THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

ITIEHTACA

(PENTASA®)

CKn1ao:
ditoya pevos8uHa: Mecasa3uH;
1 TabneTtka mictuth Mecanaszuny 500 mr;

00ONnoOMIdiCHI peyosuHU: TIOBIIOH, eTUJIIIENI0I03a, MarHil0 cTeapaT, TallbK, IIe/0103a
MIKpPOKpHUCTaJIivyHa.

JIikapcbka ¢opma. TabmeTKy MPOIOHTOBAHOI [ii.

OcHosHi ¢i3uko-xiMiyHi 8aacmusocmi: Kpyrii TabneTKu 3 BKparIeHHIMH Bif 6imo-ciporo mo 6:1imo-
KOPHUYHEBOT0 KOIhopy. 3 $hackoio, PUCKOI0 Ta TUCHEHHSAM «500» i «mg» 1Mo 00MABi CTOPOHU PUCKU 3
opHoOro 60Ky Tabnetku, i «<PENTASA» 3 inmoro 6oky Tabnetku. Jiametp: 13,5 MMm.

dapMmakoTepanmeBTHYHA rpyna. [IpoTusananbHi 3aco6H, 1110 3aCTOCOBYIOThCS IIPU 3aXBOPIOBAHHSIX
KuIeyHuKy. KucmoTra amiHocaminuioBa Ta momiOHi 3acobu.

Kom ATX AO7E CO02.

dPapmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Mecana3uH € akTUBHUM KOMIIOHEHTOM CyJb(dacana3uty, SKUi 3aCTOCOBYIOTh AJIS JTIKyBaHHS
BHPa3KOBOT0 KOJITY i xBopobu KpoHa.

KiiniyHi focnifixkeHHs CBig4YaTh, 110 TepaleBTUYHI BJIaCTUBOCTI Mecajla3uHy [P [IEpOpabHOMY Ta
PEKTaJIbHOMY 3aCTOCYBaHHI 3yMOBJIEH] 10T0 MiCIIEBOIO [i€I0 Ha 3amajieHi AiISHKY KUIIeYHUKY, aHixK
cucteMHUM edpekToM. HasgBHa iHpopMalis BKasye Ha Te, 0 TAXKKICTh 3allaj/ieHHS KUIIeYHUKY Y
TaLiEHTIB i3 BUPa3KOBUM KOJIiTOM 060POTHO KOPEJIIOE 3 KOHILIEHTPAlli€l0 Mecala3uHy Y CIU30Bil
000JI0HII.

Y nanieHTiB i3 3analbHUMU 3aXBOPIOBAHHIMYU KUIIEYHUKY CIIOCTEPIratoThCs MifiBUIIIEHa Mirparlis
JIEUKOIUTIB, aHOMaJlbHe NIPONYKyBaHHS LUTOKIHIB, 30ibIIeHHS TPOAYKYBaHHS MeTa0OoJIiTiB
apaximoHoBOi KuCI0TH (0CO0MMBO JTeMKOTPieHIB B4), migBuIlleHHsS KOHIIEHTPAIlil BiTbHUX PaguKaliB y



3allaJiIeHuX TKaHWHAX KUIIIEYHUKY.

MexaHni3Mm [il Mecana3uHy OBHICTIO He BU3HAYEHUY, X0Ua MOXYTh OyTH 3aydeHi Taki MexaHi3Mu,
SIK CTUMYJIAILis y-hOpPMU PELEeNnTopiB, 0 aKTUBYIOTHCS IEPOKCUCOMHUMHU nipoidepaTopamu (PPAR-
V), Ta IpUTHiYeHHS sigepHoro ¢hakropa kKamma-B (NF-kB) y cmu30Biii 000710HIT KUIIEYHUKY .

dapmakonorigyaui epekT Mecana3uHy Y AOCTiAKEHHSX in Vitro Ta in vivo ongarae y IpurHideHHi
XeMOTaKCHUCY JIEMKOIUTIB, 3MEHIIIeHH] TPOAYKyBaHHS IIUTOKIHIB i TEMKOTPi€HIB i HeUTpamisalil
BiTbHUX pafguKariB. Xo4a Ile OCTaTOYHO He BCTAHOBJIEHO, Y OyOb-IKOMY pa3i mepepaxoBaHi BUIIE
IIPOIIECH BifirpaloTh OCHOBHY POJIb ¥ KIIiHIYHIN e(eKTUBHOCTI Mecala3uHy.

Pu3uK po3BUTKY KOJIOPEKTaJIbHOI'0 PaKy Hello MiABUILIEeHUN IIpU BUPa3KOBOMY KOJIiTi. [IopiBHAIbHUYT
aHasi3 9 HeeKCllepUMeHTaJIbHUX AOCIIIXKEeHb (3 IPYNOBUX AOCIIXKEHHS 1 6 HOCITiAXKEeHb METOIOM
BUIIa[I0K-KOHTPOJIb) 334 BUIIAAKiB KONOPEKTaNbHOro paky i 140 BumapkiB aucnnasii y 1932 mallieHTiB
3 BUPa3KOBUM KOJIiTOM IIPOAEMOHCTPYBaB, 10 y Malli€HTiB, SKi IPOXOASATH JIiIKyBaHHS Mecala3uHOM,
PU3KK BUHUKHEHHS KOJIOPEKTaIbHOT'0 paKy 3HU3UBCS Ha 50 %, a TaKOXK ITOKa3aB KOMOiHOBaHUMI
KJTiHIYHUM Pe3ynbTaT [AJIs KOJIOPEeKTalbHOI0 PaKy i Aucmnasii. 3MeHIeHHSI PU3UKY BUHUKHEHHS
KOJIOPEKTaJILHOT'0 PaKy 3aJIeXUTh Bifi 4O3YBaHHS, IIPO 1[0 CBiIYUThH OPIBHAJIBHUN aHali3
NOCIIiAKEHD II0JeHHUX 3allUCiB 103yBaHb, 3TiNHO 3 AKUMU Mecajla3uH YUHUTH XeMOIIPEBEHTUBHY 1110
y mo3i = 1,2 r/go0y. KpiMm Toro, xemomnpodinakTika moB’si3aHa 3 MOKUTTEBOIO J030I0 Mecajla3uHy.
Byno BusgBneHo, 110 migTpuMyBalbHe JIiIKyBaHHS Mecala3uHOM 3MEHIIY€E PU3UK BUHUKHEHHS
KOJIOPEKTaIbHOT'0 PaKy.

Iis Mecana3uHy, BUSBIEHA 3a JOITOMOTO0I0 eKCIIepUMEHTaIbHUX Mofiesiel i 6iormcii maiieHTiB,
HigTBEPOKY€E POJIb IPelapaTy y 3arnobiraHdi KoJIopeKTaIbHOMY PaKy, CIPUYMHEHOMY BUPA3KOBUM
KOJIITOM, a TaKOXK y 3HUKEHHI KiJIbKOCTi II0B'43aHUX 1 He II0B’I3aHMX 13 3alaibHUM IIPOLIeCOM
CUTHAJIPHUX IUIAXIB, 3a[iTHUX Y PO3BUTKY KOJIOPEKTAJIbHOI'0 PaKy, CIIPUYUHEHOI 0 KOoJliToM. OfHaK
IaHi MeTaaHai3y, SKUi BK/II0oUYaB pepepeHTHY Ta 3arajbHy MOMIYJAllil, Hafaau HeOOHO3HAYHY
KJTiHiYHYy iHdopMalliio Iogo KOPUCTi Mecana3uHy [Jis 3MEHIIeHHSI PU3UKY KaHIleporeHesy,
II0B’5I3aHOT0 i3 BUPa3KOBUM KOJIITOM.

dapmakokiHemuka.

TepaneBTuyHa f1is Mecana3uHy B OCHOBHOMY BU3HA4a€ThCA MOTO MiCIIeBUM KOHTAKTOM 3 [iITHKOIO
3amasieHHs CIU30B0i 000JIOHKY KUIIEYHUKY .

[TeHTaca, TabeTKH IPOJIOHTOBAHOI [il, 9BJIs€ 00010 MiKpOTpaHyIu Mecala3uHy, BKPUTL
eTULeN0s03010. [licaa mpuiioMy Ta po34MHEHHS Mecajla3uH IOCTYIIOBO BUBLIBHSAETHCS 3 KOKHOL
MiKpOTpaHyIu Mif] 4ac IPOXOKEeHHS TableTKN yepe3 LUTYHKOBO-KUIIIKOBUM TPAKT Bif
IBaHAOISTUIIAO] O IPSAMOIL KUIIKY NpU OyIb-IKUX 3HaueHHAX pH KUIIKOBOTo cepenoBuina. Yepes
TOVHY ITiC/IA IIepOoPasIbHOr0 3aCTOCYBaHHA IIperapaTy MIKpOTPaHyIu BUABIIAIOTECS Y
IBaHaMLSTHIIAMIM KA He3aleXXHO Bif BKKBaHHA 1Xki. CepefiHill Yac nacaxy 4epe3 KUIIEYHUK Y
300POBUX MOOPOBOJIBIIIB CTAHOBUTEL 3-4 TOOUHU.

Abcopbuis. Big 30 mo 50 % mepopaibHO 3aCTOCOBYBAHOI'O ITPEMapaTy ¥ 3MOPOBUX HOOPOBOJIBIIIB
BCMOKTYETHCS Y TOHKOMY KUIIIEYHUKY. BxkKe yepe3 15 XBUIUH MiC/IA NPUUOMY Mecana3uH
BA3HAYAETHCS Y II7Ta3Mi KPOBi, @ MaKCHMaJslbHa KOHIIEHTpallid Mecajla3uHy Yy I1J1a3Mi KpOBi
nocsAraeTbes yepes 1-6 roguH micins 3acToCcyBaHHS npenapaTty. KoHLeHTpalisa Mecana3uly y niaa3Mi
KPOBI ITIOCTYIIOBO 3HUXKYETHCA 1 BXKe yepe3 12 roguH micig 3aCTOCYyBaHHS He BU3Ha4YaeThCA. Kprusa
KOHIIEHTpaIlil alleTUIMecana3uny y I1a3Mi Ma€ TaKuil caMuil XxapakTep, aje 3arajioM Ijisi HbOro
XapaKTepHi Oi/IbII BUCOKI KOHIIEHTpalil i 6i/IbII OBi/IbHA eJTiMiHallis.



Pexumu no3yBanHsS Mecana3uHy 1 pa3 Ha moby (1 X 4 r/goby) Ta 2 pa3u Ha moby (2 X 2 r/goby)
IPU3BOIATE 4O MOPIBHAHHOL cucTeMHOI eKcno3utiil (AUC) BopogoBxk 24 rOoWH Ta BKa3yOTh Ha
Oe3nepepBHE BUBIIbHEHHS Mecala3uHy 3 JIiKapChKOl (OopMHU BIIPOMOBK mepiony mikyBaHHS. [Ipu
[IepopaibHOMY 3aCTOCYBaHHI PIBHOBaXKHUY CTaH AOCATAETHCA Yepes D [OHIB.

Mecana3ud OpHOpa3oBa g03a PiBHOBaXXHUU CTaH
Cmax AUC0-24 Cmax AUC0-24
(HT/MIT) (rog-HT/M) (HT/M1T) (rom-HT/M)
2 r 2 pa3u Ha fo0y 5103,51 36,456 6803,70 57,519
4 T 1 pa3 Ha fo0y 8561,36 35,657 0742,51 50,742

MornekynsipHa Maca Mecana3uny - 153,13 r/mons; aneTunMmecana3uny - 195,17 r/mons.

[IpoxomkeHHS 1 BUBIIbHEHHS Mecajla3uHy IMiC/s IepOpabHOr0 3aCTOCYBaHHS He 3ajieXaTh Bif
IpuioMy ixXi, Tofi SIK CUCTEMHA €KCIIO3UIlisi MOXKe 30ibIIyBaTUCS.

Po3no0dis. 38’si3yBaHHs Mecana3uHy 3 OiTKaMu IJIa3MU CTaHOBUTH MpuOIu3Ho 50 %, a aleTu-
Mecasa3uny - mpubau3Ho 80 %. Mecala3uH Ta alleTUIMECAIa3WH He IIPOXOOsATh KPi3b
remartoeHnedaniyaui 6ap’ep.

Biompancgpopmauisn. Mecana3uH epeTBOPIOETLCS Ha N-alleTUIMecana3uH (aleTuiMecanasul) K
IIPECUCTEMHO Y CITM30Bill 000JIOHIN KUIIEYHHUKY, TaK i CACTEMHO Y MeYiHIli B OCHOBHOMY 3a
nornoMmoro N-anetuntpancdepasu-1 (NAT-1). HesHauHe aneTunioBaHHSA 3MiMCHIOETHCS 3@ y4acCTi
OakTepill TOBCTOT0 KUIIEUHUKY. ALIETUITIIOBAHHSI Mecalla3uHy, iMOBIpHO, He TOB’si3aHe 3 (eHOTUIIOM
alleTUITIOBAHHS MallieHTa. MeTaboiyHe 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 10303a/iekHe alleTHIIOBaHHS, STKe, ¥ CBOIO Yepry, Moxe
OyTu 3yMOBJIEHO HACUYEHHSIM ITpernapaToM. TakKoK BBaXKAETHCS, 1110 alleTHIMeCala3uH € KIiHIYHO Ta
TOKCHUKOJIOTIYHO HEaKTUBHUM.

BusedeHHs. Yac HalliBBUBEEHHS Mecajla3uHy CTAaHOBUTH Mpubau3H0 40 XBUIIUH, alleTHTI-
Mecanas3uHy - npubnau3Ho 70 XBUNKH. Y 3B’A3KY 3 IIOCTYIIOBUM BUBIITbHEHHSIM Mecajla3uHy i3
Impernapary IHiff 4ac nacaxy dyepes LITyHKOBO-KUIIKOBUY TPaKT IIepiof HaliBBUBEOEeHHS IiCIs
IIepPOpPaIbHOTO 3aCTOCYBaHHS He MOXKe OyTH Bu3HaueHU. OgHAK CTaH CTiMKOI PiBHOBAru
LOCATAETHCA MiC/Is IPUMOMY BHYTPIIIHBO IPOTATOM O OHIB.

Mecana3uH Ta aleTuIMecaaa3uH BUBOOSITHCA i3 CeYelo i KajioM. Y cedi IPUCYTHIY TOJIOBHUM YMHOM
arleTuIMecaaal3uH.

Y nmalieHTiB 3 MOPYIIEeHHIMY (PYHKIIII TEeYiHKM Ta HUPOK YHACIIOOK 3MeHIIeHHS IBUIKOCTI
BUBEJEHHS Ta 30i7bIIeHHS CUCTEMHOI KOHIIEHTPAllil Mecala3uHy MOXKe IiIBUIITYBATUCS PU3UK
ypaXeHHSI HUPOK.

Ocobuei epynu nayieHmia

[TaTodizionoriuni 3miny, Taki 9K giapes Ta 30ibIIeHHS aKTUBHOCTI KUIIEYHUKY, 110
CIIOCTEPIraloThCS IPU aKTUBHOMY 3allaJIbHOMY 3aXBOPIOBaHHI KUIIEUYHUKY, MalOTh TiJIbKA HE3HAYHUUI
BIIJIUB Ha ITPOHUKHEHHS Mecayla3uHy [0 CIM30B0I 000JIOHKY KHUIIEYHUKY ITiCIIS TepopasbHOTO
3aCTOCYBaHHSA. Y NAIIE€HTIB i3 IPUCKOPEHUM KUIIKOBUM TPAH3UTOM CIIOCTEPIrasocsd MiIBUIIEHHS Ha
20-25 % exckpetii §o060Bo1 103U 3 cedero. [logiOHUM YMHOM TiIBUIyBaIacs eKCKpelis 3 KaloM.



Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

HecnemnudiyHnii BUpa3KOBUM KOJIT Bifl IETKOTO 10 IIOMIpPHOTO CTYIIE€HS TSIKKOCTi, XBopoba KpoHa.

IIpomunoka3aHHs.

linepuyTnuBiCTh IO Mecasa3uny, fo OyAb-IKOTO 3 KOMIIOHEHTIB IpemnapaTy abo [0 casiluiaris.
Taxki mopyimeHHs QYHKIIIl Ie4iHKY Ta/ab0 HUPOK. Bupaska mimyHKa ab0 ABaHaALSTHANIAN0] KUIIKY.
FemopariuHuil fiaTes.

B3aemodisa 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

OpHOYacHe JTiKyBaHHS IpernapaToM [IeHTaca Ta a3aTiONMPUHOM, 6-MepKaITOMyPHHOM abo
TiOTYaHIHOM Yy JOCTiAKEHHSIX IPU3BOANUIIO OO0 IMiABUIIEHHS YaCTOTH Mi€IOCYIIPECUBHUX e€(DEKTIiB;
iMOBipHO, iCHY€ B3aeMOpisl MixK 3a3HaueHUMHU 3acobamMu. MexaHi3M Iliei B3aeMOoIil 0CTaTOYHO He
3’sgcoBaHui. PEKOMEHOYETHCS PETYIIPHO KOHTPOJIIOBAaTH PiBEHb JIEMKOLMUTIB Ta BiATIOBIAHUM YMHOM
KOPUTYBATHU NO3U TiOIypPUHIB.

3a HemiATBepOKEeHUMU JaHUMU, Mecala3uH MoXKe 110C1abIoBaTh aHTUKOATYISHTHUAY BIIJIUB
Bapdapuny.

MoxXrBe IOCUJIEHHS TilmoriaikeMigHol Ail moxigHUX CyIb(MOHIICEYOBUHY, TOKCHYHOI [ii
MeTOTpeKcaTy. AKTUBHICTb pypoceMifly, CIIipOHONIaKTOHY, CynbdaHinaMifis, pudpaMminuny,
YPUKO3YPUYHUX IIpenapariB (mpobeHenuay Ta CynbdiHmipa3oHy) Moxe cinabuiatu. MecanasuH,
MOZKJIMBO, 3MaTHUY MOTEHIIiI0BaTH HebaxkaHy [il0 TJIIOKOKOPTUKOIMIB Ha CIM30BY 000JIOHKY LITYHKA,
MOXe€ 3MEHIIyBaTh BCMOKTYBaHHS JUTOKCUHY.

Oco6.1ueocmi 3acmocyeaHHsi.

BinbmicTs nauieHTiB 3 HeIepeHOCUMICTIO abo rinepyyTIuBICTIO 10 Cylbdacanasuiy MOXKYTh
3acTOCOBYBaTH npenapart [leHTaca 0e3 pu3uKy BUHUKHEHHS OAIOHUX peakui. [IpoTe crif 3
00epexkHiCTI0 3aCTOCOBYBATH IIpenapar IallieHTaM 3 ajepri€lo Ha cynbdacanasul (PU3UK anepril fo
CaJIiIuIaTiB).

Y pasi rocTpux CUMITOMIB HEIEPEHOCUMOCTI, TaKUX SIK CIIa3MU Ta TOCTPUH 6inb y KUBOTI,
IIPOIIACHULIS, CUJIbHUY T'OJIOBHUI OiNlb Ta BUCHUII, JIIKyBaHHS CIIifi HETallHO IPUIINHUTH.

[Tpenapar cip 3 00epekHiCTI0 3aCTOCOBYBATH NAlliEHTAM 3 IOPYLIEHHIMHU QYHKIIII IEeYiHKY.

o moyatky abo mipm yac yikyBaHHS, Ha PO3CY[ JIiKaps, CJli KOHTPOIIOBaTH QYHKIIOHATbHI
TIOKA3HUKY Tevinku, Taki gk AJIT a6o ACT.

[IpemapaT He PeKOMEHAYETHCS 3aCTOCOBYBATH IMalliEHTaM 3 HUPKOBOI HeJOoCTaTHICTIO. Crif
PETyJISIPHO KOHTPOJIOBATH (YHKIIiI0 HUPOK (HAIIPUKJIIA[ PiBeHh CHPOBATKOBOTO KapbaMiny, piBeHb



CHPOBATKOBOT'0 KpeaTHHIHy, OCafiKeHHS Cedi Ta KOHILIEHTPaIlil0 MeTreMoriao0iny), 0co6/IMBO Ha
TIo4YaTKy JikyBaHHS. HeoOXifHO BU3HAYUTH YPOJIOTIYHUM CTATyC MallieHTa (TeCT-CMYkKKH) [0 Ta Iif
Yyac JIiKyBaHHS, Ha PO3CY[ JTiKaps. Y Malli€HTiB, Y IKUX IPOTATOM JIIKyBaHHS PO3BUBAETHCS
opylLIeHHs QYHKIN1 HUPOK, CIIif 3aIlif03pUTH Mecala3uHiHAYKOBaHY He()POTOKCUYHICTh.

OpHOYacHe 3aCTOCYBaHHS iHIMX IpemapaTiB 3 BigoMuM HEQPOTOKCHYHUM e(HeKTOM IoTpedye
YaCTIIIOro KOHTPOJII0 (PYHKIIil HUPOK.

[Ipu 3acToCyBaHHI Mecala3uHy IMOBIHOMIIANM PO HedpostiTias, BKI04Yandu GopMyBaHHS KaMeHiB,
mo Ha 100 % ckmapanucg i3 Mecana3usy. [lamieHTam Ciig peKOMeHAyBaTy BXKUBATU IPOTATOM
JIIKyBaHHS JOCTATHIO KUJIBKICTh PiIWHA.

[MTamieHTaM 3 mopyiieHHAM GYHKII AUXaHHS, 30KpeMa OpoHXialbHOI0 aCTMOI0, HeoOXiTHO
3HAXOOUTHUCS IIifl peTeIbHUM HaTIsIg0M JIiKaps IPOTSATOM KypCy JiKyBaHHS (OuB. po3min «I1obiuwi
peaxirii»).

Mecana3uHiHAYKOBaHi peakiiil rinepyyTnuBocTi 3 00Ky cepis (MiOKapauT Ta IePUKApPOUT)
BMHUKAIOTH pigko. Ha Tii mpuitoMy Mecana3uHy OyXKe PiAKo Bif3Ha4YaluCs MaTOJIOTiuHi 3MiHM 3 60Ky
cucTeMu Kposi. [lepen moyaTKoM Ta IPOTATOM JIIKYBaHHS JIiKap Ha CBid pO3CyQd MOXKe
PEKOMeHOyBaTU MPOBENEeHHS aHalli3y KPOBi 3 BU3HAYEHHSAM JIEUKOLUATAPHOI (OPMYIIH.

[Tpu cynyTHLOMY JIiKyBaHHI 3 a3aTiONPUHOM, 6-MepKanTonypuHoM abo TioryaHiHOM PU3UK
BUHUKHEHHS ITaTOJIOTiYHUX 3MiH 3 00Ky KPOBi MoxKe 36ibITyBaTHCS (OUB. po3din «B3aemomist 3
iHIITMMM JTiIKapCbKUMM 3aco0aMu Ta iHIM BHOYM B3aEMOMii»). [Ipu HassBHOCTI 03HaK abo mimo3pu Ha
PO3BUTOK MOAiIOHMX MOGIYHUX peakiliil TiKyBaHHS CIIif IPUIUHUTH.

PekomeHayeThCst 3p0OUTH IOATKOBI aHasIi3u KPOBi Ta ceyi yepe3 14 OHIB micis moyaTKy JiKyBaHHS,
a MoTiM [I0AATKOBO 2-3 aHasli3u 3 iHTepBajoM 4 THXKHI. fAKIIO pe3ynbTaTd y MexkKaX HOPMHU, HaCTYIIHI
aHaJIi3u CIIif MIPOBOAUTH KOXHI TpU MicALi. AKIO BUHMKAIOTh JOOATKOBI CUMIITOMH, 1Ii aHAITi3U
HeoOXiTHO ITPOBECTH HeTalHo.

IuTepdepeHIlig 3 1abopPaTOPHUMU TeCTaMU

IcHye pekinbKa MOBIMOMIEHD IIPO MOXK/IMBUM BIIJIUB HA BU3HA4YEHHS HOpMeTaHe(pPUHY cedi 3a
[OIIOMOT 00 PigUHHOI XpoMaTorpadii, 1[0 MPU3BOAMIO OO OTPUMAHHS XUOHOTIO3UTUBHUX PE3Y/IbTaTiB
y MallieHTiB 3 eKCIO3ULi€I0 cynbdacanasnHoM abo ioro MetaboniToM, MecantaMiHOM/Mecala3uHOM.

Tsikki mKipHi MoOiYHi peakirii

Tsaxki mKipHi mo6iyHi peaktii, BKogaiounu cuHapoM CTiBeHca - [I)KOHCOHA Ta TOKCHYHUM
emigepMaIbHUN HEKPOITi3, OyIu 3apeecTpPoBaHi Py JTiKyBaHHI Mecaa3uHOM. 3aCTOCYBaHHS
MecaJla3vHy CJIif IPUNUHUTHU [IPU MePIIUX IPosBax TAKKUX IIKIPHUX PeaKIliil TakKuX, K BUCHUI Ha
MIKipi, ypaxkKeHHS CTM30BOi 000JI0HKY KUIIEeYHUKY ab0 Oyab-IKUX iHIIMX O3HAK TillepuyTIUBOCTI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
Bazimuicmo.

Bigomo, 1110 Mecana3uH IPOHUKAE KPi3b ItalleHTapHui 6ap’ep. KoHIleHTpallig npenapary y mia3mi
IIyTIOBMHHOI KPOBi HMK4Ya, HiXK KOHIIEHTPallisl B MaTEePUHCHKiH 1a3Mi. Y MyImoOBHHHIN i MaTepUHCHKIN
T71a3Mi BUSIBIISIIOTBCS OJJHAKOBi KOHIIEHTPAIlil MeTaboIiTy alleTuIMecana3uHy.



Y mekinbKox HeeKCIIepUMeHTaIbHUX JOCTiAXKEeHHSIX XKOIHUX TePaTOreHHUX e(eKTiB, a TaKOXK KOTHUX
[0Ka3iB 3HAYHOT0 PU3UKY 3aCTOCYBaHHS JIIOASM He BUSBIEHO. [[OCHiAKEHHS IPUIOMY IepOpaIbHOT0
Mecasla3uHy, SIKi IPOBOOUIN HA TBAPUHAX, HE BUSBUIIM MIPIMUX ab0 HEIPSIMUX IIKiIIUBUX HACIIKIB
IIJIsT BaTiTHOCTI, PO3BUTKY eMOpioHa Ta IIJI0fia, 1M0JI0TiB ab0 IIOCTHATAIbHOT'O0 PO3BUTKY.

BigmoBigHi mo6pe KOHTPOJIbOBaHI HOCITiAKEeHHS 3aCTOCYBaHHS IpemapaTy [leHTaca BariTHUM XiHKaM
BimcyTHi. OOMexkeHi omy6TikoBaHi faHi CTOCOBHO Mecana3uHy CBif4aTh PO BiICYTHICTh MigBUIIEHHS
3arajibHOTO PiBHS BPOMXKEHUX Baf.

Ieski maHi cBigYaTh PO MiABUIIEHUN PHU3UK IIepeIyacHUX IT0JIOTiB, MEPTBOHAPOMXKEHHS Ta HU3bKOI
MacH TJIofa, OfHaK i HebaxaHi HaCJiAKK BariTHOCTI MOXKYTb OyTH TaKOXK ITOB’s3aHi 3 aKTUBHUM
3alaIbHUM 3aXBOPIOBAHHSM KHUIIEYHUKY.

Bynu noBifoMIeHHS PO MOPYIIEeHHS 3 60Ky CHCTEeMH KPOBi (IAHLIUTOIEHIs, TeMKOIEeHis,
TPOMOOILIMTOIIEHIsI, aHEMisT) Y HOBOHAPOMXKEHUX, MaTePi SKUX 3aCTOCOBYBaIM Mecalla3uH.

Jlumie B 0OqHOMY BUIIafKY MiCNIsL TPUBAJIOr0 3aCTOCYBaHHS MecCala3uHy Y BUCOKiM 031 (2-4 T
IIepopasbHO) YIIPOAOBXK BAriTHOCTI IOBINOMIIAIOCS PO HUPKOBY HENOCTATHICTh Yy HOBOHAPOAXKEHOTO.

Y nepiop BariTHOCTI Mecasia3vH MOXKHa 3aCTOCOBYBATHU TUIBKY TOAI, KOJIX, HA OYMKY JIiKaps,
IIOTEHIIiiHA KOPUCTD AJI MaTepi nepeBulllye iMOBIpHUY pU3UK AJid mwioga. CaMe 3aXBOPIOBaHHS
(3amasnbHe 3aXBOPIOBAHHS KUIIEYHUKY) MOXKe IiIBUIYBAaTH PU3UK HECIIPUATIUBOIO PE3yNIbTaTy
BariTHOCTI.

T'odyeaHHA 2pydoio.

Mecana3ul IpoHUKAE Y IPyIHE MOJI0KO. KOHIIeHTpallisd Mecala3uHy y TPYAHOMY MOJIOLI HUXK4Ya, HiXK
y KpOBi MaTepi, Toxi sIK MeTaboIiT, 1110 YTBOPIOETHCS (alleTUIMecanasrH), 3 IBISIEThCS B MOJIOL B
TAaKMX caMuX a00 OiJbIMX KOHIIEHTPAIIisIX.

IaHi 11010 IepoOpPaIbHOTO 3aCTOCYBaHHS IIperapary y mepiof rogyBaHHS IPYOai0 0OMeKeHi.
KonTponroBaHUX AOCTiAXKEHD [il penapaty [1eHTaca mif yac romyBaHHS I'PYAAI0 He mpoBogunu. He
MOXKHa BUKJIIOUUTH Peakllii TinepyyTIuBOCTi, TAKUX SIK Aiapes, Y HEMOBISIT. AKII0 Yy TPYAHOI UTUHU
BUHUKHE [iapes, TOfyBaHHSA I'PYLOAI0 CIIif IPUIUHUTH.

[Ipenapart [leHTaca MoXHa IpuUKMMaTH B IIepiof TOgyBaHHS T'PYAAL0, ajle NIUIle Y pasi, KoK, Ha OYMKY
JIiKaps, MOTeHIiHa KOPUCTD OJI MaTepi IepeBulllye iMOBIpHUYN PU3UK [JId AUTHUHU.

depmuabHicmMb.

HocrnigXeHHS Ha TBapHHaX IPOOEeMOHCTPYBAJIX BiICYTHICTh BIIJIMBY Mecala3uHy Ha GepTUIIbHICTD
CaMIIiB Ta CaMOK.

30amuicmb enaueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Mecamna3uH He BIJIMBa€ ab0 Ma€ He3HAYHUI BIJIMB Ha 3JAaTHICTh KePyBaTH aBTOTPAHCIIOPTOM abo
IIpaloBaTy 3 IHIIUMU MeXaHi3MaMu. AKINo mif Yac JIiKyBaHHSA IIpernapaToM CIIOCTEPIraeThCs
3anaMOpOY€eHHs, CJIii yTPUMATUCS Biff KEpPyBaHHSA aBTOTPAHCIIOPTOM.



Cnoci6 3acmocyeaHHss ma do3u.

ITopoci
[HOMBiOyanbHe NO3YBaHHA.
Bupasxosul Kojaim Xeopoba KpoHa
Cmadia 1o 4 r Mmecana3uny 1 pa3 Ha {06y abo |[Io 4 r Mecana3uHy Ha 000y 3a
3d20CMpeHHA 3a KiflbKa IPUKOMIiB (PO3MOAiNA0Th HalKibKa MPUMOMIB (PO3MOAINAIOTE Ha
2-3 mo3u). 2-3 mo3u).
[TiompumyeasvHa |PeKOMEHOYETHCSA IPUMOM 2 T ITo 4 r Mecana3uHy Ha 00y 3a
mepanis MecasasuHy 1 pa3 Ha J00y. KiJTbKa IIPUMOMIB.

[liTy (= 6 poKiB)

[HOUBigyalbHE NO3yBaHHS. € nuille oOMeXeHi 3aIOKyMeHTOBaHi aHi om0 epeKTUBHOCTI A
miTeu BikoM 6-18 pokiB.

Bupasxosul Kojaim |X30po6a Kpona

Cmaois [TouaTkoBa fmo3a - 30-50 Mr/kr/go0y 3a KibKa IIpUHOMIB.

30d20CMpPeHH A MaxkcumasbHa f03a - 75 Mr/Kr/moby 3a KinbKa mpuioMiB.

3arasnbHa f103a - He Oinblie 4 r/moby (MakcuMasbHa [03a [ JOPOCIIHX).
[TiompumyeasvHa [[ToyaTKoBa mo3a - 15-30 mr/kr/moby |[loyaTkoBa mo3a - 15-30 Mr/Kr/moby
mepanis 3a KilbKa IIPUUOMIB. 3a KiJlbKa IIPHANOMIB.

3arasnbHa 03a - He Oinbie 2 r/moby |3aranbHa mo3a - He Oinbiie 4 r/mo0y
(pekoMeHOoOBaHa go3a OIS (pekomeHOOBaHa f03a OIsd
MOPOCIUX). IOPOCHNX).

4K mIpaBuUIo, OiTIM 3 Macoio Tina MeHme 40 Kr IprU3HAYa€EThCS MOIOBUHA TO3U OIS JOPOCIIHX, a
OiTAM 3 Macoro Tina moHaf 40 Kr npr3HavYaeThCA MMOBHA 103a OIS MOPOCIHUX.

TabneTku npuiMaT BHYTPILIIHBO, HE PO3KOBYIOYH. [IJ151 OJIETIIIEHHS IPOKOBTYBAHHS TableTKy
MOXKHa po34uHUTH y 50 M1 xonmogHo1 Bogu. Clif mepeMiliaTé Ta Ofpa3y BUIUTH.

TpuBamicTh NMiKyBaHHS BU3HAYAE JIiKap 3aJIe’kKHO Bif nmepebiry 3axBOpIOBaHHS.

Himu.

He cnip 3acTocoByBaTu npenapar AJ1s TiKyBaHHS AiTel BiKOM 10 6 POKIB.

IlIepedo3yeanHsi.

IcHye nmuie oOMexkXeHUM KITiHIYHNUM [OCBif Tepefo3yBaHHs npenapatTy [IleHTaca, IKUY He BKa3ye Ha

HasIBHICTh HUPKOBOI ab0 MmediHnKoBOI TOKCUYHOCTI. CrieludiyHOTro aHTUO0Ta HEMAE, TiKyBaHHS Ma€
OyTH CUMIITOMaTHYHUM Ta MATPUMYBaTbHUM. HagXooumu CBim4eHHS PO MPUHOM MallieHTaMu
no00BUX 103 IIpenapaTy Oo 8 T IPOoTIroM Micsiis 6e3 BUHUKHEHHS Oyab-IKUX I00iYHUX e(peKTiB.

3aBOsiky po3poO1li rpaHyI IPOJIOHTOBAHOI il Ta crenudivHuX HapMaKOKiHETHYHUX BJIACTUBOCTEN
Mecajla3uHy OTPYEHHS He OYiKY€EThCS HaBiTh IPU IPUKOMI IIpernapaTy y BEeJIUKUX A03aX.

3arajioM CUMIITOMU MalOTh BiiTIOBiIaTA CUMIITOMaM OTPYEHHS CONSMU Cail[uI0OBOl KUCIOTH:
KHMCJIOTHO-TY2KHa iHTOKCHKAILis, TillepBeHTUIIAIS Ta HAOPSK JIeTeHiB, 3HEBOMHEHHS, CIPUYNHEHE



MIOTiHHAM i OJII0OBAHHSAM, TiIIOTIiKEeMid.

JIikyBaHHS Nepefo3yBaHH: NIPU alufo3i abo anKanosi - BiTHOBIEHHS KUCIOTHO-TYKHOTO Ta
eJIeKTPOJIiTHOTO OanaHCy; pY 3HEeBOJHEHHI - perigpaTallisi; IpH TimoriikeMil - 3aCTOCyBaHHS
TJIFOKO3U. [J00aTKOBO IPOBOLUTH BHYTPIIIHEOBEHHE [TIepeIMBaHHS PO3UUHIB €JIeKTPOJIITIB AJis
30inmbIneHHs Aiype3y. PeTenbHuM KOHTPOIb QYHKIII HUPOK.

Io6iuni peakuii.

[ToGiyHi peaxiiii, 1110 Hal4acTillle CIIOCTepiraaucs y XoAi KJIiHIYHUX [OCTiiXKeHb: giapes, Hy[OTa,
abmoMiHanbHUM 6inb, TOJTOBHUY 6ifib, 6/TI0BaHHS Ta BUCHUI. [HKOIM 3yCTPiYa0ThCS peakiiil
rinepyyT/INBOCTI Ta MeJUKaMeHTO3Ha rapsadka.

YacTtoTy nobiuHux ePeKTiB, PO SIKi MOBIOMIISIIOCS IIiJ Yac MPOBeIeHHS KIIiHIYHUX OOCTiIXKEeHb Ta

IIPOTATOM IIOCTMapKETUHTOBOT'0 CIIOCTEPEXKEHHS, BU3HaYEHO TaKUM YMHOM: IolmupeHi (Big = 1/100
no < 1/10), pigkicHi (Big = 1/10000 mo < 1/1000), onyxe pimkicHi (< 1/10000), yactoTa HeBifoMa (He
MOXKHa BCTAHOBUTH Ha OCHOBI HasIBHUX JaHUX).

3 60Ky Kkpoei ma aimpamuyHoi cucmemu: OyxKe pifKicHi - eo3uHOPisis (K CKIagoBa ajepriyHol
peaxiiil), aHeMis, anjlaCTUYHa aHeMis, IeMKOIeHis (BKIYalyy rpaHyJIONUTOIEHI0 Ta
HEUTPOIIEeHi0), TPOMOOLUTOIIeHis, arpaHyJIOIUTO3, TaHIIUTONIEHi.

3 60Ky iMyHHOI cucmemu: fy*Ke PigKicHi - MaHKOJIT, peakilil rinepyyTauBOCTi, BKIIOYal0un
aHa(dinakTHuYHi peakiii, peakiii Ha JTiKapchbKuUM 3acid 3 €03uHOGITi€l0 Ta CHCTEMHUMY CUMIITOMaMHU
(DRESS-cunmpomM).

3 6oky Hepeoeoi cucmeMu: TIOUIUPEH] - TOJIOBHUY 0ib; PiAKiCHI - 3alIaMOPOYEHHS; AyXKe PigKicHi -
nepudepuyHa HeKpomnaris, ToOposKiCHa BHYTPIlIHbOUEPEIHA TinepTeHsis (y giTed y mybepTaTHOMY
nepioni).

3 60Ky cepus: pigkicHi - MioKapauT* i mepukapmuT*.

3 boky OuxanbHOi cucmemu, op2aHie 2pyo0HOI KAimKu ma cepedoCmiHHA: IyXKe PigKicHi - anmepriuxi
Ta piOpoTuyHi 3MiHN 3 60Ky JereHb (BK/II0Ual04Yy 3aJUIIKy, Kalllelb, OPOHX0CIIa3M, ajJepriyHuii
anbBeOJIiT, IeTeHeBy e03WHOGINII0, iIHTepCTHLIaTbHE 3aXBOPIOBAHHS JIET€Hb, JIeTeHeBY iH(inbTpario,
ITHEBMOHIT).

3 60Ky KUWKo80-WAYHK0B020 MpaKmy: TOUIUPEHi - miapes, 6inb y XKUBOTi, HymoTa, O/II0BaHHS,
MEeTeOpU3M; PIAKICHI - MiABUILEHUN PiBEeHb aMila3y, TOCTPUM ITaHKpeaTUT*; oyxe pigKicHi -
IIaHKOJIIT.

3 60Ky neyiHKu i oco840B8UBIOHUX WsXi8: IyXkKe PigKicHi - mopyIieHHs GYHKIIII Me4iHKM, BKITI0Ya0un
IMigBUIIEHHS PiBHS MIeYiHKOBUX (PEPMEHTIB, IOKa3HUKIB X0JiecTa3y (HalpuKiaf, MigBUIlleHHS PiBHSA
nmyxHol pocdaTasu, raMma-riayTamMinTpancdepasu Ta 6inipyOiHy), remaToOTOKCHYHICTS (Y T. 4.
remaTuT*, X0neCTaTUUYHUY TeIIaTUT, IUPO3, IeYiHKOBa HEOOCTATHICTh).

3 6oky wkipu i niOwWKipHOi KAIMKOBUHU: TIOIIUPEH] - BUCUT (BKTIOUAIOYM KPOIIUB STHKY,
epUTEeMaTO3HUY BUCHI); PigKicHI - peakuil poToceHcuObinizamii**; nyxe pigkicHi - 060poTHa
arorertisi, HaOpsk KBiHke, anepriynuil jepMaTuT, MynbTH(HOPMHA €PUTEMA; YaCTOTa HEBifoMa -
curapoM CriBeHca - [[:KOHCOHA, TOKCUYHUY elliflepMajlbHUY HEKPOJIi3.



3 60Ky onopHO-pyXx080i cucmemu i CnoAyYHOI MKAHUHU: [yXKe PimKicHi - Mianris, apTpaniris, peakiiii,
nopnibHi 10 Y4ePBOHOTO BOBYAKaA.

3 60Ky HUPOK i ceyosudinbHOI cucmemu: OyxKe PigKicHi - mopyiieHHsT QYHKIII HUPOK (BKITIOYA04YU
TOCTPUM Ta XPOHIYHUY iHTePCTUIlianbHUY HePpUT*, HePPOTUUHUHN CUHAPOM, HUPKOBY HEJOCTATHICTh
(rocTpa Ta XpoHiYHa), SKa MOXkKe 3HUKATHU IIPHU BigMiHi mpemapaTty), 3He0apBlIeHHs cedi; YacToTa
HeBimoMa - HehpomiTia3z***,

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103: IyXKe PimKicHi - omirocmepmist (060poTHA).
3azanvHi po3aadu: oyxkKe PifKiCHI - MeAUKaMeHTO3Ha rapsyka.

*MexaHi3M PO3BUTKY MeCalla3uHIiHAYKOBAHOTO Mio- 1 IepuKapauTy, IaHKpeaTuTy, He@pury i
remnaTUTy HEBIOMUM, ajle MOXKJIMBE MOTO alepriyie IOXOAXKeHHS.

*@oToceHcubinmizamis: mpo GinbIN TSIXKKI peaklil MOBiHOMIISIIM Y MallieHTiB 3 iCHYI0Y0I0 IIaTOIOTiE
IIKipHY, TAKOIO SIK aTOIMIYHUN IEPMaTUT Ta aTOIliuHa eK3eMa.

*k*TTuB. po3min «OcobMUBOCTI 3aCTOCYBAHHSI» AJIST OTPUMAaHHS HeTalbHol iHdopMaiii.

BaxknuBo Big3HAYUTH, 110 A€sIKi 3 I[UX IOPYIIeHb MOXKYTh OYTH ITOB’sI3aHi 3 3amaabHUM
3aXBOPIOBAHHSAM KHUIIEYHUKY.

3BiTHICTH 100 MOOIYHUX pPeakKIrii

3BiTHICTH IIOMI0 MiMO3PI0OBAHMUX MOOIYHUX PeakKIliil micis 3aTBEPAKEHHS JIKapChKOTO 3acoby
BaxuBa. Lle mae 3Mory pogoBXKUTU MOHITOPUHT CHIiBBIIHOIIEHHS KOPUCThH/PU3UK 3aCTOCYBaHHSA
JiKapchKOro 3aco0y. MeOuyHUX MpalliBHUKIB IIPOCITh MOBIIOMIATH IIPO OyAb-sKi Migo3pioBaHi
no0iyHi peakuii yepe3 HallioHAIbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiranssi.

30epiraTtu B HEAOCTYIIHOMY IJIS OiTed Micti. 36epiraTu mpu Temnepartypi He Buiie 25 °Cy
3aXUIEeHOMY Bif CBiTIIa MicCIIi.

YnakoBka. [To 10 Tabnetoxk y 6mictepi, mo 5 a6o 10 6ricTepiB y KapTOHHI#! KOPOOII.

Kareropis Bignmycky. 3a penentom.

BupOOHHK.

®eppiur I'm6X, Himeyuuna/Ferring GmbH, Germany.



Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.

Bitnanp 11, 24109 Kines, Himewunna/Wittland 11, 24109 Kiel, Germany.



