Ckian

Oitoui peuoBuHU: gamnariipIo3uHy NPonaHaion; MeTHOPMiHY TiAPOXJIOPHUL;

10/1000 me: 1 TabneTka, BKpUTA MJIIBKOBOIO 000JIOHKOIO, ITPOJIOHTOBAHOI il MiCTUTB
panarnidmo3uny nponasgiony 12,30 mr, mo ekBiBareHTHO 10 Mr ganarmidio3uHy Ta
MeTdopMiny rigpoxnopuny 1005,04 wmr;

OONOMIJCHI peuog8uHU: HATPil0 KapOOKCUMETHUIIIIENI0I03a, Tinpomesno3a 2208,
rinpomeno3a 2910 (mmsa 10/500 mr), nemntono3a Mikpokpuctaniuda PH102 (gms 10/500
MT'), KPEMHIIO JiOKCHUM, MarHilo cTeapar, IIeli0jio3a Mikpokpucrtaniyaa PH302,
sTakTo3a 0e3BopaHa, KpocnoBigoH, 6apBHuK Opadry II Yellow 85F12372 (mnst 10/1000
MT).

JIikapcbKa ¢dpopMma

TabeTKu, BKPUTI IIJTIBKOBOIO 000JIOHKOIO, IPOJIOHTOBAHO1 [il.
OCHOBHI (pi3uKo-xiMiuHI 8s1acmueocmi:

10/1000 me: TabneTKa, BKpUTA IJIIBKOBOIO 000JIOHKOIO, Bif 2KOBTOT'O [JO TEMHO-
2KOBTOT'0 KOJIbOPY, OBOOIIyKJia, OBajibHA, 3 rpaBipyBaHusaM 1073”1 710/1000” 3 omHiel
CTOPOHH Ta IIJIOCKA 3 iHIIIOl CTOPOHHU.

®dapMaKoTepalneBTHYHA Irpyna

3acobu g nikyBaHHS ITyKpPoBOTo miabety. MeTdopMiH B KoMbiHalrii 3
mamnarmaidpmo3uaoM. Kog ATX A10B D15.

dapMakogHHaMiKa

3arajyibHa iHdbopMallis

Ilanaeni¢pno3uH

Y 3m0poBUX YYAaCHUKIB [OCHIIXKEHHS Ta IMalliEHTIB 3 I[yKPOBUM AiabeToM 2-TO TULY
ITic/Isl 3aCTOCYBaHHSA Aarnariidio3uHy cuocTepiramnocs 30iIbIIeHHS KiTbKOCTi
TJII0OKO3M, BUBEMEHOI i3 ceuero. [Ipubnu3no 70 T TII0KO3U BUBOOUIIOCS i3 ceuelo Ha
noOy ITpu 3acTOCyBaHHI manarmigpmno3uny B 103i 5 abo 10 Mr Ha moOy y MallieHTiB 3
IIYKPOBUM fiabeToM 2-T0 TUIly OpoTAaroM 12 TuxkHiB. [TogibHe MaKcuManbHe
BHUBEOEHHS T'JIIOKO3U CIIOCTEepirajocs B pa3i 3acTocyBaHHS mamnaritidgio3uHy B goOOBi
no3i 20 mr. Taka eKCKpellid I'JIIOKO3HU 3 CeUelo IPU 3aCTOCYBaHHI ganariaiio3uny
TaKOXK IIPU3BOOUTH [0 30inbilieHHs 00’eMy cedi. [Ticns mpunrHeHHs 3aCTOCYBaHHS



pamnariigo3uny migBUIIeHUM PiBEHb eKCKpeIlil TTI0K03U ITI0OBEPTAETHCS A0 6a30BOT0
PiBHS B CepedHbOMY 3a 3 [OHi, AKIIO A03a ganarii¢piao3uHy cTaHoBuna 10 mr.

KappioenekTpodiziosnoris

3acTtocyBaHHS manariipao3uHy He OyJI0 OB si3aHO 3 KITIHIYHO 3HAYyILIUM
nomoBKeHHsM iHTepBany QTc y pasi 3acTocyBaHHS JTiKapChKOT0 3ac00y B MOOOBUX
mo3ax mo 150 mr (go3a, sika 15 pa3siB nepeBulllyBajia MakKCUMaJIbHY PEKOMEHOOBaHy
oo3y) YV OOCIiIKeHHi 3a y4acTio 3I0poBUX NOOPOBObIIiB. KpiM TOro, KiiHiyHO
3HAYYILIOro BIIMBY Ha iHTepBan QTc He criocTepiraaocs micjas 3aCTOCYBaHHS
3M0POBUMU OOOPOBOIBIISIMU Hararii¢gio3uHy B pa3oBux mo3ax no 500 Mr (go3a, gKa B
50 pa3iB mepeBuiIllyBajla MaKCUMaJbHy PEKOMEHAOBAHY [03Y).

dapMaKOKiHEeTHKa

3actocyBaHnHs nikapcbkoro 3acody KCII'IIYO ITponoHT 3mopoBUMEU JOOPOBOIBIISIMU
ITicJIg CTAaHOAPTHOIO IIPUMOMY 1Xi Ta HaTile 3abe3neuyye OJHAKOBY €KCITO3UIIil0 OJIs
pamnariigpo3uHy Ta MeTQOPMiHYy CIIOBIIBHEHOT O BUBiIbHEHHS. [TOpiBHAHO 3
3aCTOCYBaHHSM JIiKapChKOT0 3aco0y HaTIle, Y pa3i 3aCTOCyBaHHS JIIKapChbKOT0 3aCo0y
i 9ac CTaHOApPTHOTO IPUHUOMY 1Ki CIIOCTEPIraroThCs 3MeHIIIeHHs Ha 35 % Ta
3aTpUMKa Ha 1-2 TOQUHU B JOCATHEHHI MaKCMMaJIbHUX KOHIIEHTpAllill fanariaidIo3uny
B my1a3Mi KpoBi. Takuii BIIJIMB IIPUNOMY 12Ki He BBaXKa€THCA KIIIHIYHO 3HAUYIITUM.
[TpuiioM 1XKi He YMHUTD iICTOTHOTO BIIJIUBY Ha (hapMaKOKiHETHKY MeT(hOpPMiHy y pa3si
MOTro 3aCTOCYBaHHSA y CKiafi nikapckkoro 3aco0y KCITOYO IIpomnoHr.

BCcMOKTYBaHHS

Ilanaeni¢pno3uH

[Ticnss mepopanbHOTO 3aCTOCYBAaHHSA Jamnarii¢gpio3MHy MaKCUMallbHiI KOHIIeHTpallil
JIiKapchbKOTo 3aco0y B m1a3Mi KpoBi (Cmax), SK MpaBuIo, JOCATAIOTHCS IPOTSITOM 2
TOOUH ITIiCJIg 3aCTOCYyBaHHS JTiKapchKOro 3aco0y HaTie. 3HadyeHHs Cmax i AUC
30iJIbIIYIOTHCS ITPOIIOPIIINHO 30iMbIIEHHIO 03U Jamnarili¢go3uHy y pasi migBUIIeHHS
OO3M JIiIKapChKOT0 3aco0y B miara3oHi TepareBTUYHUX M03. AOCOII0THA 0i0JOCTYIIHICTh
manariidIo3uHy Micis IIepopaIbHOr0 3aCTOCYBaHHS JTiIKapChKOro 3aco0y B mo3i 10 mr
CcTaHOBUTH 78 %. 3acTOCyBaHHS JTiKapChKOTr0o 3aco0y 3 i2ke0 3 BUCOKMM BMiCTOM KUPiB
3HUXKye Cmax panariidmo3uny Ha 50 % i nogoBXKye moKa3HUK Tmax npubau3Ho Ha 1
roguHy, aje He 3MiHIO€ MoKa3HUK AUC mOpiBHSHO 3 ITPUNOMOM JIiKapChbKOT0 3aC00y
HaTie. Lli 3MiHM He BBaXKalOThCA KJTIHIYHO 3HAYYILIMMHU 1 HanariihI03uH MoXKe
3aCTOCOBYBaTHUCS He3aJleKHO Bifl IPUUOMY 1XKi.

Memdaopminy 2i0poxaopud



[Ticrst omMHOPa30BOT0 IIEPOPAJILHOTO MTPUHOMY MEeT(POPMIHY CIOBIIbBHEHOTO
BUBIIbPHEHHS Me[diaHa OJOCArHeHHsI Cmax OOpiBHIOE 7 TOOMHAM Ta Mae€ [Oianas3oH Big 4
no 8 roguH. CTyniHb BCMOKTYBaHHS MeTpopMiHy (3a Bu3HaueHHSIM 1o AUC) i3
MeTHOPMiHYy CITOBITbHEHOTO BUBIIbHEHHS Y BUTJISAAI TaOJI€TOK MiABUIIYETHCS
npubnu3Ho Ha 50 % npu npuiiomi 3 iker0. BriuBy ki Ha Cmax i Tmax metdopMminy
He CIIOCTepiramocs.

Poznogin
Ilanaenigpno3uH

HManarmnidmo3uH 3B’3yeThCA 3 OinKaMu nmpubau3Ho Ha 91%. VY mallieHTiB 3
MMOPYIIEeHHSAMHU PYHKII1 HUPOK abo MmedyiHKu 3B’ sI3yBaHHS JIIKapChKOT0 3aco0y 3
O0ilKaMu He 3MiHIOEThCH.

Memaopminy 2i0poxaopud

[MocnigKeHHS PO3MOoainy MeTHOPMiHYy CIIOBIIbPHEHOT O BUBIJIbHEHHS HE TIPOBOOUIINCS;
mpoTe ysiBHUM 00’eM posnoginy (V/F) metdopMiHy micist omHOPa30BOTO IePOpParbHOTO
3aCTOCyBaHHA MeT(HOPMiHY 3 HeTaWHUM BUBIIBHEHHSAM Yy 0031 850 MI' CTAHOBUB Y
cepenuboMy 654 = 358 51. MeTdhopMiH HE3HAUHOIO MipOI0 3B’ I3YETHCA 3 OilKaMu
IUIa3MU KPOBi, Ha BiIMiHy BiZl cy/b(OHIICEYOBUHY, CTYIIIHb 3B’I3yBaHHS 3 OiTKaMu
sikol mopiBHIO€E OinbIiie 90 %. MeThOpMiH TPOHUKAE B EPUTPOITUTH.

MeTabomi3m

Ilanaeaigpno3uH

MeTabomi3M ganariaiIo3uHy OITOCEPEAKOBYETHCS, TOJIOBHUM ynHOM, UGT1A9;
MeTabomi3M, onnocepenkoBanuii CYP, y miogeit He3HayHuu. [amnariipio3ux
iHTeHCUBHO MeTa0bO0JIi3yeThCsI, B IIEPIITYy Yepry 3 yTBOPeHHSM mamnariidmo3uny 3-0O-
TJIIOKYPOHify, 10 € HeaKTUBHUM MeTabositoM. [lanarni¢gno3uny 3-O-TIIOKYyPOHIf
cknagae 61% Big mo3u [14C]-manarmidno3uny 50 Mr i € mepeBaxKalO4uM Yy IJIa3Mi
KPOBIi JTIOAWHY KOMIIOHEHTOM, ITOB’I3aHUM 3 JTiKapChbKHUM 3aCO00M.

Memdaopminy 2i0poxaopud

[ocmigKeHHs 3 BHYTPIITHbOBEHHUM BBEIEHHSAM OOHOPAa30BOl 03U 3[0POBUM
DOoOPOBOJIBIISIM ITOKa3asu, 110 MeT(POPMiH eKCKPETYETHCS ¥ HE3MiHEHOMY BUTJISAMI 3
cedelo Ta He HigpaeTbcss MeTabosi3My B nediHIli (y jromelt He OyI0 BUSIBJIEHO HiSIKUX
MeTaboJTiTiB) a00 eKCcKpellil 3 2KOBYIO.

IocnigxkeHHs: MeTabo0i3aMy MeTGOPMiHY i3 CIIOBiIbHEHUM BUBIILHEHHSM Yy pas3i
3aCTOCyBaHHS JIIKapChKOT0 3ac0o0y B TabjieTKax He IPOBOOUIIUCS.



BuBepgeHHs
Ilanazaigpno3uH

Ianarmidmo3uH i moB’si3aHi 3 HUM MeTabOoJIiTH B OCHOBHOMY BUBOOSATHLCS 3a
OOIIOMOT 010 eKCKpellil i3 ceuero. ITicns 3acTtocyBanHs [14C]-ganarnidmo3uny B
pa3oBiit 7o3i 50 Mr 75 % i 21 % 3aranbHOI PamioaKTUBHOCTI BUBOOUTHCS BiITIOBIIHO i3
ceudelo Ta KaioMm. I3 ceuero MeHIre 2 % MO3HU JIiIKapChKOTO 3aCO00y BUBOOUTHLCS Y
He3MiHeHOMY BUTJIALI. 3 KaJioM y He3MiHEHOMY BUTJISANI BUBOOUTHCS NIpubmu3Ho 15%
OO3HU JIiIKapChbKOT0 3aco0y.

CepenHil KiHIIeBUU IePion HaniBBUBEOEHHS 3 I1a3Mu KpoBi (t1/2) ganmarmnidpmo3uny
CTAaHOBUTH MPUOMN3HO 12,9 rogMHM Micas 0OHOPa30BOT0 MEPOPaIbHOTO IPUNOMY
panariigao3uny B o3i 10 mr.

Memaopminy 2i0poxaopud

HupkoButi kiipesac MmeThopMiHy IepeBuUIye KIIipeHC KpeaTuHiHy npubmaus3Ho B 3,5
pasa, II0 BKa3y€ Ha KaHaJIbIIeBY CEKPeIlil0 IK Ha OCHOBHHUU MIJIAX eJliMiHallil
MeTdopMiny. ITicnst mepopanbHOr0 3aCTOCyBaHHS MeTdhopMiny npubnu3ro 90%
JIiIKapChKOTro 3aco0y, 110 BCMOKTaBCs, BUBOOUTLCSI HUPKaMU IPOTATOM Ilepmiux 24
ronuH. [lepion HamiBBUBeOeHHS 3 IJIa3MU KPOBi CTAaHOBUTH OJIM3bKO 6,2 TOOUHU.
[Tepion HamiBBUBEOEHHS CTAHOBUTHL MPUOIU3HO 17,6 TOOUHY, 1110 BKA3y€E Ha MOXKJIUBY
y4aCTb €PUTPOLIUTIB B POJIi AE0 PO3IMOMIiTy JIIKapChKOT0 3aco0y.

OkpeMi Irpynu Malli€HTiB

ITopyweHHsi pyHKUii HUPOK
Ilanaeni¢pno3uH

[Tpu piBHOBaxXKHi! KOHILIEHTpAIlil JTiKapchbKoro 3aco0y (20 Mr mamnarmihio3uHy OOuH
pa3 Ha moOy MpOoTATOM 7 OHIB) MAlli€EHTHU 3 I[yKPOBUM fAiabeToM 2-To THUIY Ta 3
MMOPYIIEeHHAMHU PYHKIII HUPOK JIETKOTO0, IIOMipHOT0 ab0 TSAXKKOTO CTyIeHs (110 0yo
BH3HAYEHO 3a PO3pax0BaHOIO IMIBUAKICTIO KIIy004YKOBOI dinbTpariil (pLLIK®)) manu
reoOMeTPUYHI cepeHi 3HaYeHHsI CUCTEMHOI eKCITO3Ullil mamnariaihio3uny, aKi 0ynmu
Bulle Ha 45 %, B 2,04 i 3,03 pa3sa, BIiAIOBIOHO, HiXK aHaJIOTIYHI MOKa3HUKY y IAlli€HTIB
3 IIYKPOBUM AiabeToM 2-T0 TUITy 3 HOPMaJIbHOIO QyHKITi€0 HUPOK. Binbin Bucoka
CUCTeMHa eKCIIO3Ullid mamnariaiIo3uHy y IMalliEHTiB 3 I[yKPOBUM fAiabeToM 2-r0 TULY
Ta 3 IMOPYIIEeHHAMHU (PYHKIII HUPOK He ITPU3BOAMUB BIiATIOBIMHO A0 OilbIII BUCOKOI1
mo00BOI eKCKpellil ri1ioKo3u. [Jo00Ba eKCKpellis T'JTI0KO3H1 3 cedelo ITPY PiBHOBAXKHIM
KOHIIeHTpallil JlikapchKOT0 3aco0y y MallieHTiB 3 IIYKPOBUM HiabeToM 2-TO TUITY Ta 3
MMOPYIIeHHSAMHU QYHKIII HUPOK JIETKOTO, ITOMipHOTO ab0 TSAKKOT0 CTyIeHs OyJiia
BinmoBigHO Ha 42 %, 80 % i 90 % HuXKYe, HiXK y ITAIli€HTIB 3 I[YKPOBUM fAiabeToM 2-TO



TUIY 3 HOPMaJIbHOIO (PYHKIII€I0O HUPOK. BIIyIMB remopianisy Ha €eKCIIO3HUIIii0
manariaiIoO3uHy HEBIIOMUU.

Memdaopminy 2i0poxaopud

Y nailieHTiB 31 3HUKEHOIO0 QYHKIIEI0O HUPOK I1epiof HalliBBUBEOEeHHS MeT(POPMiHY 3
I1J1a3MHU KPOBi Ta KPOBi MOOOBXKYETHCA 1 3HUKYETHCS HUPKOBUU KJITIPEHC.

INopywenHs (pyHKuii neyiHKu
Ilanaeaigpno3uH

Y nanieHTiB 3 nmopyiieHHAIM QYHKIIII Te4iHKY JIeTKOTro abo IMOMipHOTO CTymeHs (Kiac A
i B 3a knmacudikarmieo Yarinoa-I1'10) cepenti nokasuuku Cmax i AUC gamarmidino3uny
Oynu BinmoBimHO Ha 12 % i 36 % Bullle MMOPiBHSIHO 3 MOKa3HUKaMHU MifiOpaHux 3a
IIeBHUMM IlapaMeTpaMU 30OPOBUX YYaCHUKIB OOCIIIAXKEHHS B KOHTPOJIbHIN I'pymi micis
pPas30BOro 3acToCyBaHHS mamnariidmo3uny B go3i 10 mr. Lli BimMiHHOCTI He
po3rnspanucs K KIiHIYHO 3Ha4YyLli. Y Nali€HTiB 3 MOPYyIMEeHHAMY QYHKIIi] TeYiHKU
TAXKKOT0 cTyneHs (kinac C 3a kKnacudikatiero Yannga-I1'10) cepenHi noka3zgauku Cmax i
AUC pganarmnidmno3uny O0ynu BigmoBigHo Ha 40 % i 67 % BuUIlle ITOPiBHSAHO 3
IMOKa3HUKaMU ITigibpaHuUX 3a MEBHUMU TapaMeTpaMu 3[0POBUX YHaCHUKIB
OOCIIIOXKEeHHsI B KOHTPOJIbHIN I'PYyIIi.

Memdaopminy 2i0poxsiopud

dapMaKOKiHETHYHI JOCiAXKEeHHI MeT(POPMiHYy 3a y4acCTIO MAlli€HTIB 3 HOPYIIEeHHIMU
(yHKIIII ITe4iHKu He ITPOBOOUIINCS.

INauienmu AiMHBLOZ20 BiKYy
Ilanaenipno3uH

3a JaHMMHU HOMYISALINHOTO (papMaKOKIHETUYHOTO aHali3y, BiK HE Ma€ KIIiHIYHO
3HAQUYIIOr0 BIJIMBY HAa CUCTEMHY €KCIIO3UIIi0 Janariaidao3uHy; TaKUM YUHOM,
KOPEKIIis J03H JIIKapChKOTro 3aco0y He MOTpibHa.

Memaopminy 2i0poxaopud

[lesKki maHi, oTprMaHi y XOAi IPOBEAEHHS KOHTPOJIbOBaHUX (papMaKOKiHETUYHUX
OoCIimKeHb MeTPOPMiHYy 3a y4acTIO 3TMOPOBUX OCi0O JIITHLOTO BiKYy, CBif4aTh PO Te, 110
3arajJbHUU IJIa3MOBUM KIIipeHC MeTPOPMiHY 3HUXKYETHCS, IIepiof HalliBBUBEOEHHS
JIIKapChKOT0 3ac00y MOAOBXKYEThHCA i Cmax 30ibIIyETHCS IMTOPIBHAHO 3 aHaOTiYHUMU
MMOKa3HUKaMH y 3[0POBUX 0Ci0O MOIOZIIIOrO BiKYy.



TakuM yrHOM, 3MiHa (papMaKOKiHETUKM MeTHOPMiHYy 3 BiKOM, IIE€PII 3a BCE,
MOSICHIOETHCS 3MiHOK (DYHKIIil HUPOK.

ITediampuyuyHa nonyasauisn

d®apmakokiHeTuKa nikapcbkoro 3acody KCII'TYO IIponoHT B nediaTpU4HIN DONYJIIALIl
He BUBYAasacsk.

Cmamo
Ilanaenipno3uH

3a JaHUMU MONYJIALINHOTO (papMaKOKiHETUYHOT O aHali3y, CTaTh HE Ma€ KJIiHIYHO
3HAYYILIOT0 BIIJIMBY Ha CUCTEMHY €KCIIO3UIliI0 Hanariidao3uay; TaKUM YHUHOM,
KOPEKIIisl ;03U JTiKapChbKOro 3aco0y He moTpibHa.

Memdaopminy 2i0poxaopud

dapmMaKOKiHETHUYHI ITapaMeTpu MeTGOPMiHY y 30OPOBUX 0Ci0 i maIlieHTiB 3 IyKPOBUM
miabeToM 2-To TUILy CYTTEBO He BiIpi3HSIUCS IIif Yac IpPOBedeHHS aHalily JaHUX 3a
03HaKOM cTaTi (4onoBiku = 19, xkiHku = 16). KpiMm TOro, B KOHTPOJILOBAaHUX KITIHIYHUX
OOCIiAXKEHHIX V Malli€HTiB 3 IIyKPOBUM fiabeToM 2-T'0 TUILYy TillOTiKeMiuHuM eheKT
MeT(hOpMiHy OyB MOPiBHAHHUM Y YOJIOBIKiB i )KiHOK.

Pacoea HanescHicmeo
Ilanaeni¢pno3uH

3a maHWMHU OOMYISALiNHOTO (papMaKOKiHETUYHOIO aHali3y, pacoBa HaJIeXHiCThb
(mpencTaBHMKH €BPOIIEOIAHOI, HEIrPOigHOl a00 MOHI'0OJIOITHOI pacu) He Ma€ KJIiHIiYHO
3HAQUYIIOr0 BIJIMBY HAa CUCTEMHY €KCIO3UIIiI0 Janariaidio3uHy; TaKUM YUHOM,
KOPEKIIis J03H JIikapChbKOTro 3aco0y He MoTpibHa.

MemdaopmiHy 2idpoxaopud

HocrmigkeHHs papMaKOKiHETUYHUX ITapaMeTpPiB MeT(HOPMiHY 3asie’KHO Biff pacoBOl
HaJIeXXHOCTIL He IPOBOOUIIKCS. Y X0l IPOBefeHH KOHTPOJIbOBaHUX KIIIHIUHUX
OOCIiAXKeHb 3aCTOCYBaHHS MeT(POpPMiHy mallieHTaM 3 I[yKPOBUM fAiabeToM 2-T0 TULY
rinornikeMiunui epekT OyB MOPIBHIHHUM Y IIPEACTAaBHUKIB €BpoIeoinHol (n = 249),
HerpoigHoi (n = 51) pacu Ta Buxinilis 3 JIaTUHCHKOI AMepuku (n = 24).

Maca miaa

Ilanaeaigpno3uH



3a mJaHuMHU OOMYIALINHOTO PapMaKOKIHETUYHOTO aHali3y, Maca Tijla He Ma€ KIIiHIiYHO
3HAQUYIIOr0 BOJIMBY HAa CUCTEMHY €KCIO3UIIil0 Janariaidio3uHy; TaKUM YUHOM,
KOPEKIIisl 403U JIiKapChbKOTo 3aco0y He IMOoTpibHa.

JIikapchbKi B3aeMomil

OxpeMmi (papMaKOKiHETHYHI [OCITiIXKeHHS TiKapChKOl B3aEMOIl 3 TiKapChbKUM 3aC000M
KCIT'OYO ITposoHT He IIPOBOOMIIMCS, X04Ya TaKi MOCHimKeHHs OyJiu IIpoBedeHi 3
OKpPEeMHMHU KOMIIOHEHTAMH JIiKapChKOT0 3aco0y mamariidmo3uHoMm i MmeThopMiHOM.

OuiHKa nikapcvkux 83aemoliu 8 ymosax in vitro
Ilanaeaigpno3uH

Y xopni npoBemeHHs OOCIiAXKEeHb B yMOBax in vitro manarmidos3uH i ganariaidpao3uny 3-
O-rnoKypoHig He npurHidyyBanu aktuBHICTE CYP 1A2, 2C9, 2C19, 2D6, 3A4 Ta He
inomykyBanu akTuBHIiCTE CYP 1A2, 2B6 a6o 3A4. [lanarnidgio3uH € cnabKum
cyOcTpaToM ISl aKTUBHOTO IlepeHocHUKa P-rhikonporteiny (P-gp), a manarmidio3uny
3-O-TIII0KypOHin € cyOcTpaToM OJid aKTUBHOTO nepeHocHuka OAT3. [Mamarmidno3un
a6o manarmidmo3uny 3-O-TITIOKYPOHII CYTTEBO He MPUTHIYYBaIU aKTUBHICTh aKTUBHUX
nepeHocHUKiB P-gp, OCT2, OAT1 a6o OAT3. B uinomy, gamnarii¢gio3uH HaBpsag 94U
BIIZIUBA€E Ha (hapMaKOKiHETHUKY OOHOYACHO 3aCTOCOBYBAHUX JIiIKAPChKUX 3ac00iB, SKi €
cyoctpatamu mist P-gp, OCT2, OAT1 a6o OATS.

Bnaue iHwux aikapcvKux 3acobie Ha mem@popMmiH

Y Tabnulli HuXK4e npencTaBieHi epeKTH iHIIUX OJHOYACHO 3aCTOCOBYBaHUX
JIiKapChKUX 3ac0o0iB Ha MeT(hOPMiH.

Tabnunsa 1. BiuB ogfHOYaCHO 3aCTOCOBYBaHUX JIIKAPChKUX 3aCO0iB Ha I1JIa3MOBY
CUCTEMHY €KCIIO3UIlil0 METQOPMiHY

HOYaCH .
OnHO4YacHo ) MeTtdopmin
3aCTOCOBYBaHUM )
, . , MeTtdopMiH (pexkum
JIiKapChbKuUM 3aci6
OO3yBaHHA) * _ ' _ _
(pexXuM MOo3yBaHHS) 3MiHa Doka3HuKIiB T |3MiHaA IIOKA3HUKIB T
* AUC t C max

KopuryBaHHS 103U He BUMAarasjocs OJisg TaKUX JIiKapChbKUX 3aco0iB:
'mioypun (5 mr) 850 mr 19 %8§ 17 %8§
dypocewmin (40 mr) (850 mr 1715 %§ 122 %8§
Hidbeguniu (10 mr) (850 mMr T9 % 120 %




[Tponpanomnon (40
MT)

850 mr

110 %

16 %

I6ynipoden (400 mr)

850 mr

15 %§

17 %8§

JIikapchbKi 3acobu, siKi BUBOASIThCS HUPKAMU IIIJISIXOM KaHaIblleBOl CeKpellil, MOXKYyTb
TIOCUJITIOBATU KYMYJISALi0 MeThHOPMiHY.

HumerunouH (400 Mr)

850 Mmr

140 %

160 %

* MeTtdopMiH i BCi oMHOYACHO 3aCTOCOBYBaHi JTiKapChKi 3ac00M 3aCTOCOBYBAIUCS Y

BUTJIANl PAa30BUX HO03.

T IIpomleHTHa 3MiHa (3/6€3 OMHOYACHOTO 3aCTOCYyBaHHS JIiKapCchKOT0 3aco0y i 6e3

3miau = 0 %); T i | BKa3ywoThb BignoBimHO Ha 30iNbIIeHHS i 3MEHINIeHHST €KCIIO3UIIii.

1 AUC = AUC(INF) (mmmo1ia 30HHU i KPUBOIO 3aJIe?KHOCTI KOHIIeHTpallil Bifg 4acy Bif

HYJISI 0O HECKIHYEHHOCTI).

§ CriBBigHOIIIEHHS apU(PMETUYHUX CEPEeNHIX 3HaUY€eHb.

Bnaue mem@opmiHy Ha iHWi AikapcwuKi 3acobu

Y tabnuili HUXX4e npencTaBiieHi edhekTu MeTQOPMiHYy Ha iHIII OJHOYACHO

3aCTOCOBYBaHi JTiKapchKi 3acobu.

Tabnuug 2. Bonmus MeThopMiHy Ha CUCTEMHY €KCITO3UITil0 OOHOYAaCHO 3aCTOCOBYBAaHUX

JIiIKapChKUX 3ac00iB

OmHOYacHO
3aCTOCOBYBaHUU
JTIiKapCchKUM 3acid

(pexuM Do3yBaHHS)
>k

MeTdopmiH (pexkum
OOo3yBaHH) *

OpHOYaCHO 3aCTOCOBYBaHUU Ipenapar

3MiHa DTOKa3HUKIB T
AUC

3MiHa IIOKA3HUKIB T
C max

KOpI/II"YBaHHSI OJO31W HE€ BHUMarajioCs OJisd TaKHuX HiKapCBKI/IX 3aco0iB:

'mi6ypun (5 mr) 850 mr 122 %§ 137 %§
dypocewmin (40 mr) (850 mr 112 %§ 131 %§
Hidbeguniu (10 mr) (850 mMr 110 %9 18 %
Hpompasonon (40 g- - 11 %9 12 %
MT)

I6ynipoden (400 mr) [850 mr 13 %# T1 %#
HumetunguH (400 mr)|850 Mr 15 %9 T1 %




* MeTtdopMiH i BCi ofHOYACHO 3aCTOCOBYBaHIi JTiKapChKi 3ac00M 3aCTOCOBYBAIUCS Y
BUTJIAML PAa30BUX HOO3.

T IIpomeHTHa 3MiHa (3/6€3 OMHOYACHOTO 3aCTOCYBaHHS JIiKapCchKOT0 3aco0y i 6e3
3Mminu = 0 %); T i | BKa3ywoTh BignoBimHO Ha 30i/bIlIeHHS i 3MEHIIIeHHST €KCIIO3UIIil.

1 AUC = AUC(INF) (mmmoma 30HHU i KpUBOIO 3a/1€2KHOCTI KOHIIEHTpaIlil Bifl 4acy Bif
HYIS 0O HECKIHYEHHOCTI), SKIIIO He BKa3aHo iHIIIe.

§ CroiBBigHOIIIEHHS apU(PMETUUYHUX CEPEeIHIX 3HaYeHb, P-3HaYeHHA pisHuni < 0,05.

9 3rauenns AUC (0—24 rom) (mIolia 30HU ITiJi KPUBOIO 3aJIe2KHOCTI KOHIIeHTpallil Bif
4acy Bifg HyndA 00 24 rofn), Ipo SKi ITOBiZOMIIAIOCH.

# ChiBBigmHOIIEHHS apu(PMETUYHUX CEPedHIX 3HAaUYEHb.
Bnaue iHwux aikapceKux 3acobie Ha danaaai¢hs103uH

Y Tabnuili HUXK4e NpencTaBieHi epeKTU 0OJHOYAaCHO 3aCTOCOBYBAaHUX JIIKapPChKUX
3aco0iB Ha panariidmo3un. Kopekilisa mo3u mamnariihio3uHy He noTpibHa.

Tabnuisg 3. BonmuB omHOYAaCHO 3aCTOCOBYBAHUX JIiIKapPChKUX 3aC00iB Ha CUCTEMHY
€KCIIO3UIlil0 Janariaidao3uny

OmHOYacHO .

a Hamnarmnidmo3uu
3aCTOCOBYBaHUU i

) . ] Hamnarmidhmo3uH
JTIiKapChKUM 3acid

(pexwuM mO3yBaHHS)*| _ _ ‘

(PeXUM O3yBaHHS) 3MiHa MOKa3HUKIB T (3MiHA MOKA3HUKIB T
* AUC % C max

KopuryBaHHS 03U He BUMAaraJsiocs OJis TaKuX JIiKapChbKuX 3aco0iB:

[TepopanbHi rinornikeMiyHi mikKapchKi 3acobu

MeTtdopmin (1000
20 mr 11 % 17 %

MT)
[Tiormita3oH (45 mr) |50 mr 0 % T9 %
Cutarnintus (100 20 Mr 18 9% L4 %
MT")
I'mimenipupg (4 mr) |20 Mr 11 % 1%
Bormitoza (0,2

rmbosa (0.2 mr o 1% 14 %
TPU pa3u Ha 100Yy)

[Hm1i nikapceki 3acobu



l'igpoxmnopTtia3upg (25
APOXTOPTIAsHA (25 5\ 17 % 1%
MT)
10 Mr oguH pa3 Ha
BymeTtanig (1 mr) moOy mpoTsromM 7 15 % 18 %
OHIiB
Bancapran (320 mr) (20 mMr 12 % 112
CumBactatuH (40
) 20 mr 11 % 12 %
MT

AHTHOAKTEpialbHUM TiKapChKUM 3acid

Pudammniu (600 mr
OOVH pa3 Ha Ao00y 10 mr 122 % 17 %
IIPOTATOM 6 OHiB)

HecTepoigHuii mpoTu3analbHUM TiKapChbKUM 3aci0

MedenamiroBa
KHUCIIOTa
(HaBaHTaXyBa/JbHa
Aosa 500 mr'3 10 mr 151 % 113 %
TTOOAIbIINM
3acTocyBaHHSAM 14

o3 1o 250 MIr KOKHi

06 roguH)

* OgHOpPa30Ba [m03a, SKIIO He BKal3aHo iHIIe.

T IIpomleHTHa 3MiHa (3/6€3 OMHOYACHOTO 3aCTOCYyBaHHS JIiKapChKOT0 3aco0y i 6e3
3miau = 0 %); T i | BKa3ywoTh BignoBimHO Ha 30i/IbIIEHHS i 3MEHIIIeHHST €KCIIO3UIIii.

1 AUC = AUC(INF) (mmmo1mia 30HHU i KPUBOIO 3aJIe?KHOCTI KOHIIeHTpallil Big 4acy Bif
HYJIS1 4O HECKIHYEeHHOCTI) A5 JTiKapChKUX 3ac00iB, sKi 3aCTOCOBYBAIUCS Y BUTJISAMI
pa3oBux 003, i AUC = AUC(TAU) (11o1mia 30HM IIig KPUBOIO 3aJ1€2KHOCTiI KOHIIEHTpaIlil
Bifl 4yacy 3 MiHiMa/IbHOIO KOHIIEHTpAIli€l0 B KiHIIi IIEPIIOro iHTepBany A03) O
JIiIKapChbKUX 3aco0iB, sKi 3aCTOCOBYBaJIMCS y BUTISAAi OaraTopa30BUX OO3.

Bnaue danaanigps03uHy Ha iHWIi Aikapcvki 3acobu

Y Tabnuili HUXKYe NpencTaBieHi edheKTU mamnariaihI03uHy Ha iHIIIi OMHOYaCcHO
3aCTOCOBYBaHI JliKapchKi 3acobu. [Tamariidio3uH CyTTEBO He BIIJIMBAB Ha
(bapMakoKiHETUKY OOHOYACHO 3aCTOCOBYBaHUX JIiIKAapPChKUX 3aC00iB.

Tabnuuga 4. Bonus ganariaiio3uHy Ha CUCTEMHY €KCITO3UIIil0 OOHOYaCHO
3aCTOCOBYBAHUX TiKapChKUX 3aC00iB



OmHOYacHO
3aCTOCOBYBaHUU
JIiKapchbKuM 3acib

(pexxum mO3yBaHHS)
>k

Mamarmipmo3uH
(pexxum mo3yBaHHS)*

OpHO4YacHO 3aCTOCOBYBaHMM IIpemnapar

3MiHa TOKa3HUKIB T
AUC

3MiHa ITOKA3HUKIB T
C max

KopuryBaHHS 103U He BUMAarasocs OJisg TaKUX JIiKapChbKuX 3aco0iB:

[TepopanbHi rimorimikeMiuHi JlikapchbKi 3acobu

MeTtdopwmin (1000

OPOTATrOM 7 OHIB

20 mr 0 % 15 %
MT)
ITiormita3oH (45 mr) |50 mr 0 % L7 %
CurarmninTtuH (100
20 Mr 1% 111 %
MT)
['mimernipug (4 Mr) 20 mr 113 % T4 %
[u111i MikapchKi 3acobu
l'igpoxmnopTia3upg (25
APOXTOPTIASHA (255 1% 15 %
MT")
10 Mr oguH pa3 Ha
BymeTtasig (1 mr) noOy mpotsarom 7 113 % T13 %
OHIB
Bamncaprtan (320 mr) (20 Mr 15 % 16 %
C 40
AMBACTATHH ( 20 mr 119 % 16 %
MT")
20 mr
HaBaHTaXKyBaJbHa
OurokcuH (0,25 Mr) |mo3a, notiM 10 Mr 0 % 11 %
OOWH pa3 Ha [o0y
OPOTSATOM 7 OHIB
Bapdapuu (25 Mr) 20 mr
HaBaHTaxyBalbHa (173 9 17 %
S-Bapdapun mo3a, moTim 10 mMr
OIOMWH pa3 Ha mo0y 16 % 18 %
R-Bapdapun

* O;:[HopasoBa Io3a, SIKIIO0 He BKa3aHOo iHIIe.

T IIpomeHTHa 3MiHa (3/6€3 OMHOYACHOT'0 3aCTOCYBaHHS JIiKapChKOT0 3aco0y i 6e3
3Mminu = 0 %); T i | BKa3ywoThb BignoBimHO Ha 30iNbIlIEeHHS i 3MEHIIIeHHST €KCIIO3UIIil.



1 AUC = AUC(INF) (mmmo1ria 30HHM i KPUBOIO 3aJIe?KHOCTI KOHIIeHTpallil Bifg 4acy Bif
HYJIS1 4O HECKIHYEHHOCTI) A5 JTiKapChKUX 3ac00iB, sIKi 3aCTOCOBYBA/IUCS Y BUTJTISAMI
pa3oBux 1mo3, i AUC = AUC(TAU) (mnoitia 30HU il KPUBOIO 3a/I€2KHOCTI KOHIIeHTpaIllil
Biff 4yacy 3 MiHiMa/IbHOIO KOHIIEHTPAIli€l0 B KiHIIi IIEPIIOro iHTepBaly A03) OJisd
JIiIKapChbKUX 3aco0iB, sIKi 3aCTOCOBYBaJIMCS y BUTISAi 6araTopa30BUX OO3.

IToxka3aHHSA

KCIT'1YO ITposioHT mOoKa3aHUH SIK OOMOBHEHHS OO0 Oi€eTu Ta (Gi3MYHUX BIIPaB O
MMOKpaIIeHHs TJIIKeMiYHOT0 KOHTPOJIIO Y MOPOCIUX 3 IyKPOBUM fiabeToM 2-T0 TUIY.

[anarmnidmo3uH moKa3aHUM OJIS 3HUKEHHS PU3UKY TOCIIiTai3allil 4epes3 cepleBy
HeIOOCTaTHICTDb Yy HOPOCIUX 3 IIYKPOBUM HiabeToM 2-TO THUNY Ta BCTAHOBJIEHUMH
cepieBo-cyquHHUMU 3axBoproBaHHSIMU (CC3) abo MHOXKUHHUMU CEPILEBO-CYIUHHUMU
(CC) dakTOpamMu pU3UKY.

OOMezXKeHHsI V 3aCTOCYBaHHI

3actocyBaHHs nikapcbkoro 3aco0y KCIT'IIYO ITponoHT He peKOMEeHAYETLCS IallieHTaM
3 IIyKpoBuM fiabeToMm 1-ro tTuny abo 3 giabeTUYHUM KeTOoalug030M.

HpOTHHOKaSaHHH

KCIT'1IYO IIposioHr npoTUIIOKa3aHUU IaljieHTaM 3:

e TiMIEpPYyTIUBICTIO OO Aif0YUX PEUYOBUH ab0 A0 OyOb-AKOl 3 HOIIOMiXKHUX PEYOBUH;

e OyOb-IKUM BUIOOM I'OCTPOro MeTabOIigyHOro anuao3y (TaKUM SIK MOJIOYHOKUCIIUNA
aIuao3, HiabeTUYHUN KeToalluao3);

e MiaOEeTHUYHOIO IIPEKOMOIO;

e TSI2KKOIO HUPKOBOIO HemocTaTHICcTIO (PILIK® menmie 30 mn/xB/1,73 M2),
TepPMiHaIbHOIO CTali€0 XBOPoOU HUPOK abo mallieHTaM Ha fianisi (DuB. po3min
«OCcOoOIUBOCTi 3aCTOCYBaHHS»);

e TOCTPUMHU CTaHaAMH, SKi MOXKYTb BIJIUBATU Ha (PYHKIIiI0O HUPOK, TAKUMU SIK:

o merimpararis,
o TsAXKKa iHpeKIlis,
o IIOK;

e TOCTPUM a00 XPOHIYHUM 3aXBOPIOBAHHSM, SIK€ MOXKe CIPUYUHUTHU TillOKCiio
TKAHWH, TAKUM SIK:

o cepueBa abo ouxajbHa HEOOCTATHICTB,

(@]

He[laBHO IlepeHeceHuy iHpapKT MioKapaa,
o IIIOK;
o MOPYUIEHHAM (PyHKITil IEeYiHKY;

(0]

TOCTPOIO aJIKOTOJIbHOIO IHTOKCHUKAILIIE0, aJIKOTOJII3MOM.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

TTo3uTUBHNY TECT Ha HASIBHICTH TIIOKO3U B cedi

Ianaenigpno3uH

MOHITOPHUHT TJIIKEMIYHOTI 0 KOHTPOJIIO 3 IIPOBEEHHSAM TECTIiB Ha HasABHICTH I'JIIOKO3HU B
cedi He peKOMEeHOYEThCSA MallieHTaM, SKi mpuiiMaloTh iHridiTopu SGLT2, ocKinbku
iHridiTopu SGLT2 30inbIIyI0Th €EKCKPEIIilo TJIIOKO3U 3 Cevelo, i Ile Tpu3Befe oo
OTpUMAaHHA MO3UTUBHUX PEe3yJIbTaTiB IIPU BU3HAYEHHI BMICTY I'JIIOKO3HU B cedl. [Ipu
[IPOBEOEHHI MOHITOPUHTY TJIIKEMIYHOTI'O CTaHY CJIi BUKOPUCTOBYBaTU ajlbTepPHaTUBHI
METOOU OOCIIiAKEeHHS.

InTepdepentisa 3 1,5-anrigpormionurom (1,5-Al)

Ilanaenipno3uH

MOHITOPUHT TJIIKEMIYHOT0 KOHTPOJIIO 3 IPOBEAEHHAM aHalli3dy Ha Bu3HadeHHd 1,5-AT
He PEKOMEHOYEThCS, OCKUIBKY BUMipOBaHHSA PiBHIB 1,5-Al’ € HeHagIMHUM METOLOM
OOCIiAXKEeHHS B OIiHII TIiKeMiYHOTO CTaHy B MAlli€HTIB, SKi IpUKXMaloTh iHTiGiTOpHU
SGLT?2. Ilpu npoBeleHHI MOHITOPUHTY IJIIKEMIYHOTO CTaHy CJIiJl BUKOPUCTOBYBATHU
aJlbTepHaTUBHI MEeTOOU OOCIIIIXKEeHHS.

IaridiTopu Kap6oaHrigpas3u

TonipamaT a6o0 iHIIi iHribiTopu KapOoaHrigpa3u (HampuKiaz, 30Hicamif,
arieTasosamig abo guxnopdeHaMifl) 4acTO CIIPUYHUHSAIOTh 3HUXKEHHS PiBHS
OikapOoOHATy Yy CHPOBATIIL KPOBi Ta IMMPU3BOISATH [0 TiNepXJI0peMiyHOT0 MeTab0JiYHOT O
anuno3y 60e3 3MiH aHiOHHOTO iHTepBaiy, rinepxjI0peMidvHOro MeTaboIiYHOT O allu03y.
OmHOYacHe 3aCTOCYBaHHS IIMX JIiKapCchKUX 3aco0iB i3 mikapcbkumM 3acobom KCIT'IIYO
[TpomoHT MOZKe TMiABUIIUTH PU3UK PO3BUTKY JTaKTOoaUuao3y. Moxe OyTH OOLIIBHUM
Oi7bIII YaCcTHUM KOHTPOJIb CTaHy TAKWX MAIli€HTIB.

JIikapchKi 3aco0u, 1110 3HUAKYIOTh KJIipeHc MeThOPMiHY

OpmHouyacHe 3aCTOCYBaHHS JIiKapChKUX 3aco006iB, sIKi BIIJIMBAIOTh Ha 3arajibHy
KaHablleBY TPAHCIIOPTHY CUCTEMY HUPOK, 110 Oepe y4acTh Y BUBEIeHHI MeThOpMiHy
HUPKaMHU (HaIlpuKJIal, opraHiuHi KaTioHHi Tpacnoprepu-2 [OKT2]/inri6iTopu
eKCTpPY3il JTikapchbKux 3aco0iB Ta ToKcuHiB [MATE], Taki K paHosa3uH, BaHOETaHiO,
OOJIyTerpaBip Ta MUMETUOUH), MOXKe 30iJIbIIIyBaTH CUCTEMHY €KCIIO3UIliI0 MeThOPMiHy
Ta OigBUINyBaTU PU3UK PO3BUTKY TaKTOalMao3y (OuB. po3min «®apMaKosoriuHi
BJIACTUBOCTi»). HeoOxigHO BpaxoByBaTH IlepeBaru Ta PU3UKHU TAaKOT'0 OOHOYACHOTO
3aCTOCyBaHHS.



ATKOT0JIb

ATIKOTOJIb 3aTeH MMOTEHIIiI0BaTH [it0 MeTHOPMiHy Ha MeTabosi3M makTaTy. [IoTpibHO
3aCTeperTy IallieHTiB Bil HAAMIPHOI'O CIIOKUBAHHS aJIKOTOJIIO0 IIiff YaC 3aCTOCYBaHHSA
sikapcbkoro 3aco0y KCII'TYO ITporoHr.

JIikapchbKi 3aco0u, 1110 BOJINBAIOTL HA TIIiIKeMiYHHN KOHTPOJIb

Memaopminy 2i0poxsopud

Iesiki mikapchKi 3aco0u MigBUIIYIOTh PU3UK PO3BUTKY TilepriikeMil Ta MOXKYThb
ITPU3BECTH OO0 BTPATH T'JIiIKEMiYHOT0 KOHTPOJTIO. 10 TaKUX TiKapChKUX 3ac0o0iB
HaJieXkaTh Tia3UOU Ta iHIII cedoriHHi 3aco0u, KOPTUKOCTepPOoinu, peHoTia3uHu,
TOPMOHHU IIIMTOBUOHOI 3aJI031, ECTPOTEeHHU, ITepopaIbHi MpoTU3aIIigHi 3acobu,
(eHiTOIH, HIKOTUHOBA KHCJIOTA, CUMIIAaTOMiIMEeTHKH, OJIOKaTOPH KaJlbIiEBUX KaHaJIiB Ta
isoniasun. Komu Taki mikapchKi 3aco0u Mpu3Ha4yaloTh MAIliEHTY, SKUM OTPUMYE
KCIT'IYO IIpomnoHT, HeoOXifHO BCTAHOBUTH 3@ HUM PETeJIbHE CIIOCTEPEXKEHHS 3
METOI0 JlarHOCTUKU BTPATU KOHTPOJIIO HaZ PiBHEM IJIFOKO3U B KPOBi. Konu
3aCTOCYBaHHS TaKUX JIiIKapPChKUX 3aC00iB BiAMiHSAIOTH [OJI MalliEHTa, SKUM OTPUMYE
KCITOYO IIponoHr, HeoOXimHO BCTAHOBUTH 3a HUM PETEIbHE CIIOCTEPEKEHHS Ha
IpegMeT PO3BUTKY TillOTJIiKeMil.

Oco006/1MBOCTi 3aCTOCYBaHHS

MoOJJIOYHOKUCINY allua03

Y micnsgpeecTpaliiHuM Iepiof CIOBILIAIOCh PO BUIIaAKHA MOJIOYHOKHCIIOTO allug03y,
IIOB’SI3aHOTO i3 3aCTOCYyBaHHSIM MeT()OPMiHYy, BKJIIOYAlO4YM JIeTaJIbHiI BUIIaAKU. Y IIUX
BUNAAKaX MOJIOYHOKMCINM allua03 II0YNHAaBCI MalKe HEIIOMITHO i CYIIPOBOOXKYBaBCS
HecrennpiyHUMU CUMIITOMaMH, TaKMMHM K He3[y>KaHHS, Miasnriss, abgoMiHanbHUN
0inb, pecmipaTopHUM aucTpec abo ITOCUIEHHS COHJIMBOCTI; ITPOTE IIPU TSAKKOMY
alnao03i CrIocTepirajaucs rinoTepMisi, apTepiaabHa riloOTEeH3id Ta Pe3uCTeHTHa
OpapgiapuTMisi. MOJIOYHOKMCIIMY allifi03, OB’ I3aHUM i3 3aCTOCYBaHHSAM MeT(OpPMiHYy,
XapaKTepHu3yBaBCs ITIABUIIIEHHAM KOHIIEHTPAL[iM JIaKTaTy B KPOBi (> 5 MMOJIb/1),
almMIo30M i3 aHIOHHUM iHTepBasioM (6e3 03HaK KeTOHYpil abo KeToHeMil), Ta
30iyIbIIIeHHSM CHiBBiOHOIIEHHS JIaKTaT:IIipyBaT; PiBHI MeThOpPMiHYy y m1a3Mi KpPoBi
3a3BUYal CTAHOBWIHA > 5 MKI/MJI. MeThOpMiH 3HUXKYE 3aXOIJIEHHS JIAaKTaTy
MMeYiHKOIO, MiABUIIYIOYM PiBHI JTaKTaTy y KPOBi, 10 30iIbIlIyE PU3UK PO3BUTKY
MOJIOYHOKMCJIOTO allifi03y, OCOOIMBO Y IMAlliEHTIB IPyINX PU3UKY.

Y pasi nigmo3pu Ha MOJIOYHOKHUCIIMHY allug03, OB’ I3aHUH i3 3aCTOCYBaHHAM
MeTHOpPMiHy, TOTPiOHO HeralHO BOATUCS OO0 HMiATPUMYBAJIbHUX 3aXO0/IiB B YyMOBax
CTallioHapy, a TaK0XK HeralHO IIPUNUHUTYU 3aCTOCYBaHHS JIiIKapChKOI'0 3aco0y



KCIT'OYO ITpomonr. AKIIO y MalliEHTiB, SKUX JIIKYIOTh nikapcbkuM 3acobom KCITIIYO
[TpomnoHT, HiarHOCTOBAHO MOJIOYHOKMCJIMH aluao3 abo € CuIbHa Mifmo3pa Ha Woro
HasIBHICTh, PEKOMEHAYEThCS HEraHO IIPOBECTHU IeMofiali3 3 MeTO KOPEKIIil aiugo3y
Ta BUBEEHHS HAKONNYEHOro MeTPOopMiHy (MeTHOpMiHy rifpOXIOPUL BUBOOUTHCS
IIIJISIXOM Aiani3dy i3 KiipeHcoM mo 170 MJi1/XB 3a YMOB HaJle?KHOI TeMOJUHaMIiKH).
I'emopiasi3 4aCcTO COpUSB 3HUKHEHHIO CUMIITOMIB Ta OOY>KaHHIO MallieHTa.

Heo6xigHO mOBimOMUTH IalliEHTaM Ta 1X POAWHAM IIPO CUMIITOMU MOJIOYHOKMCJIIOTO
alMao3Yy i MPOiHCTPYKTYBATH iX, 11100 y pa3i mMOSABU ITUX CUMIITOMIB BOHU ITPUIHUHUIIN
3actocyBaHH4 npenapaty KCII'IYO IIposoHr Ta IOBIJOMUIIN IIPO IOSIBY LIUX
CHMIITOMIB CBOEMY JIiKaplo.

PexkomeHpgaitiil 11040 3HUKEHHSA PU3UKY Ta KOPEKIIil MOJIOYHOKUCJIOTO aluo3y,
IIOB’SI3aHOTO i3 3aCTOCYyBaHHSIM MeT(POPMiHY, Y pa3i HassBHOCTI (paKTOpPiB PU3UKY,
HaBeleHi HUXYe.

[TopymeHHS QYHKIIIl HUPOK: BUIIAOKU MOJIOYHOKHKCJIOTO allua03y, OB I3aHOTO i3
3aCTOCyBaHHSAM MeT(QOPMIiHY, Y MiCIsIpeeCcTpaLiiHuM IIepiof mepeBaKHO TPAIlJIaINCS
y Talli€HTIB 3i 3HAYHUMHU NOPYLIEHHAMU (QYHKIIl HUPOK. PU3UK KyMyJIs1il
MeTHOPMiHYy Ta PO3BUTKY MOJIOYHOKHCIIOTO alfiA03y, II0B sI3aHOT0 i3 3aCTOCyBaHHAM
MeTGhOPMiHY, 3pocTa€ 3i 30iMbIIEHHAM TSI2KKOCTi IMOPYIIeHHA QPYyHKII1 HUPOK, OCKiTbKU
MeT(HOPMiH 3HAUYHOIO MipOI0 BUBOOUTHLCSA HUPKaMu. KiliHidyHI pekoMeHmallil Ha OCHOBI
cTaHy QyHKIIII HUPOK MallieHTa BK/IIO4YaloTh (OuB. po3ainu «Crocibé 3acTocyBaHHS Ta
mo3u», «®apMaKOJIOTiYHi BIaCTUBOCTI»):

e TIepen ImovYaTKoM Teparlil nikapcbkuM 3acoboMm KCIT'IYO IIposnoHT HeoOXimHO
po3paxyBaTHu MIBUAKICTH KITy004uKOBOi ¢inbTpariii (pIIIK®);

e KCIT'IYO TIIpomnoHr npoTurniokalanuu naiieataM i3 plIIK® menie 30 mi/xs/1,73
M2 (OuB. po3min «IIpoTUIIOKa3aHHS»);

e pIIIK® cnig BU3Ha4YaTH IIOHAWUMEHIIIE IIIOPOKY BCiM IallieHTaM, SIKi OTPUMYIOTh
KCITOVYO IIpononr. [lamierTaM, IKi MalOTh IIiABUILIEHUN PU3UK ITOPYILIEHHS
(yHKI1Iil HUPOK (HampHuKIiam, JIiTHI ocoOu), PYHKIII0O HUPOK CJIif OLIiHIOBaATH
qacrTilie.

B3aemogist 3 mikapchKuMU 3acof0aMu: OMHOYACHE 3aCTOCYBaHHS JIiIKapChKOTI'0 3aco0y
KCIT'IYO IIposnoHT i3 MeBHUMU JTiKapChbKUMHU 3aco0aMu MigBUIIYE PU3UK PO3BUTKY
MOJIOYHOKMCJIOTO alluao3y, OB’ I3aHOT0 i3 3aCTOCYyBaHHAM MeT(POPMIiHY; OO HUX
HaJieXkaTh JIiIKapChbKi 3aco0u, 110 MOMKOAXKYIOTh (QYHKIII0 HUPOK, ITPU3BOOATH [0
3HAYHUX 3MiH reMOAMHaMIiK¥, BIUIUBAIOTh Ha KMCJIOTHO-Ty2KHUM CTaH ab0 OCHUITIOIOTh
KyMyJsaiito MeThopMiHy (HalmpuKiaml, KaTioHHI JTikapchKi 3acobu) (OuUB. po3min
«B3aemogis 3 iHIMMMU TiKapCchbKUMU 3acob0aMu Ta iHII BUOU B3aeMomiti»). Tomy Moxe
OyTH OOIiIbHUM OiNbIIT YaCTUM KOHTPOJIb CTaHY TaKUX ITAIli€HTIiB.



Bik 65 abo 6inblille POKiB: pU3UK PO3BUTKY MOJIOYHOKHUCIJIOTO allifI03y, IIOB’I3aHOTO i3
3acTOCyBaHHSIM MeTHOpPMiHYy, 3pocTae€ 3i 30inbIIIeHHSIM BiKY, OCKiJIbKY y HalIli€HTIB
JIITHBOTO BiKYy YacCTillle TPAIISIETHCSA MOPYIIeHH QYHKIII ITeviHKu, HUPOK abo cepiid,
HiXK y malfieHTiB OifbIll MOJIOOOTO BiKy. [lallieHTaM JTiTHBOTO BiKY CIIif] YacTilie
OLIiHIOBaTH (PyHKITiI0 HUPOK (OuB. po3main «Crocib 3acToCyBaHHS Ta OO3U»).

PenTrenosnoriudi gocnigXKeHHs i3 3aCTOCYBaHHSAM KOHTPACTHUX PEYOBUH:
BHYTPIIIHbOCYOUHHE BBEOEHHS MOOOBaHUX KOHTPACTHUX PEYOBHUH IIallieHTaM, SKi
OTpUMyBalIu MeTHOPMiH, IPU3BOOUIIO A0 TOCTPOTO IMOTipIIaHHS HUPKOBO1 PYHKIIil Ta
PO3BUTKY MOJIOYHOKHUCIIOTO anuao3y. [lamienTaM, siKi MalOTh B aHaMHE31 IOPYyILIEeHHS
¢yHKIIi1 TeuiHKu, amKoroJjiaM abo cepiieBy HEIOCTATHICTh Ta MalliEHTaM, IKUM OyOyTh
BBOOUTHU MOJOBaHi KOHTPACTHI peYOBUHHU BHYTPIIlIHbOAPTEPiaIbHO, HEOOXiTHO
MIPUITMHUTH 3aCTOCYBaHHS nikapcbkoro 3aco0y KCII'IYO IIponoHT Ha 4ac
ITPOBEeOEeHHs IIPolleaypu 00CTeXKeHHs, 0 nepenbavyae BBeOeHHS WOI0BaHUX
KOHTPACTHUX PedYoBUH, abo mo Hel. Yepes3 48 roauH micis mpolenypu Ciif TOBTOPHO
ouinuTu pIIK®, i skimo GyHKIIiA HUPOK BUSABUTHCS CTabisIbHOIO, 3aCTOCYBaHHS
npenapaty KCII'IIYO ITposoHT MOXKHa MOHOBUTH.

XipypriuHe BTpy4YaHHS Ta iHIII IPOLEeOypU: IPUNUHEHHS CIIOKUBaAHHSA 1Ki Ta PiAuH Ha
yac Xipypriuaux a6o iHImMX npouenyp 30ibiIye pU3UK TinoBoJieMil, pO3BUTKY
apTepianbHOI TIMIOTEeH3il Ta HOPYyIIeHHI PYyHKIIl HUPOK. 3aCTOCYyBaHHS JIIKAPCHKOTO
3aco6y KCIT YO IIpomoHT cilif TUMYaCOBO NPUIIMHUTHU, ITIOKU CITOKUBAHHS
MalfieHTaMu iXKi Ta pimuHU oOMexKeHe.

'imokcuYHI CTaHU: OeKUIbKa BUMIAAKIB MOJIOYHOKUCIIOTO alua03y, 0B’ A3aHOI0 i3
3aCTOCYyBaHHSIM MeT(HOPMIiHY, V IIiCIsIpeeECTPaLiiHuM IIepiol TPaluIkuCch y HalliEHTiB i3
TOCTPOIO 3aCTIMHOIO CEPLIEBOI0 HEAOCTATHICTIO (30KpemMa TaKolo, 1110
CYIIPOBOZKYyBasacs rimonepdysieio Ta rimokcemieio. CepiieBo-CYIUHHUN KOJIamC
(mok), rocTpui iHpapKT MioKaphda, CeCUcC, Ta iHIIl CTaHHU, 10 CYIPOBOOXKYIOTHCS
TiMOKCeMi€l0, COPUYUHSIN II0SIBY MOJIOYHOKHMCIIOTO allug03y, a TaKOXK MOXKYTh
CIIPUYMHUTH IIpepeHasibHy a30TeMiio. AKIo BUHUKHYTH ITONiOHI SBUIla 3aCTOCYBaHHS
nikapcbkoro 3aco6y KCII'IYO ITposoHT Ciif IpUIIUHUTH.

HagMmipHe cnoXWBaHHS aJIKOTOJII0: aJIKOTOJIb IIOTEHIJIIOE BIJIUB MeTHOPMIiHYy Ha
MeTabo0J1i3M JTaKTaTy, 110 30ibIlly€e PU3UK PO3BUTKY MOJIOYHOKUCIIOTO alluIo3y,
IIOB’A3aHOTO i3 3aCTOCYyBaHHAM MeTdopMiHy. CiIifl 3aCTeperTy Malli€eHTiB Bif
HaIOMipHOTO CIOXKWBaHHS aJIKOTOJII0 i Yac 3aCTOCyBaHHS JIiKapChKOT0 3aC00y
KCII'1YO IlpomnoHr.

[MopymieHHs QYyHKII] HEYiHKU: ¥ MAL€HTIB i3 MOPYIIEeHHAMU QYHKII] HeYiHKU
TPAIUIAJIUCS BUIIaAKU MOJIOYHOKUCIJIOTO alfu03y, OB 13aHOI0 13 3aCTOCYBaHHIM
MeTdopMiHy. Ile Moxke OyTH 3yMOBIIEHO MOPYIIEHHIM KJIipeHCY JTaKTaTy, 110
ITPU3BOOUTH OO OilIbIII BUCOKUX PiBHIB JTaKTaTy y KpoBi. ToMy mallieHTaM i3 KIiHIiYHUMHT



a6o mabopaTOpHUMU O3HAKaMU XBOPOOU MEediHKHU CIIi YHUKATH 3aCTOCYBaHHS
sikapcbkoro 3acody KCII'TYO ITporonr.

ApTepiajbHa TiInoTeH3isa

Ianarmnidmo3uH BUKIUKAE 3MEHIIIEeHHSI BHYTPIIITHbOCYIUHHOTO 00’ €EMY.
CuMIToMaTH4YHa apTepiajbHa rinOoTEeH3is MOXKe BUHUKHYTHU ITiCJIs IT0YaTKYy JIIKyBaHHS
manariaidmo3uHoM (OuB. po3min «ITo6iuHi peakiiii»), 0ocoOMIMBO y MAIliEHTIB 3
nopyiueHo gyHKIlieo HUPOK (pIIK® menmie 60 min/xs/1,73 M2), y nali€eHTIB JIITHHOTO
BiKy a0o IallieHTiB, sIKi OTPUMYIOTH II€TIbOBI miypeTuku. Ilepen moyaTkoM JIiKyBaHHS
nmikapcbkuM 3acoboM KCIT'IYO IIponoHT y TaKuX MalliEHTIB HEOOXimMHO OLIIHUTH Ta
BiIKOPHUTYBaTHU CTYIIiHb 3HEBOOHEHHS. [1icJig moYaTKy Tepallil peKOMeHOYEThCS
ITPOBOAUTH MOHITOPUHI CUMIITOMIB PO3BUTKY apTepiajibHOI TinoTeH3il.

KeTtoanugos

Bunagku KeTtoanumo3y, CEpUO3HOI0, 3arp03JIMBOr0 OJIA XKUTTSA CTaHy, 1110 BUMarae
HerauHOIl rocmiTajisarilii, 0yJiu 3ape€ecTpoBaHi y IallieHTiB i3 I[yKpoBuUM AiabeTom 1-ro i
2-T0o THIY, SKi 3aCTOCOBYyBasM iHTiOiTOPY HATPili3alesKHOT0 KOTPaHCIIOpTepa I'MI0K03u
2-ro tuny (H3KTTI'2), Bkntoyatouu ganariido3uH (ouB. po3fgin «ITobiyHi peakiii»). ¥
Malli€eHTiB, sIKi 3aCTOCOBYBaJiX Aamnariidio3uH, 3apeeCcTpoBaHi BUIIaAKM KeTOauao3y 3
seTabHUM HacnaigkoM. Jlikapcekuii 3aci6 KCII'IYO IIposyioHT He MOKa3aHUM A
3aCTOCYBaHHS IalliEeHTaM i3 IyKpPOBUM fiabeTom 1-ro Tuny (OuUB. pO3Oin
«IToka3aHHSA»).

[NamieHnTiB, y skux Ha PoHi 3acTocyBaHHS NiKapchkoro 3acody KCITIYO IIpomoHr
BHHUKAIOTh CUMIITOMM TSIKKOTO0 MeTaOOIigYHOr0 aluao3y, MOTPiOHO 0OCTEXKUTHU Ha
HasIBHICTh KeTOaIIUuO03y, He3aJlIesKHO Bil KOHIIeHTpallil ITI0K03U YV KPOBi, OCKiTbKHY Ha
Tii 3actocyBaHHss KCII'IYO ITposyioHT KeToanuago3 MoxKe OyTH HassBHUM, HaBiTh SIKIIO
piBEHB I'JIIOKO3U Y KPOBLI HUXK4Ye 250 Mr/oj. Y pasi migo3pu Ha KeToaluao3 CIIif
MMPUIINHUTHU 3aCTOCYBaHHS Jlikapcbkoro 3aco0y KCII'ITYO IIposioHT, 06CTEXXKUTHU
MallieHTa i HeBigK/IagHO pO3TMoYaTH JTiKyBaHHS. [[71s1 KOpeKIlil KeToaluao3y Moxke OyTHu
HeoOXxiHe 3aCTOCyBaHHS iHCYJIiHY, BBEIE€HHS PIOVHU i KOPEKIisi BYTJI€BOOGHOTO
oOMiHy.

3a DaHUMU ITiCIspeECTPalliiHUX ITOBigoMIIeHb V¥ OaraTh0ox BUIIafKax, 0COOIUBO y
MMalieHTiB i3 HyKpoBUM fiabeToMm 1-ro TNy, HasIBHICTh KeToalluao3y OyJia po3mi3HaHa
He ofpa3y, 1 JIIKyBaHHS PO3[0YaTo i3 3aTPUMKOIO 4yepe3 Te, 110 KOHIeHTpallis
TJII0OKO3M Y KPOBi OyJjla HUK4YO0I0 3a PiBHI, 110 3a3BUYall OUiKYyIOThCS y BUIIAAKy
miabeTuyHOTO KeToanuao3y (dacto meHile 250 mr/oi). CUMITOMA Ha MOMEHT
00CTeKeHHS CBiIUMIIM PO OerimpaTallito i TSXKuM MeTaboIiYyHUY alluIo3 i BKIIoYaau
y cebe HynoTy, O/1t0BaHHSsI, Oillb y )KUBOTi, 3arajibHe He3Oy>KaHHS i 3aauMIKy. B mesaskux
BUNIlajgKax OyJiu BUSBJIEH] (paKTOPU CXUIBHOCTI [0 KETOAIIUA03Y, TaKi IK 3MeHIIeHHS



IO3H IHCYJIiHYy, TOCTPEe 3aXBOPIOBAaHHS 3 rapsi4Kol0, 3MEHIIIEHHS CIIOKUBAaHHS KaJlopiu,
XipypriuHe BTpy4YaHHSs, po3yiaau 3 OOKY ITiANIJIYHKOBOI 3a/103H, 1110 JalOTh ITiICTaBU
MMPUIYCTUTU HEOOCTATHICTh iHCYNiHY (HampuKiIa, IyKpoBui miabet 1-ro Tumy,
HasIBHICTh B aHaMHe3i ITaHKpeaTUTy ab0 XipypriyHoro BTpy4YaHHS Ha ITiAIITyHKOBil
3aJ103i), Ta 37I0BKMBAHHS aJIKOTOJIEM.

ITepen moyaTKOM 3aCTOCyBaHHS JTikapchkoro 3acody KCIT'IIYO ITposnoHT ciif
BpaxyBaTH HASIBHICTh B aHaMHe31 nalieHTa (pakTopiB, 110 MOXKYTh CIPUITU PO3BUTKY
KeToaluao3y, B TOMY YMCJIi 3yMOBJIEHY OyOb-IKMUMU IPUYUHAMU ITaHKPEaTUYHY
HEeOOCTaTHICTh iHCYJIiHYy, OOMeXKeHe CIIOXKMBaHHS Kajopil i 3710BXKWBaHHS aJIKOT0JIEM.

Cuig po3ryIssHyTH MOXKJIUBICTH TUMYaCOBOTO IPUIIMHEHHS [IPUMOMY JIIKApPChKOT O
3aco0y KCITIYO IIponoHT nalliEHTaMH, SIKi O4iKyIOTh XipypridyHOTO BTPy4YaHHSI
(IoHaviMeHIIe 3a 3 OHI 00 MOro IpOBeneHHs, OuB. po3nin «®apMaKoJsIoriuHi
BJIACTUBOCTI»).

Cring pO3rIsgHyTH MOXKJIMBICTh IIPOBEAEHHSI MOHITOPUHTY PO3BUTKY KeToalugo3y i
TUMYaCOBOTO IIPUITMHEHHS puiioMy nikapcbkoro 3aco0y KCII'IIYO IIponoHT B iHIIUX
KJIIHIYHUX CUTyallisgX, 10 MOXKYTh CIPOBOKYBAaTH PO3BUTOK KETOAUA03y (HalpUKiam,
IIPU TPUBAJIOMY I'OJIOAYBaHHI Yepe3 rocTpy xBopoOy abo B mepiof micis XipypriayHoro
BTpy4YaHHs). HeoOXimHO TepeKoHaTHUCS B YCYHEHHi (aKTOPiB pU3UKY PO3BUTKY
KeToallu03y Iepen NOBTOPHUM IT0YAaTKOM IIpuiioMy Jiikapcbkoro 3acody KCII'IYO
IIpomnosHr.

[ToBimoMTE MAalli€EHTiB ITPO O3HAKM KETOAIIUA03y Ta HEOOXiAHICTh NPUITMHEHHS
npuiioMy Jikapcbkoro 3aco0y KCII'IYO I[IposioHT i HeraiiHOTO 3BEpHEHHS [0 JIiKaps
IpYU BUHUKHEHHI TaKMX CUMIITOMIB.

['ocTpe ypaxKeHHS HUPOK

Manarmnidmo3uH CIPUYNHSE 3MEHIIIeHHST BHYTPIIITHbOCYIUHHOT'0 00’eMY (OUB. PO3Min
«OCcoOIUBOCTI 3aCTOCYBaHHS») i MOXK€e CIPUYMHUTHU I'OCTPE YpaxKeHHS HUPOK.
Hapxomunu micnsipeecTpalliliHi ITIOBiJOMIIEHHS PO BUIIAOKU TOCTPOr0 YpaxKeHHS
HUPOK Y Talli€HTIiB, IKi ogepKyBalu Janarii(io3uH, OesKi i3 [UX Malli€HTiB
nmorpeOyBasu rociiTanisallii Ta IPoOBeOeHHS Oiai3y.

Ha nmogaTKy 3acTOCyBaHHS Oamnarii(Io3mMHy MOXKe CIIOCTepIiraTucs MigBUIIIeHHS PiBHIB
KpeaTHHIHY B CUPOBATIIi KPOBi Ta 3HUKEHHS po3paxyHKoBol IIIK®. ITalieHTH JTiTHHOTO
BiKy Ta MalliEHTHU 3 MTOPYIIEeHHSIM (QYHKIII HUPOK MOXKYTb OyTU OiNbIll CXUTBbHUMMU [0
ux 3MiH. [lepen moyaTKoM 3acTocyBaHHS likapchbkoro 3aco0y KCII'TYO IIponoHT
CIIii 3Ba’KUTHU Ha HASIBHICTH (PaKTOPIiB, III0 MOXKYTh IPOBOKYBATU PO3BUTOK I'OCTPOTO
ypaxKeHHs HUPOK, BKJII0YalO4U I'illOBOJIEMIiI0, XPOHIYHY HUPKOBY HEIOCTATHICTS,
3aCTiliHY ceplieBy HeJIOCTaTHICTb Ta CYIIyTHE 3aCTOCYBaHHS JTiKapChKUX 3ac00iB



(miypeTtukis, iuribiTopiB AII®, 6;1oKaTOpPiB pelentopiB anrioren3uny-II, HI133). Moxe
OyTH DOIIiIBHOIO TUMYacOBa BimMiHa mamnarii¢po3uHy y pa3i 3MeHIIIeHHST
IepopasibHOTO CIOXKMBAHHSA 1Ki (HalpuKIal, dyepes3 rocTpy XBopoOy abo rosomyBaHHs)
abo BTpaTu piguHU (4epe3 IUTYHKOBO-KUIIIKOBE 3aXBOPIOBaHHS a00 HaOMipHUU BIIJIUB
BHCOKUX TeMIIepaTyp); CJIif cIocTepiraTu 3a nallieHTaMU Ha BUIIa[oK I1I0SIBU
CHUMIITOMIB I'OCTPOT0O ypaKeHHS HUPOK. Y pa3i pO3BUTKY I'OCTPOT0 ypaxKeHHS HUPOK
HeoOXigHO HeraHo MPUIIMHUTU 3aCTOCYBaHHS JTikapchkoro 3acody KCII'IIYO
[IpomnoHr i po3noyaTHu JIiKyBaHHS.

[Tepen moyaTKoM JTikyBaHHS$ JTikapcbkuM 3acoboMm KCIT'IIYO ITponoHT, a TaKoXK
MMepioAMYHO ITIiCJISA TOTO CJIi IPOBOOUTHU OIIiHKY (PYHKIII HUPOK. 3aCTOCyBaHHS
nmikapcbkoro 3aco0y KCIT'IIYO TIposoHr He pekoMeHayeThcs, aKIo pIIIK® cTaHOBUTH
MeHie 45 min/xB/1,73 m2.

3actocyBaHHs nikapcbkoro 3acody KCIT'IIYO ITponoHT MpoTUNIOKa3aHe MalliEHTaM 3
pIIK® menmie 30 mi/xB/1,73 M2 (ouB. po3min «Cnocib 3acTOCYBaHHS Ta 03U,
«I[TpoTunokasaHHsa», «OCoOBIMBOCTI 3aCTOCYBaHHS»).

Ypocencuc i mienoHedput

YV micnsipeecTpallifinuit mepioq y mauieHTiB, siki 3acTocoByBanu inri6iTtopu H3KTT2, y
TOMY YHUCJIi fanariidio3uH, 3apeecTpoBaHi BUIIaAKM CEPUO3HUX iHPEKIIN
CEYOBUBIOHUX MIJISIXiB, B TOMY YHCJIi yPOCEICHUCY 1 mienoHeppHUTy, 110 BUMaraiu
rocmitanizaiiii. 3acTocyBaHHs iHribiTopiB H3KTI'2 migBuIllye pusuk BUHUKHEHHS
iHeKITii ceuoBUBImMHUX HIIAXiB. [TarieHTiB He0OXimHO 00CTEXKUTH Ha HAasIBHICTD
CHUMIITOMIB iH(EKIIili CeHOBUBIOHUX MIJISIXiB Ta, 3a HAasSIBHOCTI IT0OKa3aHb, HETAWHO
MMPU3HAYUTH BifiTloBigHE JIiKyBaHHS (OUB. po3min «I1o6iuHi peakirii»).

linmornikeMiss Ipyu OOHOYACHOMY 3aCTOCYBaHHI 3 iHCYJIIHOM Ta CTUMYJISTOPaAMU

Ccekpelil iHCYITiHY

[HCyIiH Ta CTUMYISITOPU CEKpellil iHCyJliHny (Hanpukian cylboHiICeYoBUHA), SIK
BilOoMO, CIPUYMHSAIOTH PO3BUTOK Tinorinikemili. KCII'TYO IIposioHr y moegHaHHi 3
iHCyJ1iHOM a00 CTUMYISATOPOM CeKpellil iHCYTiHy MOXKe ITiABUIIATH PU3UK PO3BUTKY
rinornikemii (quB. po3min «ITo6GiuHi peakiiii»). Tomy, 1106 3BECTH 00 MiHIMyMy PU3UK
PO3BUTKY TimoriikeMii, Moxe OyTH HeOOXimHUM 3HU3UTHU OO3U iHCYIiHY abo
CTUMYJISITOPA CeKpellil iHCyIIiHy npu IXHbOMY 3aCTOCyBaHHi y KoMOiHallii 3 TiKapChKUM
3acoboMm KCIT'IYO IlposnoHT (ouB. po3min «B3aemopist 3 iHIIMMHU JTIKAPCHKUMU
3aco0amMu ado iHIIII BUOYW B3aEMOIIN»).

HekpotunuHu# daciilT mpoMeXHU (raHrpeHa OYpHLE)

Y nepiop micnsipeecTpallifHoOro CIIoCTEPeKeHHs V MallieHTiB i3 IIyKpoBUM mdiabeToM,
siki oTpumyBanu iuriditopu H3KTI'2, y Tomy 4yucini manariidio3uH, IOBiAOMIIsAIOCS



PO HEKPOTUYHUM (acuilT npoMexkuHM (rairpeHa PypHBE), 110 € PiOKiCHOIO, ajne
CepHo3HOI0 Ta HeOe3IMMeYHOIO IJIsI XKUTTS HEKPOTUYHOIO iH(DeKIli€lo, sKa BUMarae
TEPMIHOBOT'O XipypriyHOro BTpy4YaHHs. BUmagku peecTpyBalucs K Y XKIHOK, Tak i B
40J10BiKiB. Cepi03Hi HacigKu BKIIIOYaJId roCIiTani3allito, 6araToKpaTHi omepaiiii Ta
CMEpPTh.

IMamienTis, ski orpumyoTs KCII'IYO IIposoHT, ciifg o6CcTeXXUTH Ha HasiBHICTh
HEKPOTUYHOro (acIiiiTy y pa3i BUHUKHEeHHS 005110 a00 XBOPOOIUBOI YYTIIUBOCTI,
epuTeMu ab0 HAOPSAKY B OiISTHIII CTaTEeBUX OPraHiB i IPOMEXUWHY Ta 3a HAasIBHOCTI
JIMXOMaHKU ab0 3arajbHOr0 He3OyzKaHHA. Y pa3i mifgo3pu ciig HeraliHo po3movYaTH
JIIKyBaHHS aHTHOIOTMKaMU IIMPOKOrO CIIeKTpa Iil Ta, SKI0 HeoOXigHO, IIPOBECTHU
Xipyprigu"ny o6po0OKy. Y nboMy pa3si Cilif OPpUNUHUTHU JIIKyBaHHS JTiIKapChKUM 3aCO000M
KCIT YO IIposoHT, peTelbHO KOHTPOJIIOBATU PiBEHBb I'JIIOKO3U B KPOBi Ta MPU3HAYUTU
aJlbTepPHaTUBHY Teparlito O IJIIKeMIYHOTr0 KOHTPOJIH.

KonnenTpariil Bitaminy B12

ITig yac KOHTPOIBOBaHUX KIIIHIYHUX OOCIiAXKEHb 3aCTOCYBaHHSA MeT(POPMIiHYy, 110
TPUBAJIM MIPOTATOM 29 TUXKHIB, MpubOIU3HO y 7 % MalliEHTIB criocTepiranocs
3MeHIIIeHHs piBHIB BiTaMiny B12 y cupoBaTIii KpOBi HUXKYe HOPMHU, 110 HE
CYHPOBOIXKYBaJIOCS XKOOHUMMU KIIIHIYHMMU IIPOsiBaMU. TaKe 3HUXKEHHS, UMOBIPHO,
3yMOBJI€HE BIIJIMBOM KOMIJIEKCY «BiTaMiH B12-BHyTpimHin ¢pakTop Kactna» Ha
abcop6iito BiTaminy B12, MoKe CyIpOBOIXKYBaTHUCS aHEMIi€IO, ajle IPU MPUIINHEHHI
3acToCcyBaHHS MeThopMiHy abo npu IMpu3HadyeHHi BitTaMiny B12 mocuTh IBUOKO
3HUKaE. Y OessKUX MallieHTiB (i3 HegocTaTHIM piBHEM CHOXKUBaHHS a00 3aCBOEHHS
BiTaMiHy B12 4u KaJsbllit0) CIOCTEPIra€ThCs CXUJIBHICTh 00 3HUXKEHHS PiBHIB BiTaMiHy
B12 Huxuye HOpMU. HeoOXimHO MIOPiYHO MPOBOOUTHU OITIHKY reMaTOJIOTiYHUX
ImapaMeTpiB Ta KOXHi 2-3 poKY BU3Ha4YaTH PiBHI BiTaminy B12 mm1st KOHTPOJIIO Oyab-
SIKUX BiIXMJIEHb V MAIli€HTIiB, IKi OTPUMYIOTh JIIKyBaHHS JIIKapChbKUM 3aC000M
KCITOVYO ITpomnour (guB. po3min «I[Tob6iuHi peakiii»).

['puOKOBi iH(deKIlil cTaTeBUX OpraHis

3acTocyBaHHS manarmni¢pio3uHy 30ibIIye PU3UK PO3BUTKY I'PUOKOBUX iHGEKITiH
cTaTeBUX opraHiB. [TallieHTH 3 HasIBHICTIO B aHaMHe3i rpuOKoBUX iH(eKIIi cTaTeBUX
opraHiB Oynu OiNTbII CXUJIBHI [0 PO3BUTKY I'PUOKOBUX iH(GEKIIiN CTaTEBUX OpPraHiB (OUB.
po3min «ITobiuHi peakirii»).

PekxomeHOoOBaHMI MOHITOPUHT 1 IPOBEOEHHSA HAJIE€KHOTO JIIKyBaHHS.

3maTHiCTh BIUIMBATH Ha IIBHIKICTH peakilili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a00 iHImMMHU MexaHizZMaMHu



IManarmidmozin i MeThopMiH He BIIMBAIOTh a00 YMHSATHL HE3HAYHUM BIJIUB Ha
3[ATHICTh KePYyBaTH TPAHCIIOPTHUMHU 3aco0aMu Ta MexXaHi3MaMu. fKI1o
manariido3uH 3aCTOCOBYIOThH ¥ KOMOiHallii 3 cynbdOHiNICeY0BMHOIO ab0 iHCYITiHOM,
CIIii MoepenuTy NalliEHTIB PO PU3UK PO3BUTKY TillOTJIiKeMil.

3acTocyBaHHSA y nepioa BariTHocCTi a00 romyBaHHS IPpyaaio

BaritHiCcTb

KopoTKul ONKC PU3UKY

Ha mipcTaBi maHuX OOCTigXKeHb Ha TBapUHaX, pe3yJIbTaTH SIKUX BKa3yIOTh Ha MOOIUYHY
miro 3 00Ky HUPOK, nikapchkuii 3acio KCIT'IYO IIponoHT He peKOMEeHAYEThCS
3aCTOCOBYBAaTH IIiff 4YaC OPYroro Ta TPeTbOr'o0 TPUMECTPIB BariTHOCTI.

OOMexXKeHUX TaHUuX 100 3aCTOCyBaHHs JiKapchkoro 3acody KCIT'IIYO ITponoHr abo
ganariaido3uHy BariTHUM KiHKaM HeOOCTaTHBO, 11100 BU3SHAYNUTU PU3UK CEPHUO3HUX
BPOOKEHUX Baj PO3BUTKY ab0 BUKUIIHIB, MOB’I3aHUX i3 3aCTOCYBAaHHSIM JIiKapChbKOTO
3aco0y. B ony06ikoBaHUX JaHUX OOCIiIXKEeHb 3aCTOCYBaHHS MeT(OpPMiHy mig yac
BariTHOCTI He MOBITOMJISETHCS IIPO YiTKUU 3B’SI30K 3aCTOCYBaHHS MeT(POPMIiHY 3
PU3UKOM CEPHO3HUX BPOOKEHUX Bad PO3BUTKY ab00 BUKUOHIB (DuB. «[laHi
OOCIiXKeHb»). ICHYyI0OTh PU3UKM OJI MaTepi Ta I1J10[a, 110 II0B’si3aHi 3 HEHaJIe2KHUM
KOHTPOJIEM LIYKPOBOTO HiabeTy mif yac BariTHOCTI (OuB. «O1liHKa KJIiHIiYHOI KapTUHU»).

Y mocnimkeHHSIX Ha TBapMHAaX IIPHU BCiX PiBHSX H03yBaHb BigMidanucs Taki mobiuHi
sIBUIA, IK PO3IMIUPEHHS HUPKOBOI MUCKHM Ta TyOyIsApPHI Ounaraliii, aki Oynu He
MMOBHICTIO O0OPOTHI, y IIypiB, SKMM BBOOUJIM AanariaipIo3UH il 4aC PO3BUTKY HUPOK,
1110 BigIOBifa€ Mi3HbOMY IIepioay OPYroro Ta TPEeThOI'0 TPUMECTPIB BariTHOCTI y
JIIOOWHY; HallMeHIIIa J03a BiAIoBiasa eKCIo3ullil, 10 y 15 pa3iB nepeBuUIllye TaKy
npu go3i 10 mr (ouB. «JlaHiI DOCTiOXKEeHb»).

[Tporao3oBaHUM PU3UK BUHUKHEHHS TAXKKWX BPOAXKEHUX Bag PO3BUTKY CTAaHOBUTH
6-10 % y XKiHOK i3 mperecTaliiHUM IIyKpOBUM fiabeToMm i3 piBHeM HbA1c Ginbiie 7 %
i moBimomunsiBcs Ha piBHI 1o 20-25 % y XkiHok i3 piBHeM HbAlc 6inbie 10 %.
[Iporro3oBaHUU PU3UK BUKUOHIB y 3a3Ha4Y€HiU I'PYIIi MallieHTOK HEBIOOMUU. 3arajioM
y CIIIJA nipu KJIiHIYHO HiATBEPAXKEHUX BariTHOCTIX IIPOTHO30BaHUU PU3UK
BUHUKHEHHS TSXKKUX BPOAXKEHUX BaJ PO3BUTKY Ta BUKUOHIB CTaHOBUTH 2-4 % 1 15-20
% BiAmoOBiOHO.

O1iHKa KJIiHiYHOI KapTUHU

Pusuk 0151 mamepi ma/abo po3sumky embpioHa ma nao0a, noe’si3avutl i3
3aXB80PHBAHHAM



HepocTaTHRO KOHTPOJILOBAaHUM IIYKPOBUM AiabeT mif yac BariTHOCTI 30i/bIIy€e PU3UK
PO3BUTKY OiaOeTHYHOTO KeToaluao3y Y MaTepi, MpeeKIaMIiCcii, CIOHTaHHUX BUKUOHIB,
ImepegYacHUX II0JIOTIB Ta YCKJIaAHEHb IpU Iojiorax. HemoctaTHRO KOHTPOJILOBAHUN
IIYKPOBUM AiabeT ITifg 4ac BariTHOCTI 30iblilye PU3UK BUHUKHEHHS TSIKKUX BPOIXKEHUX
Bal PO3BUTKY Y IJIOfla, MEPTBOHAPOIKEHHS Ta 3aXBOPIOBAHOCTI, ITOB’sI3aHO] 3
MaKpOCOMI€I0.

IaHi gociigXKeHb

IlaHi, ompumaHi nid yac 0ocaidrxceHsb 3a yuacmio aroeul

B ony6ikoBaHUX JaHUX IMiCJISpeeCcTPaliiHUX OOCIiIXKEeHb He OBIOMIISIETLCS ITPO
YiTKUU 3B’SI30K MiK MeT(HOPMIHOM Ta CEPHO3HHMU BPOAXKEHHUMU BaJjaMU PO3BUTKY,
BUKUIOHAMU a00 HeOaKaHUMHU HaCJIifKaMHu OJisi MaTePUHCHKOTO opraHiaMmy abo 1ioga
y pa3si 3acTocyBaHHS MeTPOpMiHy mif yac BariTHocTi. OgHaK 3a pe3yabTaTaMM IIUX
OOCITim»KeHb HEMOXKJIMBO OMHO3HAYHO BCTAHOBUTH BifICYTHICTh OyOb-sIKOTO PU3UKY,
IOB’$I3aHOT0 i3 3aCTOCYBaHHSAM MeT(OpPMiHYy, UYepe3 MeTOH0JIOTiuHi 0OMexKeHHS,
30KpeMa HeBeNTUKUM 00cAT BUOIpKU Ta HEBIAMOBIMHICTE rpymaM 3aCTOCYBaHHS
JIIKapChKOTO 3aCc00y MOPiBHSAHHS.

IlaHi docaidxceHb HAa MBapuHax
Ilanaeni¢pno3uH

Y mocnimxeHHi 3acTOCyBaHHS ganariaidio3uHy 0e3nocepenHbo I0BEHIIPHUM IIypaM 3
21 o 90 nmocTHaTanbHUM OeHb y mo3ax 1, 15 a6o 75 mMr/Kr/mo0y moBigOMIISAIOCS IIPO
30i7IbIIIeHHA MaCU HUPKU Ta HiABUIIEHHS YaCTOTU PO3IMIMPEHHS HUPKOBOI MUCKU Ta
TyOyJISIpHUX OUiIaTalliil IIPU BCiX PiBHSIX J03yBaHb. PiBeHb €KCIIO3Ullil Y HaMeHIIil
OOCIIigXKyBaHiM 0031y 15 pa3siB nepeBulllyBaB TaKy IIpu KiliHiuHiA 0o3i 10 Mr (Ha
ocHoBi manux AUC). Po3mupeHHsT HUPKOBOI MUCKHU i TyOyJIsIpHi mumaTatiii, 1o
CIIOCTepiranucs y I0BeHIIbHUX TBAPUH, IPOTATOM NpubIu3Ho 1-MicayHOro mepiomy
IIOBHICTIO HE BiHOBJIIOBAJIUCH.

Y mocrimKeHHI IpeHaTaJbHOI'0 Ta MOCTHATaJIbHOTO PO3BUTKY Halariaidio3uH BBOOUIIN
caMKaM IIypiB 3 6-To mo 21-11 geHb nepiony nmakratil B go3ax 1, 15 abo 75 mr/kr/mo0y,
a IOTOMCTBO OIIOCEPEIKOBAaHO 3a3HAJI0 BIIJIMBY JIIKAPCHKOT'0 3aco0y Mmif dac
BHYTPIIIHBOYTPOOHOT'O0 PO3BUTKY i MPOTATOM JlaKTallil. 30ibIlIeHHSI 3aXBOPIOBAHOCTI
abo cTyneHs TSIXKKOCTi PO3IIUPEHHST HUPKOBOI MUCKHU CITOCTepiranacs y 21-geHHoro
IIOTOMCTBA, SIKe 3a3HaJIO JIiKyBaHHS B 031 75 Mr/Kr/moby (ekcmo3utlil ganariaidio3uny
y MaTepiB i moTomMcTBa Oynu BigmoBigmHO B 1415 pa3iB i 137 pa3iB BUIIIUMHU 3a Taki y
JIIOOWHU TP KiTiHiuHiM 0o3i 10 Mr, 3a nanumu AUC). [1o303aexkHe 3HUXKEHHS Macu
TiJla ITOTOMCTBA CIIOCTEpirasocs Npu mo3ax, 1o B 29 abo Oinblille pasiB mepeBUITyBaiu
KniHiuHy go3y 10 mr (3a ganumu AUC). 2ZKogHux nmobivHux eeKkTiB 3a KiHIIeBUMU



pe3ynbTaTaMMu PO3BUTKY IpHU mo3i 1 Mr/Kr/mo0y He Bigmiuanocs (y mo3si, m1o B 19 pasis
nepesBuinye KiaiHiuHy o3y 10 mr, 3a ganumu AUC). Taki HacligKy BUHUKAIIU Mif 4ac
€KCIIO3UIlil TikapchKOT0 3aco0y B MepPiofl pO3BUTKY HUPOK Yy ITYPiB, 1110 BigmoBimae
[Hi3HBOMY IIepiony OPYroro Ta TPETHOIO TPUMECTPIB PO3BUTKY IIJIofa y JIIOAWHHU.

Y mocnigxeHHsX eMOpiodeTanbHOT0 BHYTPIIIHEOYTPOOHOTO PO3BUTKY ILIyPiB Ta KPOJIiB
manariidIo3uH BBOOUIU NPOTATOM IEePiofy opraHoreHesy, 10 BiANOBiga€ mepiioMy
TPUMECTPY BariTHOCTI y TIOOWHU. Y IypiB ganariaihJI03WH He YUHUB Hi
eMOpiosieTanbHOI, Hi TepaToreHHol [ii y mo3ax o 75 Mr/kKr/mo6y (m1o 3a ganumu AUC y
1441 pa3siB nepesuinye KiaiHiuHy 003y 10 mr). [lo3o3aneXKHUN BIIMB Ha 100U HIyPiB
(CTpyKTypHi aHOMaUIil Ta 3HUKEHHS MacCH Tijla) BUHHKAaB JIUIIIE ITPU BUCOKHUX H03aX, IO
nopiBHIOBanu abo nepesBunlyBanu 150 Mr/kr (o 3a ganumu AUC y 2344 pa3u
nepesBulnye KiaiHiuyHy 103y 10 Mr). Takuil BIIJIUB aCOLil0OBaBCSA 3 TOKCUYHOIO Hi€I0
IpenapaTy Ha MaTePUHCHLKUU OpraHi3M. 2KOgHOTr0 TOKCUYHOI'0O BIIJIUBY Ha
BHYTPIITHbOYTPOOHUYM PO3BUTOK KPOJIiB ITpu Ao3ax mo 180 mr/kr/moly (1110 3a JaHUMU
AUC y 1191 pas nepeBumlye KiiHiuHy o3y 10 Mr) He crmocTepiramaocs.

MemdaopmiHy 2idpoxaopud

MeTdopMiHy TigpOXJIOpPUL He BUSABJISAB HECIIPUSATINBOTO BIIJIMBY Ha PO3BUTOK ILJIOAA Y
BariTHuX m1ypiB miHii Cupar-Ioymi Ta KpoJiB y go3i mo 600 Mr/kr/mo0y B mepiof
opraHoreHe3sy. lle cTaHOBUTH PiBEHb €KCIIO3UIlil, 1110 ¥ 2-6 pa3iB mepeBUIIyE TaKUM
npu KiaiHigHIT o3i 2000 Mr 3 ypaXyBaHHSM MJIOMIi IIOBEPXHI Tijta (Mr/M2) O UIypiB
Ta KPOJIiB BifnloBimHO. Bu3HaYeHHS BHYTPIIIHbOYTPOOHUX KOHIIEHTpaIliil
OEMOHCTPYBaJIO YaCTKOBHUY IJIalleHTapHuM Oap’ep AJid MeThHOPMiHy.

T'ogyBaHHS I'PYOOIO

KopoTKu# onuc pu3nuKy

IoTenep HeMae iHdopMaliii mpo HasgBHICTDL MiKapchkoro 3acody KCIT'OYO IIpomour
abo manarmio3uHy B TPYOHOMY MOJIOI JTIOAWHY, ITPO iXHiM BIJIUB Ha HEMOBIIST, III0
3HAXOOSThCS Ha TPyOAHOMY BUTOOBYBaHHi, ab0 PO BIJIMB Ha ITPOAYKYyBaHHS MOJIOKA.

OOMezKeHi gaHi ommy0JTikoBaHMX Pe3yJIbTaTiB HOCTiAXKEHb CBifYaTh PO HASBHICTH
MeT¢GOPMiHYy B MOJIOLi moguHu (OuB. «[IaHi gochigXKeHb»). OOQHaK MOKH IO
HeOOoCTaTHBO iHdopMallil 100 BIINBY MeT(POPMiHy Ha HEMOBIIAT, III0 3HAXOOSITHCS Ha
TPYOHOMY BUTOLOBYBaHHI, Ta HEMa€ JOCTYNHOI iH(opMallil 1040 BIIJILBY METPOPMIHY
Ha DPOOyKyBaHHS MoJioKa. [Tamariidio3un 6yB HassBHUM Y TPYOHOMY MOJIOL HIypPiB
(muB. «[laHi gocmigxkenb»). OgHaK yepe3 BupocrenudpiuHi BigMiHHOCTI y ¢isiosorii
JlaKTallil KJTiHiYHa 3HAYUMICTh IIUX JaHUX He € OOHO3HaYHO0. OCKINIbKY O03piBaHHSA
HUPOK JIOOUHU BigOyBa€ThCSA BHYTPIIIHHOYTPOOHO (in utero) Ta mpoTSATOM MEPIIUX 2
POKIiB XKHUTTS, B II€PiO MOXKJIMBOI'O BIIJIMBY 'PYOHOI0 T'OAYBaHHS Ha OpraHi3M, MOXKe



6YTI/I HasiBHUU PHU3UK OJId HUPOK JIIOOHUHH, IITO PO3BHUBAIOTLECA.

Yepes MOTEHIIWHO Ceplo3Hi MobiuHi peakIili y HEMOBIIST, 1110 3HAXOOSIThCS Ha
IPYAHOMY BUTO[JOBYBaHHI, )KiHKaM PEKOMEHOY€EThCS He TOOyBaTU I'PYyOLo I yac
3acTocyBaHHS JniKapcbkoro 3acody KCII'IYO IIpomoHr.

IaHl goCIigKeHb

Ilanaeni¢pno3uH

Hanarmidno3un 6yB HasgBHUM Y MOJIOL HIypPiB ¥ CHiBBimHOIIEHHI Mooko/na3ma 0,49,
III0 CBiOYUTH IIPO Te, IO manarii¢gIo3uH Ta Moro MeTabosIiTh NOTPAIUISIOTh ¥ MOJIOKO
B KOHIIEHTpallil, sKa CTaHOBUTh Npuban3Ho 50 % Big KOHIIEHTpAllil B m1a3Mi MaTepi. ¥
IOBEHIJIBHUX IIYPiB, 110 3a3Ha/IN IIPSMOTO BIJIMBY Halariipio3uHy, HagsBHUN PU3UK
MMOPYILIEHHS PO3BUTKY HUPOK (PO3IMIMPEHHS HUPKOBOI MUCKH i TyOyIsIpHI AuaTaiiil)
oig yac go3piBaHHSA.

Memdaopminy 2i0poxaopud

OnyG6nikoBaHi pe3ynbTaTH KITIHIYHUX OOCIIIXKEeHb B Iepiof JlaKTallil BKa3yloTh Ha
HasIBHICTH MET(POPMIiHY Yy MOJIOLI JIIOAUHY, 110 IPU3BOOUTH OO0 BIJIUBY HA HEMOBIIAT
mo3, siKi mpubnu3sHo ctaHoBaATh 0,11-1 % Big MaTepuHCHKOI 03U, CKOPUTOBAHOI1 3a
MacoI0 Tifla; CIIiBBiAHOIIEHHS KOHIIeHTpalliil MeT(HOPMiHYy y MOJIOII/IIJIa3Mi B MeXKax
0,13-1. OpgHaxk mociimXKeHHS He OyJiM IpHU3HaAYeHi OJIS TOYHOTO BCTAHOBJIEHHS PU3UKY
3acToCyBaHHS MeTHOPMiHY i Yac rogyBaHHS IPYIOOI0 Yepe3 HeBeJIUKUM 00CsT
BUOipKY Ta 00MeXKeHiCTh JaHuX 10A0 HeOaXKaHMX SBUI, SIKi CIIOCTepirajaucs y
HEMOBJIAT.

3acTocyBaHHs XKiHKAM Ta 4Y0JIOBiKaM PelpoOOyKTHUBHOIO BiKYy

Heo6xigHO 006T0BOPIOBATY 3 XKiHKaMU y IepeaMeHoIIay3aIbHOMY Iepiofi MOXKJIUBICTh
He3allJTaHOBAHOl BariTHOCTI, OCKIJIbKY Tepallia MeT(HOPMiHOM MOXKe IPU3BECTU J0
OBYJIAALIl Y HeSIKUX KIHOK 13 BiCYTHICTIO OBYJIAIIil.

Cnocid 3acTocyBaHHs Ta I03H

ITeped 3acmocysaHHsiM nikapcvbkozo 3acoboy KCIT/IYO IIpoaoue

HeoOxigHo o1liHioBaTHU (YHKIIIO HUPOK IIepe[l ITo4YaTKOM Teparlil TikapCchbKuUM 3aC000M
KCIT'IYO IlponoHr i nepioguyHo Hamani (quB. po3ain «OcoOMUBOCTi 3aCTOCYBAHHS»).

Y nauieHTiB 3i 3MeHIlIeHUM 00’€MOM MiXKKJTITUHHO] PifVHU HEOOXiIHO BiIKOPUTYBaTHU
1le¥l cTaH 40 MOoYaTKy 3aCTOCyBaHHS Jlikapchkoro 3acody KCII'OYO IlpomoHr (gus.
po3xinu «Ocob6IUBOCTi 3aCTOCYBaHHA» Ta «3aCTOCYBaHHS O0COOJIMBUM IpyIiaM
Mali€HTiB»).



PexkomeHndoeaHe 003yB8aHHA

Jlikapcbkuii 3acido KCII'ITYO IIposoHr ciing npuiiMaTu OOWH pa3 Ha no0y, BpaHIIi, mifg
yac iou.

Tabnetku nikapcekoro 3aco0y KCIT'IIYO ITponoHT ciif KOBTAaTH ILIIUMU, HE
nmogpiOHIOBaTH, HE PO3/7IaMyBaTH i He PO32KOBYBaTH. [HOAI HEAaKTUBHI KOMIIOHEHTH
nikapcbkoro 3aco0y KCII'TYO TTposioHT BUBOAUTUMYTHCS 3 KaJIoOM y BUTJISIOI M’SIKOI1
rigpaToBaHOl MacH, 110 MOXKe HaragyBaTu TaO/IeTKYy.

[TouaTkoBY o3y nikapcbkoro 3aco0y KCII'IYO IIponoHT HeoOxigHO mimbupaTtu
IHOUBIAYaJIbHO, BPAXOBYIOYM IIOTOYHE JIIKyBaHHS IIallieHTa.

[ITo6 moKpaIuTy TIiKeMiYHUM KOHTPOJIb OJIs IAIliEHTIiB, SKi I11e He ITpuiMaiu
mamnariaiio3uH, peKOMeHgoBaHa MoYaTKOBa Oo3a Jamnariidpio3uHy CTaHOBUTHL 5 MT
OOuH pa3 Ha Jooy.

PexomeHpoBaHa mo3a mamnariaido3uHy A1 3HUXKEHHS PU3UKY T'OCIiTanisallil mpu
ceplieBill HemoCTaTHOCTI cTaHOBUTH 10 MTr oguH pa3 Ha go0y.

o3y nikapchKoro 3aco0y MOXKHa KOPUT'yBaTH BiANOBIAHO [0 e(eKTUBHOCTI Ta
TIePEeHOCUMOCTi TiKapChKOTro 3aco0y, He TTEePEeBUIIYIOYM IIPHU IIbOMY MaKCUMaJlbHY
pekoMeHaoBaHy no0oBy mo3y 10 Mr onsa pmamnariidmo3uny i 2000 mMr ans MeThopMiHy
rigpoxsopuny.

[Tepen moyaTkoM JniKyBaHHS JTiKapcbkKuM 3acoboM KCITIYO ITponoHT malienTH, ki
MIPUIMalOTh BeUipHIO 03y MeTHOPMiHYy MOJOBKEHOI [il, TOBUHHI ITPOIIYCTUTH ITPUNOM
OCTaHHBOI OO3MU.

ITauieHmu 3 nopyweHHAM pYHKUIl HUPOK

3actocyBaHHs nikapchkoro 3acody KCII'IIYO IIpooHT IpoTUIIOKa3aHe IallieHTaM i3
PO3paxoBaHOIO MBUIOKICTIO KITyOouKoBOl dinbrpariii (pIIIK®) menine 30 mn/xB/1,73 M2
(muB. po3minu «IIpoTturnokaldanHsa», «OCOOIUBOCTI 3aCTOCYBaHHA», «3aCTOCYBaHHS
0COOJIMBUM I'pyIiaM HalliEHTIB»).

Hemae HeoOXigHOCTI KOpUTyBaTH H03Y JiKapchkoro 3aco0y KCIT'OYO IIpomoHr mas
nanienTiB 3 pIIIK®, n1o mepeBuiiye abo gopiBHioe 45 min/xB/1,73 M2.

He pekoMeHOyeThCcst 3acTocoByBaTu nikapchkuil 3aci6 KCII'IYO IIposnoHT malieHTam
i3 pIIIK® meH1ie 45 miu/xB/1,73 M2.

ITpunuHeHHs 3acMoCyB8aHHsA AiKAPCbKO20 3acoby uepe3 nposedeHHs1 obcmediceHy i3
3acmocyBaHHAM 110008aHUX KOHMPACMHUX PEYOBUH



[NamieHTaM, sIKi MalOTh B aHaMHe3i 3aXBOPIOBAHHS MEeYiHKM, aJIKOT0JIi3M abo cepiieBy
HEeOOCTaTHICTh, Ta HallieHTaM, SKUM OyayTh BBOOUTU MOOOBaHi KOHTPACTHI PEYOBUHU
BHYTPIIITHbOAPTEPianbHO, HE0OXimHO mpunuHUuTH 3acTtocyBaHHsa KCII'IIYO IIponoHT Ha
4Jac IpOBefeHHs Npollenypu o0CTeXXKeHHs, 1110 nependadyae BBeJeHHS NOA0BaHUX
KOHTPaCTHUX pedoBUH, ab0 no Hel. Yepe3 48 roguH micias npouenypu CIif IOBTOPHO
ouinutu pIIK®; skIiio GyHKIS HUPOK BUSABUTHCS CTabiIbHOIO, 3aCTOCYBaHHS
KCIT'IYO IIponoHT MOXKHa ITOHOBUTH (OUB. po3ain «OCOBGIMBOCTiI 3aCTOCYBAaHHS»).

3acmocysaHHsi 0cob1u8uM 2pynam nauienmie
ITauieHmu AiMHbLO20 BIKY

HeMmae HeoOxigHOCTI ¥ 3MiHI pexkuMYy H03yBaHHS JTiKapchkoro 3acoby KCII'TYO
[TposioHT [Jis MalliEHTIB 3aJIe3KHO Bif BiKy. PeKOMeHOyeTbCS OiIbII YaCTO IPOBOOUTH
OLIIHKY (PYHKITil HUPOK Y IAIli€HTIiB JIITHHOTO BiKy.

Ilanaezaigpno3uH

B 00’emnaniii rpymni maiieHTiB, ki Opanu y4acTsb y 21 mogBiHO crinmomy
KOHTPOJILOBAHOMY KJIiHIiYHOMY HOOCIiA?KE€HHi 3 OLiHKYU e(heKTUBHOCTI 3aCTOCYBaHHS
mamnariaidIo3uHy O MOKpPaIleHHS TITiKeMidYHOTro KOHTPOII0, 3aranoM 1424 (24 %) 3
5936 mallieHTiB, sIKi OTpUMYBaJH JIiIKyBaHHS mamariidgimo3uaoM, Oyiau BikoM Bim 65
pokKiB, a 207 (3,5 %) maiieHTiB Manu BiK 75 pPOKiB Ta ctapiue. [licis mpoBeneHHs
MOHITOPUHTY 3a piBHEM HUPKOBOI QyHKIl (pIIIK®) OyB 3pobieHn BUCHOBOK, IIIO
e(peKTUBHICTb 3aCTOCyBaHHS JTiIKapChKOro 3aco0y mallieHTaMu BiKOM [0 65 POKiB i
nalieHTaMu ITOHaZ 65 poKiB OyJia Cx02K010. Y mallieHTiB BiKOM = 65 pPOKiB mo0OiuHi
peaxiiil y BUTTIAOI TimoTeH3il BUHUKIIN y OilIBIIIOr0 BifCOTKa THUX, KOTO JIiIKyBaIu
pamnariigao3uHoM (quB. po3ainu «Ocob6IUBOCTI 3acTOCyBaHHA» Ta «[100iuHi peakiiii».

Memdaopminy 2i0poxaopud

KoHTponboBaHi KITiHiUHi JOCTiAXKEHHS 3aCTOCYBaHHSA MeT(QOpPMiHY He ITepengdadanu
OOCTaATHBOI KiJIbKOCTI IMalli€HTiB JTITHHOTO BiKy, 100 BU3HAYUTH, YU BiAIIOBigh Ha
3aCTOCYBaHHS IiKapChKOTro 3aco0y y MalliEHTiB MiTHLOTO BiKY BiIPi3HSIETHCS Bif
BiAMIOBiAl y malliEHTIB MOJIOAIIIOTO BiKy. 3arajioM OO3y [OJIid JIITHIX Halli€HTIiB CIIifg
migbupaTy 3 00epekHICTIO, MOYNHAIOYX 3 HUKHBOIO 3HaUYeHHS [ialla30Hy H03, 3
ornsigy Ha OinblTy 4acTOTy HOTipIileHHs QYyHKIII MediHKY, HUPOK abo ceplisd, a TaKoxK
HasIBHICTh CYIIyTHiX 3aXBOPIOBaHb ab0 3aCTOCYBaHHS iHIINUX JTiIKapChbKUX 3aco0iB Ta
OiNbIII BUCOKMM PU3UK PO3BUTKY JIaKTOoalnmo3y. [lallieHTaM JIITHBOTO BiKYy
pekoMeHaoBaHa OiTbIn YacTa oImiHKa GYHKIII HUPOK (OuB. po3min «OcoOmuBOCTi
3aCTOCYBaHHS»).

ITopyweHHA pYHKUIT HUPOK



Ilanaeni¢pno3uH

3acTocyBaHHs gamnariiIo3uHy He peKOMeHAYEThCS, AKI0 PIIIK® cTaHOBUTH MEHIIIE
45 mn/xs/1,73 M2 (guB. po3ginu «Crocib 3acTocyBaHHS Ta A03u» Ta «OCOOIUBOCTI
3aCTOCyBaHHS») i MIPOTUIIOKa3aHe HalliEeHTaM i3 HUPKOBOIO HEJOCTATHICTIO TSA2KKOT O
crynens (pIIK® menmie 30 min/xB/1,73 M2) abo TepMiHanIbHOIO CTafi€I0 XBOPOOU
HUPOK (OuB. po3ain «IIpoTUIIOKa3aHHI»).

3acTocyBaHHS gamnariiIo3MHy BUBYAJIOCS Y OBOX OOCIHIAXKEHHSIX TJIIKEMiYHOT O
KOHTPOJIIO, SIKi BKJII0OYaJIu MAaIli€HTIB i3 HOpyIIeHHAM QYHKIIl HUPOK IIOMiIpHOTO
ctyneHs (pIIK® Big 45 mo 60 mn/xB/1,73 m2 Tta plIIK® Big 30 mo 60 mn/xB/1,73 M2).
[Tpodins 6e3meku mamnarii¢gno3uny B nauieHTis i3 pIIIK® Big 45 go 60 min/xB/1,73 M2
OyB CXOXKWH 3 TAKUM B 3arajibHill IOMyJIALlil Mali€HTiB i3 HyKPOBUM OiabeToM 2-T0
Tuny. Xo4a B MTAlli€HTiB I'PyIX 3aCTOCYBaHHSA Oamarii(o3mMHy BigMidasocsa 3HUKEHHS
pIIK® mopiBHSHO 3 rpyIoio 3acTocyBaHHs mnane6o, plIIK® 3a3Buyail moBepTanacs oo
BUXITHUX 3HAYEHb MiC/ISA IPUNUHEHHS JTiKyBaHHS. Y IAIi€HTIB i3 NOPYHMIeHHAM (QYHKIIi1
HUPOK, SKi IPUKUMalOTh OHanariidIo3uH OJis IIiKeMiYHOT0 KOHTPOIII0, BiIMida€eThCsa
BHUIIla UMOBIPHiCTh BUHUKHEHHS apTepiaabHOI IilmoTeH3il Ta pu3uK rocTporo
ypaxKeHHs HUPOK. Y OOCIIiaXKeHHI 3a y4yacTio nauieHTiB i3 pIIK® Big 30 go 60
Mii/xB/1,73 M2 y 13 nani€eHTiB, sIKi OTpUMYyBaIu Janarili(Io3mH, CIIOCTepiraamucs
IIepeJIOMHU KiCTOK IIOPIBHSIHO 3 BiICYTHICTIO IIE€PEJIOMiB y TUX ITAli€HTIB, Kl
OTpUMYyBaJIH Iianebo.

Memdaopminy 2i0poxaopud

MeTdopMiH 3HaYHOIO MipOI0 BUBOOUTHCSA HUPKaMM, TOMY PU3UK HAKOIIMYEHHS
MeTHOPMiHYy B opraHiaMi 3pocTae 3i 30iJIbIIIeHHSIM TSKKOCTi MOpYyIIeHHs QYHKITi
HUPOK. 3acToCyBaHHS nikapchkoro 3acody KCIT'IIYO ITponoHT MpoTUIIOKa3aHe MpHu
HUPKOBiYM HEOOCTATHOCTI TAXKKOI'0 CTyII€Hs, allleHTaM i3 po3paxXx0BaHOI0 IIBUAKICTIO
Kiy0oukoBoi ¢inbrpariil (pIIIK®) mente 30 mn/xB/1,73 M2 (quB. po3minu «Criocio
3acToCcyBaHHA Ta mo3mu», «[IpoTunokasaHHsa», «OCOOIMBOCTI 3aCTOCYBaHHSI» Ta
«®apMaKOJIOTi4Hi BJIaCTUBOCTI»).

IMopyweHHsA ¢pyHKUIl neviHKu

3acTocyBaHHSI MeTHOPMiHY HallieHTaM i3 mopyIleHHIMU QYHKIII mediHku 6y1o0
II0B’s13aHO 13 JeIKUMHU BUIIaAKaMU MOJIOYHOKHKCJIOro anunpo3y. KCII'IYO IIponoHr He
peKOMeHOOBaHUM MalliEHTaM i3 mopyleHHAMU (QYHKIII] IeYiHKY (OUB. PO3Mis
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Oitu



Bes3mneka Ta edpeKTUBHICTh 3aCTOCYBaHHS nikapchbkoro 3aco0y KCII'IYO IIponoHT
negiaTPUYHUM MHallieHTaM (BikoM go 18 pokiB) He BCTAaHOBJIEHI.

Ilepego3yBaHHs

Ilanaeni¢pno3uH

IMig yac KniHIYHUX OOCTiAXKEeHb JanariidgI0o3uHy KOOHUX IOBiIOMIIEHb IIPO
rmepeno3yBaHHS ganariaidIo3uHOM He Haaxoauiao. Y pasi mepeno3yBaHHS HEOOXimTHO
3BEPHYTHUCS 10 TOKCHUKOJIOTIYHOTO IIeHTPY. TaKoXK OOoLinbHUM Oyaoe IpoBeIeHHS
HiATPUMYBaJIbHUX 3aXO0[iB 3aJIeKHO Bif KJIIHIYHOTO CTaHy HallieHTa. BuBegeHHs
manariido3uHy 3a JOMOMOT0I0 reMOofialli3y He BUBYaJIOCH.

Memaopminy 2i0poxaopud

Bynu 3apeecTpoBaHi BUIIaAKU IMepeao3yBaHHA MeTHOPMiHY TiAPOXIOPULY, 30KpeMa
3aCTOCYBaHHS JIiKapChKOro 3aco0y B mo3ax > 50 r. I[Ipo po3BUTOK IaKTOAIUI03Y
rmoBimoMyisisiocsa mpu6bn3Ho B 32% BUIlagKiB mepeno3yBaHHS MeTHOPMiHY (OAUB. PO3Mis
«OcobnMUBOCTi 3acTOCyBaHHSA»). MeTdopMiH migmaeThcs mianisy 3 KiipeHcom mo 170
MJI/XB 3a YMOB HaJIe2KHOl reMoanHaMikKu. TaKuM YMHOM, [ Malli€HTiB, y IKUX
MTiTO3PIOETHCS ITepeno3yBaHHsa MeTHOPMiHy, reMofiai3 Moxke OyTU KOPUCHUM [IJIs
BHUBEOEHHSI HAKOIIMYEHOT0 JIiIKapCchKOT0 3aco0y.

IToG6iuni peakii

IaHi KaiHiYyHUX 00ocC1idJCceHb

OCKinbKM KJiHiYHI BUIpoOyBaHHS IIPOBOOSATHCS B Pi3HUX yMOBaX, TO YaCTOTY ITOOIYHUX
peaxirii, 0 CIIOCTEPIra€ThCs B KIIiHIYHUX BUITPOOYBaHHAIX KOHKPETHOI'O JIIKapChKOTO
3aco0y, He MOxKHa 0e3MmocepegHbO MOPIBHSITHA 3 YaCTOTAaMHU B KITIHIYHUX
BUNIPOOyBaHHAX iHINNUX JIIKAPCHKUX 3aC00iB, a OTpUMaHi IOKa3HUKU MOXKYTh He
BimoOpazkaTu peanbHy YacTOTY ITOOIYHUX peaklliii, 110 CIIOCTEePIiraeThCsA B KIiHIUHIN
IpaKTUIli.

Ianaenaigpno3uH i mempopmiHy 2i0poxs0pud

s ouinku 6e3neku Oy/IM BUKOPUCTAHI JaHi, OTpUMaHi 3a y4acTIO ITOIIepPeaHbO
BH3HAYEHOI IPYNHU HalliEHTIB y CKJIafi 8 KOPOTKOCTPOKOBUX MJialieb0-KOHTPOTbOBaHUX
OOCIIiI?KeHb CyIIyTHBOTO 3aCTOCYBaHHS fAararii¢gio3uny i MeThopMiHy HeraiHoro abo
CIIOBiJIbHEHOTO BUBiJIbHEHHS. Y 1110 00’€MHaHy I'Pyny OOCIIigXeHb Oy BKITIOYEHi
OEeKiTbKa JOAaTKOBUX OOCIIAXKEHb: HOCIIIXKEeHHS MOHOTepanil MeTpOopMiHOM i
OOCITim»KeHHsI KOMOiHOBAHOTO 3aCTOCYBaHHS iHTiGiTOpa OUIIENTUOUIENTUaa3Uu-4
(OIII14) Ta meTdopMiny abo iHCyniHy Ta MeTHOpMiHy, 2 HOCTiAKEeHHS PaHHbO1



KoMOiHOBaHOI Tepartii MeTdopMiHOM, a TaKOXK 2 MOCIIiAKEHHS 3a y4acTIO IalliEHTIB 3
cepleBO-CyoUHHUM 3axBopioBaHHSIM (CC3) i nykpoBuMm miabeToM 2-T0 TUILY, SKi
OTPUMYBAJIX CBOE 3BUYAalHe JiKyBaHHs (MeThopMiH 5K 6a30Ba Teparris). [I1st y4acTi y
OOCITimKEeHHSIX, ITil Yac SKUX 3abe3rmedyBanocs ITpoBegeHHs 6a30Boi Teparii i3
3acTocyBaHHSIM abo 6e3 3acTocyBaHHS MeT(POpMiHy, B 00’emHany rpyny 8 mnaiebo-
KOHTPOJILOBAHUX AOCIIiAXKeHb OyJIM BKJIIOUEHI TiTbKY Ti MaIliEHTH, IKi OTPUMYBaJIU
JIiKyBaHHS MeT(hOpPMiHOM. Y XOmi IMpoBedeHHs X 8 mociaigxkeHb 983 mallieHTu oguH
pa3 Ha moOy oTpUMYyBasu JiKyBaHHs ganariaidimo3uHoMm y mo3i 10 Mr tTa meTdopMiHoM i
1185 marienTiB oTpuMyBasu 1iaiebo i MeThopMiH. Y ux 8 mociigXKeHHIX cepenHs
TPUBAJIICTh €KCITO3UIIil cTaHoBUNa 23 TUXHi. CepenHiil BiK MOMynsilil CTAHOBUB 57
POKiB, 2 % ocib Oynu BikoM moHapn 75 pokiB. 54 % momysisdiil CTaHOBUIIX YOJIOBiKY; 88
% ocib O0ynmu eBpomneoigHoi pacu, 6 % - a3iaTchKOro mMoxomxKeHHs i 3 % - HerpoigHol
pacu abo appoamepukaHili. Ha BuximHoMy piBHi y94aCHUKM OOCITiIXKEeHHS Maju
IIYKpOBUM OiabeT i3 cepemHbOI0 TPUBAIICTIO 8 POKiB; cepenHilt piBeHb reMoriobiHy
Alc (HbAlc) ctranoBuB 8,4 %; v 90 % narrieHTiB ¢pyHKIIiT HUPOK Oyjia HOpMalibHOIO abo
i3 He3HayHMMU 3MiHaMu, ¥ 10 % mailieHTiB Bim3Ha4dasnocs MOMipHEe HOPYIIEeHHS
(pyHKIIiIl HUPOK.

3arajibHa 4acTOTa NOoOiYHUX peakliiyi B 00’eqHaHil rpymi namieHTiB (y 8
KOPOTKOCTPOKOBHUX, IJ1alle00-KOHTPOJILOBAHUX AOCIIAXKEHHAX), IKi OTPUMYyBaJIx
JIIKyBaHHA manariidao3maoM y mo3i 10 mr ta meTtdopminoM, ctaroBumna 60,3 %
nmopiBHsAHO 3 58,2 % y rpy1i 3acTocyBaHHS Jialebo i rpyIi nikyBaHHS MeT(HOPMiHOM.
YacToTa BUINAOKIB IPUIIMHEHHS Tepallil Yepe3 PO3BUTOK MOOIYHUX peaklliu y
Malli€eHTiB, sIKi OTPUMYyBaJH JIIKyBaHHA Jamnariidgao3uaoM y mo3i 10 Mr ta
MeTdopMiHoM, ctaHoBuNaA 4 % mopiBHSIHO 3 3,3 % y rpyni 3acTocyBaHHS I1anebo i
rpymni nikyBaHHsS MeTdopMinoM. Haibinbir 4yacTUMU peakIlisiMu, 110 IPU3BEIIU 110
MIPUNINHEHHS JIIKyBaHHS i Oy/IM 3apeecTpoBaHi MpuHaNMHi y 3 MallieHTiB, SKi
OTPUMYBAJIU JIIKyBaHHSA HAarnarii¢gro3nHoM y mo3i 10 Mr Ta meTdhopMminoM, Oyiu
nopyIiueHHs HUpKoBol pyHKIIil (0,7 %), migBuIlleHHS PiBHIB KpeaTuHiHy B KpoBi (0,2
%), 3HUKEHHSI HUPKOBOTO KilipeHCy KpeaTuHiHy (0,2 %) Ta iH(}eKIlil ce40BUBIOHUX
mnsaxiB (0,2 %).

Y tabnuili HUXX4e HaBOOSThCSA HaubOinbin yacTi mobiuHi peakirii, moB'si3aHi i3
3acToCcyBaHHSM mamnariidno3uny Ta MeTdopMminy. Lli mobiuHi peakirii Oynu BiICcyTHI Ha
BUXITHOMY PiBHIi, pe€eCTpyBaJIuCA 4acCTillle y I'PyIIi JTiKyBaHHSA ganarii¢pJI0o3uHOM Ta
MeTHOPMIHOM, HiXK y Ipymi 3acTOCyBaHHS Ialebo, i criocTepiranucsa npuHauMHi y 2
% TallieHTiB, sIKi OTpUMYyBaJH JIiKyBaHHS abo mamariidmo3uHoM y mo3i 5 mr, abo
mamnariaidao3uHoM ¥ mo3i 10 mr.

Tabnuusa 5. [To6GiuHi peakiiii, 3apeecTpoBaHi y 1mi1amneb0-KOHTPOJILOBAHUX
OOCHIOKEeHHSAX y = 2 % Malli€eHTiB, IKi OTpUMYyBaJIM JIIKyBaHHS AamnariipIo3nHOM i
MeThOopPMiHOM



[ToGiuHa peakiiis

% 1allieHTiB

AHamni3 ganux 8 00’egHaHUX I1J1alle00-KOHTPOJIbOBAHUX

IOCIIiM»XEeHb

Ce4YOBUNIYCKaHHI

ITname6o i Hanarmidmo3uH y Hanarmidmo3uH y
MeTdopMiH N = oo3i 5 Mr i mo3i 10 mr i
1185 MeTtdopMmia N = 410 metdopmia N = 983
I'pubkoBi iHpeKIil
CTaTeBUX OPraHiB y 1,5 9,4 9,3
KIHOK*
Hazodapunrit 5,9 6,3 5,2
[ndexkiril
CEe4OBUBIOHUX 3,6 6,1 5,5
maxist
Hiapes 5,6 5,9 4,2
'omoBHUM O6inb 2,8 5,4 3,3
['pubKoOBi iHpeKIIil
CTaTeBUX OpraHiB y 0 4,3 3,6
YOJIOBIKiBF
I'pun 2,4 4,1 2,6
Hynota 2,0 3,9 2,6
Bine y cniuHi 3,2 3,4 2,5
3arnaMoOpoOYeHHs 2,2 3,2 1,8
Kamrens 1,9 3,2 1,4
3armop 1,6 2,9 1,9
Oucninigemis 1,4 2,7 1,5
QapuHriT 1,1 2,7 1,5
30inblIeHHSA YaCTOTHU
CEYOBUITYCKAHHSS 14 2.4 2.6
NuckoMmpopT nipu 11 2.2 16

* I'pubKoOBi iH(eKIIii cTaTeBUX OpPraHiB BKIII0OYAalOTh B cebe Taki mobiuHi peakirii

(mepepaxoBaHi B HOPAOKY 3MEHIIIEHHS YaCTOTH, AKi CIIOCTEPIraloThCs y KIiHOK):

ByJIbBOBariHajibHa rpu0OKoBa iH(}eKIlis, BariHanbHa iH(peKIis, iHpeKIlis cTaTeBUX

OopraHiB, ByJIbBOBAriHiT, rpu0OKOBa iH(PEKIIisl cTaTeBUX OpPraHiB, KAHOAUO3HUMN

BYJIbBOBATiHIT, abcIlec By/JIbBY, T€HITAIbHUYN KaHONO03 Ta OaKTepiaTbHUM BaTiHIT.



(KinmpkicTh (N) xkiHOK: mamebo i meTdopmin = 534, manariidgmo3uH y mo3i 5 mr i
MeTdopMiH = 223, manarmnidao3uH y go3i 10 mr i metdhopmin = 430).

T IndexrIii ce4yoBUBIMHMX HMIJISXiB BK/II0YalOTh B cebe Taki mobOiuHi peakirii
(mepepaxoBaHi B HOPAOKY 3MEHILEHHS YaCTOTH): iHQEKI[id CEYOBUBIOHUX ILIIAXIB,
LIVCTHUT, Mi€eJIOHEe(PUT, yPETPHUT i IPOCTATHUT.

1 I'pubKoBi iH(deKIIil cTaTeBUX OpraHiB BK/II0YAalOTh B cebe Taki mobOiuHi peakiril
(mepepaxoBaHi B IOPSAAKY 3MEHIIEHHS YaCTOTH, SIKi CIIOCTEPIraroThCs y YOJIOBIKiB):
OanaHiT, rpubKoBa iHQEeKIlisT cTaTeBUX OpraHiB, KAHOUOO3HUM OajlaHiT, reHiTalbHUN
KaHOuao3, iHeKIlisg cTaTeBUX OpTaHiB, 3amajleHHsT KpalHbol I/10Ti, 6a1aHOMIOCTHUT.

(KinmpkicTh (N) gomoBikiB: mmaiebo i MeTdhopMin = 651, mamarmnipiao3uH y mo3i 5 Mr i
MeTdopMiH = 187, manarnipno3uH y mo3i 10 mr i metdopmin = 553).

§ 30inbIIIeHHST YaCTOTH CEYOBHIYCKAHHS BK/IIOUA€ B cebe Taki 1mobiuHi peakiii
(mepepaxoBaHi B IOPSAAKY 3MEHIIEHHS YaCTOTH): IOJIaKiypis, Hoiypia i migBUIIEeHUN

oiypes.
Memdaopminy 2i0poxaopud

Y nnaneb0o0-KOHTPOJIbOBAaHUX OOCIHIIKEeHHSIX MOHOTEepaIllii MeT(popMiHOM CIIOBiIbBHEHOTO
BUBIIbHEHHS BUITAAKM fiapel i HymoTu/6m0BaHHSA MMOBigoMIIsAsiocsa B > 5 % MallieHTiB,
sIKi OTPUMYBAaJIU JIIKyBaHHS MeT(POPMiIHOM, i YacTimie, HiXK y MaIli€HTIiB 3 TPynu
3acTocyBaHHs 11anebo (miapes: 9,6 % mopiBHsHO 3 2,6 %; HynoTa/0moBaHHSa: 6,5 %
nopiBHSAHO 3 1,5 %). [losiBa miapel nmpu3Besia 40 IPUNUHEHHS 3aCTOCYBaHHS
OOCITiIKyBaHOTO JIikapCchbKoro 3aco0y B 0,6 % mallieHTiB, siKi OTpUMYyBaJiu JTiKyBaHHS
MeT(GOPMIHOM CIIOBiTbHEHOTO BUBIJIbHEHHSI.

AHani3z 06’°e0HaHux daHux 12 naauebo-KoOHMpPOAbOBAHUX OOCAIONHCEHb NIKYBAHH A
oanaznigpno3uHom y 003i 51 10 me

Ilanaeaigpno3uH

IaHi, mpeacTaBieHi B TabIUIlI HUXK4Ye, OTPUMaHi y xofi npoBeneHHs 12 nnaiebo-
KOHTPOJIbOBaAaHUX OOCIIIXKEeHb TPUBAIICTIO Big 12 mo 24 TuxkHiB. B 4 gocnigKeHHsSIX
manariido3uH 3aCTOCOBYBaBCS IK MOHOTepallis, y 8 mocnimKeHHSIX ganariidio3uH
3aCTOCOBYBABCS K MOIIOBHEHHS 10 OCHOBHOI Tepamil mpoTuaiabe THYHUMU
JIiKapcbKUMHU 3acobamu abo y cKiami KomOiHOBaHOI Teparii 3 MeT¢dopMiHOM.

Lli mani BigoOpaxkaroTh fito ganarmidpmao3uny y 2338 nallieHTiB i3 cepemHbOI0
TPUBAJICTIO eKcrno3uillil 21 TuxkaeHs. [TalienTu orpuMyBanu nnamnedo (N = 1393),
panariaidmo3uH y go3i 5 mr (N = 1145) abo mamarmidmo3un y mo3i 10 mr (N = 1193)



OOuH pa3 Ha Jooy.

CepepHiil Bik momyssilii CTaHOBUB 55 pokiB i 2 % ocib Oymu BikoMm moHap 75 pokis. 50
% momnynsAiii ctraHoBUNIN 40J10BikKM; 81 % ocib 6ynu eBpomneoigHoi pacu, 14 % -
a3iaTChKOTo MOXOomXKeHHs i 3 % - HerpoigHoi pacu abo adbpoamepukaHiii. Ha
BUXiZHOMY PiBHi y4YaCHUKHU OOCIIAXKEHHS MalIu IIyKpPOBUU fiabeT i3 cepeaHbOoIo
TPUBAJICTIO 6 POKiB; cepenHiii piBeHb HbAlc ctanoBuB 8,3 %; 21 % y4acHUKIB
OOCJIiA2KEeHHsI MajIu MiATBePAXKeHi MiKpOCYOUHHI YCKIagHEHHS IIYKPOBOTO HiabeTy.
OyHKIIIT HUPOK Ha BUXimHOMY PiBHi Oyna HOpManbHOIO ab0 37erkKa mopyiieHomo y 92 %
Mali€HTiB, HIOMIPHO NIOPYIIEHOW - V 8 % manieHTiB (cepenusa plIK® - 86 mu/xs/1,73
M2).

Y tabnuili HUXXK4e HaBOOSIThCSA HauOinbI YacTi moOiYHi peakilil, mOB’A3aHi i3
3acTocyBaHHAM mamnariaipno3uny. Lli mobiyxi peakiiii 6ynu BimCyTHI Ha BUXiTHOMY
PiBHi, peeCcTpyBaluCs YacTille y TPyIIi JIiKyBaHHS JamnariipI03WHOM, HiX y IrpyIi
3acToCcyBaHHS I1aIebo, i criocTepiranucs npuHaiMHi y 2 % mallieHTiB, sSKi
OTPUMYBAJIHU JIiIKyBaHHSA HOamnarii¢gio3nHoM y mo3i 5 mr a6o 10 mr.

Tabnuuga 6. [Tob6iuHi peaxiiii, 3apeecTpoBaHi y 1mi1anebd0-KOHTPOJILOBAHUX
OOCIHIIXKEeHHSIX y = 2% Ialli€eHTiB, SKi OTpUMYyBaJIu JIiKyBaHHS ganariaidio3uHOM

% maIfieHTiB
AHani3 06’egHaHUX gaHuX 12 11are60-KOHTPOIbOBAHUX
[TobGiuHa peaxiris AOCTIAZKCHE
Hamarmnidmo3un 5 | Hamarmidmosus 10
IMTnane6o N=1393
e Mr N=1145 mr N=1193
['pubKoOBi iHpeKIIil
CTaTeBUX OPraHiB y 1,5 8,4 6,9
XKIiHOK*
HazodapuHrit 6,2 6,6 6,3
[ndexirii
CEe4YOBHUBIOHUX 3,7 5,7 4,3
HIISAXiBT
Bins y crinHi 3,2 3,1 4,2
30iIBIIIEHHS 4aCTOTH
1,7 2,9 3,8
Ce4YOBUNIYCKAHHA ¥




['pubKOBi iHpeKIIil

CTaTeBUX OPraHiB y 0,3 2,8 2,7

YOJIOBIKiB §

Hypora 2,4 2,8 2,7

I'pun 2,3 2,7 2,3

HOucninigemisa 1,5 2,1 2,5

3amop 1,5 2,2 1,9
UCKOM@OPT Ipu

cnerBHn(i)/ciaHri 0.7 1.6 21

Binb y KiHIIIBKax 1,4 2,0 1,7

* T'pubKoOBi iH(GEKIIil cTaTeBUX OpraHiB BK/II0YalOTh B cebe Taki mobOiuHi peakiril
(mepepaxoBaHi B IOPSAAKY 3MEHIIEHHS 4YaCTOTH, sIKa CIOTEPIra€ThCs y XKIiHOK):
ByJIbBOBariHajibHa rpuOKoBa iH(}eKIlisd, BariHanbHa iHpeKIis, KaHOUO03HUU
BYJIbBOBAriHIT, ByJIbBOBATiHIT, iHQEKIisI CTaTeBUX OPTraHiB, TreHiTaJIbHUU KaHOUA03,
rpuOKoBa iH(EKIIisI CTaTEeBUX OpraHiB, BYJIbBIT, iH(EKIlid cedyocTaTeBOro TPakTy,
abcriec BybBY Ta OakTepianbHuM BariHit. (KinepkicTh (N) X)iHOK: miamebo = 677,
manariidao3uH y fo3i 5 mr = 581, ganarnidnao3uH y 0osi 10 mr = 598).

T IndexrIii ce4yoBUBITHMX HMIJISXiB BKJII0YalOTh B cebe Taki mobOiuHi peakirii
(mepepaxoBaHi B HOPAOKY 3MEHIIEHHS YaCTOTH): iHQEKI[id CEYOBUBIOHUX IIIAXIB,
UCTUT, iHPEKIia CeHOBUBIOHUX MINAXiB, BUKIMUKaHa Escherichia, iHQeKIlis
CeYoCTaTEBOr0 TPAKTYy, Mi€TOHEe(PUT, TPUTOHIT, YPETPHUT, HUPKOBA iHPEKITi i
IPOCTaTHUT.

1 30inbIIIeHHST YaCTOTH CEYOBUNYCKAHHS BKIII0OYa€E B cebe Taki mobiuHi peakirii
(mepepaxoBaHi B HOPSAOKY 3MEHIIIEHHS YaCTOTH): ITOJIaKiypis, IMoiypisd i OigBUIIeHUN

oiypes.

§ I'pubKOBi iH(eKIIil cTaTeBUX OPraHiB BKIIOYAIOTh B cebe TakKi mobiuHi peakiiii,
IepepaxoBaHi B IOPSIAKY 3MEHbBIIEHHS YaCTOTH, IIOBIAOMJIEHO1 AJI YOJIOBIKiB):
OanaHiT, rpubKoBa iH(}eKIlisT cTaTeBUX OpTraHiB, KaHAUOO3HUYN OallaHiT, reHiTaIbHUN
KaHOUO03, iHQeKI[isl CTaTeBUX OPTaHiB y YOJIOBiKiB, iHQEKIIiA CTaTEBOTO YJIEHa,
0anmaHoNOCTUT, iHpEeKIiNHNYM 0aTaHOIIOCTUT, iH(EKIlid cTaTeBUX OPTraHiB, 3allaleHHs



Kpa¥Hboi mnoTi. (KinbkicTs (N) 4osnoBikis: mnane6o = 716, ganariidio3uH y go3i 5 mMr
= 564, manarmnidao3uH y go3i 10 mr = 595).

AHani3 06’e0HaHux darvux 13 naauebo-KOHMpPOAbOBAHUX OOCAIONHCEHb NAIKYBAHH S
oanaenigpno3uHom y 003i 10 me

Bbe3neka i nepenocuMicTs mamnarii¢gno3uay B 7o3i 10 Mr TakoxK Oynu OlliHEeHi 3a
OaHUMMU I171alle00-KOHTPOIbOBAHUX OOCIimXKeHb. [laHi BKiTioyanu y cebe
maHi/pe3ynbTaT 13 mmaaiedo-KOHTPOIbOBAHUX OOCIiIXKEeHb, 30KpeMa, 3 OOCIiIKeHHs
MOHOTepaIril, 9 mociimKeHb JOIOBHEHHS Halariaipio3nHy OO0 OCHOBHOI Teparril
NPOoTHUHia0eTHYHNUMH JIIKAPCHKUMHU 3aco0aMH, a TAaKOXK OOCIigXKeHHS PaHHBOL
KoMOiHOBaHOI1 Teparrii MeTdopminom. Y xomi npoBegenHs 1mux 13 mocrmimxkens 2360
Mali€eHTiB OOMH pa3 Ha Jo0y OTpuMYyBaIu JIiIKyBaHHSA marnarii¢gpio3uHoM y mo3i 10 mr i3
CepenHbOIO0 TPUBAJIICTIO eKCHOo3ullil 22 THuKHi. CepeOHiil BiK NOMyJIsIlil CTAHOBUB 59
POKiB, i 4 % ocib BikoM Bifm 75 pokiB. 58 % monynsaiii ctaHOBUMIM 4onoBikYy; 84 % ocid
Oynu eBponeoigHoi pacu, 9 % - aziaTChKOT0 mMoxXomKeHHsd i 3 % - HerpoimHoi pacu abo
adppoamepukanili. Ha BuximHoMy piBHi y4aCHUKM OOCITiIKEHHS MaJiu IIYKPOBUM OiabeT
i3 cepemHbOIO TpUBAJiCTIO 9 POKiB; cepenHilt piBeHb HbAlc ctanoBus 8,2 %; 30 %
Y4YaCHUKIB OOCIIIXKEeHHA MaJid IIiATBEPAXKEeHEe MIKPOCYOUHHE 3aXBOpOBaHHA. OyHKINA
HUPOK Ha BUXiTHOMY PiBHi 6y1a HOpMaibHOIO ab0 371eTKa NopyIlIeHow y 88 %
MaIi€eHTiB, HTOMipHO mopyIiueHoo - ¥ 11 % namienTiB (cepenusa plIK® - 82 mn/xB/1,73
M2).

3MeHWeHHs1 BHYyMPiWHbOCYOUHHO20 06’ emy

[anarmnidmo3uH COPUYMHSE OCMOTUYHUM [iypes, 10 MOXKe IIPU3BECTU [0 3HUKEHHS
BHYTpPiIlIHbOCYAUHHOTO 00’eMy. IToGiuHiI peakilii, MOB’si3aHi 3 BUCHaXKEeHHSIM 00’ eMy
(BKJIIOYHO 3 IIOBIAOMJIEHHSMHU PO 3HEBOOHEHHS, IilIOBOJIEMIiIO, OPTOCTATUYHY
rimoreH3ito abo apTepianbHy TiNIOTEH3i10), OIS IPYI OOCIiAXKeHb, 1110 00’ emuyBanu 12 i
13 KOpOTKOCTPOKOBUX, MJ1aleb0-KOHTPOIbOBAaHUX AOCIiAXKEeHb, Ta OJIS HOCIiAXKEeHHS
DECLARE, HaBefieHi B TaOnulli HUXK4e (OUB. TaKOXK po3min «OcoOIUBOCTI
3aCTOCyBaHHsA. ApTepiasibHa TillOTEeH3isa»).

Tabnuis 7. [To6iuHi peakiiil, moB’si3aHi 3i 3MEHIIIEHHSIM BHYTPIlTHbOCYAUHHOTO
00’eMy*, B KJIIiHIYHUX OOCIiAXKEHHIX 3aCTOCyBaHHS Hanarii¢gio3uny

Anamni3 manux 13

Anani3 manux 12 06’egHaHux miamedo- 00’emHaHuX 1J1aiebo- h )
) OCJTiIK
KOHTPOJILOBAHUX MOCIigXKEeHb KOHTPOJILOBAHUX

OOCJIII>KEeHb



Mamnarmnidbnogiararmidiao3un Harmarmidmo3un Mamarmidio:
[Tname6o ITnamebo [Tname6o
5 Mr 10 mr 10 mr 10 mr
3arameHa  |\n_1393]  N=1145 N=1193 |N=2295| N=2360 |N=8569
KITBKICTH
y4aCHHKIB 5 7 9 17 27 207
ODOCJIII2KeHH ST
0 (0,4 %) (0,6 %) (0,8 %) (0,7 %) (1,1 % (2,4 %)
N (%)
I[Iinrpyna mamieHnTis, n (%)
HauieHTI/I, IK1 n=>55 n=31 n=267 n=236 n=934
n=40
OTPUMYIOTD 1 3 4 6 57
IIEeTJIbOBi 0
OiypeTUKH (1,8 %) (9,7 %) (1,5 %) (2,5 %) (6,1 %)
IlamierTHu 3
TIOPYIIIeHHSIM
byHKIIl HUPOK
HOMipHOFO n=107 n=107 n=89 n=268 n=265 n=658
CTYTIEHS
) 2 1 1 4 5 30
TAIKKOCTI
3 plIK® (1,9 %) (0,9 %) (1,1 %) (1,5 %) (1,9 %) (4,6 %)
=30 Ta
<60
Mi1/xB/1,73 M2
n=276 n=216 n=204 n=711 n=665 n=3950
[Tamientn
BIKOM =65 1 1 3 6 11 121
POKiB
(0,4 %) (0,5 %) (1,5 %) (0,8 %) (1,7 %) (3,1 %)

* 3MeHIIeHHS BHYTPIIHbOCYOUHHOT0 00’ €My BKJIIOYA€E IIOBITOMJIEHHS IIPO

3HEBOJHEHHS, TilIOBOJIEMiI0, OPTOCTAaTUYHY TimOTeH3it0 abo apTepiajbHy TinOTeH3ilo.

I'inoenikemis

YacTtoTa eni3ofiB rimormikemii, siki Oy/11 3apeecTpoBaHi i 4yac mpoBegeHHs

OOCIIiI>XKeHHs, HaBeJleHa B Tabnulli Huxk4e. Enizonu rinmornikemii crmocrepiranucs



YacTille, Konu ganariaido3uH JogaBaiu oo Ccynb¢oHimceyoBuHU abo iHCYITiHY (OUB.
po3min «OcobIMBOCTI 3aCTOCYBAaHHSI»).

Tabnung 8. YacToTa emi3ofiB rinoraikeMii* TSKKOT0 CTyIIeHS Ta rimoriikeMil 3
PiBHEM T'JIIOKO3U < 54 Mr/Ojt y KOHTPOJIbOBaHUX KIIIHIYHUX OOCTiAXKEHHIX

Hanarmidmno3un 5 | [Janarmidmno3uH

[Tname6o
H MT 10 Mmr
HomaBanHsA 00 MeThOpMiHy
. N=137 N=137 N=135
(24 TXKHI)
Foi
300U TSIKKOTO CTYIIEHs [n 0 0 0
(%)]
PiBenb rinmoko3u < 54 Mmr/gmn [n
0 0 0

(%)]

[onaBaHHS 00 iHridoiTOPY
OIIII4 (3 ado 0e3 N=226 - N=225
meTdopminy) (24 THXKHI)

Enizomy TAXKKOTO CTyIleHd [n

0 - 10,4
(%)] o0
Pi <54

iBeHDb I'IIOKO3U M1/ [n 1 (0,4) i 1(0,4)
(%)]
.I[onaBaHHﬂ [0 IHCYJIHY 3 N=197 N=212 N=196
inmumvu IIMOE (24 TuxHI)
Enizogm TA2KKOTO CTyIIeHd [n 1 (0,5) 2 (0,9) 2 (1,0)
(%)]
Pi <54

iBeHb T'JIIOKO3HU Mmr/on [n 43 (21.8) 55 (25,9) 45 (23,0)

(%)]

* Enizonu rinoriikeMil TS2KKOTO CTyneHs Oy/Iu BU3HAUYeHi IK CEepPUO03Hi MOPyIIeHHA
cBimoMocCTi ab0 MOBeHiHKY, 1110 BUMAaraJau HagaHHs 30BHIIITHLOI (CTOPOHHBOI) JOIIOMOTH
1 Bil3HAYa/IMCs IMIBUOKUM BIJHOBJIEHHAM CTaHY He3aJIeXKHO Bl PIBHSA I'JIIOKO3U.

Tt Emizomm rimormikemil 3 piBHeM ri1okKo3u < 54 Mr/ma (3 MMOJIb/11) BU3HAYaAINCS K
erizonu rimormikeMil, 1110 BifIIOBimamu KPUTEPisIM PiBHS T'JIIOKO3M, a TAKOXK He Oynu
KBaJIihikOoBaHi IK emi30au TAXKKOT0 CTyIIEeHS.

1 T[T = nmikyBaHHS NepopalbHUMHU MPOTUAia0e THYHUMU JIiIKapChbKUMU 3aCco0aMMu.



Y mocnigxxenni DECLARE enizonu rinoriikeMil TS2KKOTO CTyII€HS CIOCTEpiraaucs y
58 (0,7 %) 3 8574 naiieHTiB, sIKi OTPUMYyBaIN TiKyBaHHS gamnariipiao3uaoM y go3i 10
Mmr, Tay 83 (1,0 %) 3 8569 matrieHTiB, AKi oTpuMyBanu mnamneodo.

I'pubKkoei iHnpekuii cmameesux opaaHie

['pubKOBi iH(eKIIil cTaTeBUX OPraHiB YacCTillle PEECTPYBAIUCS V pa3i JIiKyBaHHSA
nanariigmo3unoM. ['pubKoBi iHdeKIii cTaTeBux opraHiB y 12 mnarie6o-
KOHTPOJILOBAHUX OOCIIAXKEHHAX crnocTepiranucsa y 0,9 % mnanieHTiB, siKi OTpUMyBalu
maiebo, y 5,7 % mallieHTiB, SKi OTpUMYyBaJIM JIiKyBaHHS ganariidio3uHOM y mo3i 5
MT, iy 4,8 % mallieHTiB, SKi OTpUMYyBaJu JTiKyBaHHS ganariaidao3uHoMm y go3i 10 mr.
Yepes po3BUTOK iH(QEKIIl CTaTeBHUX OPTraHiB JOCTPOKOBO IIPUIIMHUINA Y4acCTh y
nocnigxkeHHi 0 % mallieHTiB, siki oTpuMyBanu mnnanebo, i 0,2 % maiieHTis, gKi
OTpUMYBaJIU JIIKyBaHHA Jamnariigno3uHoM y mo3i 10 mr. Indekmil yacTime
CIIOCTepiranucs y XKiHOK, aHiXK y 40JI0BiKiB (gquB. Tabnuino 6). Haibinbill yacTuMu
MMOBiTOMJTIOBaHUMHU I'PUOKOBUMHU iHPEKIIIMY CTaTEBUX OpraHiB Oy/Iu ByJIbBOBariHaJIbHi
rpuOKOBi iH(eKIIil y KiHOK i 6amaHiT y 40JI0OBIiKiB.

Y mairieHTiB i3 rpubKOBUMHM iHGEKIIIIMU CTaTEBUX OpPraHiB B aHaMHe3i JacTiiie
peecTpyBanucs rpuOKoBi iHGpeKIil cTaTeBUX OPraHiB ITim Yac OOCIiIXKeHHS HixX y
MallieHTiB, y IKUX Y aHaMHe3i Taki indekirii 6ynu BigcyTHi (10,0 %, 23,1 % i 25,0 %
nopiBHAHO 3 0,8 %, 5,9 % i 5,0 % y rpymni 3acTocyBaHHA Ianebo, ganariidao3uHy B
mo3i 5 mr i ganaraigmao3uny B 0o3i 10 Mmr BignosigHo). ¥ gocnigxenHi DECLARE
cepio3Hi rpubKoBi iH(eKIlil ctaTeBux opraHiB peectpyBamuci y < 0,1%
Malli€HTIiB, IKi OTPUMYyBaJH JIIKyBaHHA Jamnariigao3maoM y mo3i 10 mr, Tay < 0,1%
Mali€eHTiB, siKi oTpuMyBasnu mnnanebdo. I'pubKoBi iHdeKIil cTaTeBUX OpraHiB, 110 CTaIU
IIPUYMHOIO IIPUINIMHEHHS 3aCTOCYBaHHSA [OCIIIXKYBAaHOI'O IIpernapaTy, peeCTpyBalucs y
0,9% mauieHTiB, IKi OTPUMYyBaJHU JIiKyBaHHSA ganarii¢giao3uHoM y go3i 10 mr, Tay <
0,1% matiieHTiB, SKi OTpUMYyBau MJjaiebo.

Peakuii ezinepuymaueocmi

ITig gyac mikyBaHHS gamnarii)JI03MHOM MOBIHOMJISIOCS IPO Peakilil rinepyyTIUBOCTI
(HampuKial, aHTiOHEeBPOTUYHUY HaOpPSK, KPOIIUB'SHKA, MigBUIlleHA Yy TIUBICTD [0
JlikapchbKoro 3aco0y). Ilixg yac KniHIiYHUX JOCTigXKeHb CepMO3Hi aHaimaKTUYHI peakiril
i TsaxkKi mobGiuHi peakilil 3 60Ky IIKipyU Ta BUIIAAKU aHTiIOHEBPOTUYHOT' 0 HAOPSIKY
cunoctepiranucsa y 0,2 % maiieHTiB, siKi oTpuMyBaJiu NiKyBaHHS TiKapChbKUM 3aC000M
nopiBHAHHA, iy 0,3 % maIlieHTiB, SKi OTpUMYyBaIM JiKyBaHHS gamnariiIo3mHOM. AKIO
BMHUKAIOTh Peaxllil rimepyyTIuBOCTi, HEOOXiTHO IPUIIMHUTU 3aCTOCYBaHH S
ganariaido3uny; JTiKyBaHHS ITPOBOASTH BIiITIOBIMHO A0 CTaHOApTy HaJaHHS MeOUu4YHOIl
OOIIOMOTY OO 3HUKHEHHS CUMIITOMIB.



Kemoauudo3s

Y mocnigmxxenni DECLARE npo siBuilla iabeTUHYHOTO KeToallua0o3y moBigoMisinocs y 27
3 8574 nauieHTiB rpynu JIiKyBaHHs gamnarii¢piao3uaoM Ta 'y 12 3 8569 naitlieHTiB rpynu
nane6o. CnocTepexkyBaHi €mi30au PiBHOMIPHO PO3MOOIIAINCS IIPOTATOM IIEPioay
OOCITiAKEeHHS.

JIabopamopHi docnaidiriceHHs1 i KOHMPO.1b
30invweHHs1 pieHie KpeamuHiHy y cupoeamui kpoei ma 3meHuwieHHs1 pIIIK®
Ilanaeni¢pno3uH

[ToyaTok miKyBaHHS gamnariiI03MHOM COIPUYUHSIE IIiABUIIIEHHS PiBHIB KpEaTUHIHY Y
cupoBarTli KpoBi Ta 3MeHIeHHsa PIIK®. V maiieHTiB i3 HopManbHOIO ab0 371erKa
MIOPYLIEHOI0 (PYHKIIEI0 HUPOK Ha BUXiAHOMY PiBHI MOKa3HUKU CUPOBaTKOBOTO
KpeaTuHinHy i pllIK® noBepHyIUCA 00 TOYAaTKOBUX 3HA4YE€Hb Ha TUXKHI 24. CTiuKi
3HukKeHHs plIK® Oynu moMideHi y malieHTiB i3 MOMipHUMU MOPYIIEHHIMU HUPKOBOL
dyukuiil (pIIK® Big 30 mo 60 mm/xs/1,73 M2) (guB. po3ninu «Ocob6aIMBOCTI
3acToCyBaHHS» Ta «®apMaKOIOTi4HI BIaCTUBOCTI»).

30invuwieHHs1 2eMamokpumy
Ilanaeni¢pno3uH

B 06’epgHanilt rpymi namieHTis, siki Opanu y4acTthb y 13 nnane60-KOHTPOIbOBaHUX
OOCITimKeHHsIX, 30iJIbIIIeHHS TTOPiBHSHO 3 BUXITHUM PiBHEM CepenHiX MOKa3HUKIB
reMaTOKPUTY CIIOCTEPIranocs y Malli€eHTiB, AKi OTPUMYyBalu JIiIKyBaHHSA
marnarii¢gI03UuHOM, ITIOYNHAIOYM 3 TUXKHA 1, i TpuBano oo TUXKHA 16, KoMK pi3HULST MixK
cepenHiMU MOKa3HUKaMU IeMaTOKPUTY IIOPIBHAHO 3 CepeqHIMU MOKa3HUKaMU
reMaTOKPUTY Ha BUXITHOMY PiBHI JoCsrjia MaKCUMaJlbHUX 3HauyeHb. Ha TuxkHI 24
CepelHi BiIXuJlieHHs II0KAa3HUKIB reMaTOKPUTY IIOPIBHAHO 3 BUXITHUM piBHEM
ctaHoBunu - 0,33 % y rpymi 3actocyBauus nnanebo i 2,30 % y rpy1i nikyBaHHS
pamnariigpao3uHoM y go3i 10 mr. Ha TuxkHi 24 nOKa3HUKY reMaTOKPUTY Ha PiBHI >55
% Oynu 3apeectpoBaHi B 0,4 % mallieHTiB, sKi oTpuMyBanu niaiebo, i B 1,3 %
Malli€eHTiB, sIKi OTPUMYyBaJIHU JIIKyBaHHSA Oamnariidgao3maoM y mo3i 10 mr.

30invweHHs pieHie xos1ecmepuHy sinonpomeiHie HU3bKOI winrbHocmi y pa3i
3acmocy8aHHs1 0anaz2aips103uHy

Ilanaeni¢pno3uH

B 06’egHanilt rpymi namieHTis, siki Opanu y4acTtb y 13 nnane60-KOHTPOIbOBaHUX
OOCIIIIKEeHHAX, 3MiHa IIOPIBHSIHO 3 BUXIOJHUM PiBHEM CepefHiX 3Ha4YeHb [IOKa3HUKIB



JimigHOro 0OMiHY CIlOCTepiranach B IpyIli Malli€eHTiB, SIKi OTPUMYBaIX JTiKyBaHHS
manariaidIo3uHOM, IIOPiBHSAHO 3 MalliEHTaMu, IKi oTpuMyBanu mnanebo. CepenHin
BIJCOTOK IOPIBHSHO 3 BUXiAHUM piBHeM Ha THuXKHIi 24 3MiHuBCcsa Ha 0,0 % mopiBHSHO 3
2,5 % pgna 3aranbHOTO XonectepuHy i Ha 1,0 % mopiBHAHO 3 2,9 % OJ1a X0JIeCTEPUHY
JITTHIII y rpymni 3acTocyBaHHS Iane0o i rpymi TikyBaHHSA mamnariigio3unHoM y mo3i 10
Mr BigmoBigHO. Y gocnigxkenHi DECLARE cepenHi 3HaueHHS IIOPIBHSIHO 3 BUXITHUM
piBHeM uepe3 4 poku 3MiHunucsg Ha 0,4 mr/on npotu -4,1 Mr/gn oy 3arajibHOro
XOJIeCTepuHy, Ha -2,5 Mr/gjn npotu -4,4 mr/on gns xonectepuny JITTHIT y rpymi
JIiKyBaHHSA Hanarii¢gpio3uHoM y mo3i 10 Mr Ta nnaiebo BigmoBigHO.

KoHuenmpauii eimaminy B12
Memdaopminy 2i0poxaopud

Ilig 9yac KniHIYHUX OOCTiAXKEeHb 3aCTOCYBaHHSA MeT(POpPMiHy, III0 TPHUBAJIX IPOTITroM 29
TUKHIB, TpuOMMU3HO y 7 % MallieHTiB criocTepiraaocs 3MeHIIIeHHs PiBHIB BiTaminy B12
Y CUpPOBATIl KPOBi HUXKYE HOPMU.

doceid nicasapeecmpauiiiHo20 3acmocy8aHH 1
Ilanaeaigpno3uH

[TpoTsirom micnsipeecTpaliiHOTO IIepiofy 3aCTOCYBaHHS Oalariaipio3uHy BUSBIEHO
oomaTKOBi 1mo0iuHi peakiiii. OCKiIbKY maHi PO IIi peakilil OTPUMYIOThCS y BUTTISOL
DOOPOBIMBHUX ITOBIMOMIIEHD V ITOIYJIAIIl HEBIIOMOI YHCENBHOCTi, 3a3BUYal
HEMOKJIMBO [JOCTOBIPHO OLIIHMTU YaCTOTY iX BUHMKHEHHS a00 BCTAHOBUTH 3B SI30K i3
3aCTOCYBaHHSM JIiKapChKOT0 3aco0y: KeToallua03; TOCTPe YpaxkKeHHs HUPOK,
YPOCEIICUC Ta HienoHe(pPUT, HEKPOTUYHUU (aclilT mIpoMeXkUHHU (TaHTpeHa OypPHBE),
BHCHII.

Memdaopminy 2i0poxaopud
XonecTaTUu4yHe, TENATOIENIONSIPHE Ta 3MilllaHe TeIaToLe0JITpHE YPaxKeHHs ITeYiHKU
ITogidomaeHHs1 npo nido3proeaHi nodiuHi peakuii

Baxkm1Bo MMOBiIOMIISITY IIPO ITimo3ploBaHi mobOiuHi peakilil y micasipeecTpalliiuui
repion 3acToCyBaHHS JIiKapCchKoro 3acoly. Lle mae 3Mory 3milicHioBaTU Oe3nepepBHUMN
MOHITOPHHT CHiBBITHOIIIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHS JIIKapChKOT0 3aco0y.
CrelrianicTy y rany3i 0XOpOHU 300POB’sT 3000B’s13aHi MOBiHOMISITH PO OyOb-sIKi
BUTIQ[IKU ITiMO3pIOBaHUX IMOOIYHUX peakllii yepes3 HallioHaJIbHY CUCTEMY 3BiTHOCTI.

TepMiH npHIaTHOCTI



3 POKH.
VYMoBHM 30epiranus

30epiratu nipu Temnepatypi Huxk4e 30 °C. 30epiraTty B OpuriHaabHiN yIIaKOBIIi.
30epiraty y HeZOCTYIIHOMY AJIS OiTEeU MicCIIi.

VYnakoBka

[To 7 TabneTok y GinicTepi, mo 4 6icTepu y KapTOHHIN KOPOOIIi.
Karteropis Bignycky

3a penemnTomMm.

BupooHuK

Actpa3eneka ®apmacrioTukanc JIIT.

Micie3Haxo/dKeHHsI BHUPOOHHMKA Ta HOro aJpeca MicIisi IpoBaJaXKeHHSI
IisTIHLHOCTI

4601 Xauyeu 62 Ict, MayuT Bepsros, IN, 47620, CIIIA.
[Ixepeso iHCTPYyKIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aC00iB YKpalHH.



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