THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

ITIEHTACA

(PENTASA®)

Cknao:
diloua pevosuHa: Mecajas3uH;
1 cynosutopiu mictuTth Mecana3uny 1000 wmr;

donomidicHi peyosuHu: TIOBimoH, Makporoin 6000, marHito cTeapaT, TalbK.

JIikapcbKka ¢popMa. Cyno3uTopil peKTaibHi.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: Cyro3uTopii oBasbHOI ¢popMu Bif 6iI0T0 IO KOBTYBATO-
KOPUYHEBOTO KOJIbOPY 3 BKPAIJIEHHSIMHU.

dapMmakoTepaneBTHYHA rpyna. [IpoTu3ananbHi 3acobu, siKi 3aCTOCOBYIOTh ITPU 3aXBOPIOBAHHSX
KuieyHuKy. Kucmora amiHocaminuioBa Ta mofioHi 3acobu.

Kom ATX AO7E CO02.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Mecana3uH € aKTUBHUM KOMIIOHEHTOM CYy/Ib(acanas3uHy, SKWi 3aCTOCOBYIOTh /IS JIIKyBAaHHS
BHPa3KOBOT0 KOJMITY i xBopobu KpoHa.

KiiniyHi focnifgXeHHS CBigYaTh, 10 TepaleBTUYHI BJIaCTUBOCTI Mecajla3uHy [P [IEpOpaibHOMY Ta
PEeKTalbHOMY 3aCTOCyBaHHi 00yMOBJIE€Hi OilbII00 MipOI0 MOTO MICIIEBOIO [Ii€l0 Ha 3amanieHi OiNSIHKA
KHUIIeYHUKY, aHiX cucteMHuM epekToM. HasiBHa iH(opMallisg BKa3ye Ha Te, 1[0 TSIXKKICTh 3allajieHHS
KUIIEYHUKY Y Malli€HTiB i3 BUPa3KOBUM KOJIiTOM 060POTHO KOPEJTIOE 3 KOHIIEHTPAlli€l0 Mecana3uHy y
CIM30Bil 000JIOHII.

Y nanieHTiB i3 3ananbHUMU 3aXBOPIOBAHHIMYU KUIIEYHUKY CIIOCTEPIraloThCs MifiBUIIIEHA Mirparlis
JIEUKOIUTIB, aHOMaJlbHe NIPONYKyBaHHS LUUTOKIHIB, 30iIbIIYEThCS IPOAYKYBaHHSA MeTa0oMiTiB
apaximoHoBOi KUCI0TH (0CO0MMBO JIEMKOTPieHIB B4), yTBOPEHHS BiTbHUX pafiuKalliB y 3amaneHux
TKAQHVHAX KUIIEeYHUKY.



MexaHi3M [il Mecana3vHy IIOBHICTIO HE BUBUEHUH, X04a MOXKYTh OyTH 3ajTydeHi Taki MexaHi3Mu, K
CTUMYJISLig yY-POpPMU PELeNTOPIB, 10 aKTUBYIOTHCS IePOKCUCOMHNMY IponidepaTopamu (PPAR-y),
Ta MIPUTHiIYeHH simepHoro ¢akTopa Kanmna-B (NF-kB) y cnu3oBift 060/10HII KHIIEYHUKY.
dapmakonoriyHui eekT Mecana3uHy y OOCTiOKEHHX in Vitro Ta in vivo mojsrae y NpuriideHHi
XeMOTaKCHUCY JIEMKOIUTIB, 3MEeHIIeHH] KiJIbKOCT1 TPOAYKYBaHHS LIUTOKIHIB i IEUKOTPIEHIB i
HeWTpari3allil BITbHUX paguKatiB. Xo4a Ife 0CTaTOYHO He BCTAHOBIIEHO, ¥ Oyab-IKOMY pasi
IlepepaxoBaHi BUIlle MIPOIECH BifirpaloTh OCHOBHY POJIb y KJIiHIYHIN e(eKTUBHOCTI Mecanla3uHy.

dapmakoKiHemuxka.

TepaneBTuyHa [ Mecana3uHy B OCHOBHOMY BU3HA4a€ThCA MOTO MiCIIeBUM KOHTAKTOM 3 iITHKOIO
3amasieHHs CIM30B0i 000JIOHKY KUIIEYHUKY.

3acTocyBaHHS CYIIO3UTOPiiB 3abe3meydye BUCOKY KOHI[EHTPAIiI0 Mecala3uHy y IPsAMil KU Ta
HU3bKY CUCTEMHY abcopOirito.

Abcopbuis. Ilpu peKTaabHOMY 3aCTOCYBaHHI ITpemapaT BCMOKTY€EThCS TIOBITbHO, OJHAK iHTEHCUBHICTD
3aJIeXUTh Bif A03U, CKJIafy [IperapaTy Ta CTyIeHs PO3NOBCIOAXKeHHS. BCMOKTYBaHHS, 110
BM3HAYaJIOCs 3a JaHUMMU BUBE[EHHS CIIOIYyKH i3 cedyero y CcTalioHapHiX (a3i y 3mopoBux
noOpoBOIBLIB, SKi ogepxkyBanu 2 T (1 r X 2) mpemapaTy Ha 100y, cTaHOBUTh pubmu3Ho 10 %.

Po3noodia. 38’si3yBaHHsI Mecana3uHny 3 6iTkaMu IJ1a3Mu KPOBi cTaHOBUTE mpubnu3uo 50 %, a
alteTUnIMecana3uny - mpubnusno 80 %. Mecana3uH Ta aleTUIMecalia3uH He MPOXOAsTh KPi3b
remartoeHiedaniyaui 6ap’ep.

Biompancgpopmauin. Mecana3uH nepeTBOPIOETLCS Ha N-alleTUIMecana3uH (aleTuiMecanasul) K
IIPECUCTEMHO Y CJIM30Bil 000JIOHII KUIIIEYHUKY, TaK i CUCTEMHO B ITeYiHIli, B OCHOBHOMY 3a
nonoMmorow N-anetuntpasncdepasu-1 (NAT-1). HesnauHe aneTunioBaHHsA 30iMCHIOETHCS 3@ y4acCTi
0aKTepil TOBCTOTO KUIIIEYHUKY. AIIETUIIIOBAHHS Mecajla3uHy, iMOBIipHO, He TOB’si3aHe 3 (EeHOTUIIOM
alleTUIIIOBAHHS TallieHTa. BBazKa€eThCs, 10 alleTUIMeCasla3uH € KITiHIYHO HEaKTUBHUM, IIPOTE Liel
($hakT BUMarae migTBepaXKeHHS.

BugedeHHsA. Mecajia3uH Ta alleTHUIMecala3yH BUBOOATHLCA i3 ceuelo i KajloM. Y cedi BUABIIETLCS
TOJIOBHUM YMHOM alleTUJIMEeCaIa3uH.

Y malieHTiB 3 MOPYIIEeHHIMHU (DYHKIII1 TeYiHKYM Ta HUPOK BHACIIAOK 3MEHIIEHHS IIBUAKOCTI
BUBE[EeHHS IIpernapaTy MoxXe [iIBUIIYBaTUCSA PU3UK YpaKeHHsS HUPOK.

KriniyHi xapaKTepHCTHKH.
Iloka3anns.

Bupa3KkoBui MPOKTHUT.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTH [0 [iI040l PEYOBUHH, IO CalinuiaTiB abo 0o OyOb-1KO0l 3 MOMOMIKHUX
pedoBuH. TSOXKKi mopymeHHs GYHKIIII mediHKy Ta/abo HUPOK. Brupa3ka mmyHKa a0o ABaHAALSATUIIATO]
KUIIKY. ['eMopariunuii giaTes.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

OpHoYacHe JTiKyBaHHS IpernapaTtoM [IeHTaca Ta a3aTiONMPUHOM, 6-MepKaITOMypPHHOM abo
TiOTYaHIHOM Yy JOCTiAKEHHSIX MPU3BOAWUIIO OO0 IMiABUIIEHHS YaCTOTH Mi€IOCYIPECUBHUX e(DEKTIB;
iMOBipHO, icCHY€ B3aeMOpisl MixK 3a3HaYeHUMHU 3acobamMu. MexaHi3M Iliei B3aeMOoIil 0CTaTOYHO He
3’sgcoBaHu. PEKOMEHOYETHCS PETyIIpPHO KOHTPOJIIOBAaTH PiBEHb JIEMKOLUTIB Ta BiATIOBIAHUM YMHOM
KOPUTYBATHU NO3U TiOIYyPUHIB.

3a HemifTBepOKeHUMU JaHUMHU Mecala3uH MoxXe I10cnabIoBaTh aHTUKOATYISHTHUM BIIJIUB
Bapdapuny.

MoxXrBe IOCUJIEHHS TiloriiKkeMigHol gil moxigHUX CylIb(MOHIICEYOBUHY, TOKCHYHOI [ii
MeTOTpeKcaTy. AKTUBHICTb (pypoceMifly, CIIipOHOIaKTOHY, CynlbdaHinaMifiB, pudpaMiinuny,
YPUKO3YPUYHUX IIpenapariB (mpobeHenuay Ta CynbdiHmipa3oHy) Moxe cinabuiatu. MecanasuH,
MOZKJIUBO, 30aTHUM NOTEHI[il0BaTh HebaxkaHy [Jif0 ITIOKOKOPTUKOILIB Ha CIU30BY 000JI0OHKY LINYHKA,
MO2Ke€ 3MEHIITyBaTh BCMOKTYBaHHS JUTOKCHHY.

Oco06.1u8ocmi 3acmocyeaHHsi.

BinbmicTh nauieHTiB i3 HemepeHOCUMiCTIO ab0 MiABUIIEHOIO YYTIUBICTIO N0 CyIbdacana3uHy MOXKYTh
npuiMaTy npemnapart [leHTaca 6e3 pu3uKy BUHUKHEHHS MTOMiOHUX peakIlii.

OpHax malfieHTaM 3 aJepriyHon peakilieio Ha cynbdacana3ut PeKOMEHIYEThCsT 00epexkHICTh (Yepe3
PU3UK anepril Ha caminunaTtu). Y padi BAHUKHEHHS TOCTPUX CUMIITOMIB HEIIePEHOCUMOCTI, 30KpeMa
CIIa3MiB Yy KMBOTi, TOCTPOr0o 0OJI0 Y JKUBOTI, rapsiukKy, iHTEHCUBHOTO T'OJIOBHOTO 00JII0 Ta BUCHUILY,
JIiKyBaHHS IIpenapaToM HeoOXigHO HeranHO IPUIUHUTH.

ImionaTuyHa BHYTPIIIHbOYEPENHA TillepTeH3id

[ToBimoOMIISINIOCS PO ifioNaTAYHY BHYTPIMIHbOYEPEIIHY TillepTEH3ii0 (ICEBAOMYXINHA TOJIOBHOTO
MO3KY) y MallieHTiB, AKi 3aCTOCOBYBa/M Mecasa3uH. [1allieHTiB CyIif monepeguTy IIpo O3HAKHU Ta
CHMIITOMH ifiomaTUYHOI BHYTPIIIHHOYEPEIHOI TillepTeH3ii, BK/II04Yal0Yu CUNTbHUN ab0 peluanBy0unii
rOIOBHUY 0inb, IOPYIIIEHHS 30py abo 1IyM y ByXaX.

Y pa3i BUHUKHEHHS ifionaTHYHOl BHYTPITHEOUYEPEIIHOI TilepTeHs3il Cllifg PO3rAsHyTH MUTaHHS IIPO
[IPUNIMHEHHS 3aCTOCYBaHHS Mecasla3uHy.

[TamieHTaM 3 mopylieHHAM GYHKII Ie4iHKA PeKOMEHIY€EThCS 3 00epekHICTIO MpUiiMaTH Ipemnapar.
[Iepen mo4aTKOM JIiIKyBaHHA Ta IIif 4ac JIKyYBaHHA [IperapaToM CJIifi KOHTPOJIBATUA IlapaMeTpu
¢byukuil mevinky, Taki 9K AJIT uu ACT, Ha po3cyq JiKyl04oro Jgikaps.

[TpemapaT He peKOMeHIOBaHUM [Jig 3aCTOCYBaHHS IallieHTaM i3 MOpyIIeHHIM QyHKIIil HUPOK.
OyHKIIi0 HUPOK CJIif PeryasipHO KOHTPOIBATY (HalpuKiiaz TakKi mapaMeTpH, 1K PiBeHb CEUOBUHU Ta
KpeaTUHIHYy CUPOBATKX KPOBIi, 0cap y cedi Ta MeTreMoriobiH), 0co0IMBO Ha IIOYATKY JIiKyBaHHS.
[Tepen moyaTKOM JIiKyBaHHS Ta IIifl Yac JIiKyBaHHS IIpelapaToM CJIifi TPOBOOUTH aHali3 cedi (3a



OOTIOMOTOI0 TECT-CMYZKOK), Ha PO3CY JIKYHYO0ro JTiKaps. Y Mali€HTiB 3 BiIXUIeHHSIM IlapaMeTpiB
GYHKIII HUPOK Biff HOPMU IPOTATOM JIiIKYyBaHHS CJIif Mif03pi0BaTH He(PPOTOKCUYHICTD, CIPUYNHEHY
Mecana3uHoM. OJHOYaCHe 3aCTOCYBaHHS iHIMX 3ac00iB 3 BiOMOI0 HE(POTOKCUYHOIO i€ Ma€e
3yMOBUTH MiIBUIIEHHS YaCTOTHA KOHTPOIIO QYHKII1 HUPOK.

[TanieHTH i3 3aXBOPIOBAaHHSIMH JIET€Hb, 30KpeMa aCTMOI0, IIOTPeOyIOTh IyKe PeTeIbHOTO KOHTPOIIIO
CTaHy IIiJ 4yac JiKyBaHHS.

Iye pigKo HaAXOOWUIM IIOBIAOMIIEHHS IIPO CEPIEB] peakil rinepyyTIuBOCTI (Mio- Ta IEPUKAPAUT),
CIIpUYMHEH] Mecana3uHoM. [lyxKe pifKo CIIoCTepiraaucs TSAXKKi CTiMKi TaTOOTiYHI 3MiHU KJIIITUHHOTO
CKJlafy KpoBi. [lepeq moyaTkoM JIiKyBaHHSA Ta IIiJ 4ac JIiIKyBaHHA IIperiapaToM PeKOMEeHAYEThCA
IIPOBOAMTY aHali3 KPOBi i3 BU3HAUEHHIM JIeUKOIUTAapHOI POPMYIH, Ha PO3CYN JIiKYI0YOT0 JTiKaps.
OpHovacHe NMiKyBaHHS a3aTiOMPUHOM, 6-MePKAITONYPUHOM ab0 TioryaHiHOM MOXKe MigBUIIUTH PU3UK
BUHUKHEHHS CTIMKUX IIaTOJIOTIYHUX 3MiH KIITUHHOIO CKJIaay KpoBi (OuUB. po3ain «B3aemonis 3
iHIITIMM JTiIKapCbKUMM 3aco0aM¥ Ta iHIM BHOYM B3aEMOMiM»). Y pasi mimo3pu abo BUSBIEHHS 03HAK, IO
iATBEPOXKYIOTH 1i HebaXKaHi peakilil, TiKyBaHHS CJIifi IPUTMHUTH.

[Ipu 3acToCyBaHHI Mecala3uHy MOBIAOMIISANN IPO HedposIiTias, BKI0Yandu GopMyBaHHS KaMeHiB,
mo Ha 100 % cknaganucs i3 Mecana3uHy. [lamiesTam ciig peKOMeHAyBaTH BXKUBATU JOCTATHIO
KIJIBKICTE PIAVHY IIPOTATOM JIiKyBaHHS.

AHani3u KpoBi Ta cedi peKOMeHAy€eThCS PoOUTH Yepe3 14 OHIB mics moyaTKy JiKyBaHHS i B
IIOfaIbIIOMY 2-3 pa3u 3 iHTepBasioM 4 THUXHI. K0 pe3ylIbTaTh AOCIIIXEeHb 3HaXOOAThCS B MeXKax
HOPMH, ITOAAsIbIl aHalli3u CIIifl MPOBOAUTH KOXKHI 3 Micsli. Y pa3i MosiBu JOAATKOBUX CUMIITOMIB IIi
aHaJIi3M CIIif BUKOHATH HerauHO.

IHTGQ@GQGHLHH 3 HaﬁogaTOQHI/IMI/I TeCTaMn

IcHye mekinbKa MOBiMOMIEHD IIPO MOXK/IMBUY BIIJIUB Ha BU3HAYEHHS HOpMeTaHe(hpPUHY cedi 3a
IOIIOMOT 00 PiguHHOI XpoMaTorpadii, 1110 MPU3BOAUIO0 OO0 OTPUMAHHS XUOHOIIO3UTUBHUX PE3Y/IbTaTiB
y IallieHTiB 3 eKCIO3UIi€I0 cynbdacanasnHoM abo #oro MetaboiToM, MecanaMiHOM/Mecana3uHOM.

Tsaxki mo6GiyHi peakiii 3 6OKY IIKipu

[ToBimommnsinocst mpo TSKKi mKipHi nobiuni peakuii (TIITIP), BKMo4aoyu iHAYKOBaHY JTiKApChbKUMU
3acobamu eo3uHOGini0 3 cucteMHuMu cuMmntomamu (DRESS-cungpom), cuagpom CriBeHca-
IxoHcoHa (CCII) i TokcuuHui enmigepManbauil Hekposi3 (TEH), moB’si3aHux i3 niKyBaHHSIM
MecaJIa3uHOM.

3aCTOCyBaHHS MecaJla3uHy CJIiff IPUIUHUTY IPU IePIIUX IPOsABaxX TAKKUX WIKIPHUX Peaklii TaKux,
SIK BUCHII Ha ILIKipi, ypakeHHS CIM30B0I 000JIOHKM KUIIeYHUKY ab0 Oyab-SKUX iHIINX 03HAK
rinepuyTIUBOCTI.

Mecana3uH MoxKe BUKJTUKATH YePBOHO-KOpUUHEeBe 3ab0apBIeHHS Cedi Imic/Is KOHTaKTy 3
BifbimoBaueM Ha OCHOBI TiIIOXJIOPUTY HATPilo (HAPUKIIAM, Y TyajeTaX, OUUIIeHNX TiloXJIOPUTOM
HaTPilo, III0 MiCTUTLCS B IesIKUX BigOintoBadax).

3acmocysaHHs 8 nepiod sazimHocmi abo 200y8aHHs 2pyod0to0.
Bazimuicme.

Bimomo, 110 Mecana3uH IPOHUKAE KPi3b IIalleHTapHu 6ap’ep, i H0ro KOHIeHTpaIlid y maa3Mi
IYTIOBMHU HUXKYa, HiXK KOHILIEHTPAIlig Y MaTePUHCHKIM nina3Mi. MeTaboliT alieTuiIMecaaa3ut



BUSIBIISIETHCS B OMHAKOBiHM KOHIIEHTPAIlil y IJ1a3Mi yIIOBUHYU Ta MAaTEPUHCHKIN T1a3Mmi.

3 pAny HOCTiAKeHb/CIIOCTEPEKEHD BiIOMO, 1110 TepaTOreHHUY BIUIUB IIpenapaTy BiACyTHIN;
CBiIYeHHS 3HAYHOTO PU3MKY [AJIF JIIOAWHMY, TI0B’I3aHOT0 i3 3aCTOCYBaHHSIM IIpenapaTy, TaKOX He
BUsIBNIEeHi. [IOCNTiI>KeHHS Ha TBAapUHAX i3 IepopalbHUM BBEJEeHHIM Mecala3uHy TaK0XK He BUSBUIIH
pssMoro abo 0ToCcepeaKOBAHOIO MIKIJIMBOTO BIIJIUBY IIPeapaTy Ha BariTHICTh, PO3BUTOK
eMmOpioHa/mmoa, monory abo MOCTHATaIbHUM PO3BUTOK.

BipmoBigHi mo6pe KOHTPOJIbOBaHI HOCIiIXKEeHHS 3aCTOCYBaHHS JTiKapchKoro 3aco0y [IeHTaca BariTHUM
XKiHKaM BifcyTHi. OOMexkeHi onmy0IiKoBaHi laHi CTOCOBHO Mecala3uHy CBiuaTh IIPO BiCyTHICTH
MigBUINIEHHS 3araJbHOTO0 PiBHS BPOMXKEHMX Bafl. [esKi gaHi cBigyaTh mpo 30iNbllIeHHS YacTOTU
mepeqyacHUX MOJIOTiB, MEPTBOHAPOIXKEHHS Ta HU3bKOI MaCH Tijla IpX HapOOXKEeHHi, OHaK ITi
HECIPUAT/IUBI HaCIIiAKX BariTHOCTI TaKOXK IOB’sI3aHi 3 aKTUBHUM 3alalbHUM 3aXBOPIOBaHHSAM
KUIIEYHUKY.

Y HOBOHaApOOXKEHWX, MaTepi IKUX OfepKyBalu JIiKyBaHHS IpenapaToM [IeHTaca, cmocTepiranucs
TIOpYIIeHHs 3 60Ky KPOBi (TAaHIIUTONEHIs, TeHKOIeHiss, TPOMOOIUTOIIEHIs Ta aHEeMis).

Jluile B OQHOMY BUIIQ[KY ITiCJIg TPUBAIOTO 3aCTOCYBaHHS YIIPOAOBXK BariTHOCTI Mecana3uHy y
BHCOKIiH 0031 (2-4 T mepopaibHO) MOBIJOMIISIOCS NP0 HUPKOBY HEJOCTATHICTh Y HOBOHAPOOKEHOTO.

Y nepiop BariTHOCTI Mecajla3vH MOXKHa 3aCTOCOBYBaTHU TUIBKY TOZl, KOJIX OYiKyBaHa KOPUCTH LI
MaTepi IepeBulnye IOTEHIINHUY PU3UK IJIS IIJT0fa. 3aXBOPIOBaHHS caMo 10 coli (3amasnbHe
3aXBOPIOBaHHS KUIIEYHUKY) MOXKe IIIBUIYBaTH PU3UK HECIPUATIIUBOIO PEe3yIbTaTy BariTHOCTI.

ITepiod 200ysaHHA 2py000.

Mecarna3vH IPOHUKAE Y TPyAHEe MOJIOKO. KOHIleHTpallis Mecala3iHy B I'PYIHOMY MOJIOL HUXK4Ya, HiXK
y my1a3Mi KpoBi MaTepi, Toxi SIK alleTuIMecana3uH BUSBIISIETHCS Y MOJIOL B TaKiit caMiét a6o GinbImii
KOHIIeHTpallil. IcHye o0MexkeHu# IOCBi IepOPaIbHOT0 3aCTOCYBaHHS Mecala3nuHy KiHKaM, SKi
TOOYIOTH TPYAIIO.

KoHTpOIROBaHUX [OCIIIXKEHD O[O0 3aCTOCYBaHHS Mecala3uHy y [1epiof roAyBaHHs IPYALI0 He
npoBopunu. He MOXXHa BUK/IIOYUTH Peakllill TinepuyTAUBOCTI, TAKUX K Oiapes, Y HEMOBJIAT. AKIIO y
TPyOHOL OUTHHY BUHUKHE [iapesi, TOOYBaHHS I'PYAMIO CIIif IPUINHUTH.

Y nepiop rogyBaHHSA I'PYLALI0 Mecajla3uH CJIiT 3aCTOCOBYBATH TUIBKM TOAL, KOJIM O4YiKyBaHa KOPUCTh
[J1 MaTepi IepeBUlly€e MOTEHIINHUN PU3UK O/ OUTUHU.

depmuabHiCMb.

HocrnigXeHHS Ha TBapHHaX NPOOEeMOHCTPYBAJIX BiICYTHICTh BIIJIMBY Mecaja3uHy Ha GepTUIbHICTD
CaMIIiB Ta CaMOK.

30amHicmb 8niueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

Mecana3uH He BIIMBaE a00 BUSABIISIE HE3HAUHNM BIJIMB Ha 30ATHICTh KePyBaTHU aBTOTPAHCIOPTOM
abo mpallfoBaTH 3 iHIIMMHU MeXaHi3MaMu. ZAKIIO Iif 9ac JTiKyBaHHS IIperapaToM CIIOCTEPiraeThcs
3aI1aMOpPOYEeHHs, CIIif YTPUMAaTUCS Bil KepyBaHHS aBTOTPAHCIIOPTOM.



Cnoci6 3acmocyeaHHss ma do3u.
Hopocaum - o 1 r 1-2 pa3u Ha [o06y.
ITayieHmam n1imHb020 BiKY 003U HE 3HUXKYBATH.

BesnocepenHbo nepeq BBeNEHHAM CYNO3UTOPis PEKOMEHIYEThCS BUIIOPOKHUTY KUIMIMEYHUK. [[115
3abe3neyeHHs TirieHiYHOCTI MaHIMynsALii CJTif BAKOPHUCTOBYBATH I'YMOBUYM HallalbHUK.

Cymo3uTopiii ciijg BBOOUTH sSIKOMOTa riudile y npsamy Kuiky. Cyno3uTopii Ciif yTpuMyBaTH B
IPSAMil KUIII SKOMOTa [IOBIIe, 1100 JOCATTA MaKCUMAaJbHOTO TePaleBTUYHOTO eeKTy.

A0 ypakeHHs Ma€ 3HauHe PO3MOBCIOMIXKEeHHS abo y BUllafKaX, KO peakliii Ha lepopajbHe
JiKyBaHHS CIIOBiIbHEHA, CYIIO3UTOPil MOXKHA 3aCTOCOBYBATH OJHOYACHO 3 TaOJIeTKaMH.

TpuBaicTh 3aCTOCYBaHHS BU3HAYAE JIiKap.
Himu.

€ oOMexkeHi KTiHiYHiI maHi 11000 epeKTUBHOCTI 3aCTOCYBaHHS IIperapary OiTsSM.

Ilepedo3yeanHs.

IcHye muie oOMexXeHUM KITiHIYHWM JOCBif Mepeqo3yBaHHs npenapaty [IeHTaca, KUY He BKa3ye Ha
HasIBHICTh HUPKOBOI ab0 meuiHKOBOI TOKCUYHOCTi. CrieludiyHOro aHTUAOTa HEMAE, JTIKyBaHHS Mae
OyTH CHMIITOMaTHYHUM Ta MMiATPHMYyBanbHUM. Hafixoounu cBif4eHHS PO MpUiioM mallieHTaMu
no00BUX [03 IIpenapaTy 4o 8 T IPOTIroM Micsils 6e3 BUHUKHEeHHS Oyab-IKUX I00iYHUX e(eKTiB.

3Baxkawy4y Ha JIiKapChKy (opMy Mecala3uHy, pU3UK epefo3yBaHHS HEBEJIUKUM.

Ockinpku [TeHTaca € aMiHOCaJIiIMIaTOM, MOXKYTh BUHUKHYTH HOOPe BifOMi CUMIITOMHU, XapaKTepHi
[JIST OTPYEHHS COJISIMU CaJIiIIUIOBOI KHCJIOTHU: KMCIOTHO-TyKHa iHTOKCUKAILiS, TillepBEHTUIIAIS
JIeTEeHiB, 3HEBOOHEHHS, CIIPUYNHEHE TOTIHHAM i OJTI0BaHHSM, TilOTiKeMis.

JIikyBaHHS Iepefo3yBaHHS: NIPU allufo3i abo anKano3si - BiTHOBIEHHS KMCIOTHO-TYKHOTO Ta
eJIeKTPOJIiTHOTO OasiaHCy; IpY 3HEeBOJHEHHI - perigpaTallisi; MpHu TimoriikeMil - 3aCTOCyBaHHS
TJIF0KO3U. [J00aTKOBO IPOBOLUTH BHYTPIIIHEOBEHHE [TepeIUBaHHS PO3UUHIB €JIeKTPOJIITIB AJis
30inmbIneHHs Aiype3y. PeTenbHui KOHTPOIb QYHKIII HUPOK.



ITobiuni peakuii.

HaityacTtimumy no6iyHUMY peakilisiMu, SKi criocTepiranucs mif yac KITiHiYHUX JOCTigXKeHb, Oynu
miapesi, HygoTa, 6inb y XKUBOTI, TONIOBHUM 0ith, 6/1I0BAHHS Ta BUCUIIAHHS.

[HOmi cnocTepiraloThca peaklil rinepyyTINBOCTI Ta MeJUKaMEeHTO3Ha rapsadka.

Y 3B’s13Ky 3 JTiKyBaHHSIM Mecajla3uHOM IOBigOMJISIOCS PO TSIXKKi IKipHi mobivyni peakuii (TIIIIP),
BKJIIOYAIOYY iHAYKOBaHY JIiKapCchKUMHU 3acobamu e03uHOdiniio 3 cucteMHuMu cumnromamu (DRESS-
curapoM), cuaapomM CriBeHca-IIxkoHcoHa (CCJI) i TokcuuHUi emifepManbauil Hekpori3 (TEH) (mus.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

[Ticrs peKTambHOT'O BBEIEHHS MOKJIMBI MiCIieBi peakilil, Taki ik cBep0ixkK, peKTalbHUN TUCKOMGOPT
Ta MO3UBH 10 medeKarrii.

MoK/IMBHM PO3BUTOK BTOMH, IIapecTesii, MeTreMoriobineMii.

YacTtoty nobiynux epeKTiB, IPo SIKi IOBIMOMIISIOCS IIifl Yac IPOBeieHHs KITiIHIYHUX [OCTiIXKeHb Ta
IIPOTSITOM ITOCTMAapPKETUHTOBOTO CIIOCTEPEKEHHS, BU3HAYEHO TaKMM YMHOM:

nomupeHi (Big = 1/100 mo < 1/10), pigkicHi (Big = 1/10000 go < 1/1000), myxe pigkicHi (< 1/10000),
YacTOTa HeBigoMa (He MOXKHa BCTAaHOBUTH Ha OCHOBI HasIBHUX JAHUX).

3 60Ky kpoei ma aimpamuyHoi cucmemu: OyxKe pifKicHi - eo3uHOPisnis (K CKIamoBa amepriyHol
peaxitiii), aHeMisi, anjacTU4YHa aHEMis, arpaHyI0LKUTO3, HEUTPOIIEHis, TeUKOIeHisd (BKIT0Yaun
TPaHyJIOUTONEHI0), TaHIKUTONEHisI, TPOMOOIIUTOIIEHis.

3 boky iMyHHOI cucmemu: Oyze PiOKiCHI - MAHKOIIT, MeIUKaMEHTO3Ha TapsiyKa, peakiril
TinepyyTIMBOCTI, BKITIIOYAOUM aJepriyHy ek3aHTeMy, aHa(inakTHUYHI peakilii 3 eo3nHOQiTi€0 Ta
cucteMHuMu cumntomMamu (DRESS-cunmpom).

3 6oky Hepeoeoi cucmeMu: TIOMIUPEH] - TOMOBHUY Oib; PigKicHi - BecTuOYNSIpHi peakiiii,
3alaMOpOYeHHS; yXKe piAKicHi - nepudepryHa HelponarTis, T0OpOsKiCHa BHYTPIIHbOUEPEIIHa
aprepianbHa rinepTteHn3is (y mianmiTKiB y mybepTaTHOMY Iepiofii); YacToTa HeBioMa - ifionmaTuyHa
BHYTPilIHbOYEPEIHA TinepTen3is (auB. po3min «OcoO6nMMBOCTiI 3aCTOCYBAaHHS»)..

3 boky cepus: pipkicHi - MiokapouT* i mepuKapauT*; OyXKe PigKicHi - mepukapaiaaTbHUM BUIIIT.

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI Kaimku ma cepedocmiHHA: myxKe pigkicHi - anepriuni
Ta (ibpoTUyUHi 3MiHU 3 6OKY JIeTeHb (BKJII0YAl04YU 3aAUIIKY, Kalleslb, OPOHX0CIa3M, alepriunui
aJIbBEOJIIT, TereHeBy e03nHODIiI0, iHTepCTULiabHe 3aXBOPIOBAHHS JIETEHb, JIeTeHeBY iH(iNbTpalliio,
ITHEeBMOHIT).

3 60Ky KuwKo80-wWAyHK08020 Mpakmy: MOIIKUPEH] - miapes, 6inb y XKUBOTI, Hy#oTa, 6/1I0BaHHS
MeTeopu3M; PigKicHi - migBuUINleHWI piBeHb aMinia3u (y KpoBi Ta/abo cedi), ToCTpul maHKpeaTUT*;
Oy¥e PiAKICHI - MaHKOJIIT.

3 60Ky neviHKU i H#0840BUBIOHUX WAAXIi8: myXkKe PifKiCHI - mopyuIeHHs QYHKIII MeYiHKU (BKIIOYal04n
IiABUIIEHHS PiBHS Ne4YiHKOBUX (PepMEHTIB, II0OKa3HUKIB X0JecTady, 0inmipybiHy), remaTOTOKCUYHICTh
(BK/IIOYatouM renaTuT*, X0IeCTaTUYHUY FellaTUT, P03, IeYiHKOBY HEIOCTATHICTh).

3 6oky wkKipu i nidwkipHoi kAimKoguHu: TIOLIKXPEH] - BUCUI (BKJII0YaKOYU KPOIUB THKY,
epUTEMATO3HUM BUCHUII); PigKicHi - peakmil poTocencubinmizamii**; nyxe pigkicHi - obopoTHa



arnomerisi, HaOpsik KBinke, MynbTH(OpPMHA epuTEMa; YaCTOTa HEBimoMa - cuHapoM CTiBeHCca
- [I’)KOHCOHA, TOKCUYHUM elliflepMalbHilii HEKPOIi3, iHIyKoBaHa JTiKapChKUMU 3aco0amMu
e03uHOoGinia 3 cucteMauMu cuMmntoMamu (DRESS-cungpom).

3 60Ky onopHO-pyx080i cucmemu i cnoayYHOI MKAHUHU: TyXe pigKicHi - Mianrisg, apTpanris, peakiii,
mofi0Hi 0 Y4ePBOHOI'0 BOBYAKa.

3 60Ky HUPOK i ceuosudinbHOI cucmemu: oyxKe PigKicHI - MOpyIIeHHs QYHKIlI HUPOK (BKITIOYA0YU
iHTepcTULianbHUN HePPUT* (TOCTPUM Ta XPOHIUHUYN), HEPPOTUYHUN CUHAPOM, HUPKOBY
HEeJOCTaTHICTh (TOCTPY/XPOHIUHY)); YacTOTa HeBifoMa - HepoiTiaz***, 3MiHa KOJIbOPy ceuit+*,

3 6oky penpodykmugHoi cucmemMu ma MO/A0YHUX 3d/103: OyXKe PifKicHi - onirocmepmist (060poTHa).

3azanvHi po3aadu ma cmaH MicyAa 88e0eHHA: TIOLMINPEH] - aHaIbHUY JUCKOM(OPT Ta OAPa3HEHHS Y
MicIli BBe[IeHHSI, CBepOiXK, peKTabHi TeHE3MHU.

*MexaHi3M pPO3BUTKY IHAYKOBaHUX Mecasla3MHOM Mio- i IepUKapauTy, TaHKPeaTUuTy, Hepury i
relnaTUTy HEBIMOMUY, ajle MOXKJIMBe UOT0 ajllepriyHe IOXOAXKEeHHS.

**@oroceHcubinizaris: mpo OiNbII TSXKKI peakilii MOBiMOMIISIN Y MAIiEHTIB 3 iCHYI0YO0I0 aTOJIOTIE0
IIKIPY, TAKOIO K aTOIMIYHUN JEepMaTUT Ta aTOIliuHa eK3eMa.

*kxTuB. po3nin «OcobMUBOCTI 3aCTOCYBaHHSA» AJII OTPUMAaHHS JIeTalbHOI iHpopMariil.
Crnip 3a3HA4YuTH, 110 JesKi 3 IUX PO37IafiB MOXKHa MOSICHUTH CaMUM 3alajieHHSM KUIIEUYHUKY .

3BiTHICTH 1100 MOOIYHUX peakKiii

3BiTHICTH 1IOMI0 MimO3pI0OBaHMUX MOOIYHUX peakKlliil micis 3aTBEpAKEHHS JIiIKapChKOT0 3acoby
BaxJsuBa. Lle mae 3MOry IpOJOBXKUTHA MOHITOPUHT CIIBBITHOIIEHHS KOPUCTH/PU3UK 3aCTOCYBaAHHS
niKapchKoro 3aco0y. Meou4HUX MPaliBHUKIB ITPOCATH MOBIIOMIISTH PO Oyab-gKi Migo3pioBaHi
no0OiuHi peakiii yepe3 HalliOHaIbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiraHHsi.

30epiraTu B HEIOCTYIIHOMY [JIs miTed Miciy. 36epiratu B 3axullleHOMY Bif CBiT/Ia MicIii npu
TeMIiepaTypi He Buite 25 °C.

YnakoBka. [1o 7 cyno3uTopiiB y 6micTepi, mo 4 6micTepy B KOMIIJIEKTi 3 TirieHiYHMMU HamalbHUKaMU
B KapTOHHIN yIIaKOBII.

[To 7 cyno3uTopiiB y 61micTepi, o 4 6icTepu B KapTOHHI# yIaKOBIIi.

Kareropis Bigmycky. 3a peLenTom.



BupoOHUK.

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

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca Miclsi IPOBagKeHHsI HOT0 TisIbHOCTI.

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



