IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

ITEHTACA

(PENTASA®)

Cknao:
ditoya pevosuHa: Mecalla3uH;
1 TabneTka MicTuTh Mecana3uny 500 Mr;

donomidcHi peuoguHu: TIOBIIOH, €TUJILENII0I03a, MarHito cTeapaT, TajlbK, [Ee/I0I03a
MIKpPOKpHUCTaJliyHa.

JlikapcbKa (popma. TabneTKu IPOIOHTOBAHOI [ii.

OcHosHi ¢isuko-xiMiyHi 81acmusocmi: Kpyrii TabeTKu 3 BKparyIeHHSIMH Bif 6imo-ciporo mo 6imo-
KOPHUYHEBOT0 KOIbopy. 3 $hackoio, PUCKOI0 Ta TUCHEHHSIM «500» i «mg» 1m0 00KABi CTOPOHU PUCKU 3
ogHoTro 60Ky Tabnetku, i «<PENTASA» 3 inmoro 60oky Tabnetku. Jiametp: 13,5 Mm.

dapmakoTepaneBTHYHA rpymna. [Iporu3amnanbHi 3acobu, 10 3aCTOCOBYIOTHCS MIPU 3aXBOPIOBAHHSX
KuieyHuKy. Kucnora aminocaninuioBa Ta nomiOHi 3aco0u.

Koxm ATX AO7E CO02.

dapmakono2iuHi eaacmueocmi.
®apmakoduHamika.

Mecana3uH € aKkTUBHUM KOMIIOHEHTOM CyJb(dacana3uty, SKUid 3aCTOCOBYIOTh AJIS JTIKyBaHHS
BHPa3KOBOTO0 KOJMITY i xBopobu KpoHa.

KriniyHi focnifgXkeHHs CBigYaTh, 110 TEpaleBTUYHI BJIaCTUBOCTI Mecajla3uHy [P [IEpOpabHOMY Ta
PEKTaJIbHOMY 3aCTOCYBaHHI 3yMOBJI€HI 10T0 MiCIIEBOIO Ai€I0 Ha 3amajieHi OiISHKY KUIIEeYHUKY, aHixK
cucteMHUM edpekToM. HasgBHa iHpopMalis BKa3ye Ha Te, 10 TAXKKICTh 3allaj/ieHHS KUIIeYHUKY Y
TaLiEHTIB i3 BUPa3KOBUM KOJIiTOM 060POTHO KOPEJIOE 3 KOHILIEHTPAlli€l0 Mecala3uHy Y CIIU30Bil
000JI0HII.

Y nanieHTiB i3 3ananbHUMU 3aXBOPIOBAHHIMYU KUIIEYHUKY CIIOCTEPIraloThCs MifiBUIIEHA Mirparlis
JIEUKOIUTIB, aHOMaJlbHe NIPONYKyBaHHS LUTOKIHIB, 30ibIIeHHS TPOAYKYBaHHS MeTa0OoJIiTiB



apaximoHOBOI KUCIOTH (0COOTHUBO NTENKOTPieHiB B4), mimBuIlleHHST KOHIIEHTPAllil BiTbHUX PaguKaliB y
3amnajeHuX TKaHMHaX KUIIEYHUKY.

MexaHi3M [ii Mecana3uHy MTOBHICTIO He BU3HAYEHUM, X0Ua MOXKYTb OyTH 3aTy4eHi Taki MexaHi3Mu,
SIK CTUMYJISIiS Y-GOpPMU PELENTOPIB, 110 aKTUBYIOTHCS IIEPOKCUCOMHUMHU TpotidhepaTopamu (PPAR-
V), Ta IpUTHiYeHHS sigepHoro ¢akropa kKamnma-B (NF-kB) y cu30Bili 00010HIT KUIIEYHUKY .

dapMakosoriynuii eeKT Mecala3uHy y JOCTiAKeHHSX in Vitro Ta in vivo onsAra€e y IpUrHideHHi
XeMOTaKCHUCY JIEMKOIIUTIB, 3MEeHIIIeHH]I MPOAYKYBaHHS IUTOKIHIB i TEMKOTPi€EHIB i HeUTpaisairil
BiTbHUX pafuKariB. Xo4a Ile 0CTaTOYHO He BCTAHOBJIEHO, Y OyOb-IKOMY pa3i mepepaxoBaHi BUIIE
IIPOIIECH BifirpaloTh OCHOBHY POJIb ¥ KIIiHIYHIN e(eKTUBHOCTI Mecala3uHy.

Pu3uk po3BUTKY KOIOPEKTAIbHOI'0 PaKy [ello MigBUIIeHN! IIPU BUPA3KOBOMY KOJIiTi. [IopiBHANBHUN
aHasi3 9 HeeKClepUMeHTaJIbHUX AOCIIIXKeHb (3 IPYNOBUX AOCTIAXKEHHS 1 6 HOCITiAXKEeHb METOIOM
BUIIaIOK-KOHTPOJIb) 334 BUMlAKiB KOJIOPEKTaNbHOro paky i 140 BumaakiB aucnnasii y 1932 narfieHTiB
3 BUPa3KOBUM KOJIITOM IIPOAEMOHCTPYBaB, 1110 y MallieHTiB, SKi IPOXOASATH JIiIKyBaHHS MeCala3uHOM,
PU3KK BUHUKHEHHS KOJIOPEKTAIbHOT'0 paKy 3HU3UBCS Ha 50 %, a TaKOXK ITOKa3aB KOMOiHOBaHUMI
K/TIHIYHUM pe3ybTaT [AJIs KOJIOPEeKTalbHOI0 PaKy i gucmiasil. 3MeHIIeHHSI PU3UKY BUHUKHEHHS
KOJIOPEKTaIbHOTO pPaKy 3a/leKUTh Bifl JO3yBaHHS, IIPO IO CBIAYUTh IOPIiBHABHUY aHAai3
OOCIIXKeHb IIOAEeHHUX 3alKUCiB [03yBaHb, 3TiIHO 3 SKUMU MecCajla3uH YNHUTH XeMOIIPEBEHTUBHY [il0
y mo3i = 1,2 r/mo06y. Kpim Toro, xemonpodinakTrKa 0B s13aHa 3 IMTOXKUTTEBOIO J03010 Mecajla3uHy.
Byno BusgBIeHo, 110 DigTpUMyBa/bHe JIIKyBaHHS MeCala3uHOM 3MEHIIY€E PU3UK BUHUKHEHHS
KOJIOPEKTAIbHOTO PaKy.

Iis Mecana3uHy, BUSBIEHA 3a JOIIOMOTO0I0 eKCIIepUMeHTaIbHUX Mofiesiel i 6iormcii mamieHTiB,
HiATBEPOKYE POJIb IpelapaTy v 3amnobiraHii KoJIopeKTaIbHOMY PaKy, CIPUYMHEHOMY BUPA3KOBUM
KOJIITOM, & TaKOXK y 3HUKEHHI KiJIbKOCTI [10B'43aHUX 1 He II0B’I3aHUX 13 3alajlbHUM IIPOLIeCOM
CUTHAJIbHUX IIJISXiB, 3aiIHUAX Y PO3BUTKY KOJIOPEKTaIbHOTO PaKy, CIPUYMHEHOr0 KomiToM. OfHak
IaHi MeTaaHami3y, SKUM BKII04YaB peepeHTHY Ta 3araibHYy MOMYJIAIll, Haflalu HeOqHO3HAYHY
K/IiHiYHYy iHdopMalliio Iog0 KOPUCTi Mecaa3uHy A7 3MeHIIIeHHSI PU3UKY KaHIIePOreHesy,
II0B’513aHOT0 i3 BUPa3KOBUM KOJIITOM.

dapmakokiHemuxka.

TepaneBTHYHa Oisl Mecana3uHy B OCHOBHOMY BU3HAYAETHCS HOT0 MiCIIEBUM KOHTAKTOM 3 AiJITHKOIO
3alajieHHs CJIM30B0i 000JIOHKY KUIIEYHUKY.

[TenTaca, TabmeTKU IIPOJIOHTOBAHOI Aii, ABNIsIE CO00I0 MiKpOTpaHy/IX Mecana3uHy, BKPUTI
eTUIENI0NI03010. [Ticisa npuiioMy Ta pO3UYMHEHHS Mecajla3uH MTOCTYIIOBO BUBITbHSAETHCS 3 KOXKHOI
MiKpOTrpaHy/I# IIifl Yac IPOXOAKEeHHS TabIeTKN Yepes IUTYHKOBO-KUIIIKOBUYM TPAKT Bif
IBaHaLSTHIIANOl [0 MPSIMOI KUIIKY NTpU OyOb-IKUX 3HaUYeHHSX PH KUIIKOBOTO cepenoBuiia. Yepe3
TONUHY IiC/S IepopasibHOr0 3aCTOCYBaHHS IIpelapaTy MiKpOTpaHy/Iu BUSABISAIOTECS Y
IBaHaALATHIIATIN KALII He3aleXHO Bif BKUBaHHA 1ki. CepefHil yac acaxy 4epe3 KUIIEYHUK Y
3[MOPOBUX MOOPOBOJIBIIB CTAHOBUTEL 3-4 TOOUHHU.

Abcopbuis. Big 30 go 50 % mepopalibHO 3aCTOCOBYBAHOTO IIPENapaTy y 3M0POBUX
NOOPOBOJIbIIIB BCMOKTYEThCSI Y TOHKOMY KUIIIEUHUKY. Bxke uepe3 15 XBUNIMH MiCIS IpUioMy
MecaJla3uH BU3HAYa€eThCA Yy IJ1a3Mi KPOBi, a MaKCUMaJlbHa KOHIIEHTPallii Mecajla3uHy y
IIJIa3Mi KpOBi focsaraeThcs yepes3 1-6 roguH micig 3acTocyBaHHSA npenapaty. KoHneHTpanisa
MecaJla3uHy Y IjIa3Mi KPOBi IOCTYIIOBO 3HUXKYETHCA 1 BXKe dyepe3 12 roguH micns
3aCTOCYBaHHS He BU3HaA4Ya€ThCS. KpuBa KOHI[eHTpallil alleTuIMecaaa3uHy y Imaa3Mi Mae
TaKU{ CaMHU XapaKTep, ajie 3arajioM [Jisi HbOTO XapaKTepHi OinbIl BUCOKI KOHIIEHTpalil i



OifIbII ITOBiNIbPHA eJTiMiHaIllif.

Pexumu no3yBaHHST Mecasna3uHy 1 pa3 Ha moby (1 X 4 r/goOy) Ta 2 pa3u Ha moby (2 X 2 r/moby)
IIPU3BOIATD OO MOPIBHAHHOI cuCcTeMHOI ekcno3ullil (AUC) BpomoBxk 24 roguH Ta BKa3ylTh Ha
Oe3nepepBHE BUBIIbHEHHS Mecala3uHy 3 JTiKapChbKol (OpMHU BIIPOMOBXK Iepiony NikyBaHHS. [Ipu
IIepopaJbHOMY 3aCTOCYBaHHI PIBHOBaXKHUU CTaH JOCATAETHCSA 4epe3 D AHIB.

Mecana3u- OpHOpa30Ba mo03a PiBHOBaXXKHUM CTaH
C imax AUC, 54 C imax AUC, 54
(Er/MIT) (rom-HI/M) (ar/™MN) (rom-HT/M)
2 r 2 pa3u Ha 00y 5103,51 36,456 6803,70 57,519
4 1T 1 pa3 Ha fo0y 8561,36 35,657 9742,51 50,742

MornekynsipHa Maca Mecana3uny - 153,13 r/mons; anetunMecana3uny - 195,17 r/mone.

[IpoxomXeHHd i BUBITbHEHHS Mecajla3MHYy ITiCJIs MepopaIbHOro 3aCTOCYBaHHS He 3ajiexKaTh Bif
IPUHOMY iXi, TOMI SIK CUCTeMHa eKCIIO3UIlis MoxKe 30i/bIIyBaTUCS.

Po3nodia. 3B’si3yBaHHS Mecajla3uHy 3 6iTKaMu IJ1a3MU CTaHOBUTH Npubnu3Ho 50 %, a
alieTunIMecana3uny - npubnusno 80 %. Mecana3uH Ta alleTUIMecala3uH He ITPOXOIaTh
Kpi3b remaToeHnedaniyunit 6ap’ep.

biompaHcpopmau,is. Mecana3uH MepeTBOPIOETLCS Ha N-alleTHIMecanas3uH (aleTuaIMecaaa3ut) K
IIPECUCTEMHO Y CITM30Bil 000JIOHIT KUIIEYHUKY, TaK i CUCTEMHO Y TeYiHIli B OCHOBHOMY 3a
nornoMmoro N-anetuntpancdepasu-1 (NAT-1). HesHauHe aneTunioBaHHA 3MiMCHIOETHCS 3@ y4acTi
OakTepill TOBCTOr0 KUIIEUHUKY. ALIETUITIOBAHHS Mecalla3uHy, iMOBIpHO, He TOB’si3aHe 3 (eHOTUIIOM
alleTUITIOBAHHS MallieHTa. MeTaboiuHe CIiBBiTHOIIEHHS V IIJIa3Mi alleTUIIMeCaIa3uHy 10
MecaJla3vHy CTaHOBUTH 3,5 Ta 1,3 BiANOBiAHO mic/is mepopasibHOro npuoMy y go3si 500 mr 3 pa3u Ha
moOy i 2 r 3 pa3u Ha mo0y, 1m0 BimoOpaxkae m0303a/ie’kHe alleTHIIOBAaHHS, STKe, ¥ CBOIO Yepry, Moxke
OyTu 3yMOBJIEHO HaCUYEHHSIM IIpernapaToM. TakoXk BBaXKa€ThCS, 10 alleTUIMecala3uH € KIIiHIYHO Ta
TOKCUKOJIOTIYHO HEAKTUBHUM.

BugeodeHH. Yac HamiBBUBEIEHHS Mecalla3uHy CTAHOBUTH MPuOIu3H0 40 XBUIMH, AlleTHII-
Mecanas3uHy - npubau3Ho 70 XBUTKH. Y 3B’S3KY 3 IIOCTYIIOBUM BUBITbHEHHSIM MeCala3uHy i3
Ipernapary Iif 4ac nacaxy 4yepes LIJIYHKOBO-KUIIKOBUYM TPAKT MEPio HalliBBUBENEHHS IIiCIIA
IIepopajbHOTO 3aCTOCYBaHHS He Moxe OyTu BU3HauyeHU. OgHaK CTaH CTifKOl piBHOBaru
[OCATAETHCS MiCHSA IPUKMOMY BHYTPIIIHBO IPOTATOM 5 OHIB.

Mecana3uH Ta alleTUIMecalia3iH BUBOASATHCA i3 cedero i KajoM. Y cedi MIPUCYTHIN TOJIOBHUM YHHOM
areTuIMecaaal3uH.

Y natieHTiB 3 MopyIeHHIMU QYHKIIII MeYiHKy Ta HUPOK YHACIIOOK 3MeHIlIeHHs IBUIKOCTI
BUBeMleHHS Ta 30i/blIeHHSI CUCTEMHOI KOHI[EHTPAllil Mecana3uHy MOXKe IMiABUIINYBATUCS PU3UK
ypaXKeHHS HUPOK.

Ocobausi e2pynu nauieHmia

[TaTodizionoriuni 3miny, Taki gK giapes Ta 30iNbIIeHHS aKTUBHOCTI KUIIEYHUKY, 110



CIIOCTEPIralThCS MPU aKTUBHOMY 3allalbHOMY 3aXBOPIOBaHHI KUIIEYHUKY, MalOTh TiTbKA HE3HAYHUMN
BIIJIUB Ha TPOHUKHEHHST Mecala3uHy [0 CIN30B01 000JIOHKM KHUIIEYHUKY ITiCIIS TePOPaTbHOTO
3aCTOCYBaHHS. Y NAIl€HTIB i3 IPUCKOPEHUM KHIIKOBUM TPAH3UTOM CIIOCTEpIranaocs MifBUIIEHHS Ha
20-25 % exckpetii §o60Boi 103U 3 ceuero. [TogiOHUM YMHOM IiIBUIITyBaacs eKCKpellis 3 KaJIoM.

KrinigHi xapaKTepUCTHKH.
Iloka3zaunsa.

HecnerudiuyHuii BUpa3KOBUM KOJIIT Bifl IETKOTO 10 IOMIPHOTO CTYIIE€HS TSIKKOCTi, XBopoba KpoHa.

IIpomunoka3aHHs.

linepuyTnuBicTh IO Mecasa3uHy, 10 OyAb-IKOTO 3 KOMIIOHEHTIB TpenapaTy abo [0 casiluiaris.
TsxkKi mopymenHs: QyHKII nevyinky ta/abo HUPOK. Bupaska uyHka a0 ABaHAAISTAIIANO] KUITIKY.
I'emopariynuu giaTes.

B3aemodis 3 inwumu snikapcobkumu 3acodamu ma iHwi eudu e3aemodii.

OpHoyacHe NiKyBaHHS IpernapaTtoM [IeHTaca Ta a3aTionpuHOM, 6-MepKanTomypuHoM abo
TiOTyaHIHOM Yy OOCTiAKEeHHAX IPU3BOLUIIO 0 MiBUIIEHHS YaCTOTH Mi€IOCYIPECHBHUX e(EKTiB;
iMOBipHO, iCHY€ B3aeMOpist MiK 3a3HaYeHUMHU 3acobamMu. MexaHi3M IIi€i B3aeEMOIil 0CTaTOYHO He
3's1coBaHul. PEKOMEHIYETHCS PeryIsapHO KOHTPOJIIOBATH PiBEHb JIEUKOLUTIB Ta BiATIOBIAHUM YHHOM
KOPUT'YBaTHU JO3U TIOMYPUHIB.

3a HemigTBepaXKEeHUMU JaHUMH, Mecala3uH MOXKe I0C/1abIioBaTH aHTUKOATYJITHTHUM BILIMB
BapdapuHy.

Moz 1Be IOCUIEHHS TIiMOTiKeMiYHO] [il MOXigHUX CyNIb(GOHIICEUOBUHHU, TOKCUYHOI Oil
MeTOTpeKcaTy. AKTUBHICTh pypoceMify, CIipOHOJIAKTOHY, Cy/Ib(aHinaMifiB, pudaMmIinuny,
YPUKO3YPUYHUX IIpenaparTiB (mpobeHenuny Ta cynbdiHmipa3oHy) Moxe ciabmaT. MecanasuH,
MOXKJIMBO, 3@aTHUM NIOTEHIIil0BaTH HebaxkaHy [if0 ITIOKOKOPTUKOIIIB Ha CIM30BY 000JIOHKY LITYHKA,
MOXK€e 3MEHIITyBaTH BCMOKTYBaHHS JUTOKCUHY.

Oco06.1ue8ocmi 3acmocyeaHHsi.

BinburicTs naiieHTiB 3 HeIlePeHOCUMICTIO a0 TimepuyTIUBICTIO IO CyNbdacana3uHy MOXKYTh
3aCTOCOBYyBaTH Ipemnapar [IeHTaca 6e3 pu3nKy BUHUKHEHHS MOAiOHUX peakirili. [IpoTe crifg 3
00epexkKHiCTI0 3aCTOCOBYBaTH IIperaparT MallieHTaM 3 ajlepri€io Ha cynbdacanasuH (PU3UK ajepril 1o
cajiinunaris).

Y pasi rocTprux CUMIITOMIB HETIEPEHOCUMOCTI, TaKUX K CIIa3MHU Ta TOCTPUH Oifib y KUBOTI,
IIPOTIaCHHUIIS, CUIbHUY T'OJIOBHUY Oi/lb Ta BUCHII, JIIKYBaHHS CJIi[l HETallHO IPUIINHUTH.

[Ipemapart ciif 3 00epekKHICTIO 3aCTOCOBYBaTH IMalliEHTaM 3 MOPYLUIEHHAMHU (DYHKII TeYiHKY.



ITo moyaTky abo i 4yac JTiKyBaHHS, Ha PO3CY[ JliKaps, CIIifl KOHTPOJOBAaTH (QyHKIIOHAIbHI
NI0Ka3HUKY nedinky, Taki gk AJIT abo ACT.

ITpemapaT He peKOMEHAYETHCSA 3aCTOCOBYBATH ITallieHTaM 3 HUPKOBOIO HefocTaTHICTIO. Crif
PETYJNISIPHO KOHTPOJIIOBATH (BDYHKIIiI0 HUPOK (HalpuKIIaf piBeHb CHPOBATKOBOI0 KapbaMiny,
piBEHb CUPOBATKOBOTO KpeaTHHiHY, OCafi2KEHHS Cedi Ta KOHILIEHTPallil0 MeTreMorio0iny),
0Cc00IMBO Ha MOYaTKY JliKyBaHHsA. HeoOXifHO BU3HAUYUTH YPOJIOTiYHUY CTATyC MallieHTa
(TecT-CMyKKH) [0 Ta IIif 4Yac JTiKyBaHHS, Ha PO3CY[ JliKaps. Y HaIi€HTIB, y IKUX MPOTSATOM
JIIKyBaHHSI PO3BUBAETHCS MOPYIIEHHS (DYHKIIil HUPOK, CIIif 3aMig03pUTH
Mecaa3uHIHAYKOBaHy HEPPOTOKCUYHICTb.

OmgHoYacHe 3aCTOCYBAaHHS iHIMX IIperapaTiB 3 BimoMuM HEPPOTOKCUYHUM epeKToM
noTpe0ye 4acTiloro KOHTPOIIO (PYHKIIiI HUPOK.

[Tpu 3acTocyBaHHI Mecaa3uHy IOBiIOMIISIM IPO HedpoIiTia3, BKI0Yandu GopMyBaHHS KaMEeHiB,
mo Ha 100 % ckmapanucy i3 Mecana3usy. [lamieHTam Ciig peKOMeHAYyBaTy BXKUBATU IPOTATOM
JIIKyBaHHS JOCTATHIO KiJIbKiCTh PiIUHU.

[TamienTam 3 mopyueHHSAM QyHKIII guxaHHs, 30KpeMa OpoHXialIbHOI0 acTMOI0, He00XiIHO
3HAXOJUTUCH IIif] pETEeIbHUM HaTJIIA0M JliKaps MPOTITOM KypCy JiKyBaHHS (IUB. PO3Mis
«ITobiuHi peakirii»).

Mecana3vHiHAYKOBaHI peakllil rimep4yTAXBOCTI 3 60Ky cepiisl (MiOKapOuT Ta TepUKapOuT)
BUHUKAIOTH pifgKo. Ha Tyl npuiioMy Mecasia3uHy AyXKe PifKo Bi3Ha4daJIuCs NaTOJI0TiYHi
3MiHu 3 60Ky cucTeMu KpoBi. [lepef mo4aTKOM Ta IIPOTSTOM JIiKyBaHHS JIiKap Ha CBill po3Cyn
MOKe PeKOMEHIyBaTH IIPOBefleHHS aHasli3y KpOBi 3 BU3HAUYEHHSIM JIEUKOIMTapHOl (opMyu.

[Ipu cymyTHROMY JIiKyBaHHi 3 a3aTiONPUHOM, 6-MepKaNTOMIypuHOM ab0 TioryaHiHOM pHU3UK
BAHUKHEHHS MMAaTOJOTiYHUX 3MiH 3 O0KY KpPOBi MoxkKe 30ibIIyBaTHCS (MuB. po3Min «B3aemomis 3
IHIMMH JIIKapCHKUMHM 3aC00aMH Ta iHIII BUAYM B3a€EMOMii»). I[Ipyu HassBHOCTI 03HaK abo migo3pu Ha
PO3BUTOK NOAiIOHMX OOIYHUX peakKIliil TiKyBaHHS CJIifl MIPUTUHUTH.

PekoMeHy€eThCST 3pOOUTH MOIATKOBI aHaIi3u KpoBi Ta cedi yepe3 14 OHIB micns movyaTKy
JIIKyBaHHS, a IIOTIM JOOATKOBO 2-3 aHasli3u 3 iHTepBajioM 4 TUXKHI. AKI0 pe3yabTaTu y
MeXKaxX HOpPMY, HaCTYIIHI aHaJIi3u CJIif] IIPOBOAUTY KOXKHI TpU MicAlll. fAKIII0 BUHUKAIOTh
NOOATKOBI CUMIITOMH, 1Ii aHasli3u HeoOXiTHO TPOBECTU HerauHo.

InTepdepeHIlisa 3 1ab0paTOPHUMU TECTAMU

IcHye mekinbKa MOBiMOMIEHB PO MOXK/IMBUY BIIJIUB Ha BU3HAYEHHSI HOpMeTaHehPUHY cedi 3a
IOIIOMOT 00 PiguHHOI XpoMaTorpadii, 1[0 MPU3BOAUIO0 OO OTPUMAHHS XMOHOTIO3UTUBHUX PE3Y/IbTATiB
y TaIliEHTIB 3 €KCIO3UIIi€I0 Cynbdacana3uHoM abo 1oro metabomiToM, MecajaMiHOM/Mecaia3uHOM.

Tsxxki mo6iuHi peakirii 3 6OKY MIKipu

[ToBimoMsinocst PO TSXKKi mKipHi mo6iuni peakii (TIIIIP), BKIoyaouy iHOyKOBaHY
nmikapchbKUMU 3acobamu eo3uHodinito 3 cuctemuumu cumnToMamu (DRESS-cunnpom),
cuagpoM CriBeHca-IIxkoHCcoHa (CC]II) i TOKCuYHU enigepManbHuii HeKpoimi3 (TEH),
II0B’sI3aHUX 13 JIIKyBaHHAM MeCalla3uHOM.



3acTocyBaHHS Mecala3uHy CIIif IPUIUHUTY IIPU IEPIINX IPOsIBax TAKKUX MKIPHUX peakIliil TaKux,
SIK BUCHII Ha ILIKipi, ypakeHHS CIM30BOI 000IOHKM KUIIEUHUKY ab0 Oyab-IKUX iHIIUX 03HAK
rinepyyTIUBOCTI.

Mecana3uH M0oXKe BUKJTUKATH YePBOHO-KOpPUYHEeBe 3a0apBIeHHS Cedi Iic/Is KOHTAKTy 3
BimOintoBaueM Ha OCHOBI TilTOXJIOPUTY HATPil0 (HApUKIIaM, Y TyaneTaxX, OUUIIeHUX TiOXI0PUTOM
HATPiIo, III0 MiCTUTLCS B [IeSTKUX BigOilroBavax).

3acmocysaHHs y nepiod sazimHocmi abo 200yB8aHHs 2py00o.
BaeimHicmeo.

Bimomo, 1110 Mecana3uH IPOHKUKAE KPi3b IyIaneHTapHuit 6ap’ep. KoHIeHTparlis nmpemnapary y maa3mi
IIyTIOBMHHOI KPOBi HMXK4Ya, HiXK KOHIIEHTPallis B MaTEePUHCHKil M1a3Mi. Y MymoBAHHIN i MaTepUHCHKIN
T71a3Mi BUSIBIISIIOTBCS OJTHAKOBi KOHIIEHTPallil MeTaboIiTy alleTuiMecanasuny.

Y mexinpKox HeeKCIepUMeHTAIbHUX NOCHIIXKEHHIX XKOIHUX TepPaTOreHHUX e(eKTiB, a TAK0XK KOTHUX
M0Ka3iB 3HAYHOI'0 PU3UKY 3aCTOCYBaHHS JIIOASAM He BUABJIEHO. [I0CTiAXKEeHHA IPUXOMY I1€POPaIbHOTO
Mecaja3uHy, SKi IPOBOOUIN Ha TBapUHAaX, He BUSIBUIIK MIPIMUX a00 HEIPIMUX IMIKIJINBUX HaCIiKiB
71T BariTHOCTI, PO3BUTKY eMOpioHa Ta IJI0fa, TOJIOTiB ab0 IOCTHATAIBHOTO PO3BUTKY .

BigmoBigHi goOpe KOHTPOIbOBaHI JOCHi2KEeHHS 3aCTOCYBaHHS IIpenaparTy [leHTaca BariTHUM
XiHKaM BifcyTHi. OOMexkeHi onmy01iKoBaHi faHi CTOCOBHO Mecajla3uHy CBig4aTh IpPO
Bi[ICYTHICTb MiABUIIIeHHS 3arajlIbHOTO PiBHS BPOIXKEHUX Ba[l.

IlesKki maHi cBigYaTh PO MiABUILLIEHUN PU3UK IIepefyacHUX II0JIOTiB, MePTBOHAPOOXKEHHS Ta
HU3BbKOI MacH 1JI00a, OfHAaK i HeGaxaHi HaCJIiIKX BariTHOCTI MOXYTh OyTH TaKOXK IIOB’si3aHi
3 aKTUBHUM 3alla/IbHUM 3aXBOPIOBAHHAM KULIEYHUKY.

Bynu noBimoMIeHHs o MOPYyIIeHHS 3 00Ky CHCTeMH KPOBi (IAHIUTOIEHIs, TeMKOIeHis,
TPOMOOLUTOIIEHisT, aHEMisT) Y HOBOHAPOOKEeHUX, MaTepi IKUX 3aCTOCOBYBAIA Mecasla3uH.

Jlulie B 0OgHOMY BUIIa[IKY IIICJIs TPUBAJIOTO 3aCTOCYBaHHS Mecajla3MHy y BUCOKIiH [03i (2-4 T
IIepopabHO) YIPOAOBXK BariTHOCTI IOBIAOMIISNIOCS PO HUPKOBY HEOOCTATHICTh Y HOBOHAPOAKEHOTO.

Y nepiop BariTHOCTI Mecajla3¥H MOXKHa 3aCTOCOBYBaTH TI/ILKY TOAi, KOJIY, HA OYMKY JIiKaps,
MIOTEHILiiTHa KOPUCTh [AJI MaTepi IepeBullye iMOBipHUY PU3UK A mnofa. CamMe 3aXBOPIOBAHHA
(3amanbHe 3aXBOPIOBAHHS KUIIEYHUKY) MOXKeE IMiIBUIIYBAaTH PU3UK HECIIPUITINBOTO
pe3ynbTaTy BariTHOCTI.

I'o0ysaHHA 2pydoro.

Mecana3us IpoHUKAE y IpynHe MOJIOKO. KOHIIeHTpalisd Mecala3uHy y TPYAHOMY MOJIOLI HUXK4Ya, HiXK
y KpOBi MaTepi, Tofi sIK MeTaboIiT, 1110 YTBOPIOETHCS (alleTuIMecanasrHt), 3 IBIsIEThCS B MOJIOL B
TAKMX caMuX a00 OinbIMX KOHIIEHTPAIIisIX.

HaHi mopmo nepopanbHOr0 3aCTOCYBaHHSA IIpemnaparTy y nepiof rogyBaHHs TPYAO0 00OMeXeHi.
KoHTponbOBaHUX OOCHIAXKEHS Ail mpemnaparty [leHTaca mifg Yac rogyBaHHS TPYALI0 HE
npoBoauiu. He MOXKHa BUK/IIOYXATH peaklliil TinepyyTIUBOCTI, TaKUX K Oiapes, Y HEMOBJIAT.
K110 y TPyOHOI IUTUHY BUHUKHE [iapesi, TONYBaHHS I'PYLAI0 CIIi IPUIUHUTH.



[Ipenapart [lenTaca MOXHa IpuUKMMaTH B IIepiof TOOyBaHHS T'PYALL0, ajle JIUIle Y pasi, KoY, Ha OYMKY
JIiKaps, MOTeHIiHa KOPUCTD A1 MaTepi IepeBulllye iMOBIpHUYN PU3UK [JId JUTHUHU.

depmuabHiCMb.

HocnigeHHs Ha TBapyUHAaX IIPOAEeMOHCTPYBaJIX BiICYTHICTS BIJIUBY Mecajla3uHy Ha
(hepTUNIbHICTL CaMIliB Ta CaMOK.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexXaHi3Mamu.

Mecana3uH He BIJIMBa€ ab0 Ma€ He3HAYHUI BIJIMB Ha 3JAaTHICTh KePyBaTH aBTOTPAHCIIOPTOM abo

IIpaloBaTH 3 IHIMUMHU MeXaHi3MaMu. fKIIo [mif Yac JIiKyBaHHA [IpernapaToM CIIOCTEPIraeThCs
3aI1aMOPOYEeHHs, CIIifi yTPUMAaTUCS Bil KepyBaHHS aBTOTPAHCIIOPTOM.

Cnoci6 3acmocyeaHHss ma do3u.

ITopocmi
[HOMBiTyanbHe NO3YBaHHS.
Bupasxosul Kosiim Xsopoba KpoHa
Cmaodis 1o 4 r Mecana3uHy 1 pa3 Ha mo6y abo |[Io 4 r Mecana3uHy Ha Ho0y 3a
3020CMpPeHHA 3a KijlbKa IIPUUOMIB (PO3NOOUIA0Th HalKilbKa IPUIOMiB (PO3IOALIAIOTE Ha
2-3 mo3n). 2-3 mo31).
[TiompumyeasvHa |PeKOMEHOYETHCSA IPUMOM 2 T [To 4 T Mecana3uHy Ha f00y 3a
mepaniA MecasasuHy 1 pa3 Ha fo0y. KiJlbKa IPUIOMIB.

[liTy (= 6 poKiB)
[HOVBigyanbHE NO3yBaHHS. € nuille oOMeXeHi 3alOKyMeHTOBaHi aHi om0 epeKTUBHOCTI AT
miTel BikoMm 6-18 pokis.

Bupasxosul Kosiim |Xeopo6a Kpona
Cmadin [ToyaTkoBa fo3a - 30-50 Mr/kr/mo0y 3a KilbKa mpuioMiB.
3020CMpPeHHA MakcuMasnbHa 0o3a - 75 Mr/Kr/mo0y 3a KijbKa IpuitoMis.

3arasnbHa 03a - He Oinbie 4 r/moby (MakcuMasibHa [03a [ JOPOCIIHX).

[TiompumyeasvHa |[TouaTKoBa mo3a - 15-30 mr/kr/go0y |[[louyaTkoBa mo3a - 15-30 mMr/Kr/mo0y
mepanis 3a KilbKa IPUOMIB. 3a KiJlbKa IPUMOMIB.
3aranbHa fio3a - He Oinbliie 2 r/moby |3aranbHa fo3a - He Oinblie 4 r/moby
(pekoMeHIOBaHa Ho3a OJis (pekoMeHOoOBaHa Ho3a OJIs
MOPOCHIUX). MOPOCHNX).

4k mpaBuo, OiTSM 3 Macoro Tina meHine 40 Kr mpr3HA4Ya€eThCS MOMOBUHA OO3U OJIS JOPOCIIHUX, a
OiTIM 3 Macolo Tina noHap 40 Kr mpu3Hada€eThCs MMOBHA [03a IJIS JOPOCIIUX.

TabneTku npuiiMaTy BHYTPILIIHBO, HE PO3KOBYIOYH. 7151 [TOJIETIIIEHHS IPOKOBTYBaHHS Ta0lIeTKy
MOKHa po34uHuTH y 50 M1 Xx0mogHo1 Bogu. Crif nepeMimaTy Ta Ogpa3y BUIUTH.



TpuBaricTh NiKyBaHHS BU3HAYAE JiKap 3a/eKHO Bif nepebiry 3aXxBOpIOBaHHS.

Himu.

He cnip 3acTocoByBaTu npenapar Ajis IiKyBaHHS AiTel BiKOM 10 6 POKiB.

ITepedo3yeaHHs.

IcHye muie oOMexkeHUM KITiHIYHUM [OCBif Mepeno3yBaHHs npenapaty [IeHTaca, IKUM He BKa3ye Ha
HasIBHICTh HUPKOBOI ab0 meuiHKOBOI TOKCUYHOCTi. CrieludiyHOro aHTUIOTa HEMAE, JTIKyBaHHS Mae
OyTH CUMIITOMaTUYHUM Ta MMiATPHMYyBalbHUM. Hafixoounu cBig4eHHS PO MpUiioM mallieHTaMu
no00BUX [[03 TIpenapaTy 4o 8 T IPOoTIroM Micsils 6e3 BUHUKHEHHS Oyab-IKUX I00iYHUX e(peKTiB.

3aBOsgKM PO3poOIli TpaHy I MPOJIOHTOBAHOI Ail Ta cienu@ivyHuX papMaKOKiHETUUHUX
BJIaCTUBOCTEU Mecajla3MHy OTPYEHHS He OUiKyeThCd HaBiTh IIpU IPUUOMI IIpenapary y
BEJTUKUX 003aX.

3arajioM CUMIITOMU MalOTh BiiTIOBiaTA CUMIITOMaM OTPYEHHS COSMU Cail[uI0OBOl KUCIOTH:
KMCJIOTHO-JIY2KHa iHTOKCHKAILisl, TillepBEeHTUISAIS Ta HAOPSK JIeTeHiB, 3HEBOMHEHHS, CIIPUYNHEHE
TIOTIHHAM i OJIF0BAHHAM, TillOTIiKeMid.

JIikyBaHHS Nepeno3yBaHH: MIPU alumo3i abo anKanosi - BiTHOBIEHHS KUCIOTHO-TYKHOTO Ta
eJIeKTPOJIiTHOTO OasiaHCy; IpY 3HEeBOJHEHHI - perigparallisi; Mpu TimoriikeMil - 3aCTOCyBaHHS
TJII0KO3H. [J0JaTKOBO IPOBOAUTH BHYTPIITHEOBEHHE [Tepe/IMBAHHSA PO3UUHIB €JIeKTPOJIITIB AJis
36inbIIeHHS fiype3y. PeTenbHuil KOHTPOIh QYHKIII HUPOK.

ITob6iyuHi peakuii.

[To6iyni peaxiiii, 1110 HafYacTile CIIOCTepiraaucs y Xoi KJIiHIYHUX [HOCTiIXKeHb: giapes, HYIOTa,
abmoMiHanbHUM 6inb, TOTOBHUY 6inib, O/TI0BaHHS Ta BUCHIL. IHKOIM 3yCTPiYaOThCS peakiril
TinepuyTIUBOCTI Ta MeIUKAMEHTO3Ha rapsayka.

Y 3B’s13KY 3 JTiKyBaHHSIM Mecajla3uHOM ITOBiIOMJISIIOCS PO TSIXKKi mIKipHi mo6iuni peakitil (TIIIIP),
BKJ/TI0HAIOYH iHOYKOBaHY JIiIKapChbKUMHU 3aco0aMu e03uHoisiio 3 cucreMuuMu cumnromamu (DRESS-
curapom), cuaapom CriBeHca-IIxkoHcoHa (CCJI) i TokCcuuHUM enmifepManbauid Hekpori3 (TEH) (gus.
po3ain «OcobMUBOCTI 3aCTOCYBaHHS»).

YacTtoTy nobigyHUX e(peKTiB, PO SIKi IOBIMOMIISAIOCS Tifl Yac IPOBeeHHs KITiHIYHUX [OCTiAXKEHb Ta

IIPOTATOM IIOCTMapKETUHTOBOT'0 CIIOCTEPEXEHHS, BU3HAYEHO TaKUM YMHOM: ImomupeHi (Big = 1/100
no < 1/10), pigkicHi (Bim = 1/10000 mo < 1/1000), onyxe pimkicHi (< 1/10000), yacTtoTa HeBifoMa (He
MO2KHa BCTAHOBUTH Ha OCHOBI HasIBHUX JaHUX).

3 60Ky Kkpoei ma aimpamuyHoi cucmemu: Oyxe pifKicHi - eo3uHOPinis (K CKIagoBa aqepriyHol
peaxiiil), aHeMis, anjlaCTUYHa aHEMis, IEMKOIeHis (BKI0Yalyy rpaHyJIOMUTOIEHI0 Ta
HEUTPOIEHi0), TPOMOOLUTOIIEHis, arpaHyJIOIUTO3, TaHIIUTOIIEHis.

3 6oky imyHHOI cucmemu: OyXKe PiAKICHI - MAaHKOJIIT, peakilil rinepyyTINBOCTI, BKIIOYal04Yn



aHadinmakTUYHI peakiril, peakiiil Ha JTiKapChbKUH 3aci0d 3 e03uHOMINi€I0 Ta CUCTEMHUMU
cumnroMamu (DRESS-cunmpom).

3 6oky Hepsosoi cucmemu: TIOMINPEH] - TONOBHUY 0i/lb; PifKiCHI - 3aIaMOpOYeHHS; OyXKe
pinkicHi - nepudepryuHa Helponarisi, moOposKicCHa BHYTPilIHbOYEPeIlHa TinepTeH3is (y miTei
y mybepTaTHOMY nepiomi).

3 6oky cepus: pipkicHi - MiokapouT* i mepuKapmuT*.

3 6oky OuxaabHOi cucmemu, opa2aHie 2py0HOI KaimKu ma cepedoCmiHHA: IyXKe PigKicHi - anepriusxi
Ta (ibpoTUyUHi 3MiHU 3 6OKY JIeTeHb (BKIII0Yal04Yu 3aAUILIKY, Kallesb, 6POHX0CIa3M, alepriunuii
anbBeOJIiT, IeTeHeBy e03WHOGINII0, iIHTepCTHLIaNTbHE 3aXBOPIOBAHHS JIET€Hb, JIeTeHeBY iH(inbTpario,
ITHEBMOHIT).

3 60Ky KuwKo8o-WAyHK08020 Mpakmy: TOUIUPEH] - miapes, 6inb y XKUBOTi, HymoTa, O/II0BaHHS,
MEeTeopu3M; PIAKICHI - MiABUILIEHUN PiBEeHb aMijla3y, TOCTPUM ITaHKpeaTUT*; oyxe pifKicHi -
MTAHKOJIIT.

3 60Ky neyviHKu i oco840B8UBIOHUX WsXi8: IyXkKe PigKicHi - mopyIIeHHs GYHKIIIl Me4iHKH, BKITI0Yaoun
MigBUIIEHHS PiBHA [IE€YiHKOBUX (PEPMEHTIB, TOKa3HUKIB X0JiecTaly (HalmpuKiaf, MigBUIleHHS PiBHSA
nyxHol pochaTasu, raMma-riayTaminTpanchepasu Ta 6inipyOiHy), remaTOTOKCHYHICTS (Y T. 4.
renaTuT*, X0NeCTaTUYHUY T'elIaTUT, IUPO3, IIeYiHKOBa HEJOCTATHICTh).

3 6oky wkKipu i niOWKipHOT KAIMKOBUHU: TIOMIUPEH] - BUCHUIT (BK/TIOUAIOYU KPOIIUB' THKY,
epuUTEMATO3HUM BUCHUII); PigKicHi - peakmil poToceHcubinmizamii**; nyxe pigkicHi - o0opoTHa
arnornenis, HaOpsik KBinke, anepriunuii [epMaTUT, My/IbTU(POPMHA EPUTEMA; YacTOTa
HeBimoMa - cuHapoM CTiBeHca - J[I:KOHCOHA, TOKCUYHUM elligepMaibHAN HEKPOJIi3,
iHmykKoBaHa JTiKapChbKUMHU 3aco0aMu eo3uHo(inisg 3 cucteMHuMu cuMmnroMamu (DRESS-cuagpoMm).

3 60Ky onopHO-pyx080i cucmemu i cnoay4HOI MKaHUHU: TyXe pigKicHi - mianrisg, apTpanris, peakiii,
mofibHi 10 YePBOHOI'0 BOBYAKa.

3 60Ky HUpOK i cevosudiavHoi cucmemu: OyXKe PiAKiCHI - MOPyIIeHHS (QYHKIll HUPOK
(BKJTIOYal0O4YX TOCTPHUY Ta XPOHIYHUY iHTepCTUlLianbHUY HepUT*, HeQPOTUYHUM CHUHIPOM,
HUPKOBY HE[OCTATHICTE (rocTpa Ta XpOHiYHA), dKa MOXkKe 3HUKATH IIpU BiAMiHI mpenapary);
JacTOoTa HeBigoMa - HeppomiTia3***, amiHa Kombopy ceui***,

3 6oky penpodyKkmugHoi cucmemMu ma MO/A0YHUX 3d/103: OyXKe PifKicHi - onirocmepmist (060poTHA).
3azanvHi po3sadu: OyXKe PiAKICHI - MeAuKaMeHTO3Ha rapsdka.

*MexaHi3M PO3BUTKY MeCala3uHIHIYKOBaHOTO MiO- i TepUKapAUTy, TaHKPeaTuTy, Hepury i
renaTUTy HEBIOMUY, ajle MOXKJIUBE MOr0 ajepriyHe OXONXKEeHHS.

**@oroceHcubinizaris: mpo OiNBII TSXKKI peakilii MOBiIOMIISIN y MAIiEHTIB 3 iCHYI0UO0I0 aTOJIOTIE0
IIKIPY, TAKOIO SIK aTOIIYHUY JEepMaTUT Ta aTOIliuHa eK3eMa.

*k*TuB. po3nin «OcoOMUBOCTI 3aCTOCYBaHHSA» AJI OTPUMAHHS JIeTalbHOI iHpopMariil.

BaxXnuBO Bif3HAYUTH, 1[0 OESKi 3 IIUX IOPYIIeHb MOXYTh OYTH IIOB’g3aHi 3 3aNaIbHUM
3aXBOPIOBAHHSM KUIIEYHUKY.



3BiTHICTH 1100 MOOIYHUX peakiii

3BiTHICTH IIOMO MifMO3pI0OBAHUX OOIYHUX peakKIlill mic/s 3aTBepOKeHHS JTiIKapChKOT0o 3aco0y BaXKIuBa.
Lle mae 3MOry NIPOOOBXKUTU MOHITOPUHT CIIiBBIAHOIIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHS JIIKAPCHKOT 0
3aco0y. MenuyHUX Mpal[iBHUKIB IPOCSATH MOBIJOMIIATH PO OyOb-sKi mifo3pioBaHi mobiyHi peakiii
yepe3 HalllOHAJIbHY CUCTEMY 3BITHOCTI.

Tepmin npudamuocmi. 3 POKH.

YMoBH 30epiraHHsi.

30epiratu B HEAOCTYIHOMY AJIs OiTed Micui. 306epiratu mpu TeMmnepartypi He Buige 25 °Cy
3axHUIleHOMY Bifl CBiTJ/Ia MiCIIi.

YnakoBka. [To 10 Tabnetok y 6mictepi, mo 5 abo 10 6icTepiB y KapTOHHIH! KOPOOIIi.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHK.

®eppinr I'm6X, Himeyuynna/Ferring GmbH, Germany.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIXKeHHs HOro Tis/IbHOCTI.

Bitmaun 11, 24109 Kins, Himewunna/Wittland 11, 24109 Kiel, Germany.



