Ckian

0ilo4a pevyosuHa:

1 TabneTka mictuth 357 Mr 3amisa (III) rigpokcumy mojaiManbTO3aTy, 110 €KBiBaJIEHTHO
100 mr 3amiza, ¢omieBoi kucnotu 0,35 mr;

OONOMIJICHI pedyoB8UHU: 1IeJII0JI03a MiKpPOKpPHCTalidHa, KaKao-IOPOIIIOK, HaTPiio
uKJiamMart, noaietusieHriikosns 6000, Tanbk, BaHUIIH, JeKCTpaTy, apoMaTu3aTop
IIIOKOJIAAHUMA.

JIikapcbKa ¢popmMma

TabmeTKy XKyBajbHi.

OcHOBHI (pi3uKo-xiMiuHi 81acmu8ocmi: KOpUYHEBi TabOIeTKN 3 BKpaAIlJIEeHHSIMHU 0i10T0
KOJILOPY 1 PUCKOIO.

®dapMaKoTepalneBTHYHA Irpyna

AHTraHeMiuHu# 3aci6. KoMIyekcHi npemnapaTH, 110 MiCTSITh 3aj1i30 i GoJ1ieBy KUCIIOTY.

Kog ATX BO3A DO04.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

[ToBepxHs GaraTosimepHol ocHOBU 3aji3a (III) rimpokcuay B CKiafi Mo1iMaabTO3HOT O
KOMIIJIEKCY TiIPOKCHUOY 3ajli3a OTOYeHa HEKOBAJIEHTHO 3B sI3aHUMHU MOJIEKyJlaMU
MMOJIiMaIbTO3H, 1110 3YMOBIIIOE CEPEeqHI0 3arajlbHy MOJIEKYISIPHY Macy 61u3bko 50 k]1a.
CtpykTypa OaratosimepHoi ocHoBM 3aimi3a (III) rigpokcuay B CKjlali KOMILJIEKCY
3a/i30-ToIiManbTo3a MofibHa M0 CTPYKTYpHu GepuTuHy - @isionoriyHoro 6i1KoBOTO
nerno 3aniza. [ToniManbTO3HUN KOMIJIEKC TiAPOKCUAY 3ajli3a € cTaOlIbHUM Ta He
BUBIJIbHSIE 3a/1i30 Y BEJIMKIil KiTbKOCTi B HOPMaNbHUX (i3iomorivHux ymoBax. dYepes
MOoro po3mip oudy3is moaiMaabTO3HOTO KOMILJIEKCY TiHPOKCHUAY 3ajli3a 4Yepe3 CIU30BYy
000/10HKY € mpubmu3Ho B 40 pa3iB MeHINO010, HiXK nudy3isd O0ibIIOCTi BODOPO3UYUHHUX
cosieu 3amniza (II), 0 MiCTATBECS y BOOHUX PO34YUHAaX K KOMIIJIEKC reKcaaKBa-3alli3o
(IT). 3ami3o 3 1MoJyiMaabTO3HOT0 KOMIIIEKCY a0COPOYETHCS y KUIIIEYHUKY i3
3aJIydeHHsIM aKTUBHUX MexaHi3MiB. ®osieBa Kucinora (donaT) HalekKuTh 00 BiTaMiHiB
rpynu B. BoHa € monepegHUKoOM TeTparigpodonaty, KobepMeHTy, IKui 6epe y4acThb B
pisHUX MeTaboJIiYHUX ITpoIlecax, BKII0Yaoyu 6i0CUHTE3 HYKJIEIHOBUX KMCJIOT, TyPUHIB
Ta TuMigunariB. ®osieBa KucnoTa HeoOXimHa OJII CUHTE3y HYKJIeOIPOTEeiHiB Ta



MiOTPUMKM HOPMaJIbHOTO epuTpoIrioe3y. A6copOoBaHe 3a1i30 3B’I3yETHCS 3
TpaHChHEPHUHOM Ta BUKOPUCTOBYETHCS [JISI CUHTE3y reMorjio0iHy B KiCTKOBOMY MO3KY
ab0 memnoHYETHCS MMepeBaXkHO B MeUiHIli Y 3B’13aHOMY 3 (epPUTUHOM BUTJIISII.

KniHiuHa epekmusHicmb.

Y nepiopn BariTHOCTI 30inbIIyeThCSA moTpeba B 3ami3i npubnusuo go 0,8 mMr/moody
IIPOTSTOM IIePIIIOT0 TPUMECTPY Ta A0 6 Mr/mo0y MPOTSroM TPEThOT0 TPUMECTPY
BariTHocTi. OKpiM TOro, 30inbIIyeETHCS TOoTPeba y (osiesitt KucnoTi y mmepion
BariTHOCTi. Hu3bKui BMIiCT ()OJIi€BOI KMCJIOTU MOXK€E IPOSBIIATUCS O3HaKaMu OeilluTy
sK y MaTepi (aHeMis, mepudeprdHa HEWPOIIaTiA), Tak i y mona (BpoakeHi medekTu
HeBpaJbHOI TPYOKM).

3a y4acTiO BariTHUX KiHOK OyJI0 ITPOBEAEeHO KJIIiHIYHI JOCTigKeHH Tpodinio 6e3neKu
Ta e(PEeKTUBHOCTI JIiKyBaHHS OedilluTy 3ajli3a 3 aHeMi€lo abo 6e3 Hel, a TaKoX
npodinakTuku medinuTy 3amilda Ta QoJIieBOl KMCIOTH IIPU JIiIKyBaHHI II0JIiMaIbTO3HUM
KOMIIJIEKCOM TigpPOKCHUAY 3ajlida y moegHaHHi 3 (OJIi€EBOI0 KUCIIOTOIO (Maanod)ep®
®os). 3MiHM reMaTOoJIOTiYHUX MOKa3HUKIB MOPiBHIOBAJIU Mif Yac JIiIKyBaHHS
TabJieTKaMU XKyBaJlbHUMU Maanod)ep@ ®on y go3i 100-300 mr 3amisa Ha mo0y pa3om
i3 0,35 Mr ¢ormieBoi KucaoTH Ha o0y MOPiIBHSIHO 3i CTaHOAapPTHUMU IIpelrapaTaMu
cynbdarty 3amiza (II) 3 ¢pomieBoio KuCI0TOO Ta 6e3 Hel. Y mochifKeHHi oliHIOBaIN
e(peKTUBHICTH ITOJIIMaIbTO3HOT 0 KOMIIJIEKCY TiTPOKCHUAY 3ajli3a i3 JogaBaHHSAM
(pomieBO1 KUCIIOTU MOPIBHSAHO 3 €(peKTUBHICTIO BHYTPIIIHEOBEHHUX (OPM 3ajisa, Ta Iie
OOHE OOCIIOKEHHS BUBYa/IO epeKTHUBHICTh Ta IEPEHOCUMICTh npenapaTty MansTodep
® ®on MMOPiBHSHO 3 Ai€TOI0 3 BUCOKMM BMiCTOM 3aii3a. Y JOCIioKeHHs 0yJio
BKJTI0OYeHO npubnu3no 700 BariTHUX KiHOK 3 HOPMaJIbHUM Ta 3HUXKEHUM PiBHEM
3amiza, O6inbirre 400 3 IKUX OTPUMYBAJIU Maanocbep® dor.

JIikyBaHHS BariTHUX KiHOK IIperapaToM MaanO(bep® ®oJ1 IPOAEMOHCTPYBAJIO
MOJIINIIEeHHS TeMaTOJIOTiYHUX ITOKAa3HUKIB, ITOoAi0OHEe [0 pe3ysibTaTiB IiKyBaHHS
npernapaToMm MaHLToq)ep® HeBariTHUX MAaIli€EHTIB, a TAKOXK O00OpPYy MepeHOCUMICTh. Y
KJTIHIYHUX OOCHiAXKEeHHAX 0yJI0 BUSBIIEHO 30ibIIIeHHS BMIiCTy reMOrjao0iHy B
cepegaboMy Ha 0,72-2,2 r/on (p < 0,05) B IOpiBHSAHHI 3 NOKa3HUKaAMM OO0 MOYaTKY
Teparril i3 3acToCcyBaHHSIM IIpenaparTy Mamfro@ep® ®o7J1, TaKe MiOBUILIEHHS
30epiranocsk npoTsarom mnepiony Big 30 oHiB go 2,5 Mmicsusg. KpiMm Toro, 6ymno BUSIBIIEHO
MIOKpallleHHs BMICTy pepUTHUHY B CUPOBaTIli KpoBi (+5,74 MKr/n) Ta GepuTuHy B
epuTpouuTax (B cepemuboMy +6,3 MKT/r abo 5,74 MKT/T ITIicjisi Teparlril TpUBaJIiCTIO Bif
30 gHIB 00 2,5 MicALA NOPIBHSAHO 3 IIOKA3HUKAMU [0 II0YAaTKY JIIKyBaHHS).

Y BigKpuTOMY OOCIiOKEHHI OIliHI0OBaIX €(eKTUBHICTh 3aCTOCYBAHHS IIpeIapaTy
Maanocbep® ®or (mo 200 Mr momiMaIbTO3HOTO KOMITJIEKCY TiAPOKCHUAY 3ajli3a Ha
noOy mpoTsiroM 10 guiB Ta mo 100 Mr/go0y nmpoTsiroM 20 mHiB) B KOMOiHaIlil 3
BiTaMiHOM B12 B Tepallil BariTHUX XiHOK i3 3anizogediliuTHOIO aHeMi€ro. BimMmiueHo



OOCTOBipHe 30isbIlIEeHHS ITOKa3HUKIB reMOorio0iHy Ta TeMaTOKPUTY, KiTbKOCTi
€PUTPOILIMTIB Ta piBHA PoieBol Kucaotu (p < 0,01).

Y BimKpuTOMY OOCIiIXKEeHHi, 1o SKoro 0yo BKIo4YeHo 43 ocobu i3 3amizomediiuTHOO
aHEeMI€I0 Pi3HOTO CTYIIEHs TAKKOCTI BikoM Bif 14,5 mo 17 poKiB, OLIiHIOBa/IXU BIIJIUB
3aCTOCYBaHH4 IIpernapary MaJ'IbTO(l)ep® ®on Ha piBeHb reMornobiny. 3MiHa
MMOKa3HUKIB remMornobiny yepes 48-49 gHiB Tepamnii MOPiBHSIHO 3 TOKa3HUKAMHU IO
IIo4aTKy JIiKyBaHHA cTaHoBuia 10,44 + 0,08 r/gn, 11,64 0,07 r/gn ta 13,41 0,13
I'/OJ1 y IallleHTiB 3 JIerKOl0, IOMIPHOIO Ta TSAXKKOI0 aHeMi€ro BiAIIOBIAHO, a micns 75-76
nHiB mikyBaHHS - 13,32 0,11 r/gn ta 12,64 0,07 r/gn (moMipHa Ta TsXKKa aHEeMisd
BiTIOBIOHO).

dapmakoKiHemukKa.

HocrmiaKeHHs i3 pafioaKTUBHO MiY€HUM MOJIIMaIbTO3HUM KOMIIJIEKCOM TiAPOKCUOY
3aJIi3a ImoKas3aJio TapHy KopeJisiiio Mixk abcop0OiIriero 3ami3a Ta HaKOIIMYEHHS 3ajli3a B
remorio0iHi. IcHye Kopensiisa Mixk cTynneHeM gedinuTy 3aji3a Ta KiJIbKiCTIO 3aii3a,
III0 BCMOKTaJsocs (Yum Oinbuiui mediluT 3aiza, TUM BHUIla BCMOKTYBaHiCTh). ByJo
BCTAHOBIIEHO, IIIO i2Ka, Ha BiOMiHy Bix comneit 3amniza (II), He 3aBIa€e HEraTUBHOTO
BIIZIUBY Ha 0i0JOCTYIIHICTDh 3aji3a 3 mpemnapary MaHBTO(bep®: B KJIIHIYHOMY
OOCITim»XKeHHi 0yJI0 ITPOAeMOHCTPOBAHO, 110 6i0IOCTYIHICTh 3ajIi3a JOCTOBIPHO
30iJIbIIYETHCS IIPU OOHOYACHOMY IIPUMOMI 3 13Kel0, TOMi SIK B TPhOX iHIIINX
OOCITim»KeHHsIX OyJyia ITpoAeMOHCTPOBaHa JIMIlle TO3UTHBHA TEHEHIIis, a He
OOCTOBIPHUM KITiHIYHUYN €(EKT.

Bnu3bko 80 % ¢oiieBol KMCIOTU BCMOKTYETHCSI B TOHKOMY KUIIIEYHUKY,
MaKCHUMaJIbHUY [MOKAa3HUK HocAraeTbcsa yepe3d 30-60 XBUIUH.

BusegeHH4.

3aJ1i30, 1110 He BCMOKTAJIOCS, BUOINSAETHCSA 3 KajiIoM. PoJjrieBa KUCJI0Ta BUBOOUTHCS
IIepeBaxHO 3 CeYelo.

IToxa3aHHSA

JIikyBaHHS Ta IpodinakTuka nediuuTy 3amiza 6e3 aHeMil Ta 3anmisogedinuTHOI aHEMIT
IIPY CTaHax 3 IMigBUINEHOI0 IMOTPebo10 y PoItieBitt KMCNOTI mig yac BariTHOCTi abo y
nepiong rogyBaHHS T'PYLOIO.

HedinuT 3asmiza Ta UOr0 CTYIIIHb Ma€ IMiATBEPAXKYBaTHUCS BiOIOBIZHUMU
71ab0pPATOPHUMH OOCITiIKEHHSIMHU.

HpOTHHOKaSaHHH



e [limBUIllleHa YyTIUBICTh a0 HETIEPEHOCUMICTD [iI040l ped4oBUHU ab0 OyOb-IKOT0
KOMIIOHEHTa IIperapary;

e HAIMIpHHUM BMICT 3ajli3a B OpraHiaMi (Halmpukiaag, reMoXpoMaTo3, TeMOCHUOEP03);

e DPO3JIag MeXaHi3MiB BUBEIEHHS 3ajlida (CBUHIIEBa aHEMIisl, CUOepoaxpecTuYHa
aHeMis, TamaceMis);

e aHeMil, He 3yMOBJIeH] OedinmToM 3asi3a (Hanpukiaamg, TeMOJIiTUYHA aHeMis,
Merajo0jacTHa aHeMisI, CIpUYMHeHa HeJIOCTaTHICTIO BiTaMiHy B12).

B3aemoaisi 3 iHIIMMH JTiKapChKHUMH 3aco00aMH Ta iHIIi BHIH B3a€EMOIil

IHOKJTIHIYHI OOCIIAXKEHH Ha IIypax i3 3aCTOCYBaHHAM TeTPaLUKIIiIHY, aJIlOMiHiIO0
TigpoKCcuay, alleTUJICAIiNIIOBO1 KUCJIOTH, Cyibdacasia3uHy, Kanbllito KapOoHaTy,
KaJbllifo aljeTaTy, Kajbliio ¢ocdaTy CymMicHO 3 BiTaMiHOM D3, OpoMa3erramMoM, MarHiio
acrnaprartoMm, D-neHinmIaMiHOM, METHUIAONOIO, IIapalleTaMOJIOM Ta aypaHO(iHOM He
BUSIBUJIM B3a€EMO[Iil i3 MMOJTiManbTO3HUM KOMILJIEKCOM Timpokcuny 3amisa (II1).

ITig yac gocnigzKeHHs in vitro He CIIOCTepirajaock B3aEMO/I] MOIiMaIbTO3HOTO
KOMILIEKCY rigpokcuny 3amnilda (III) 3 TakuMu Xxap4oBUMU KOMIIOHEHTaMH, K piTUHOBa
KHMCJIOTa, OKCajlaTHa KMCJIOTa, TaHiH, HaTPilo ajJbriHaT, XOJIiH Ta COJIi XOJIiHy, BiTaMiH
A, BiTaMiH D3 Ta BiTamiH E, coeBa oJ1ist Ta coeBe GopoitHo. Pe3ynbTaTu OOCITigXKEeHHS
BKa3yIOTh Ha Te, 110 IOJIiMaJIbTO3HUN KOMMIJIEKC rigpokcuny 3aisa (III) moxHa
puiMaTH mig 94ac abo ompa3sy IIicas MpuioMy ixi.

B3aemogmito moniManbTO3HOTO KOMITJIEKCY Timpokcumy 3anisa (III) 3 TeTpanukminoMm abo
AJIFOMIHIIO TOPOKCUOOM OOCIIIAXKYBaJIX IIif] YaC TPhOX KIIIHIYHUX OOCIIIAXKEHb
(mepexpecHi OOCIiIXKeHHS i3 3a/lydyeHHsaM 22 MalieHTiB AJis KOXKHOI0). 3Ha4YHOT O
3HUXKEHHs abcopOliil TeTpaluKIIiHy He cinocTepiramock. KoHIIeHTpallisi TeTpaluKIIiHy
B IIJIa3Mi KPOBi He ITajlajia HUXKYe PiBHS, HeoOXimHOro myis 0aKTepioCTaTUYHOI Mmil.
3acTocyBaHHS alOMiHiIO TiOPOKCUOY Ta TeTPAIUKIIIHYy He 3HMXKYyBasio abcop0Oiiito
3aJIi3a i3 oJIiMaIbTO3HOr0 KOMIUIEKCY rimpokcuny 3aiisa (III). Tomy nomiManbTO3HUMN
KOMIIJIeKC rigpokcuny 3asisa (III) MoxXHa 3aCTOCOBYBaTU OOHOYACHO 3
TeTpauuKIIiHaMH4, iHINMMU (PEHOJIbBHUMHU CIIOJIyKaMU Ta aJIIOMiHiI0 TiZPOKCHUOOM.

3acTocyBaHH4 IIpelapaTy He BIIJIMBA€E Ha Pe3yJIbTaTU TECTY OJIs BUSABIIEHHS
IIPUXO0BaHOl KPOBi (YyT/IUBOTO [0 reMoriao0iHy), ToMy HeMa€ HeOOXiTHOCTI IPUIIUHITU
JIIKyBaHHS.

CyMicHe 3acTOCYBaHHS IMapeHTepaJIbHUX IIpenaparTiB 3ajli3a Ta npernapary
Maano<1)ep® ®o He PEKOMEHYEThCSI, OCKIIBKH TaHe 3aCTOCYBaHHS OyOe
raabMyBaTHu abcopOi1lito mpernapariB 3aji3a s IepopasbHOT0 3aCTOCYBaHHSI.
[TapeHTepasnbHi IMpemapaT 3ajliza MOXKYTh OyTH 3aCTOCOBAHI JIMIIE ¥ BUIIAOKY, KOJIU
JIIKyBaHHS IepOpaJbHUMU IIpernapaTaMy He MigXOOUThb.



dojrieBa KHMCIOTa MOXKe TiABUIIYBaTU MeTab01i3M (eHITOIHY, 1110 IPU3BOOUTH [0
3HMKEHHS KOHIIeHTpalliil ¢eHiTOIHy B CHPOBATIIi KPOBi, 0COOIUBO Y IAIliEHTIB 3
nedinmuToM QoITieBOI KUCIOTH. Y OesSKUX MalliEHTiB MOXKJIMBe 30iJIbIIIeHHS YaCTOTH
elmiyIennTuYHUX HanapaiB. [TamiedTaM, gKi npuiiMaioTh GeHiTOIH abo iHIIIi TPOTUCYOOMHI
npenapaTu/aHTUKOHBYJIbCAHTH, CJIil IIPOKOHCYJILTYBaTUCA 3 JIIKapeM Iiepen
3aCTOCYBaHHSIM IIpemnaparis, 10 MiCTATH POIIiEBY KHCIIOTY.

[ToBimoMisiziocs, III0 OOHOYACHE 3aCTOCYyBaHHS XJI0opaM(@eHiKO0Iy Ta (OIi€BOI KMCJIOTHU
namieaTaM i3 gedinuToM (OIIiEBOl KMCIOTU MOXKe CIPUYMHUTH aHTaroHi3m
reMaTOIIOETUYHOI BifinioBiAi Ha ¢oieBy Kuciaoty. He3Baxkalouu Ha Te, III0 3HAUEHHS Ta
MexaHi3M [aHol B3a€EMOJIil HEBiOMI, CJIif peTeJIbHO CIIiIKyBaTHU 3a reMaTOII0eTUYHOIO
BignoBinaio Ha (oslieBy KMCJIOTY Y IAIli€HTIB, SKi MpuiMaloTh 0O0uaBa JIiKapChKi 3acobu
ONHOYAaCHO.

Oco006/1MBOCTi 11100 3aCTOCYBaHHSI

JIikyBaHHS aHEMIl CJIi 3aBXKAU IPOBOOUTHU Mif HATIAA0M JIiKaps. Y BUIIAAKY, KON He
CIIOCTEPIra€ThCs MOMIIIIEeHHSI reMaTOJIOTiYHUX MMOKa3HUKIB (IMiABUIIEHHS PiBHA
reMoryiobiny mpubnausxo Ha 20-30 r/i1 yepe3 3 THXKHI MicJIsg MOYaTKy 3aCTOCYBAHHS),
CJIi IEPETrIAHYTU CXeMYy JIiKyBaHHS.

MaanO(bep® ®on MicTuTh (POJTiEBY KMCIIOTY, III0 MOXKE MacKyBaTu fedinuT BiTaMiHy B
12° Ciig BUKJIIOUUTH NOTEHLINHUN OeiluT BiTaMiHy B12 y IalLi€HTIB 3 aHEMI€Io Iepen
[I0YaTKOM JIiKyBaHHS dYepe3 PU3UK BUHUKHEHHS HE3BOPOTHUX HEBPOJIOTIUHUX

MMOpPYyIIeHb (AUB. pPo3ain «IIpoTunoKa3aHHI»).

ITpu 3acToCcyBaHHI OJIIMaIbTO3HOIO0 KOMIIJIEKCY 3ajli3a MOXKJIMBUU TEMHUU KOJIip
KaJly, IIpOTe 1le He Ma€ KJIIHIYHOr 0 3Ha4YeHHS.

Cnig mposBnsaTH 00epeKHICTh MallieHTaM, SIKi OTPUMYIOTh IIOBTOPHI reMoTpaHcdy3ii,
OCKIiJIbKYM €epPUTPOLIUTH BXKe MaIOTh 3alac 3aji3da, a IpUKUoM IIpernapaTty MoOxKe
CIIPUYMHUTH IIepeHaCU4YEeHHS 3a/1i30M.

[H(eKIril Ta TyXJIMHU MOXKYTh CIIPUYUHUTH PO3BUTOK aHeMil. [IpenapaTu 3anila ans
IepopaibHOr0 3aCTOCYBaHHS MOXKHAa NPUMMAaTH ITiC/Is BUIIKOBYBaHHSI OCHOBHOTO
3aXBOPIOBaHHS, @ TAKOXK BPaxOBYIOYHU CIIIBBIJHOIIIEHHS KOPUCTL/PU3HUK.

[Tpu mpu3HayYeHHi npernapary IallieHTaM 3 IIyKPOBUM AiabeToM HeoOXimHO
BpaxoByBaTH, 110 1 TabrneTka mictuth 0,03 x71i0HOI OQUHULII.

[IpemapaTu 3asi3a 3 00ePeKHiICTI0O 3aCTOCOBYIOTh XBOPUM 3 HACTYITHUMHU
3aXBOPIOBAaHHSAMU: JIEMKO3, XPOHIUHI 3aXBOPIOBAHHS II€YiHKM Ta HUPOK, 3analbHi
3aXBOPIOBAHHS IIIJIYHKOBO-KHUIIIKOBOT'O TPAKTY, BUPAa3KoBa XBopo0Oa IIIJTyHKa Ta
OBaHaASATHUIIANIOl KUIIKY, 3aXBOPIOBAHHS KUIIEYHUKY (EHTEPUT, BUPA3KOBUH KOJTIT,



xBopob6a Kpona).

Lle# mpemapaT MicTuTh 10 MI HaTpito B KOXKHiM TabneTiri. LI KinbKicTh eKBiBaJleHTHa
0,5 % pekoMmeHmoBaHol BOO3 MakcuManbHOI 10O0OBOI JO3U CIIOKUBAHHSA HATPil0 O
OOPOCHUX, sIKa CTAHOBUTH 2 T.

3acmocysaHHsA y nepiod eazimHocmi abo 200y8aHHs 2py0010.

KniniyHi maHi 3acTocyBaHHS IIpelapary i Yac BariTHOCTI He BUSBJISAIN HeOaXKaHUX
HaCJIiOKiB OJIg BaTriTHUX, a TaKOXK [JIsi 3TMOPOB’S moga abo HOBOHAPOAXKEHOI JUTUHU.
IaHi enigeMioIOriYHUX OOCIIOXKEeHb BiACyTHI. [lOCHIigXKeHHs Ha TBapUHax He
BUSIBJISIIU PETIPOOYKTUBHOI TOKCUYHOCTI.

OpHaxk ciifg 3 00epekHiICTI0 3aCTOCOBYBaTH IIpemnapar i Yac BariTHOCTI.

['pynHe MOJIOKO JIIOOWHHU MIiCTHUTh 3aJ1i30 Ta (OJIiEBY KUCIIOTY, 3B’A3aHi 3
nakTodpepuHoM. HeBimoMo, sika KiTbKiCTh 3ajli3a 3 MOIiMalbTO3HOT 0 KOMIIJIEKCY
rimpokcuny 3amisa (III) mpoHrKae B TpygHe MOJIOKO. 3aCTOCYBaHHS IIpelapaTy
MaanO(bep® ®on mmig yac BariTHOCTI abo rogyBaHHS I'PYLOOI0 PEKOMEHOYETHCS TilTbKU
ITicJIT KOHCYJbTAallil 3 TiKkapeM.

30amHicmb 8nausamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mMamu.

BigmosinHi mocmimkXeHHS He TPOBOOUIINCE. MaloMMOBIpHO, 110 IpenapaT ManbsTodep
® ®on BunuBac Ha IIBUIKICTh Peakliil mif 4ac KepyBaHHS aBTOTPAHCIOPTOM abo
POoOOTi 3i CKNagHUMKU MeXaHi3MaMH.

Cmocid 3acTocyBaHHsS Ta I03H

JIikyeaHHs 3aaizo0egiuyumHoi aHemii 3 nidsuuw,eHoro nompebor y ¢oaieaill Kucsiomi:
1 :xxyBanbHa TabeTka 2-3 pa3u Ha mo0y.

ITicasa HopMmanizauii pieHa 2emo2100iHYy: 1 )KyBanbHa TabjieTKa Ha go0y IoHaAWMeEHIIIe
IO 3aKIHYEeHHS BariTHOCTI OJIg BiJHOBJIEHHS 3allaciB 3aji3a.

JIikyeaHHsi ma npogisakmuka degiyumy 3asiza 6e3 aHeMmii 3 nidguw,eHor0 nompeb0oro
y ¢poaiegill Kucsomi: 1 xKyBabHa TabieTKa Ha mo0y.

[Io6oBy mo3y mpemapaTy MOXXHa PO3IMOIiINTH Ha KijlbKa IPUMOMiIB a00 IPUHMHSATH 3a
OJWH pas. MaHLTO(bep® ®omn, TabnmeTKYU XKyBalbHi, CIIim mpuiiMaTu mig 4ac abo oxgpasy
micsisg gy, 1X MOXKHa PO3K0BYBaTU ab0 KOBTATH IITUMHU.

Iimu. [JaHi 111000 3aCTOCYBaHHA IIpelapaTy OiTSM Ha CbOTOMHI BifICYTHI.



Ilepeno3yBaHHs

Y pa3si nepeno3yBaHHs iHTOKCHUKAIlid a00 HAKOIMUYEHHS 3ajli3a € MaJIOMMOBIpHUMU
4yepe3 HM3bKY TOKCUYHICTh OJIiIMaIbTO3HOT0 KOMILJIEKCY rigpokcuny 3asmnilda (III) (mms
MUIIIEN Ta IIypiB 4034, dKa cupuduHsiaa 3arubensb 50 % TBapuH (J'IJI[SG), CTAHOBUTH >

2000 Mr 3asi3a/ KT MacH Tijla), O4iKYEThCs HAaCUYEHHs MNOTJIMHAHHA 3aiisa. [Ipo

BUNIQKU HEHaBMUCHOTO IIepefo3yBaHHA 3 JIETaJIbHUMU HACJIiIKaMU He
IIOBIOOMIISIJIOCH.

€ MoBigOMJIEHHS, 110 HaAMipHA J03a (OJIiEBOI KMCIIOTH MOXKEe COIPUUYUNHUTH 3MiHU B
IIeHTPaJIbHIM HEPBOBiM CUCTEMi (3MiHUM IICUXIYHOTO CTaHy, 3MiHU PEXKUMY CHY,
pPO30pPaTOBAHICTh Ta riNepPaKTUBHICTE), HyAOTY, 30yTTSA XKUBOTA, METEOPU3M.

ITo0iuni epexTH

HebaxaHi edpeKTH BifIIOBimHO OO0 YaCTOTU BUHUKHEHHS KIaCcUDiKyIOTh 3a TAaKUMU
KaTeropissmu: gmyxe 4dacto (> 1/10), gwacto (< 1/10, = 1/100), HeyacTo (< 1/100, =
1/1000), pigko (< 1/1000).

[Tpodins 6e3meKu Ta IEPEHOCUMICTD IIpenapary Mam:TO(bep® OILIiHIOBAJIM 3a
pe3ynbTaTaMM MeTaaHasi3dy gaHux 24 my0Jiikalliii Ta 3BiTiB KJTiHIYHUX BUIIPOOyBaHb,
MMPOBeIeHUX i3 3anmyueHHsIM 1473 nmauieHTiB, SKi npuiiMmanu npenapat. Hanbinbm
3HauyIIi HeOaxkaHi peakilil Ha TiKapchbKUM 3acid, Ipo SIKi IMOBiIOMIISIIIOCS YV IIUX
BUNIPOOYBaHHAX, CTOCYBaJIUCS YOTUPHOX KJIACiB CUCTEM OpraHiB (OUB. HUXKYeE).

3MiHa KOIbOpYy Kany € go0pe Bimomoio HebaxkaHOI0 peaklli€elo IIpu IPUMOoMi ITpenaparTiB
3aJIi3a [OJId [epopaIbHOTr0 3aCTOCYBaHHs, ajie Iie sIBUIIe He Ma€ KIIIHIYHOI0 3HaueHHA
i PO HBOTO YaCTO He MOBiAOMIISAIOTh. IHIIMMHU YaCcTUMM HeOaKaHUMU SBUIIAMHU OyIIU
MMOPYIIIeHHS 3 00Ky IIJTYHKOBO-KHIITIKOBOT'O TPAKTY (HyOoTa, 3amop, giapes ta 0inb y
JKHBOTI).

3 60Ky iMmyHHOI cucmemu.

Iyxe pigko: anepriyHi peaxiiii.

3 60Ky mpasHoO20 mpakKmy.

Ily>ke yacTo: 3MiHa KOJTbOPY KaJry*.

YacrTo: miapesi, HygoTa, 6imb y XKHUBOTI (BKJII0Yaio4yu OiIb y JKUBOTI, AUCIIEIICiIO,
OuCKOM(OPT B emiracTpil, 3gyTTs KHUBOTAa), 3a10p.

Heuacto: 6/110BaHHSA (BKJII0o4Yaouu OJII0OBaHHS, BiIPUKKY), 3MiHa KOJIbOPY 3yOHOI1
eMaJii, TaCTpuUr.



3 60Ky wkKipu ma niOwWKipHUX MKAHUH.

HeuacTo: cBepOixK, BUCHUII (BK/IIOUAIOUYX BUCHUII, MaKyJIIPHUMN BUCUII, OYTbO3HUN
BUCUI**, KpOnIUB' THKY**, eputemy**).

3 60Ky Hepsosoi cucmemu.
HeuacTo: ronoBuui 6inb.
3 60Ky Kicmkoso-M’s30801 ma cnoay4yHOi MKAHUHU

Pigko: M’s130Bi cria3Mu (BKJII0OYal0O4Yd MUMOBIIbHI CKOPOYEHHS M’s131B, TPEMOD),
Miasris.

*YacToTa BUIIAAKIiB 3MIHU KOJILOPY KaJly 3a pe3yJbTaTaMU MeTaaHalli3y € HUXKYO0I0,
xo4a I1e € goOpe BimomMuM HeOaxkKaHUM SIBUINEM IIPU IIPUMOMIi ITpemaparTiB 3ai3a gis
IIepopaIbHOr0 3aCTOCyBaHHS. ToOMy 3MiHYy KOMbOPY Kainy 0ysio KinacudikoBaHO SIK
oyXKe 4acTe HeOakaHe sSIBUIIIE.

**[HdopMalris mpo 1i gBuia Oyia oTpuMaHa 3i CIIOHTaHHUX IIOCTMapPKEeTUHT OBUX
MIOBiIOMJIEHD; 3TIOTHO 3 OILIIHKOIO YaCTOTa CTaHOBUTL < 1/491 (BepxHsa Mexka 95 %
OOBIpYOro iHTEPBAIY).

TepMmin npuagaTHOCTI
5 pOKiB.
VYMmoBHu 30epiranHs

30epiratu y 3axuIlleHOMY Bifl CBiT/Ia MicIli ITpu TeMrepaTtypi He Buile 25 °C. 30epiratu
Y HEeJOCTYIIHOMY AJis OiTeu Miciti!

VYnakoBka

10 TabneTok y Omictepi; o 3 GicTepu Yy KapTOHHiM KOPOOIIi.
Karteropis Bignycky

3a penenTomMm.

BupoOHUK

Bidop (Intepuemnn) IHK., [lIBetiniapis / Vifor (International) Inc., Switzerland.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIHLHOCTI.

Pexenmrpacce 37, 9014 Crt. I'annes, IlIBeniniapiss/ Rechenstrasse 37, 9014 St. Gallen,
Switzerland.



