKUM
BMiCTOM XKHUPY CIIOCTEPIrasoch KIiHIYHO He3HauyIlle 30i/IblIeHHI CUCTEMHOI abcopOiIil
pudakCuMinHy.

Po3noodin

Pudakcumin moMmipHo 3B’s13y€ThCS 3 OinKaMu IJTa3MU KPOBi JoguHu. B ymMmoBax in vivo
CepenHil CTyIIiHb 3B’A3yBaHHS pUdaKCcUMiHy 3 OiTKaMu CTaHOBUB 67,5 % y 3mopoBUX
DOoOPOBONBIIB Ta 62 % y MallieHTiB 3 ypaKeHHSIM ITeYiHKU.

Memab6oaizm

Y mocnimxeHHsX OyJI0 MOKa3aHo, 10 pudakcuMin He MeTaboIi3yeThCS il 4ac
ITPOXOMAXKEHHS Yepe3 IITYHKOBO-KUIITKOBUM TPAKT.

Bymno BcTaHOBNIEHO, 110 i3 cedyeto BUBOguThCA 0,025 % BBemeHOl mo3u pudaKCUMIHY i
MeHite 0,01 % mo3u MeTabomi3yeThCs A0 25-me3alneTunpudakcuMiny - €TUHOTO
imeHTH(}iKOBaHOTO MeTaboIiTy pudaKCUMiHY Yy JTIOOUHH.

BuseoeHHsAa

PesynbTaTé gocaigKeHHS 3 pagioaKTUBHO MideHUM pupaKCUMiIHOM Jal0Th 3MOTY
IPUNYCTUTH, IO BiH MaliKe BUK/IIOYHO Ta IIOBHICTIO BUBOOUTHCA 3 pekaniamu (96,9 %
BBeneHol mo3u). CeuyoBe BUBeOeHHs MidyeHOro pudakcuminy He nepesuinye 0,4 %
BBEJIeHOl OO3MU.

JIiHiUHIiCMb/HEeAIHIUHICMDb

BBaxkaeTncCs, 1110 MIBUOKICTE Ta CTYIIiHb CUCTEMHOI] Iil pudakCUMiHy y TIOOUHA
XapakKTepU3yeThCs HEJIIHIVMHOI 00303a/Ie2KHOI0 KIHETUKOIO, 1110 Y3TOAXKYETHCA 3
MOZKJIUBICTIO 0OMeKeHHsT abcopO11ii IMMBUOKICTIO PO3YNHEHHS pupaKCUMIiHY.

ITediampuyHa 2pyna nauieHmis




dapMakKOKiHETUYHI ITapaMeTpu pudaKCUMIiHYy y IMMalliEHTIB IefiaTPUYHOI TPyu Oyob-
SIKOT'O BiKy He BUBYAJIUCh.

IToxa3zaHHSA

o IIInyHKOBO-KMIIKOBI iH(EKIIil, CIpUYNHEH] OaKTepiaMu, 4YyTIUBAMHU OO
pudakCUMiHy, TakKi SK TOCTPi IIIyHKOBO-KMIIKOBI iH(EKIIil Ta giapes
MaHPiBHUKIB;

e CUHOPOM HAAMipHOI'O POCTY OaKTepiil Y TOHKIiM KUIIIIIi;

e IIeYiHKOBaA eHIedasnonaris;

e IMBEPTUKYIIIPHA XBOPOOa KUIIEYHUKY (HUBEPTHKYIIT) ¥ CTafil 3aroCTPEeHHs Ta
XPOHiIYHe 3anajIeHHS KUIIeYHUKY;

e IpodistakTUKa iHPEKIINHUX yCKIagHEeHb IPU KOJIOPEKTAJIbHUX XiPyPridyHUX
BTPY4YaHHSIX.

IIporunoka3aHHs

e l'imepuyTnuBicTh o pudakcuMiny, iIHIINUX TOXimHUX pudaminuHy abo mo OyIob-
SIKUX OOIIOMiKHMX PEYOBUH MpernaparTy; peakilil rinep4YyTIUBOCTI BKITIOYAlOTh
eKcGoIiaTUBHUN TepPMaTUT, aHTIOHEBPOTUYHUM HAOPSK Ta aHadimaKCciio;

e HENPOXIOHICTh KUIIEYHUKY;

e TSKKIi BUPA3KOBIi ypaXKeHHs KUIIEYHUKY.

B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIiN

ITocBim 0MHOYACHOTO 3aCTOCYBaHHS pU(paKCUMIHY 3 iHIIUMU aHTHUOAKTEepiaTbHUMU
3acobamu rpynu pudamilluHy O JTiKyBaHHS CUCTEMHUX OaKTepianbHUX iHDeEKITiM
BiICyTHIiH.

IaHi gocmigzKeHs in vitro cBig4aTh, 110 pudaKcuMiH He iHTiOye OCHOBHI (pepMeHTH
cuctemu mutoxpomy P450 (1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 ta 3A4), aki
BimmoBimaroTh 3a MeTabo0I1i3M JTiKapCchKuUX 3ac0o0iB. ¥ mocnimzKeHHSAX iHAYKIIil in vitro
pudakcumin He cupuunHgB iHayKirito CYP1A2 ta CYP2B6, ane BucTtyImaB cj1abKum
iHmykTOopoM i3odpepmenTy CYP3A4 nutoxpomy P450.

Y KniHiYHUX OOCTiAXKEHHSIX JIIKapChKUX B3a€EMOMIM 3@ y4acTIO 3[TOPOBUX JOOPOBOJIBIIIB
OyJi0 mOKa3aHo, 110 pUdaKCHUMIiH CyTTEBO He BIIIMBA€E Ha (hapMaKOKiHETHUKY CyOCTpaTiB
depmenTy CYP3A4. OpHak y Malli€eHTIiB 3 YpaKeHHIM IIe4YiHKY He MOKHa BUKIIIOYaTH
WMOBIPHICTB TOTO, III0 pu(paKCUMiH MOXKe 3MEeHITyBaTl e(PEeKTUBHICTh OODHOYACHO
3acTocoByBaHUX cyocTpaTiB pepmenTy CYP3A4 (Hanpukiian BapbapuHy,
MIPOTHUEHINIENITUYHUX i IPOTHAPUTMIUHNX 3ac00iB Ta ImepopasbHUX KOHTPAIIEIITUBIB),
III0 3yMOBJIEHO 30iJIbIIIEHHSIM CUCTEMHOI Ail prudaKCUMiHY y TaKUX TAlliEHTIB



TMOPiBHSHO 3i 3TOPOBUMU AOOPOBOIBIISIMHU.

[Tpu npusHadeHHi pudaKCUMIiHY IalliEHTaM, 10 IPUMalOTh BapdapuH,
MTOBiTOMJISIJIOCH SIK ITPO 3MEHIIEeHHS, TaK i Ipo 30ibIlIeHH MOKa3HNWKa MiKHapOaHOT O
HOpPMaJIi30BaHOT'O CIIiBBiHHOIIEHHS. fKIIIO TaKe CyMicHe MpuU3Ha4YeHHs HeoOXimHe, CIIif
IIPOBOOUTHU pPeTeJIbHUM MOHITOPUHI MiXKHAPOJHOIO HOPMaJsli30BaHOTO CIIiBBITHOILIEHHA
IIpu JmopaBaHHi abo BimMiHi pudakcuminy. Moxe O0yTu HEOOXigHUM KOPUTYBaHHS HO3U
IIepopajbHUX aHTUKOAaryJISHTIB.

PesynbTaTé gochigzKeHHs in vitro gaioTh 3MOTY IIPUITYCTUTH, 10 pu(paKCUMIH €
cybcTpaToM 3 MOMIPHOIO CIIOPigHEHICTIO 3 raikonpoTeinoM-P (P-gp) Ta 110 BiH
MeTabomni3yeThcs 3a ydacTio pepmenTy CYP3A4. HeBigoMo, 4yu MoxKe 30ilbIlIyBaTH
CUCTEMHY [ii0 pudakCcuMiHy ogHOYacHe 3aCTOCYBaHHS 3 IIpemapaTaMy, 110 iHri0yoTh
CYP3A4.

Y 3p0poBuxX MOOPOBOIIBIIB OJHOYACHE 3aCTOCYBAaHHS Pa3oBol mo3u 600 Mr
IIMKJIOCTIOPUHY, IKUM € CUIbHUM iHTi6iTOpoM riikomnpoTteiny-P, Ta pa3oBoi go3u 550
MT pudakKCUMIiHy TpU3BOaANI0 A0 83-pa3oBoro Ta 124-pa3oBoro 30iJIbIIIEHHS CEpPEmHixX
3HaueHb Cmax Ta AUC» pays pudakcuminy. KiniHidHe 3HaueHHSI TaKOT0O 3POCTaHHSA
CHCTEMHOI [Iil HeBimoMe.

Y pocnigKeHHSX in Vitro BUBYaBCs IOTEHIliall IiKapChbKUX B3a€EMOMIH, 1110
BimOyBarOThHCS Ha PiBHI TPAHCIIOPTHUX CUCTEM; Pe3yJIbTaTH IIUX MOCITiAXKeHb Nal0Th
3MOT'y IPUITYyCTUTH, IO KIiHIYHI B3aEMOZil MiK prudaKCHUMiHOM Ta iHITUMU
CIIOJTYKaMH, SKi BUBOOSATHLCS 3a y4dacTio P-gp Ta iHImmuX TpaHcrnopTHUX OinkiB (MRP2,
MRP4, BCRP i BSEP), ManouMOBipHi.

Y pasi omHO4YaCcHOTr0 3acTOCyBaHHS pHdaKCHUMIiH CIif IpUUMaTH IIIOHaMEHIIIe Yepe3 2
TOOUWHMU IIiCJIA IPUNOMY aKTUBOBAHOI'O BYT1JIJIS.

Oco006/1MBOCTi 3aCTOCYBaHHS

Kniniuni maHi BKa3yioTh Ha Te, 110 pudakCcUMiH HeeeKTUBHUY IIPU TiKyBaHHI
KHUIIIKOBUX iH(EKIiH, CIPUYNHEHNUX iIHBa3UBHUMH KHUIIIKOBUMMU IIaTOT€HaMU, TAKUMU
K Campylobacter jejuni, Salmonella spp. Ta Shigella spp., sKi 3a3Bu4an
CIIPUYUHSAIOTH filapero, 0 CYIIPOBOAXKYEThCS JINXOMaHKOI0, KPOB STHUCTUMU Ta AYyXKe
YaCTUMM BUMOPOXKHEHHAMHU. JKIITO CUMIITOMHU [iapei IMoripiIyoThcs abo He
MMOKpPAIyIThCSA MIPOTATroM 48 roguH, 3aCTOCYBaHHS IIpelapaTty CJif BiOMIHUTH i
NMPU3HAYUTH aJlbTepHATUBHY aHTUMIKPOOHY Teparriio.

Maiixke Oyst Bcix aHTUOIOTHUKIB, BKII0Ua0Yu pudaKCUMiH, ITOBigOMIISIIOCS ITPO
BUMagkm giapel, cipuunHeHol Clostridium difficile (CDAD). IToTeHIiiHUYN 3B 130K
nmikyBaHHS pudakcuminom 3 CDAD Ta nceBgoMeMOpPaHO3HUM KOJIITOM He MOXKHa



BHUKIIIOYATH.

Pudakcumin cnig nmpusHadyaTtu 3 00epexKHICTI0O OMHOYACHO 3 iHTi6iTOpaMu
TJIIKOIIPOTEIHY-P, TaKUMM K IIUKJIOCIIOPHH.

Hes3Baxkaouyu Ha He3Ha4YHY abcopOiiito, prudaKkcuMiH MomibHO [0 iHIIUX MOXiTHUX
pudamMiiiHy MoxKe 3a0apBIIOBaTU Cedy Y YepBOHYBAaTUU KOJIip, IIPO IO CIIifg
OIEPEeNUTH Ialll€HTIB.

[Tpu npusHadeHHi pudaKCUMiHY IallieHTaM, III0 IPUMalTh BapdapuH,
MTOBiTOMJISIJIOCH SIK ITPO 3MEHIIEeHHS, TaK i Ipo 30i/bIlIeHH MOKa3HUKa MiKHapOIHOT O
HOPMAaJIi30BaHOI'O CIIiBBiAHOMIEHHS (110 CyIIPOBOOXKYBAJIOCh IBUIIaMU KPOBOTEYi y
OesIKUX BUIaKax). FKII0 TakKe CyMiCHe IIpU3HadyeHHs HeoOXigHe, ClIif TPOBOOUTHU
peTenbHUN MOHITOPUHT MiKHAPOOHOTO HOPMAaJlli30BaHOT'O CHiBBIOHOIIIEHHS MIPU
nomaBaHHI abo BigMmiHi pudakcuminy. g nigTpuMaHHsa 6axkaHOTO PiBHSA
aHTUKOATYJIAIIl MoxKe OyTH HeOOXiTHMM KOPUTYBaHHS [J03U IIepPOpaIbHUX
QHTUKOATYJISHTIB.

3maTHiCTHh BIUTMBAaTH HA NIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

Ao mig yac jTiKyBaHHS ITpellapaToM CIIOCTEPIraeThCcs 3allaMoOpoYeHHsT abo
COHJIMBICTbD, CJIi yTPUMAaTHUCS Bil KEPYBaHHS TPaHCIIOPTHUMM 3acobaMu Ta poboTH 3
IHIIMMU MeXaHi3MaMu.

3acTocyBaHHs1 y niepion BariTHoOCTi ad00 rogyBaHHs IPyaaio

IMaHi mrogo 3acTocyBaHHS pU(aKCUMiHY BariTHUMHU KiHKaMU BiCyTHi. ¥
OOCITimKeHHsIX He OyJio BUSIBIIeHO Oe3mocepenHboro abo onmocepenKoBaHOTO
IIKiIJIMBOTO BILUIMBY pUdaKkCcuMiHy Ha (GepTUIbHICTh TBAapUH.

Ak 3anmobixkHUM 3axif 3aCTOCyBaHHS pudaKCUMIHY y ITepiof BariTHOCTI He
PEKOMEHYETLCA.

HeBimoMo, uu IpOHUKAIOTh pUdaKCUMiH Ta HOro MeTaboIiTH Yy TPyoIHE MOJIOKO
JIIOOWHY, TOMY HE MOXKHA BUKJIIOUATU PU3UKY IJIs1 HEMOBJIAT, 110 3HAXOOATHCS Ha
rpygHOMY BUTOLOBYBaHHi. OTXKe, y Iiepiof rogyBaHHS I'PYOOIO CIIiA IPUUHATUA
pillleHHS PO NPUIIMHEHHS a00 rPyaHOro rogyBaHHsA ab0 3aCTOCYBaHHS Iperapary,
BPaxOBYIOYM IIPU IILOMY KOPUCTH I'PYOHOTO BUTOJOBYBaHHA [JI11 OUTUHU Ta
HeOoOXimHiCTh NMiKyBaHHS OJIs MaTepi.

Cmocid 3acTocyBaHHsI Ta T03H



Iopocni i giTu BikoM Big 12 pokiB: Big 1 TabrneTku 3 pa3u Ha mobOy mo 2 TabneTok 2 — 3
pa3u Ha moby (Bimmosimae moOosiit mo3i 600 — 1200 Mr pudakcuminy).

TpuBamnicTh JIiKyBaHHSI He IIOBUHHA II€PEBUILyBaTH / OHIB i 3aJIe2KUTh Bifl KJIiHIYHOI
BiAmoBifi Ha nikyBaHHSA. [IOBTOpHUU KypC JIiIKyBaHHS MOXKHa IPOBOOJUTHU 3 IEPEPBOIO
TpuBanictio 20 — 40 gHiB.

3acTOCOByBaHi m0o3u i YacToTa IPUHMOMY MOXKYTH OYTH 3MiHEHi 3a peKOMeHalli€lo
JIiKaps.

Cnocib 3acTOCyBaHHSA

[MTpuiiMmaTu mepopaabHO, 3aINBal0YN CKJISTHKOIO Boau. IIpernapaTr MoKHaA NPUMMaTH
He3aJIe’kKHO Biff mpuiioMy ixi.

OkpemMi epynu nauieHmis

[TalfieHTH JITHBOTO BiKY

Ockinbky BigMiHHOCTEeM y Oe3relli Ta eeKTUBHOCTI pudaKCUMiHy IPU 3aCTOCYBaHHI
MOJIOOVMH IallieHTaMM Ta IallilEHTaMU JIITHBOT'O BiKy HeEMae€, IIpY Ipu3HadyeHHi
Imperapary IalliEHTaM JIiTHbOT'O BiKy KOPUTYBATH 03y He MOTPiOHO.

IlamieHTH 3 ypaKeHHSIM NeYiHKH

HasBHi k1iHiuHi gaHi BKa3yoTh Ha 30i/IblI€eHHS CUCTEMHOI Ail pudaKkCUMiny y
MaIli€HTIB 3 ypaXXeHHSIM ITeYiHKY ITOPIiBHSIHO 3i 3MOPOBUMU TOOPOBOJIBISIMU.
He3Baxkarouu Ha 1ie, 30iIbIlI€eHHSI CUCTEMHOI Ail pudaKCUMiHYy y Halli€eHTiB 3
ypaXKeHHSM IIeYiHKHU CJIi PO3TisifgaTd 3 ypaxyBaHHSIM MiClIeBOl Ail pudakKCUMIHY Y
[IITYHKOBO-KUIIIKOBOMY TPaKTi Ta MOT0 HU3bKO1 CUCTEMHOI Oi0IOCTYIIHOCTI, a TaKOXK
HasiBHUX JaHUX 3 0e3IeKU IIPU 3aCTOCyBaHHI pudaKCUMiHy NallieHTaMU 3 IIUPO30M
neudinku. OTXkKe, 3aBOSKM MiClLIE€Bil [il KOPUTYBaHHS 003U pu(PaKCUMiHY TaKUM
rnaieHETaM He PEKOMEHIYEThCS.

[TalieHTH 3 ypakKeHHSIM HUPOK

KriniuHi maHi 3acTocyBaHHSA pU(PaKCUMIiHy NallieHTaMU 3 ypaKeHHSIM HUPOK BiCYTHI.
Xod4a [1sl TaKUX MaIliEHTIB 3MiHU 03U He NepegdadaeThCs, MalliEHTaM 3 YpaXKeHHIM
HUPOK TIpernapar Ciif npu3HadaTu 3 00epekHiCTIO.

itk

Ockinbku e(PeKTUBHICTh, JO3yBaHHS Ta Oe3IeKa 3acTOCyBaHHS pudaKCUMiHYy IpU
JIIKyBaHHI giTe¥ BikoM Ao 12 pokiB He Oy/Iu BCTAaHOBIEHi, peKoOMeHallil 111010
OO3yBaHHJ IIpernapaTy AJId TaKuX [allieHTiB 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.

IToOiuHi peakmii

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 MOCTMapKETUHIOBUX JOCIIiAXKEHb 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).

IHgekuii ma iHeasil

HenomupeHi: KaHAUOO03, TeprecHa iHpeKIis, Ha30(papuHTiT, papuHTiT, iHPeKIril
BEPXHIX OUXalIbHUX IIJISIXIiB.

YacToTa HeBigoMa: KJIOCTpUAiaIbHA iHPEKITiA.

Po3sadu 3 60Ky kpos’siHoi ma aimgpamuyuHoi cucmem



HenomupeHi: miMpo1nTo3, MOHOIIMTO3, HEUTPOIEHis.

YacToTa HeBimoMa: TPOMOOIUTOIIEH S .

Po3saadu 3 60Ky iMyHHOI cucmemu

YacToTa HeBimoMa: aHadiTaKTUYHI peakiiil, peakilil rimepyYyTaInBOCTi.

Po3siadu memaboaizmy ma xapuyy8aHHs:

HemnomvpeHi: 3HUKEHHS alleTUTYy, OerigpaTallis.

ITcuxiuHi po3aadu

HemnomupeHi: aHoManbHUM COH, JelMPecUBHUM HaACTPill, 0€3COHHS, 3HEPBOBAHICTh.
Po3saadu 3 60Ky Hepsosoi cucmemu

IMTomupeHi: 3arraMOpPOYeHHSsI, TOJIOBHUM Oiflb.

HemnommupeHi: rinecresisa, MirpeHsb, mapecTesis, ToOIoBHUM Oifb y OiSHI IPUAaTKOBUX
na3yxX HOCa, COHIUBICTD.

YacToTa HeBifoMa: IlepegHEeIIPUTOMHUU CTaH.

Po3ssnadu 3 60Ky opeaHa 30py

HemnoivpeHi: guIiomis.

Po3sadu 3 60Ky opa2aHa cayxy ma 8HymMpiwHb020 8yxda
Hemnommupeni: 6inb y ByXax, BEPTUTO.

Cepuesi po3saadu

HemnomupeHi: mpuckopeHe cepLebuTTs.

CyOuHHI po3saadu

HemomupeHi: HigBUILlEHHS apTepiaJbHOTO TUCKY, IIPUIIJIUBU.
ITuxaavHi, mopakaavHi ma mediacmuHaavHi po3aadu

HemomupeHi: Kaleny, CyxXiCTh y TOPJIi, 3aQUIlIKa, 3aKJIageHIiCTh HOCa,
opodapuHreanbuuil 6iy1b, pUHOpPES.

Il ayHKOBO-KUWKOBI po31adu



[MomupeHi: abgominanbHUM Oinb, 3aII0P, PANTOBI MO3uBU O0 medekarllii, miapes,
MEeTeOpPU3M, BiMUyTTs POITATHEHHS Y YePEeBHIiM ITOPOXKHUHI, HyqoTa, OJII0BaHHS,
PeKTaJIbHI TEHE3MHU.

HemnommupeHi: 6inb y BepXHill YaCTUHI YepeBHOI ITOPOXKHUHU, aCIIUT, CyXiCTh I'y0,
OUCIIETICist, po3JIafy IMITyHKOBO-KUIITKOBOI CKOPOTHOCTI, TBEPIi BUIOPOKHEHHS,
BHUIIOPOXXHEHHS 3 KPOB'10 a00 CITM30M, PO3/1afii CMaKOBUX BiguyTTiB.

I'enamobiaiapHi po3aadu

HemnomupeHi: nigBuIlleHHs PiBHS acmapTaTaMiHOTpaHCdepasu.

YacToTa HeBifoMa: BiIXueHHS y JlabopaTOPHUX IapaMeTpax MediHKoBOl QYyHKIIii.
Po3sadu 3 60Ky wKipu ma niOwWkKipHOi mMKaHUHu

HemomupeHi: BUCUIaHHS, KPOIIUB' SHKA Ta eK3aHTeMa, COHSA4YHi OIlikKU (MaeThCA Ha
yBa3i He CBITJIOYYTIUBICTH, @ CaMe COHSAYHI OITIiKH).

YacToTa HeBijoMa: aHTIOHEBPOTUYHUYM HAOPSAK, eKChoTiaTUBHUN OepMaTuT,
oepMaTuT, eK3eMa, epureMa, IPypuUT, IIyprypa, Kponus' sHKA.

Po3siadu 3 60Ky M’513080-CKe/s1emHOi cucmemu ma CnoAy4YHOI MKAHUHU
HemnommupeHi: 6inb y ciuHi, M’130BUM clla3M, M’si30Ba Ccl1abKiCcTb, Mianris, Oifb y mIui.
Po3saadu 3 60Ky HUPOK Mma ceyosusiOHUX W asXie

HemnommpeHi: KpoB y cedi, IIIiKO3ypisi, MonIakKiypis, moaiypis, IpoTelnypis.

Po3nadu 3 60Ky penpo0yKmueHoi cucmemu ma MO/A04YHUX 3d/103

HemnomupeHi: noimiMeHopes.

3aezanvHi po3nadu ma peakuii y micui 88e0eHHA

[TomvpeHi: MigBUINEHHS TeMIIePaTypHu.

HemomupeHi: acTeHiuHi cTaHu, 3acTyna, XOJIOOHUM ITiT, TiIeprigpo3, rPUIIONOgiOHUM
CUHOPOM, nepudepudHu HaOpPK, 6inb i BiguyTTss guckoMdopTy.

THwi

YacToTa HeBigoMa: BiOXUJIEHHS 3Ha4Y€Hb Mi2KHAaPOOHOI0 HOPMaJIi30BaHOT' 0O
CIIIBBIDHOIIIEHHS.

TepMmin npuagaTHOCTI



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.

YnakoBka

ITo 12 TabneTok y 6micTepi; mo 1 6micTepy y KapTOHHIN KOPOOIIi.
KaTeropis Bignycky

3a peLenTom.

BupooHHK

Anbdacirma C.m.A./Alfasigma S.p.A.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHs
IJistIbHOCTI

Bia Eupiko ®epwmi 1, 65020 Ananro (ITeckapa), Itamisa/Via Enrico Fermi 1, 65020
Alanno (Pescara), Italy.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 OdiIlifHOro gxkepena — J[epKaBHOIO PEECTPY

JIiKapchKuX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

