IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

KCIT' YO IIpoJionr

(XIGDUO Prolong)
Cknao:
Oitoui peyosunu: nanariaigo3uHy NponaHaion; MeTOPMIHY TiIPOXIOPHI;
5/1000 mr: 1 TabneTka, BKpUTa IUTIBKOBOIO 000JIOHKOIO, ITPOJIOHTOBAHOI Ji1 MICTUTh Janariiao3uny
nponasiony 6,15 mr, o ekBiBalIeHTHO 5 Mr janariiduio3uny Ta Mmetdopminy rigpoxiaopuay 1005,04
MT;
10/1000 mr: 1 TabneTka, BKpUTA IUTIBKOBOKO 0O0JIOHKOI0, POJIOHTOBAHOT i1 MICTUTH Janarii(ao3uny
nponangiony 12,30 mr, mo ekBiBajgeHTHO 10 Mr pamariiduio3uHy Ta MeT(GOPMIHY TiAPOXJIOpUAY
1005,04 wmr;
10/500 mr: 1 TabneTka, BKpUTa IUTIBKOBOIO 00O0JIOHKOIO, ITPOJIOHTOBAHOI i1 MICTUTh Janarii(ao3uny
nponanaiony 12,30 mr, mo exBiBaneHTHO 10 Mr nanarnidao3uny Ta Metdopminy rigpoxiopuay 502,61
MT;
00NOMIdICHI pe1uosuHU: HATPIIO KapOOKCUMETHIIIIEN003a, rimpoMernosa 2208, rinpomenosa 2910 (ans
10/500 mr), nemntonoza mikpokpucrtariuna PH102 (ans 10/500 mr), KpeMHir0 T1I0KCUA, MarHilo cTeapar,
1eT0I103a MikpokprcTaniuaa PH302, nakrosa 6e3B01Ha, KpocmoBinon, 6apeuuk Opadry®
1T Yellow 85F12372 (ans 10/1000 mr), 6apsrnk Opadry® II Pink 85F94333 (st 10/500 mr), GapBHHIK
Opadry® II Pink 85F94592 (yist 5/1000 mr).
Jlikapcbka ¢opma.
TaGnerku, BKpUTI TUTIBKOBOIO 000JIOHKOIO, TPOJIOHTOBAHOT JIii.
OcHogHi (i3uKo-XiMIUHi 61ACMUBOCTII:
5/1000 mr: TabneTka, BKpUTa IIIBKOBOIO OOOJIOHKOIO, BiJl POXKEBOI0 J0 TEMHO-POKEBOTO KOJIBOPY,
JIBOOIYKJIa, OBAJIbHA, 3 TpaBipyBaHHsaM "1071"1"5/1000"” 3 ogHi€T CTOPOHU Ta MIIOCKA 3 1HIIOT CTOPOHH.
10/500 wmr: Tabnerka, BKpUTa IUTIBKOBOIO OOOJIOHKOIO, POXEBOIO KOJIbOPY, JIBOOMYKIIA,
KarcyJonoioxa, 3 rpasipyBanasam "1072" 1 "10/500” 3 ogHi€el cTOPOHU Ta IIIOCKA 3 1HIIOI CTOPOHH.
10/1000 mr: TtabneTka, BKpUTa IUIIBKOBOIO OOOJOHKOIO, BiJl JKOBTOTO JI0 TEMHO-)KOBTOTO KOJBODY,
JIBOOIYKJIa, OBaJIbHA, 3 rpaBipyBaHHsaM "1073” 1 "10/1000” 3 oxHi€l cTOpoHM Ta IUIOCKA 3 IHIIOT
CTOPOHH.
@apmakoTepaneBTHYHA Irpyna. 3acoou Ui JiKyBaHHS IyKpoBoro Aiadety. MerdopmiH B koMOiHaIii
3 pmanarmigiao3uaoM. Kog ATX A10B D15.
Dapmakonoziuni eracmueocmi.
MexaHi3M aii
KCII' YO Ilponone
KCII'IYO IlposnoHr noeanye B codi 1Ba TinoriikeMiuHi 3aco0u 3 MexaHi3MaMH [iii, 1110 TOTIOBHIOIOTh
OJIMH OJTHOTO, JUIS TOJIMIIEHHS KOHTPOJIO TJIIKEeMii Y Mali€eHTiB 3 I[yKpOBUM Jia0eToM 2-ro THUILY:
nanariiao31H, CeJIEeKTUBHUI Ta 3BOPOTHUH 1HTI0ITOp HATPIi3a/Ie)KHOTO KOTpaHCIIOpTEpa IIII0KO3H 2-
ro tunty (H3KTI'-2), i meTdopminy rigpoxiaopun, OiryaHis.
Hanaenigpnosun
Hartpiiirmoko3uuit korpancnoptep 2-ro tumy (SGLT2), sikuil excnpecyeTbcsi B HMPOKCUMAIBHHUX
HUPKOBUX KaHAJBIIX, BIAMOBiZae 3a peabcopOuito OLIbIIO] YaCTMHU BiA(iIbTPOBAHOI TIIIOKO3M 3
NPOCBITY KaHaJbIiB. Jlanariigio3uH € CeleKTUBHUM Ta 3BOPOTHUM iHribiTopom SGLT2. Illnsxom
iHrioyBanns SGLT2 nanarmido3u 3MeHIIye peadbcopOlifo Bi(piabTPOBAHOI TIIOKO3U 1 3HUXKYE
HUPKOBUH MOPIT JUIS INIFOKO3U, TUM CaMHMM 301IbIITY€E €KCKPELII0 TIIIOKO3H 3 CeUeHo.



Jlanarmi(ao3uH TakoX 3HUXKYE peaOcopOlLlito HATPilo Ta 30UIbIIyE JOCTABKY HATPIIO A0 IUCTAIBHHUX
KaHanbLiB HUPOK. Lle Moxke BIIIMBATH Ha AeKiIbKa (Pi310J0TYHUX (YHKIIN, BKIIOYHO 31 3HHKEHHSIM
K Mepe.-, TaK 1 MOCTHABAaHTAXKEHHS Ha ceplie Ta 3MEHIIEHHAM CUMITATUYHOI aKTHBHOCTI.
Memdhopminy 2iopoxnopuo

MetdopMiH € TIMOTIIKEMIYHUM 3ac000M, KU MOKPAIY€e TOJEPAHTHICTD A0 TNIIOKO3M y MAIli€HTIB 3
IyKPOBHUM Jia0eToM 2-ro THITy, 3HHKYIOUH 0a3aibHUN Ta MOCTIPAHIIaIbHUM PiBHI TIIOKO3H B IJIa3Mi
KpoBi. MeT(hopMiH 3HMKY€E CUHTE3 TITFOKO3H B TIEUiHIl, 3HUKYE BCMOKTYBAHHS IIIOKO3H B KUIIEYHUKY
i MiIBUILYE YYTJIMBICTh 10 IHCYJIHY IIJISIXOM MOCHUJICHHS MEepUPEPUIHOTO 3aXOIIeHHs M yTuitizamii
JIIOKO3H.

ITig yac ynikyBaHHS MET(GOPMIHOM CEKpellisl 1HCYJIiHy HE 3MIHIOETHCS, NPH LLOMY PIBEHb 1HCYJIIHY
HaTIeceplie Ta 1000Be 3HAYSHHS TJ1a3MOBOTO PIBHS 1HCYJIIHY MOXKYTh Y AIMCHOCTI 3HU3UTHUCS.
Dapmaxoounamixa.

3araspHa iHQOpMaIis

Hanaenigpnosun

VY 310pOBUX YUaCHHUKIB JOCIHIHKEHHS Ta MAIIEHTIB 3 IIyKPOBUM A1a0€TOM 2-T0 THITY MiCIIs 3aCTOCYBaHHS
nanariiao3uHy crocTepiranocs: 30UIbIIEHHS KUTBKOCTI IUIFOKO3M, BUBEIEHOI 13 ceuero. [Ipubnusno
70 T TIIOKO3U BUBOAMIIOCA 13 cedero Ha 00y MpH 3aCTOCYBaHHI Janariiguio3uHy B 031 5 abo 10 mr
Ha 100y y MAIli€HTIB 3 IIyKPOBUM JiabeToM 2-ro Tuiy npotsroM 12 TiwxkHiB. [loniOHe MakcumaiibHe
BUBEJICHHS IIIOKO3H CIIOCTEPIrajocs B pasi 3aCTOCYBaHHs qanariidao3uny B 1000Bii 1031 20 mr. Taka
eKCKpellis TJI0KO3U 3 CeYero MPH 3aCTOCYBaHHI Janariiao3uHy TaKoK MPU3BOAUTH 10 301LIbIICHHS
00’emy ceui. Ilicis mpunuHEHHS 3aCTOCYBaHHS Janarii(pao3uHy MiABHIIEHUNA piBEHb EKCKpelii
TJIIOKO3U TOBEPTA€ThCS O 0a30BOrO piBHSA B CEpeHBOMY 3a 3 JHI, SKIIO 7032 Janarii(io3uHy
craHoBuia 10 mr.

Kapnioenexkrpodizionoris

3acrocyBaHHs Janarii(ao3uHy He OyJ0 MOB’SA3aHO 3 KJIIHIYHO 3HAYYIIUM IOJOBXEHHAM IHTepBaly
QTc y pasi 3acTocyBaHHS JiKapchbkoro 3aco0y B moOoBux mozax ao 150 mr (mosa, sika 15 pasiB
NEpEeBUIIlyBala MaKCHUMaJbHy PEKOMEHJOBaHy [03y) Yy JOCH/DKEHHI 3a Yy4yacTIO 3J0pOBHX
no6poBobLiB. KpiM Toro, KiiHIYHO 3HaYyHIOro BIUIMBY Ha iHTepBan QTc He crmoctepiranocs micis
3aCTOCYBaHHSA 3/10pOBUMH 1OOPOBOJIBIAMH Aanariiio3nHy B pa3oBux J1o3ax 10 500 mr (1o3a, sxa B
50 pa3iB nepeBuIllyBajla MAKCUMaJIbHY PEKOMEHJOBAaHY J103Y).

Dapmaxoxinemuxa.

3acrocyBaHHa Jjikapcbkoro 3aco0y KCII'ITYO IlponoHr 3m0poBUMH JOOpPOBOJBLSAMHU  IMICISA
CTaHJApTHOTO MpuiloMy ki Ta Harmie 3a0e3nedye OJHAKOBY €KCHO3MLIIO Ui Aanariidio3uHy Ta
MET(QOPMIHY CHOBUILHEHOTO BUBUIbHEHHSA. [IOpIBHAHO 3 3aCTOCYBAaHHSAM JIIKapPChKOTO 3ac00y HaTILE,
y pa3l 3acTOCyBaHHs JIKapChKOro 3aco0y MiJ yac CTaHJApPTHOTO MPUHOMY TXKi CIIOCTEPIraroThCs
3MeHIIeHHs Ha 35 % Ta 3arpuMka Ha 1-2 TOAMHU B JOCSTHEHHI MAaKCUMAaJbHUX KOHIIEHTpALii
nanariiao3uHy B miia3Mi KpoBi. Takuil BIJIMB MpUHOMY TKi HE BBAXKA€THCS KIIHIYHO 3HAUYIIHM.
ITpuitom ki HE YUHUTH ICTOTHOTO BIUIUBY Ha (DapMaKOKIHETHKY MEeT(OPMiHY y pa3i HOro 3aCTOCYyBaHHS
y ckiani gikapeskoro 3aco0y KCII'IYO Ilposonr.

BcmokTyBaHHs

Hanaenigpnosun

[Ticna nepopanbHOro 3aCTOCYBaHH Janarii(ao3uHy MaKCUMaibHI KOHIIEHTpallii JiKapChKOTo 3ac00y
B m1a3Mi KpoBi (Cyax), K IPABUIIO, AOCSATAIOTHCS MPOTATOM 2 FOJMH MICIIs 3aCTOCYBaHHS JIKapChKOTO

3aco0y HaTie. 3HaueHHS Cyax 1 AUC 3011b1IYIOTBCS TPONIOPLITHHO 30UIBIIEHHIO 03U Janarii(ao3uHy

y pasi MiABUIICHHS JO03M JKapchKOTO 3aco0y B Jiama3oHi TepameBTUYHUX [103. AOCOIOTHA
61040CTYIHICTh Janarii(ao3uHy Micias NepopaIbHOTO 3aCTOCYBAaHHS JIIKapChKOro 3acody B 1031 10
MI cTaHOBUTH 78 %. 3acTocyBaHHS JIIKapChbKOTro 3aco0y 3 1K€ 3 BUCOKMM BMICTOM XXHPIB 3HUXKYE
Cinax Aanarmiginozuny Ha 50 % 1 moJOBXKY€e MOKa3HUK T, MPUOIM3HO HA | TOAMHY, aje He 3MIHIOE



noka3zHuK AUC NOpiBHIHO 3 MPUIOMOM JTIKapChKOTro 3aco0y HaTie. Ll 3MiHM He BBaXKaroThCs KIIIHIYHO
3HAYYIIMMHU 1 Janariti(o3uH MOKE 3aCTOCOBYBATHCS HE3AJIEKHO BiJ MPUHOMY TKI.

Memdghopminy ciopoxnopuo

ITicns oxHOPa30BOTO MEPOPATIBLHOrO NMPHUHOMY MET(GOPMiHY CHOBUIBHEHOIO BHUBUIBHEHHS Me/iaHa
nocsirHeHHsS Cpax JOPIBHIOE 7 TOAMHAM Ta Mae fiana3oH Bix 4 10 8 roauH. CTyniHb BCMOKTYBaHHS
MeTdopMminy (3a BuzHaueHHSIM 1no AUC) i3 mMeTdopMmiHy CHOBUIBHEHOTO BHMBUIBHEHHS Yy BHUIUISAL
TabsieToK miABHILY€eThes MmpubauzHo Ha 50 % npu npuiiomi 3 xkero. BrumBy ki Ha Cpax 1 Tax
MeTQOPMiHY HE CIIOCTEpiraaocs.

Po3nonin

Hanaenigpnosun

Hanarmiino3uH 3B’A3yeTbes 3 OikaMu nmpubim3Ho Ha 91%. Y mauieHTiB 3 mopymeHHIMHA (QyHKIT
HUPOK a00 MEUiHKH 3B’ A3yBaHH JIIKapChKOT0 3ac00y 3 O1JIKaMU HE 3MIHIOETHCS.

Memdpopminy 2iopoxnopuo

JlocnipKeHHST pO3MOALTY MET(GOPMIHY CIOBUIBHEHOIO BUBUIBHEHHS HE MPOBOAMINCS; MPOTE YSIBHUI
00’eM poznoziny (V/F) MeTdopMiHy micis 0HOPAa30BOr0 MEpOPAIILHOTO 3aCTOCYBaHHS MET(POPMIHY 3
HEeraifHUM BUBIJIBHEHHSM Yy 11031 850 Mr cTaHOBUB Yy cepeinboMy 654 + 358 1. MeTdopMiH HE3HAUHOIO
MIpOI0 3B’ A3Y€ThCA 3 OIJIKaMH IJIa3MHU KPOBI, HA BIZIMiHY BiJ] CyIb(OHIICEYOBUHH, CTYIIHb 3B’ I3yBaHHS
3 Oinkamu siKoi nopiBHIOE Oinbine 90 %. MeTdopmiH NPOHUKAE B €PUTPOITUTH.

Metaboai3m

Hanaenigpnosun

MeTtabomizm gamarmigo3uHy OMOCepeaKOBYeThCs, ToioBHuMM uuHOM, UGTIA9; wmerabomisM,
onocepenkoBanuii CYP, y mozaeii HesHaunuii. Jlanarmi¢no3uH iHTEeHCUBHO MeTa0013y€ThCsl, B IIEPILLY
yepry 3 YTBOpEHHsAM panariiuio3uHy 3-O-TIoKypoHimy, IO € HEaKTHBHUM MeTaOoJiTOM.

Janarmiduosuny 3-O-rmokypoHin ckmagae 61% Bix mosu ['*C]-mamarmidumosuny 50 mr i e
NEePeBaXAIOUUM Y TIa3Mi KPOBI JIFOIMHI KOMIIOHEHTOM, OB’ SI3aHUM 3 JTIKAPCHKHUM 3aCO00M.
Mempopminy 2iopoxnopuo

JlocmipkeHHsT 3 BHYTPIIIHHOBEHHHM BBEIEHHSIM OJHOPA30BOI J03U 3IOPOBHM JTOOPOBOJIBISIM
MOKa3aiu, Mo METHOPMIH EKCKPETYEThCS y HE3MIHEHOMY BUIJISAI 3 CEUEI0 Ta HE IMIIAETHCS
MeTabomi3My B rediHii (y Jirojel He OyJio BUSBICHO HiIKHX MeTabO0IIiTiB) a00 eKCKpEIlii 3 dKOBUIO.
JlocmipkeHHsT MeTabomi3My MeT(QOpMiHy 13 CIOBUIBHEHHMM BHBUIPHEHHAM Yy pa3i 3acTOCYBaHHS
JKapChKOro 3aco0y B TaOJIETKaX HE MPOBOIMIIUCS.

Busenenns

Janaenigpnosun

Jamnarmi¢io3uH i MoB’s3aHi 3 HUM METa0OJITH B OCHOBHOMY BHBOISITHCS 32 JOIIOMOTOI0 €KCKpeii i3
ceuero. Ilicist 3acrocyBanns [1*C]-namarniduosuny B pasosiit m03i 50 mr 75 % i 21 % 3aranbHoi
PasioaKTUBHOCTI BUBOAUTHCS BIAMOBITHO 13 CEUEt0 Ta KaJloM. I3 ceuero MeHie 2 % 103U JTiKapChbKOro
3ac00y BUBOJUTHCS Y HE3MIHEHOMY BUTJIAL. 3 KaJIOM Y HE3MIHEHOMY BUTJISZI BUBOJIUTHLCS MPUOIU3HO
15% no3wu nikapcekoro 3aco0y.

CepenHiii KIHLIEBUH Mepiojl HaMIBBUBEIEHHS 3 IUIa3MU KpoBl (tjp) manariiiio3uHy CTaHOBUTh
npubsn3Ho 12,9 roguHu micis 0JHOPa30BOTo NMEpOpaIbHOro npuitomy fanariidiao3uny B 1031 10 mr.
Memdghopminy 2iopoxnopuo

HupkoBuii kiipeHc MeT(opMiHy MEpeBHUILye KIIPEHC KpeaTUHIHY NpUOIU3HO B 3,5 pasa, 10 BKasye
Ha KaHaJbIEBY CEKPELil0 SK Ha OCHOBHMU HUIAX eniMiHamii merdopminy. Ilicnsg mepopaibHOro
3acTtocyBaHHA MeTdopMminy npubiuzHo 90% mnikapcbkoro 3aco0y, IO BCMOKTABCS, BHUBOAUTHCS
HUPKaMU IPOTIroM nepiux 24 roaud. [lepion HaniBBUBEACHHS 3 IU1a3MH KPOB1 CTAHOBHUTD OJIN3BKO 6,2
roauHu. [lepio/ HaniBBUBEICHHS CTAHOBUTD MPUOJIN3HO 17,6 TOAMHY, 1110 BKa3y€ Ha MOXKIIUBY Y4acCTh
EpUTPOLIMTIB B POJIi ACTIO PO3MOALTY JIKapChKOTO 3ac00y.



OxpeMi Ipynu NauieHTiB

Hopywenna ¢pynkuyii Hupox

Hanaenigpnosun

IIpu piBHOBaXKHIM KOHLIEHTpaIii Jikapchbkoro 3aco0y (20 Mr mamariiduio3uHy OAMH pa3 Ha A00y
IOPOTSAroM 7 IHIB) MAI[iEHTH 3 IIyKPOBHUM Jia0eToM 2-ro TUIY Ta 3 MOPYLIEHHAMHU (YHKIII HUPOK
JIETKOTO, MOMIPHOTO ab0 TSKKOTO cTymeHs (1o OyJo BHM3HAUYEHO 3a PO3PaXxOBaHOIO MIBHIKICTIO
kiy6oukoBoi ¢impTpanii (pIIK®)) manu reoMeTpuuHi cepelHi 3HAYEHHS CUCTEMHOI EKCIO3WIl
nanariido3uny, ski Oynu Buiie Ha 45 %, B 2,04 1 3,03 pasa, BIANOBIIHO, HI’K aHAIOTT4YHI TOKA3HUKU Y
MAIIE€HTIB 3 IyKPOBUM /1a0€TOM 2-T0 TUITY 3 HOPMAJIbHOIO (DYHKIII€:0 HUPOK. BisbIl BUCOKa cucTeMHa
eKCIO3HULIs Janarii(io3uHy y Mali€HTiB 3 IyKPOBUM J11a0€TOM 2-T0O TUIY Ta 3 MOPYIIEHHAMH (QYHKIII1
HUPOK HE MPU3BOJUB BIAMOBIIHO M0 OUIBII BUCOKOI JOOOBOI eKCKpellii riaoko3u. JJoboBa ekckperris
TJIIOKO3U 3 CEeYel0 NMPH PIBHOBAXHIM KOHIEHTpAIii JIKapChKOro 3aco0y y Malli€HTIB 3 LIYKPOBUM
niabeToM 2-ro THIY Ta 3 MOPYIIEHHSAMH (PYyHKIIT HUPOK JIETKOTO, IOMIPHOTO a00 TSKKOTO CTYIEHS
Oyna BinmoBigHO Ha 42 %, 80 % 1 90 % Hux4e, HIXK y MAIIEHTIB 3 MYKPOBUM Jia0eTOM 2-TO THUITY 3
HOpMaJIbHOIO (DYHKIII€I0 HUPOK. BIUIMB reMotiani3y Ha eKCIO3UIIiI0 Janariigio3uHy HEB1TOMHMA.
Memdghopminy eiopoxnopuo

V marieHTiB 31 3HHKEHOIO (DYHKIII€I0 HUPOK Mepioj] HamiBBUBEAEHHS MET(GOPMIHY 3 IIa3MH KpOBI Ta
KPOBI MTOJIOBXKY€ETHCS 1 3HMXKY€ETHCSI HUPKOBUI KIIIpEHC.

Ilopywenna pynkuii neuinku

Hanaenigpnosun

VY narieHTiB 3 MOpYLIEHHAM (YHKLIi MEeYiHKH Jerkoro abo momipHoro crymeHs (k1ac A 1 B 3a
knacudikamiero Yainna-I11"10) cepeani nokazHuku Cpax 1 AUC nanarnidno3uny Oynu BiaNIOBITHO Ha

12 % 1 36 % BuIle MOPIBHAHO 3 MOKAa3HMKaMM MiAI0paHMX 3a MEBHUMH HapaMeTpamH 370pPOBHX
YYaCHHUKIB TOCII/PKEHHS B KOHTPOJIbHIN IPyIi Micis pa30BOro 3aCTOCYBAaHHS Aanariiguio3nHy B 1031
10 mr. L1i BIIMIHHOCTI HE PO3MJISIAIKCS K KIIHIYHO 3HAYYLl. Y MAI[lEHTIB 3 MOPYLICHHSIMH QYHKIIT
neviHky TsokKoro crynens (kiac C 3a kiacudikaniero Yainna-I1'10) cepeani nokasHuku Cp,x 1 AUC

nanarniiao3uny Oynu BinnoBinHo Ha 40 % 1 67 % BHILE MOPIBHAHO 3 MOKA3HUKAMU MiTIOpaHHUX 3a
NEBHUMHU NTapaMeTpaMH 310pPOBUX YYACHUKIB JOCITIKEHHS B KOHTPOJIbHIN TPyIIi.

Memopminy 2iopoxnopuo

dapMaKOKIHETUYHI TOCIKEHHS MeT(hOPMiHY 3a YyUaCTIO MAIIEHTIB 3 MOPYIICHHAMHU (PYHKIIIT TEYIHKH
HE MPOBOIMIHCA.

Ilayienmu nimuvozo 6iky

Hanaenigpnosun

3a JaHMMU TOMYJSAIIIHHOTO (papMaKOKIHETUYHOTO aHaji3y, BIK HE Ma€ KIIHIYHO 3HAYYLIOrO BIUIMBY
Ha CHCTEMHY EKCIIO3UIIiI0 Janariiduio3uHy; TaKMM YMHOM, KOPEKLis J03U JIIKAPCHKOro 3acoly He
notpioHa.

Memopminy 2iopoxnopuo

Jleski maHi, OTpUMaHi y XOJi TNPOBEACHHA KOHTPOJIbOBAHMX (PApMAKOKIHETUYHUX JIOCIIIKEHb
MeT(HOPMIHY 3a Y4acTIO 3JOPOBUX OCIO JITHBOTO BIKYy, CBiIYaTh MPO TE, IO 3arajlbHUI MJIA3MOBUN
KIIipeHC MeT(hOpMIHY 3HIKY€EThCS, IEPi0/1 HaMiBBUBEICHHS JTIKAPCHKOT0 3ac00y MOI0BKY€EThCS 1 Cpax

30UTBITYETHCS TIOPIBHSIHO 3 AHAIOTTYHUMU TTOKA3HUKAMHU Y 3JTOPOBUX 0C10 MOJIOIIOTO BIKY.

Takum ymHOM, 3MiHA (papMaKOKIHETHKU MET(GOPMIHY 3 BIKOM, MEPII 3a BCE, MOSCHIOETHCS 3MIHOIO
(GyHKIIT HUPOK.

Ileoiampuuna nonynauis

dapmakokineTrka Jikapcbkoro 3aco0y KCIT'IYO IlposoHr B neaiaTpuyHii MOMyJISIii HE BUBYAIACH.
Cmamo

Janaenighnozun



3a JaHUMU NOMYJIALIMHOTO (PapMaKOKIHETUYHOTO aHaNi3y, CTaTh HE MA€ KIIIHIYHO 3HAYYIOTO BIUIUBY
Ha CHUCTEMHY EKCIIO3UIIiI0 Janarii(uio3uHy; TaKMM YMHOM, KOPEKLis J03U JIIKAPCHKOro 3acoly He
notpioOHa.

Memdhopminy 2iopoxnopuo

dapMaKOKiHETHYHI NapaMeTpu MeT(HOPMiHY y 3J0POBUX OCIO 1 MAII€HTIB 3 IyKPOBUM JiabeToM 2-T0
TUIY CYTTEBO HE BIAPI3HAIMCA I1iJ] 4ac MPOBEIEHHS aHaji3y JaHUX 3a 03HAKOIO cTaTi (40Ji0BikM = 19,
KiHKM = 16). KpiM TOro, B KOHTPOJBOBAHUX KIIHIYHUX JOCTI/DKEHHSAX Yy MAaLI€HTIB 3 IIYKPOBUM
niabeToM 2-To TUMY TiNoriaikeMiyHuil eekT MeThopMiHy OyB MOPIBHIHHUM Y YOJIOBIKIB 1 KIHOK.
Pacosa nanexcuicmeo

Hanaenigpnosun

3a naHUMM TOMYJALIMHOTO (apMakOKIHETMYHOIO aHali3y, pacoBa HAJEXKHICTh (TPeACTaBHUKU
€BPOIIEOIIHOT, HErPOiqHOT a00 MOHTOJIOIIHOT pacK) He Ma€ KIJIIHIYHO 3HAUYIIOTO BIUIMBY Ha CUCTEMHY
eKCIO3HULII0 Aanariiao3uHy; TAKUM YHHOM, KOPEKIis 103H JIKapChKOro 3aco0y He MoTpiOHa.
Memdhopminy ciopoxnopuo

JlocnipkeHHsT (apMaKOKIHETUYHHUX MapaMeTpiB MeT(OpMiHy 3aJeKHO BiJI pacoBOi HAJEKHOCTI HE
OpOBOIWIINCSA. Y XOJl TPOBEACHHS KOHTPOJBOBAHMUX KIIHIYHMX JIOCHIPKEHb 3aCTOCYBaHHS
MeT(QOPMiHY MaLi€HTaM 3 IyKPOBHM Jia0eToM 2-T0 THUITy TiHOTIiKeMIYHUNA eeKT OyB MOPIBHAHHUM Y
MPeJICTaBHUKIB €BporeoiqHoi (n = 249), HerpoigHoi (n = 51) pacu ta Buxiauis 3 JlaTuHChKOT AMEpUKU
(n=124).

Maca mina

Hanaenigpnosun

3a JaHUMU MOMYJALIHHOTO (papMaKOKIHETUYHOIO aHali3y, Maca Tija HE Ma€ KIIHIYHO 3HAYyIIOTro
BIUIMBY Ha CUCTEMHY €KCIIO3HIIiI0 Janarii(ao3uHy; TaKUM YUHOM, KOPEKIis 103U JIIKapChKOro 3aco0y
HE MOTpiOHA.

Jlikapchbki B3aeMoii

Oxpemi (hapMakOKIHETHYHI JOCHIJKEHHs JIKapchKoi B3aemoii 3 mikapchkuM 3acobom KCIT'ITYO
[TponoHr He MPOBOAMIIMCS, XO4a TaKi JOCTIDKEHHs Oyl NMPOBEICHI 3 OKPEMHMH KOMIIOHEHTaMHU
JKapChKOro 3aco0y Aanariigio3nHoM 1 MeT(HOpPMiHOM.

Oyinka nikapcoKux 63a€mooill 8 yMo8ax in vitro

Hanaenigpnosun

VY xoJi MpoBeACHHS TOCIIIKEHb B YMOBaX in vitro nanarnidao3us i qanarinidao3uny 3-O-TIroKypoHig
He npurHivyBanu aktuBHIcT CYP 1A2,2C9, 2C19, 2D6, 3A4 Ta He inaykyBanu aktTuBHICTE CYP 1A2,
2B6 a6o 3A4. Jlanarmi¢o3uH € c1abKuM cyOCTpaToM JAJisl akTUBHOTO IIEpEHOCHUKA P-rimikonpoTeiny
(P-gp), a mamarmidno3uny 3-O-rimokypoHin € cyOcTpaToM aisi akTUBHOro mnepeHocHuka OATS3.
Hanarnigno3un abo npanarmidguosuny 3-O-TIIOKYpOHiJ CYTTEBO HE NPUTHIYYBAIM AaKTUBHICTh
akTUBHMX nepeHocHUKiB P-gp, OCT2, OAT1 abo OAT3. B uinomy, nanarmniao3uH HaBpsi YK BIUTUBAE
Ha (hapMaKOKIHETHKY OJJHOYACHO 3aCTOCOBYBAaHHX JIIKAPChKHX 3ac00iB, siKi € cydcTpartamu ans P-gp,
OCT2, OATI a6o OAT3.

Bnaue inwux nikapcokux 3aco6ie Ha memgopmin

VY Tabnuii HWKYe MpecTaBieH] eeKTH 1HIINX OJHOYACHO 3aCTOCOBYBAaHHX JIIKAPCHKUX 3ac00IB Ha
MET(POPMiH.

Ta6nur 1. BruinB 0THOYacHO 3aCTOCOBYBAaHHX JIIKAPCHKHUX 3aCO01B HA IJIa3MOBY CUCTEMHY €KCIIO3UIII0
MeTGopMiHy

OnHOYaCcHO 3aCTOCOBYBaHUI Mertdopmin Mertdopmin
1 1 1 * . . . .
JTKapChKUii 3aci0 (pexnm 103yBaHHA)* | 3yina mokasuukis' | 3mina moxasunkis
(pexxuM 103yBaHHA)* AUCE Cax
KopuryBaHHs 1031 HE BUMArajiocst sl TaKUX JIIKApChbKHUX 3aC001B:




[miOypun (5 mr) 850 mr 19 %" 17 %8
Dypocemin (40 mr) 850 mMr 115 %S 122 %3
Hidenumin (10 mr) 850 mr 19 % 120 %
[Tpompanonon (40 mr) 850 mr 110 % 16 %
[6ynpoden (400 mr) 850 mr 15 %" 17 %8

Jlikapchki 3aco0u, sIKI BUBOJSATHCS HUPKAMM IUISXOM KaHAJIbIEBOI CEKpellil, MOKyTh IOCHJIIOBATH
KyMYJISI1I0 MET(OPMIHY.

Llnmeruaus (400 mr) 850 mr 1140 % 1160 %

*MetdopMiH 1 BCl OJJHOYACHO 3aCTOCOBYBaHI JIIKAPCHKI 3aCO0M 3aCTOCOBYBAIMCS Y BUTJISIII PA30BHX
703.

1 IlponienTHa 3MiHa (3/0€3 0JJHOYACHOTO 3aCTOCYBAHHS JIKapChKOTOo 3aco0y 1 6e3 3minu = 0 %); 11 |
BKa3yIOTh BiJNIOBIAHO HA 30UIBIIEHHS 1 3SMEHIIICHHS €KCITO3HIIII.

i AUC = AUC(NF) (mmoma 30HU TiJ KPUBOK 3aJI€KHOCTI KOHIIEHTpAIlil BiJ Yacy BiJl HyIs 0
HECKIHYCHHOCT1).

§ CriBBimHOIICHHS apU(METUIHUX CEPEIHIX 3HAYCHb.

Bnause memghopminy na inwi nikapcoki 3acoou

VY Tabauii HwKYe mpeacTaBieHi edhekTd MeT(opMiHy Ha iHIII OJJHOYACHO 3aCTOCOBYBaHI JIKapChKi
3aco0u.

Tabnuns 2. BB MeTdopMiHy Ha CUCTEMHY €KCHO3MIIIO OJHOYACHO 3aCTOCOBYBAaHUX JIIKAPCHKUX
3ac00iB

OnHOYaCHO 3aCTOCOBYBaHHIA Metdopmin OIHOYACHO 3aCTOCOBYBaHUIA MpenapaT
TKapChKHiA 3aCi0 (pesxuM 103yBaHHA)* | 3yina nokasuukis! | 3mina moxasuuxis’
(pexuM n03yBaHHs)* AUCH Cax
KopuryBaHHs 1031 HE BUMArajiocs JIJIsl TAKUX JIIKAPChKHUX 3aCO01B:
['nioypun (5 mr) 850 Mr 122 %" 137 %8
Dypocemin (40 mr) 850 mr 112 %8 131 %3
Hidenunin (10 mr) 850 mr 110 %] 18 %
[Iponpanosnon (40 mr) 850 mr 11 %1 12 %
[Oynpoden (400 mr) 850 mr 13 %" 11 %"
[lumeruann (400 mr) 850 mr 15 %! 1%

*MeTdopMiH 1 BCi 0OIHOYACHO 3aCTOCOBYBAaHI JIIKAPChKi 3aCO0M 3aCTOCOBYBAIIUCS Y BUTJISAII PA30BUX
J103.

1 IlponienTHa 3MiHa (3/0€3 0JJHOYACHOTO 3aCTOCYBAHHS JKapChKOTOo 3aco0y i 6e3 3minu = 0 %); 11 |
BKa3yIOTh BIAMOBITHO HA 301IbIIEHHS 1 3MEHIICHHS €KCIIO3HIII].

I AUC = AUC(INF) (mnoma 30HM MiJ KPUBOIO 3aJIKHOCTI KOHIIEHTpalii BiJ 4yacy BiA HyJsS 10
HECKIHYCHHOCTI), SKIIIO HE BKa3aHO iHIIIE.

§ CriBBiiHOIICHHS apU(METUYHUX CEPEIHIX 3HaYeHb, P-3Ha4eHH: pizHuli < 0,05.

9 3nauennss AUC (0—24 rox) (momra 30HU MiJi KPUBOIO 3aJI€KHOCTI KOHIIGHTpAIlil Bi/l 4acy BiJ HYJA
10 24 rox), po K1 MOBITOMIISUIIOCS.

# CriBBITHOIICHHS apU(PMETHYHUX CEPEAHIX 3HAUCHb.

Bnaue inwux nikapcokux 3acobie Ha oanaznigpno3un

Y Ttabnuui HUXK4YE MpeAcTaBieHI e(deKTH OJHOYACHO 3aCTOCOBYBAHUX JIKApPChbKUX 3ac00iB Ha
nanariidio3un. Kopekiis 1o3u ganarmiduio3nny He MOoTpiOHa.




Tabmuus 3. BrmiauB oAHOYAacCHO 3aCTOCOBYBaHMX JIKAapChKMX 3ac00IB Ha CHUCTEMHY EKCIO3MIIiO
nanariidao3uny

OnHOYacHO 3aCTOCOBYBaHUI Hanarmnihno3ux Janarnidiao3un
JKapChKUii 3aci0 (pexum 3mina mokasuukis! | 3mina moxasuukis’
(pexxum 103yBaHHSA)* J03yBaHH: )* AUCE Cinax

KOpI/IFYBaHHH JO3H HC BUMAarajaocs AJisdi TaKux J'IiKapCLKI/IX 3aco0iB:

[TepopanbHi TiNoraiKeMiuH1 JIIKapchKi 3aco0H

Metdopmin (1000 mr) 20 mr 1% 17 %
[TiormiTa3oH (45 Mr) 50 mr 0 % 19 %
Curarmintud (100 mr) 20 mr 18 % 14 %
['mimenipun (4 mr) 20 mr 11 % 11 %
Borni6osa (0,2 mr Tpu pasu Ha |10 mr 11 % 14 %
100y)
[H111 JTIKapChKi 3aC00H
['ingpoxmopriazua (25 mr) 50 mr 17 % 1%
bymeranin (1 mr) 10 mr oque paz Ha |15 % 18 %
o0y mpoTsirom 7
THIB
Bancapran (320 mr) 20 mr 12 % 112 %
CumBactaTus (40 mr) 20 mr 11 % 12 %
AHTHOaKTEpiabHUN JTIKapChKHii 3aci0
Pucdammnin (600 mr onuH paz Ha |10 mr 122 % 17 %

o0y MpoTSATOM 6 JHIB)

Hecrepoinuuii mpoTu3ananbHui JiKapchKui 3aci0

MedenamiHoBa KHCTIOTa 10 mr 151 % 113 %
(HaBaHTaXXyBaibHAa 032 500 Mr 3
[10/1aJIbILIUM 3aCTOCYBaHHsIM 14
103 110 250 M KOKHI1 6 TOJIUH)

*OmHopasoBa 7103a, SIKIO HE BKa3aHO IHIIIE.

tIIporenTHa 3MiHa (3/06€3 OJHOYACHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y 1 6e3 3miam = 0 %); 11 |
BKa3YIOTh BIJMOBIHO HA 30UTBIIEHHS 1 3SMEHIIICHHS €KCITO3HIII1.

I AUC = AUC(INF) (mnoma 30HM MijJ KpPHUBOIO 3aJIEXKHOCTI KOHILEHTpalii BiJ 4yacy BiA HyJs 10
HECKIHYEHHOCTI) JUIsl JIIKAPChKUX 3ac001B, K1 3aCTOCOBYBAIMCS Yy BUTIISAL pa3oBux 103, 1 AUC =
AUC(TAU) (moma 30HM MiJl KPUBOIO 3aJIeXHOCTI KOHLEHTpauii BiJ 4Yacy 3 MIHIMQJIbHOIO
KOHIEHTPALIEI0 B KIHII MEPIIOro iHTepBady A03) AJs JIKAPChKUX 3ac001B, SIKI 3aCTOCOBYBAJIUCS Y
BHTJISIII 6aratopa3oBux J103.

Bnaue oanaenigpnosuny na inwi nikapcoki 3acoou

VY tabnuii HUK4e npecTaBieH] edpekTy fanariidao3uHy Ha 1HIII OJJHOYACHO 3aCTOCOBYBaHI JIKapChKi
3acobu. Jlamarmiao3uH CyTTE€BO HE BIUIMBAaB HAa (papMaKOKIHETHKY OJHOYACHO 3aCTOCOBYBaHHX
JIKapChKUX 3aCcO0iB.

Ta6muis 4. Brimus nanarmidio3uHy Ha CHCTEMHY €KCTIO3HITIF0 OJTHOYACHO 3aCTOCOBYBAHUX JIIKAPCHKUX
3aco0iB



OnHOYaCHO 3aCTOCOBYBAaHUIMA Hanarmnihiao3ux OyHOYaCHO 3aCTOCOBYBaHMI NpenapaT
JiKapchKuit 3acio (pexum 3mina mokasuukis| | 3mina mokasmukis’
(pexxum 1o3yBaHHs)* J03yBaHHS)* AUCE Ciax

KopuryBaHHs 1031 HE BUMArayiocst JIjIsl TAKUX JTIKAPChKUX 3aC00IB:
[lepopabHi TinoriaikeMiuH1 JJiIKapchKi 3aCO0H
Metdopmin (1000 mr) 20 mr 0 % 15%
[TiormiTa3oH (45 Mr) 50 mr 0 % 17 %
Curarmintua (100 mr) 20 mr 1% 11 %
[mimenipun (4 mr) 20 mMr 113 % 14 %
[HI11 TiKapChKi 3ac00u
['inpoxnopriazug (25 mr) 50 mr 11% 15%
bymeranin (1 mr) 10 mr omuu paz Ha 113 % 113 %

o0y mpotsrom 7

ITHIB
Bancapran (320 mr) 20 mr 15 % 16 %
CumBacratuH (40 mr) 20 mr 119 % 16 %
Jlurokcus (0,25 mr) 20 mMr 0 % 11%

HaBaHTaXXyBaJbHA

mo3a, moTiM 10 Mr

OJIUH pa3 Ha 700y

[POTSIrOM 7 JTHIB
Bapdapun (25 mr) 20 Mr
S-Bapdapun HaBaHTaxyBaipHa (13 % 17 %
R-Bapdapun nosa, motim 10 mr (16 % 18 %

OJIMH pa3 Ha 100y

POTATOM 7 THIB

* OmHOpa3oBa 103a, SKIIO He BKA3aHO 1HIIE.

1 IlpornienTHa 3MiHa (3/6€3 0JJHOYACHOTO 3aCTOCYBaHHS JIKapChKOTO 3aco0y i 6e3 3minu = 0 %); 11 |
BKa3yIOTh BIAMOBITHO HAa 301IBIIECHHS 1 3MEHIIICHHSI €KCTIO3HIII].

i AUC = AUC(INF) (mnomia 30HM TiJ KPHUBOIO 3aJIKHOCTI KOHIIEHTpallii BiJ 4yacy BiA HyNsS IO
HECKIHYEHHOCTI) JUIsl JIIKAPCHKUX 3ac00iB, SKI 3aCTOCOBYBAJHUCS y BHUIUIAII pa3oBuX 1103, 1 AUC =
AUC(TAU) (mmoma 30HM MiA KPHUBOK 3aJ€KHOCTI KOHIIEHTpAIlii BiJl Yacy 3 MiHIMaIbHOIO
KOHIIGHTpALI€I0 B KiHII MEPUIOro iHTepBally J03) JUIA JIIKAPCHKUX 3ac00iB, SIKI 3aCTOCOBYBAIUCS Y
BUTJISA1 OaraTopa3zoBHX J103.

Kuiniuni xapakTepucTuKu.

Ilokazanns.

KCII'IYO IIposioHr moka3aHui SK TOTMOBHEHHS 10 Ji€TH Ta (DI3MYHUX BIOpAB JJIsl TOKPAIICHHS
TIIIKEMIYHOTO KOHTPOJIIO Y IOPOCIIUX 3 IIYKPOBUM /11a0€TOM 2-TO THUITY.

Janarniao3uH MOKa3aHuM JUIsl 3HWKEHHS PU3HMKY TOCHITai3alii uepe3 cepleBy HEIAOCTAaTHICTh Y
JOPOCTUX 3 IYKPOBUM J11a0€TOM 2-TO THUITY Ta BCTAHOBIEHUMH CEPIICBO-CYIMHHUMU 3aXBOPIOBAHHSIMU
(CC3) abo muoxxunHMMH ceprieBo-cyTuHHUME (CC) (hakTopamMul pHU3HUKY.

OOMeXeHHd ¥ 3aCTOCYBaHHI

3acrocyBanns jikapcskoro 3aco0y KCII'JITYO IIponoHr He peKOMEHIY€EThCS MallieHTaM 3 IyKPOBUM
niaberom 1-ro Triy abo 3 Aia0eTHYHHM KETOAIHI030M.

IIpomunoka3zanna.
KCII'IYO IIponoHT npoTUIIOKa3aHUH MalieHTam 3:
° rinepyyTIUBICTIO A0 AIFOYUX PEYOBHH a00 0 Oy/1b-SKO1 3 JOMOMIKHHUX PEYOBHH;




° OyIb-SIKUM BHJOM TOCTPOT0 METa0O0IIYHOr0 alua03y (TaKUM SIK MOJIOYHOKHCIIHH alua03,
TiaOCTUIHHUI KETOAIUI03);

o J1a0eTUYHOIO MPEKOMOIO;
o TSDKKOKO HUPKOBOIO HexocTaTHicTio (pLLIK® menme 30 mi/xs/1,73 M%), TepMiHATBHOO
CTaJI€I0 XBOPOOW HUPOK a00 marfieHTam Ha miaiisi (auB. po3aiia «OcoOIMBOCTI 3aCTOCYBaHH ),
o TOCTPUMH CTaHAMHU, SIKI MOKYTh BIUIMBATU Ha (PYHKIIIF0 HUPOK, TAKUMHU SIK:
- Jerigpararis,
- TSDKKA 1HQEKITis,
- TIOK;
o roCTpUM 200 XPOHIYHUM 3aXBOPIOBAHHSM, SIKE MOYKE CIPUYUHUTH TIMIOKCIF0 TKAHUH, TAKUM SIK:

- cepiueBa abo AuxaibHa HEJOCTATHICTH,
- HEJaBHO MEepeHeceHui iHpapKT Miokap/a,

- IIOK;
. MOPYUICHHSAM (YHKIIIT NEUiHKHU;
J TOCTPOIO aJIKOTOJIBHOIO IHTOKCHKALIIEI0, AIKOTOJII3MOM.

B3aemooia 3 inwmumu nikapcokumu 3acooamu ma iHuii 6UOU 63aEMOOIil.

[1o3UTHBHUI TECT HA HASIBHICTD IJIIOKO3U B CEYl

Janaenighnozun

MOHITOPUHT TJIIKEMIYHOTO KOHTPOJIIO 3 IPOBEIEHHSM TECTIB Ha HAsABHICTh IJIIOKO3U B CEul HE
PEKOMEHAYETbCSI NallieHTaM, ski npuitmMatoTh 1Hrioitopu SGLT2, ockinbku iHri6itopu SGLT2
301IBIIYIOTh €KCKPELIIO TIIOKO3H 3 CEU€l0, 1 11€ MPU3BEAE 10 OTPUMaHHS MO3UTUBHUX PE3yJIbTaTIB pU
BU3HAUEHHI BMICTY IJIIOKO3U B cedyl. [Ipu mpoBeneHHI MOHITOPUHTY TJIIKEMIYHOTO CTaHy CIIiJl
BUKOPHCTOBYBATH aJIbTEPHATUBHI METOAU JOCIIIKEHHS.

InTrepdepenuis 3 1,5-anriapormornurom (1,5-Al)

Janaenighnozun

MOHITOPUHT TJIIKEMIYHOTO KOHTPOJK 3 NPOBEJACHHSAM aHamidy Ha Bu3HadeHHsS [,5-Al" He
PEKOMEHTYEThCS, OCKITTLKH BUMIpIOBaHHS PiBHIB 1,5-Al" € HEeHaIHHUM METOIOM JTOCIIIPKSHHS B OIIHITI
[VIIKEMIYHOTO CTaHy B MAIll€HTIB, K1 npuiiMaroTh 1Hri0iTopu SGLT2. IIpu npoBeneHHI MOHITOPUHTY
[JIIKEMIYHOTO CTaHy CJIiJl BUKOPUCTOBYBATH aJIbTEPHATUBHI METOIU JOCIHIJKEHHSI.

[Hri6iTopu kapboaHrinpasu

Tomipamat a0o iHm 1HriOiTOpH KapOoaHrigpasu (HAmpHKIal, 30HICaMiJ, alerazoiamia ado
nuxiaopdeHamif) 4acTo COPUYUHSIOTh 3HIKEHHS piBHSI O1kapOOHATy y CHpOBATLI KPOB1 Ta IPU3BOJIATH
710 TIIEepXJIOPEMIYHOTO METAa0OIIYHOrO anua03y 0e3 3MiH aHIOHHOTO 1HTEpBaly, TepXJIOPEMIYHOIO
MeTa0oIiuHOrO anuao3y. OqHOYacHE 3aCTOCYBAaHHSA WX JIIKAPCHKUX 3ac00iB 13 JIIKAPCHKUM 3aCO00M
KCII'AYO IIponoHr Moske MiIBUIIUTH PU3UK PO3BUTKY JIAKTOAIM103y. Moske OyTH TOLIIbHUM OLIbIII
4acTU KOHTPOJIb CTaHy TaKUX Ialli€HTIB.

Jlikapchki 3ac00H, 10 3HUKYIOTh KIIPEHC METQOPMIHY

OpHoYacHe 3aCTOCYBAaHHS JIKapChbKUX 3ac001B, sIK1 BIUIMBAIOTh Ha 3arajbHy KaHAJIbIEBY TPAHCIIOPTHY
CUCTEMY HUPOK, 1110 Oepe yyacTb Yy BUBEJCHHI METQPOPMIHY HUPKaMU (HANpUKJIaa, OpraHiuHl KaTioHH1
Tpacnoptepu-2 [OKT2]/inribitopu ekctpysii mikapchkux 3aco0iB Ta TokcuHiB [MATE], Taki sk
paHoJIa3uH, BaHJETaHI0, JOJTyTerpaBip Ta MUMETHUIANH), MOXE 30UIBITYBATH CHUCTEMHY EKCIIO3HIIIIO
MeT(pOpMIHY Ta MIJBHUINYBATH PHU3UK PO3BUTKY JIAKTOANMI03Y (IMB. po3ain «Dapmakoioriydi
BJIACTUBOCTI»). HeoO0X11HO BpaxoByBaTH MEPEBATr Ta PU3MKH TAKOTO OJHOYACHOTO 3aCTOCYBaHHS.
AJKOroJp

AJKoOrosip 3/1aTe€H MOTEHLII0BATH Ji0 MeT(opMiHy Ha Mmerabosi3Mm jakraty. [loTpiGHO 3actepertu
MaIi€HTIB BiJl HAaIMIPHOTO CIIOKHUBAaHHS AQJIKOTOJIFO TIiJ] Yac 3aCTOCYBaHHA JIIKApChKOTO 3acoly
KCII'1YO IIposnonr.




JlikapchKi 3ac00H, 1110 BIUIMBAIOThH HA TIIKEMIYHUIA KOHTPOJIb
Memdghopminy ciopoxnopuo
Jlesiki nikapchki 3ac00M MiABHUIYIOTh PU3MK PO3BUTKY TiNEPriIiKeMii Ta MOXKYTh PU3BECTH IO BTPATH
TJIIKEMIYHOTO KOHTPOIIO. [lo Takux JiKapchbKHUX 3ac001B HaJeXaTh Tia3WAM Ta 1HIII CEYOTiHHI 3aco0u,
KOPTUKOCTEPOiaH, (PeHOTIa3UHU, TOPMOHU IIUTOBHUIHOT 3271031, €CTPOTe€HH, IEPOPaIbHI MPOTU3ATLTITHI
3aco0u, (eHITOTH, HIKOTHHOBA KHUCJIOTa, CUMIIATOMIMETHKH, OJOKATOpPH KAalbllI€EBUX KaHAIIB Ta
130oH1a3u1. Konu Taki nikapchKi 3acobu npu3HayvaroTh namienty, sskuit orpumye KCII'ITYO Ilposnonr,
HEOOX1JTHO BCTAHOBHUTH 32 HUM PETEJIbHE CIIOCTEPEKEHHS 3 METOIO A1arHOCTUKHU BTPATH KOHTPOJIIO HAJ|
piBHEM TIJIIOKO3U B KpoBi. Koy 3acTOCYBaHHS TakMX JIKapChKUX 3ac00iB BIAMIHSIOTH ISl MALll€HTA,
axuil orpumye KCII'ZIYO IlposoHr, HeoOXiTHO BCTAaHOBUTH 3a HUM pETENIbHE CIIOCTEPEKEHHS Ha
MpeIMeT PO3BUTKY TiMOTIIiKeMil.
Ocobueocmi 3acmocyeanns.
MonoyHokucIud anua03
VY micasipeecTpaliifHuii mepio/] CIOBIIIATIOCH PO BUMAIKH MOJIOYHOKHUCIIOTO alli103y, OB’ A3aHOTO 13
3aCTOCYBaHHAM MET(OPMiHYy, BKIIOYAIOUM JIETAJIbHI BUMAIKUA. Y LUX BUMAJAKaX MOJOYHOKHCIUH
alM103 MOYMHABCS Maiike HEITOMITHO 1 CyIIPOBO/KYBABCS HecelM(piYHUMH CUMITTOMAaMU, TAKUMH K
HE3yXKaHHs, Miairis, abaoMiHaIbHUI Oib, pecrmipaTOpHUN AMCTpec ad0 MOCHUIICHHS COHJIMBOCTI;
[pOTe NPU TSHKKOMY alM031 CHOCTEpirajgucs TinoTepMis, apTepiajibHa TiNOTEH31s Ta Pe3UCTeHTHA
OpanmiapuT™Mis.  MOJIOUHOKMCIUHM  anuao3, TOB’S3aHUM 13 3aCTOCYBaHHAM  MeET(OpPMiHY,
XapaKTepu3yBaBCs MiBUIIICHHSIM KOHIIGHTPAIIii TJaKTaTy B KPOBi (> 5 MMOJIIb/1), allUJ030M 13 aHIOHHUM
iHTepBasIoM (0e3 03HaK KeTOHYpii a00 KeToHeMii), Ta 301IBIIIEHHAM CIIBBIJHOIIECHHS JIaKTaT: MipyBarT;
piBHI MeT(OpMiHY y M1a3Mi KPOBI 3a3BHYAl CTAHOBHJIN > 5 MKI/MII. MeT(hOpMiH 3HIKYE 3aXOIICHHS
JaKTaTy TE4YiHKOI, TWiJBUIIYIOYM pIBHI JIAKTaTy y KpoBi, MO 30UIbIIyEe PHU3UK PO3BUTKY
MOJIOYHOKHCJIOTO alliI03y, OCOOJIMBO Y MALI€HTIB IPYIH PU3HKY.
VY pa3i mio3pu Ha MOJIOYHOKHMCIHMA aluao3, MOB’A3aHUH 13 3aCTOCYBaHHAM MeT(OpMiHy, MOTPIOHO
HEeraifHO BJIaTHCS A0 MIATPUMYBAJIbHUX 3aXOIB B YMOBaxX CTalllOHApy, a TAKOXK HEraHO MPUIHHUTH
3actocyBaHHs Jikapcbkoro 3acody KCII'IY O ITposonr. SIKio y nami€eHTiB, IKUX JIKYIOTh JTIKAPChKUM
3acoooM KCIT'IYO IIpomnoHr, 1iarHOCTOBAHO MOJIOYHOKHUCTUH amu103 a0 € CHiibHA Mi03pa Ha HOro
HasBHICTb, PEKOMEHAYEThCS HEraiHO MPOBECTU I'eMO/1iaji3 3 METOI0 KOPEeKIii alua03y Ta BUBEICHHS
HAKOMUYEHOTO MeT(hOopMiHy (MEeT(HOPMiHY TiIPOXIOPH BUBOIUTHCS LUIAXOM J1ali3y i3 KIIPEHCOM /10
170 mi/xB 3a yMOB HaJeXHOI TeMOANHaMIKH). ['emMoiani3 4acTo CrpusiB 3HUKHEHHIO CHMIITOMIB Ta
OJly’KaHHIO TMaIli€HTA.
Heo0XigqHO MOBIIOMMTH NAalliEHTaM Ta iX pOJMHAM IMPO CHUMOTOMH MOJIOYHOKHCIIOTO anuao3y i
NPOIHCTPYKTYBATH iX, 100 y pa3i MOSBU UX CUMITOMIB BOHU MPUIIMHHIIN 3aCTOCYBaHHSA Mpenapary
KCIT'IYO IIposoHT Ta NoBiAOMUIN PO MOSIBY LIUX CUMIITOMIB CBOEMY JIIKapIO.
PexomeHpanii 11010 3HMKEHHS PHU3UKY Ta KOPEKIii MOJIOUHOKHCIOIO aluao3y, MOB’S3aHOrO 13
3aCTOCYBaHHAM MET(OPMIHY, y pa3i HAIBHOCTI (DaKTOPiB PU3MKY, HABECHI HUXKYE.
Iopywennsa @ynxyii Hupox: BUMATKA MOJIOYHOKHCIIOTO alMa03y, MOB’SI3aHOTO 13 3aCTOCYBaHHSAM
METQOpPMiHY, y MIiCIIpeecTpalifHUi Nepiof MEepeBaXHO TPAIUBUIUCS y TMAI€HTIB 31 3HAYHUMHU
NOpYLIEHHAMH (QYHKIIT HUPOK. PU3UK KyMyJs1ii MeTQOpPMiHY Ta pO3BUTKY MOJIOYHOKHUCIIOTO allu03y,
MIOB’S13aHOTO 13 3aCTOCYBaHHAM MET(HOPMiHY, 3pOCTa€ 31 30UIBLICHHAM TSKKOCTI MOPYILIeHHS (QyHKIIT
HUPOK, OCKUTBKU MET(HOPMiH 3HAUHOIO MipOI0 BUBOANUTHCS HUpKaMu. KiliHiuH1 peKkoMeH a1l Ha OCHOB1
cTany (yHKIII HUPOK TMali€HTa BKIOUYalOTh (OuB. po3aiu «Croci® 3acTocyBaHHS Ta O3,
«®DapMaKoJIOTi4HI BIACTUBOCTI»):

* Ilepen mouatrkom Tepamii Jikapcbkum 3acobom KCII'JIYO IlponoHr HEoOXiAHO po3paxyBaTH

HIBUJIKICTB KiIy00ukoBoi (pinpTparnii (pLLIKD).

* KCIT'IYO IIposoHr npotunokasanuii mamienram i3 pLLIK® mermre 30 mi/xs/1,73 M2 (uB. po3in
«IIporunokaszanss»).



* pLIK® cnix BU3HAYaTH IMOHAWMEHINE MIOPOKY BCIM MamieHtam, ski orpumyiors KCIIAYO
ITpononr. IlamieHTaM, sSiKi MalOTh MiJBUILIEHUN PU3UK MOpPYIIEHHS (YHKIUIT HUPOK (HAPUKIIAJ,
JITHI 0cOOM), (PYHKIIIFO HUPOK CIIi/1 OLIIHIOBATH YaCTIllE.

Bzaemooisa 3 nikapcekumu 3acobamu: OAHOYACHE 3acTOCyBaHHs Jikapcbkoro 3aco0y KCIIAYO
ITposioHr 13 MEBHUMH JIIKAPCHKUMH 3ac00aMH MiABUIIYE PU3UK PO3BUTKY MOJIOYHOKHCIIOTO aluo3y,
MIOB’SI3aHOTO 13 3aCTOCYBAHHSAM MET(QOPMIHY; A0 HUX HaJIeXKATh JIKAPChKi 3aCO0HU, 110 MOUIKOKYIOTh
(YHKII110 HUPOK, IPU3BOISATH /10 3HAYHUX 3MiH T€éMOJUHAMIKH, BIUTUBAIOTh HA KMCJIOTHO-JIY>KHUH CTaH
a00 MOCWJIIOITh KyMYJIALil0 MeT(hOpMiHy (HANpUKIIaa, KaTioHHI JIKapchKi 3acO0M) (IUB. PO3ILT
«B3aemois 3 IHITUMU JTIKAPCHKUMU 3ac00aMH Ta 1HIII BUAU B3a€MOI1»). ToMy Moxke OyTH JOULTEHUN
OLTBIII YaCTUI KOHTPOJIb CTaHy TAaKUX MAIEHTIB.

Bik 65 abo binvue pokis: pU3UK pO3BUTKY MOJIOYHOKHCIIOTO allu103Y, OB’ I3aHOTO 13 3aCTOCYBaHHAM
MeT(QOPMiHY, 3pOCTa€ 31 30UTBIIEHHIM BIKY, OCKUIBKH Y Malli€HTIB JITHHOTO BIKY YacTillle TPAILUISIETHCS
nopyuieHHs: (pYHKLIT MeYiHKH, HUPOK a0o ceplld, HiXK y HamieHTiB Outbll Mosiooro Biky. [lamientam
JITHBOTO BIKY CJIi/1 YacTillle OL[iHIOBAaTH (PYHKIIIF0 HUPOK (IUB. po3aii «Crocid 3acTocyBaHHS Ta J031»).
Penmeenonozciuni oocnioscenns iz 3acmocy8aHHAM KOHMPACMHUX PeYOSUH: BHYTPILIHbOCYJUHHE
BBEJICHHA HOJJOBaHUX KOHTPACTHUX PEUOBHH MALlI€HTAM, SIKI OTPUMYBAJIM MET(HOPMiH, IPU3BOAMIIO 10
TOCTPOro MOTIpIIaHHS HUPKOBOI (PYHKLIi Ta PO3BUTKY MOJOYHOKUCIOTo auuaosy. [lamientam, sxi
MalOTh B aHaMHe31 MOpYLIeHHs (YHKII MeYiHKH, aJKorojizM abo cepleBy HEIOCTAaTHICTh Ta
narieHTaMm, SKUM OyJIyTh BBOAMTH HOJOBaHI KOHTPACTHI PEUYOBHMHM BHYTPILIHbOAPTEPIaJIBLHO,
HEOOXITHO MPUIIMHUTHU 3acTocyBaHHA Jikapcbkoro 3aco0y KCII'ZIYO IlponoHr Ha Yac mpoBeieHHS
npoleypyd OOCTEeKEHHs, 10 Nepeadadae BBEICHHs HOJAOBAaHMX KOHTPACTHUX PEYOBUH, a00 10 HEI.
Yepes 48 roauH micis npoueaypu ciif noBTopHo omiHUTH pLIK®, i sximo GpyHKIis HUPOK BUSBUTHCS
crabinbHOM0, 3acTocyBanHA npenapary KCII'IYO IIpoiaoHr MokHa TOHOBUTH.

Xipypeiune smpyuanns ma inwi npoyedypu: NIPUMUHEHHS CIIOXKUBAHHS 11 Ta P1AMH Ha Yac XipypriyHux
a00 1HIIUX Mpoleyp 30UIbIIYE PU3KK TOBOJIEMil, PO3BUTKY apTepiaibHOI IMOTEeH31T Ta MOPYyIIECHHS
¢byHkuii HuUpoK. 3actocyBanHs Jikapcbkoro 3aco0y KCII'IYO IlposoHr ciii THM4acoBO NPUITHHUTH,
MOKH CIIOKUBAHHS MaI[ieHTaMH 1K1 Ta piIMHI 0OMEeXeHe.

linoxcuuni cmanu: NEKUIbKAa BUIAAKIB MOJOYHOKHCIOTO alUA03y, MOB’S3aHOTO 13 3aCTOCYBAHHSIM
MeT(OpMiHy, y TicaspeecTpaliiHIi Mepioa TPanuIkCh y MAIi€HTIB 13 TOCTPOIO 3aCTIMHOIO CepIIEBOIO
HEJOCTATHICTIO (30KpeMa TaKol, M0 CYMPOBOKYyBanacs rinonepdysieto Ta rimokcemiero. CeprieBo-
CYAMHHUH Konarnc (1I0K), rocTpuil iH(papKT MioKapaa, CeTCUC, Ta 1HII CTaHH, 10 CYHPOBOKYIOThCS
TOKCEMI€I0, CIPUYMHSAIM TMOSBY MOJIOUHOKHUCIIOTO alUl03y, a TaKOX MOXYTb CIPUYUHUTH
NpepeHaNbHy a30TeMil0. SIKIIO BUHHMKHYTH MOJIOHI SBHILA 3aCTOCYBaHHS JIKapChbKOIO 3aco0y
KCII'IYO IlposoHr ciiJi NpUIUHUTH.

Haowmipne cnoowcusanms ankozonio: amkoroib MOTEHIIIOE BIUIMB MET(GOPMiHYy Ha MeTaboJIi3M JaKTary,
1110 301IBIITY€ PU3HK PO3BUTKY MOJIOYHOKHCIIOTO allu103Y, OB’ I3aHOTO 13 3aCTOCYBAaHHIM MET(HOPMiHY.
Cuin 3acTeperTy Mali€eHTiB Bil HAAMIPHOTO CTIOKWBAHHS JIKOTOJIIO IT1]1 Yac 3aCTOCYBaHHS JTIKAPChKOTO
3aco0y KCIT'/IYO IlposoHr.

Ilopywennsa @ynkyii nevinku: y Nali€HTIB 13 NOPYLIIEHHAMU (YHKUI MEYIHKH TPAIJISUIUCS BUMAJIKU
MOJIOYHOKHCJIOTO allij03y, OB’ S3aHOT0 13 3aCTOCYBaHHAM MeT(dopMiHy. Lle Moxke OyTu 3yMOBIEHO
MOPYLIEHHSAM KJIPEHCY JaKTaTy, 10 NPU3BOAUTH 10 OUIBII BUCOKUX PIBHIB JIAKTaTy y KpoBi. Tomy
namieHTaMm 13 KIIHIYHUMH a0o 1abopaTOpHUMM O3HaKaMM XBOPOOM TMEYiHKH CJiJl YHUKaTH
3acTocyBaHHs Jikapcbkoro 3acody KCII'IYO Ilpomnonr.

AprepiaibHa TinoTeH3is

Jlanarmi(103uH BUKIMKA€E 3MEHIIEHHS! BHYTPIIIHBOCY IMHHOTO 00’ eMy. CUMIITOMaTHYHA apTepialbHa
riMOTeH31sl MOXKE€ BHUHUKHYTH IICISI MOYATKy JIIKyBaHHs JanariiduiosuHoMm (nuB. po3ain «Ilo6iuni

peaxitii»), 0coOIMBO Y MALI€HTIB 3 HOPYLICHOK (ByHKIie0 HHpoK (PILIKD mermre 60 Mia/xs/1,73 M2),
y MaLi€HTIB JITHHOTO BiKy a00 MAIi€HTIB, SKI OTPUMYIOTh METIBOBI AlypeTuku. llepen mouaTkom



nikyBaHHs JikapcbkuM 3acobom KCIIAYO IlponoHr y Takux Mali€eHTIB HEOOX1HO OLIHUTH Ta
BIJKOPUTYBaTH CTYIHiHb 3HeBOAHEHHs. Ilicna mowatky Tepamii pPEKOMEHIYETHCS TPOBOAUTH
MOHITOPUHT CUMIITOMIB PO3BHUTKY apTepiaibHOI rMoTeH3i.

Keroanunos

Bunaaku keroauuaosy, CepHO3HOrO, 3arpo3jIMBOrO JJs JKUTTA CTaHy, II0 BHMarae HeraiHoi
rocritainizamii, Oyl 3apeecTpoBaHi y NAali€HTIB 13 I[yKpoBUM JiaberoMm 1-ro 1 2-ro Tumy, sKi
3aCTOCOBYBAJM IHTIOITOPH HATpii3aleXHOro KoTpaHcmoprepa rmoko3n 2-ro tumy (H3KTT2),
BKJIIOYaroun pAanariiiao3uH (auB. posain «lloGiuni peakmii»). Y mali€eHTiB, fKi 3aCTOCOBYBAU
nanariiao3uH, 3apeecTpoBaHl BUMAAKHM KETOALMIO03Y 3 JIETAIbHUM HaciiakoM. Jlikapcbkuii 3aci0
KCII'IYO IlponoHr He moka3aHMH I 3aCTOCYBaHHS MAIlEHTaM i3 I[yKpOBHM JiabeToM l-ro Tumy
(muB. po3nin «[TokazaHHs»).

[MTamienTiB, y sxux Ha (oHi 3acTrocyBaHHA Jjikapcbkoro 3aco0y KCII'IYO IIposoHr BHHHUKAIOTh
CUMIITOMH TSDKKOTO METa0OJIYHOrO aluao3y, MOTPIOHO OOCTEXKHUTH Ha HAsBHICTH KETOAlMI03Y,
HE3aJIeKHO BiJ KOHIEHTpALii TIIIOKO3U Y KpoBi, OCKIIbKU Ha Tii 3actocyBanHss KCIIAYO Ilpononr
KETOalUA03 MOKe OyTH HasiBHUM, HaBiTh SIKIIO PIBEHb IUIIOKO3M y KpoBi HIkue 250 mr/mi. ¥V pasi
Mi03pH Ha KETOAIMI03 CIij MPUIHMHUTH 3acTocyBaHHA Jikapcbkoro 3acody KCIIAYO Ilposowr,
OOCTEXUTH Malll€HTa 1 HEBIAKIAJHO pO3MoYaTH JiKyBaHHA. /I KOpekii KeToalnuao3y Moxe OyTH
HEOoOXiJJHE 3aCTOCYBaHHs 1HCYJIIHY, BBEIEHHS PIAMHU 1 KOPEKI[isl BYTJIEBOJIHOTO OOMIHY.

3a naHUMM TiCHSpeecTpalliifHUX MOBIIOMJIEHb Yy OaraTbOX BHIIQJKaX, OCOOJIMBO y MAI€HTIB i3
IYKpOBUM Jia0eToM 1-ro Tumy, HasBHICTh KETOAIM103y Oyia po3Ii3HaHa HE OJpasy, 1 JIKyBaHHS
PO3IM0YaTo i3 3aTPUMKOIO Yepe3 Te, 110 KOHIEHTpallisd IMIIOKO3U Y KpoBi Oyjia HMKUYOIO 3a PiBHI, L0
3a3BUYail OUIKYIOThCS Y BHUIAJIKY A1a0€TUYHOTO KeToanuao3y (dacto menie 250 mr/mr). CumntoMu
Ha MOMEHT OOCTEKEHHS CBIAUMIIM MPO AETiApaTaIlito 1 TSHKKUH MeTaOOIIYHMNA alua03 1 BKIYald Yy
ce0e Hy0Ty, OfOBaHHs, OUIb y J)KUBOTI, 3arajibHe HE3Ay KaHHS 1 3aUIIKY. B neskux Bumaakax Oyiu
BUSIBJICHI (DAKTOPH CXWIBHOCTI JO KETOAalMI03y, Taki SK 3MEHIICHHS [O3M 1HCYJiHY, TOCTpe
3aXBOPIOBAHHS 3 FapsAYKOI0, 3MEHILIEHHSI CIIO)KUBAHHS KaJlOpiil, XipypriuyHe BTpy4YaHHs, po3J1aau 3 00Ky
MiJIITYHKOBOI 3aJI03W, IO JAlOTh MIJACTaBH MPUITYCTUTH HEJOCTATHICTh 1HCYJIHY (HampHUKIal,
IYKpoBHH AiabeT 1-ro Tuily, HasBHICTb B aHaMHe31 MaHKpeaTuTy abo XipypriuHoro BTPy4YaHHsS Ha
MIILTYHKOBIH 3a71031), Ta 3TOBKUBAHHS aJIKOTOJIEM.

ITepen mouaTkoM 3acTocyBanHs Jiikapcebkoro 3aco0y KCII'ZIYO IlposoHr cii BpaxyBaTu HassBHICTH B
aHaMHe31 narieHTa (akTopis, 10 MOXKYTh CHPUATH PO3BUTKY KETOAIMI03Y, B TOMY YHCI1 3yMOBJICHY
OyAb-KUMHU TPUYMHAMH TTaHKPEaTUYHY HEJOCTaTHICTh 1HCYJiHY, OOMEXeHe CHOXKUBAHHA KaJopii i
3JI0B’KUBAHHS AJKOTOJIEM.

Caix po3rJIIHyTH MOKJIMBICTD TUMYACOBOIO MPUIIMHEHHs MpuiioMy jikapcekoro 3acody KCIT'IYO
[IponoHr mamieHTamu, SIKI OYIKYIOTh XipypriuHOro BTpy4aHHs (LloHaliMeHIIe 3a 3 1HI A0 #oro
MPOBEACHHS, TUB. po31ii1 «DapMaKoIOTriuHi BIaCTUBOCTI»).

Crain po3ryIsHyTH MOYJIMBICTh TPOBEJIEHHS MOHITOPUHIY PO3BUTKY KETOAlMI03y 1 THMYacoBOTO
npunuHeHHs npuiiomy Jikapcebkoro 3aco0y KCII'ITYO IIposnoHr B iHIIKMX KIIHIYHUX CHUTYalisX, I10
MOXYTh CHPOBOKYBaTH PO3BHTOK KETOAIUI03y (HANpHUKiIal, NMpH TPUBAJIOMY TOJIOJYBaHHI depe3
rocTpy XBopoOy abo B mepioA micist XipypriuHoro BTpy4yaHss). HeoOxigHO nepeKoHaTUCs B yCyHEHHI1
(bakTopiB pU3MKY PO3BUTKY KETOALUI03Y Nepe MOBTOPHUM ITOYATKOM NMPHUHOMY JIIKapchKOro 3aco0y
KCII'1YO Ilposnonr.

[ToBioMTe MaIieHTIB MPO O3HAKU KETOAIMI03Y Ta HEOOX1IHICTh NPUIMHEHHS MPUAOMY JIKapChKOTO
3aco0y KCIT'/IYO IIposoHr i HeraitHoro 3BepHEHH J10 JIiKapsl Ip1 BUHUKHEHH] TAKUX CUMITOMIB.
I"ocTpe ypaxxeHHsS HUPOK

Jlanarmni(ao3uH CIpUYMHSAE 3MEHIICHHS BHYTPIIIHBOCYIUHHOIO 00’eMy (AMB. po3ain «OcobauBoCTi
3aCTOCYBaHHA») 1 MOXE CIPUYMHHUTU TOCTpE YpakeHHS HUpoK. Hanxoawnum micnspeectpauiifHi




MOB1IOMJICHHS IIPO BUIA/IKK TOCTPOTO YPAXKEHHs HUPOK y MAI€HTIB, K1 0JIEP’KYBaJIH Aanariiio3uH,
JesiKi 13 IIUX MAalli€HTIB MOTpeOyBaIu rocmiTanizaiii Ta IpoBeACHHS Tiami3y.

Ha nmouatky 3actocyBaHHs qanariiJo3uHy MOXKE CIOCTepIraTucs MiJBUILEHHS PiBHIB KPEaTUHIHY B
CHpOBATL KpoBi Ta 3HIKEHHS po3paxyHkoBoi LIIK®. [lamieHTH NiTHHOrO BIKy Ta MHAIll€EHTH 3
NOpYLIEeHHAM (YHKIIT HUPOK MOXYTh OyTH OLIbII CXWIBHMMHU A0 IuX 3MiH. Ilepen mowyatkom
3actocyBaHHsA Jiikapcbkoro 3aco0y KCII'AYO IlposoHr ciif 3BaKUTH Ha HasBHICTH (pakTOpiB, IO
MOXYTh MPOBOKYBATH PO3BUTOK TOCTPOrO YPa)KEHHS HHUPOK, BKJIIOYAIOYM TiMOBOJIEMIIO, XPOHIYHY
HUPKOBY HEIOCTATHICTb, 3aCTiiHy cCeplLieBy HEJOCTATHICTb Ta CYIyTHE 3aCTOCYBAaHHS JIKapChKHUX
3aco0iB (aiypeTukis, iHri6iTopiB AII®D, 610karopiB peuentopis anriorenzuny-11, HI133). Moxe 6ytu
JOLIBHOI0 TUMYacoBa BiIMiHA JanariiQuio3uHy y pas3i 3MEHILICHHS NepOpPalbHOTO CIOKUBAHHS %Ki
(HampuKJIaJ, yepes rocTpy XBopoOy abo rojaoayBaHHs) a00 BTpaTH PiAWHU (Yepe3 HUTyHKOBO-KHUIIIKOBE
3aXBOPIOBaHHs a00 HaJMIpHUN BIUIMB BHCOKHUX TEMIIEpaTyp); CJiJ CHOCTEpIraTd 3a Mali€eHTaMu Ha
BUIA/IOK MOSIBU CUMITOMIB FOCTPOT0 YPaXKEHHSI HUPOK. Y pasi pO3BUTKY TOCTPOTO YpaskeHHsI HUPOK
HEOOXIJHO HeraifHO MPUIMHUTH 3aCTOCyBaHH: Jikapcbkoro 3aco0y KCII'IYO Ilpononr i po3novatu
JKyBaHHS.

Ilepen mouatkom JnikyBaHHs JikapcbkuM 3acobom KCII'ITYO IlposoHr, a TakoX HepioJudHO Micis
TOTO CJIiJT MPOBOJMTHU OLIHKY (QyHKIIT HUpOK. 3acTocyBaHHA Jikapcbkoro 3acody KCII'AYO Ilpononr

HE peKOMeHIyeThes, AKiio pIIK® cranoBuTh MeHie 45 Mi/xe/1,73 M2,
3acrocyBanns Jikapcbkoro 3aco0y KCII'IYO Ilposnonr nporunokazane nanieHtam 3 plIIK® menme

30 mu/xB/1,73 M2 (muB. posin «Crioci6 3acTocyBaHHs Ta 1031y, «IIpOTHIIOKa3aHHs», «OCOBIMBOCTI
3aCTOCYBAHHA»).

VYpocencuc i nieaoHeGput

VY micnspeecTpamiiiHuii mepio]] y mamieHTiB, sKi 3actocoByBanu iHTiOiToprm H3KTI2, y Tomy wmcmi
nanariiIo3uH, 3apEeCTPOBaHI BHUIAJKU CEPHO3HMUX 1H(EKIH CEYOBHUBITHUX MUISAXIB, B TOMY YHCII
ypocencucy 1 mienoHepuTy, MO BUMaraiu rocmitanizamii. 3actocyBanHs iHTiOiTOpiB H3KTI2
MiABHIY€ PU3NK BUHUKHEHHS 1H(eKii ceyoBuBinHUX MUIsIXiB. [lamieHTiB HEOOXITHO OOCTEXKUTH Ha
HAasBHICTh CHMNOTOMIB i1H(EKIii CEYOBHMBIIHMX NUIAXIB Ta, 3a HASBHOCTI IOKa3aHb, HETAHO
MPU3HAYUTH BiATOBIIHE JTiKYBaHHS (IUB. po3ain «I1o6iuHi peakmii»).

limoraikemis Mpy 0THOYACHOMY 3aCTOCYBaHHI 3 IHCYJIHOM Ta CTUMYJISATOPAMH CEKPeIlii iHCYIIiHY
[HCYITiH Ta CTUMYJIAITOPH CEKpelii iIHCYITiHY (HapHKIaz cyIb(OHIJICEYOBUHA), SIK BIZIOMO, CIIPHYHHSIOTH
possutok rinormikemii. KCII'JIYO IlponoHr y moegHaHHi 3 iHCYJIiHOM a00 CTUMYJISITOPOM CEKperii
1HCYJIIHY MOJKE iIBUIIUTH PU3HUK PO3BHUTKY rinoriikemii (auB. po3ain «[loGiuni peakiii»). Tomy, moo
3BECTH JI0 MIHIMYMYy PH3WK PO3BHUTKY TINOTIIIKEMii, MOXKe OyTH HEOOXiTHHM 3HHM3HUTH JIO3U 1HCYIIHY
abo cTUMyIIATOpa CEeKpellii 1HCYIIIHY TpU IXHBOMY 3aCTOCYBaHHI y KOMOIHAIIT 3 JIIKAPCHKUM 3aCO00M
KCITAYO Ilposonr (muB. po3ain «B3aemomist 3 IHIMMMH JTIKAPCHKUMH 3aco0amMu a0o 1HIN BHUIU
B3aEMO/TIN» ).

Hexpornunuii daciiit npomexknnu (ranrpena OypHee)

VY mepion micisipeecTpaniiHOro CIIOCTEPEKEHHS Y MAIIEHTIB 13 IyKPOBHM J1ia0eTOM, sIKi OTPUMYBaJIN
iriditopu H3KTI2, y Tomy wmcni mamarmipio3wH, MOBIAOMIIIOCS MPO HEKPOTHYHUH (haciiiT
npoMexuHu (TanrpeHa DypHBE), IO € PIAKICHOI, ajie CEPUO3HOI0 Ta HEOE3NMEUHOIO IS JKHUTTS
HEKPOTHYHOIO iH(EKIi€lo, sSKa BUMAara€ TEPMIHOBOTO XipypriyHOro BTpydYaHHS. Bumagku
peecTpyBalIMCs SK y KIHOK, TaKk 1 B 4YOJOBIKiB. Cepio3HI HACTIKH BKIIOYAINA TOCIITAII3AIIIO,
OaraTokparHi oreparii Ta CMepTb.

[MamienTis, sixi orpumytoTs KCII'IY O IlposoHr, ciix 00CTeXUTH Ha HAsIBHICTh HEKPOTHYHOTO (acIiiTy
y pasi BUHUKHEHHs 00110 a00 XBOPOOIMBOI YYTIMBOCTI, epuTeMH a00 HAOPSKY B AUISHII CTaTEBUX
OpTraHiB 1 MPOMEKMHH Ta 32 HABHOCTI JJMXOMAaHKH a00 3arajbHOTO HE3AyKaHHA. Y pa3si Migo3pH CIij
HETaifHO PO3IMOYaTH JIIKYBaHHS aHTHO10THKaMH MIMPOKOTO CIIEKTpa il Ta, IKII0 He0OXiTHO, IIPOBECTH
Xipypriuny oOpoOKy. Y mpoMy pasi cIiJ NMPUMHMHUTH JIiKyBaHHs JikapchkuMm 3acobom KCIT'JITYO




[IpomnoHr, peTenbHO KOHTPOIIOBATH PIBEHB TJIIOKO3HM B KPOBI Ta MPU3HAUUTH aTbTEPHATUBHY TEPaIIito
JUTS TJTIKEMIYHOTO KOHTPOJTIO.
KonuenTpariii Bitaminy B,

[1ix yac KOHTPOJILOBAHUX KJIIHIYHUX JOCHIIKEHb 3aCTOCYBaHHS METQOPMIiHY, 110 TPUBAIU MPOTATOM
29 TxHIB, MprOIN3HO y 7 % MAallleHTIB CIIOCTepiraiocs 3MEHIIEHHS PiBHIB BiTaMiny B, y cupoBartii

KPOB1 HM)KYE HOPMH, 1[0 HE CYHNPOBOKYBAJIOCS KOJHUMH KITHIYHUMH NposBaMu. Take 3HMUKEHHS,
HMOBIpHO, 3yMOBJIEHE BIJTHBOM KOMIUIEKCY «BiTaMiH B,-BHyTpimHil (akrop Kactna» Ha abcopOiiro
BiTaMiHy B, MOXe CynpoBOAKYBAaTUCS aHEMIELO, ajie MPH MPUIIMHEHH] 3aCTOCYBaHHS MET(QOPMIHY
abo mpu Mpu3HAYCHHI BiTaMiHy B{) JOCUTH IMIBUAKO 3HUKAE. Y NESKHX MAaIi€HTIB (13 HEAOCTATHIM
piBHEM CHOXKMBaHHS a00 3aCBO€HHS BiTaMiHy B, UM Kajbllil0) CIOCTEPIra€ThCsl CXWIBHICTH 0
3HWKEHHS pIBHIB BiTamiHy Bj, Hk4e HOopMu. HeoOXimHO IMIOPIYHO TPOBOAMTU OLIHKY
reMaToJIOTYHUX apaMeTpiB Ta KOxkHI 2—3 poKU BHU3HAYaTH PiBHI BiTaMiHy B, 11 KOHTpOIIO Oy/ib-
SKHX BIIXWICHb y TAILI€HTIB, sIKi OTPUMYIOTH JiKyBaHHS JikapchkuM 3acobom KCIT'IYO Ilpononr
(muB. po3nin «[1ob6iuHi peakmiin).

['puOKoBi iH(deKIii cTaTeBUX OpraHis

3acrocyBaHHS Aanariiuio3nHy 30UTBIIyE PU3UK PO3BUTKY T'PHOKOBUX iH(EKIil CTaTeBUX OpraHiB.
[TamieHTH 3 HasBHICTIO B aHaMHe31 TPUOKOBUX iH(EKil cTaTeBUX OpraHiB Oynu OUIBII CXHMIIBHI 10
PO3BHUTKY TPHOKOBUX iH(EKIIIH cTaTeBUX OpraHiB (IuB. po3ain «I1o6iuni peakii»).

PexomeH10BaHMIT MOHITOPHHT 1 IPOBEICHHS HAJIKHOTO JTIKYBaHHSI.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooi0.

BaritHicTh

Kopotkuii onuc pusuky

Ha mincraBi naHUX AOCIIPKEHb HA TBAPHHAX, PE3YJIBTATH SIKUX BKa3YIOTh Ha MOOIYHY /110 3 00KY HUPOK,
nikapebkuii 3aci6 KCIIAY O I1posioHr He peKOMEHIYEThCS 3aCTOCOBYBATH 111 Yac JPYToro Ta TPEThOTro
TPUMECTPIB BariTHOCTI.

OOMexeHHX TaHKUX MI0/I0 3aCTOCyBaHHs Tikapchkoro 3acooy KCII'IY O Iposnonr abo namarmidao3uny
BariTHUM JKiHKaM HEIOCTaTHHO, MO0 BU3HAYMTH PHU3UK CEPHO3HMUX BPOUKEHUX BaJ PO3BUTKY abo
BUKH/IHIB, TIOB’SI3aHUX 13 3aCTOCYBAHHSM JIIKAPCHKOTO 3ac00y. B omy0OikoBaHMX JaHUX JOCIIIKEHb
3aCTOCYBaHHS MET(OPMIHY ITiJT YaC BariTHOCTI HE MOBIAOMIISETHCS PO YITKUH 3B’ SI30K 3aCTOCYBaHHS
MeT(HOPMiHY 3 PH3UKOM CEPHO3HUX BPOKEHUX BaJl PO3BUTKY a00 BUKUIHIB (IUB. «JlaHi JOCTIIKEHBY ).
IcHyrOTh pHU3UKHM I MaTepi Ta TUIOAA, IO OB’ s3aHi 3 HEHAJIICKHUM KOHTPOJIEM IyKPOBOTO J1ia0eTy
IiJ] 9ac BariTHOCTI (quB. «OIiHKA KITIHIYHOT KAPTHHNY).

VY nmochipKeHHSX Ha TBapHHAX MpPHU BCIX PIBHAX J03yBaHb BiIMivaiucs Taki MOOIYHI sSBUIIA, SIK
PO3MIUPEHHS HUPKOBOI MUCKH Ta TyOYJISIpHI JUIaTaii, ki OyJiy He MOBHICTIO 000POTHI, y IIypiB, IKUM
BBOJWIN Janarii)Jio3WH Il 9ac PO3BUTKY HUPOK, IO BIAMOBITAE Mi3HROMY IEPIOLy IPYroro Ta
TPETHOT'O TPUMECTPIB BariTHOCTI y JIIOJUHH; HaiMEHIIIA 1032 BiJIOBiIaia eKCIo3ullii, mo y 15 pa3is
nepeBuILye Taky rnpu 1031 10 mr (nuB. «JlaHi JOCITIHKEHBY).

[Tporuo3oBaHuii pU3NK BUHUKHEHHS TSHXKKUX BPO/DKEHUX BaJl PO3BUTKY CTaHOBUTH 6—10 % y KiHOK i3
MperecTaIitHiM IyKpoBUM niadetoM i3 piBHeM HbAlc Ginbire 7 % i1 moBimoMisiBes Ha piBHI 10 20—
25 % y xinok i3 piBaeM HbAlc Ginbme 10 %. IIporHo3oBaHmMil pU3UK BUKUIHIB y 3a3HAYCHIN TpyIi
narienTok HeBigomuii. 3aramom y CIIA npu KIiHIYHO MiATBEPPKEHUX BariTHOCTSAX MPOTHO30BAHUI
PU3UK BUHUKHEHHS TSDKKUX BPOJUKCHUX BaJl PO3BUTKY Ta BUKHUIHIB CTaHOBUTH 2—4 % i 15-20 %
BiJITIOBITHO.

OriHka KIiHIYHOI KAPTHHH

Puszux ons mamepi ma/abo po3sumky emOpiona ma niooa, nos si3aHull i3 3aX60PHGAHHIM
HenoctatHh0 KOHTPOJILOBAaHMN I[yKpOBHIA [iaOeT MiJ Yac BariTHOCTI 30UIBIIyE PU3UK PO3BHTKY
N1a0eTUIHOTO KeTOAIUI03Y y MaTepi, MpeeKIaMIICii, CIOHTAaHHUX BUKHJIHIB, TEpeI4acHHX IMOJIOTIB Ta
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YCKJIQAHEHb TpU mojioraXx. HemocTaTHhO KOHTPOJIBOBAHWHM I[yKpOBMH miabeT miA yac BariTHOCTI
301IbIIIy€ PU3MK BUHUKHEHHS TSKKUX BPOJDKEHUX BaJ PO3BHUTKY Y IUIO/A, MEPTBOHAPOIKEHHS Ta
3aXBOPIOBAHOCTI, ITOB’A3aHOT 3 MAKPOCOMIEIO.

JlaHi JOCIi/DKEHb

Jani, ompumani nio yac 00cnioHceHsb 3a yuacmio aroetl

B ony6iikoBaHUX JaHUX MiCSAPEECTPaALifHUX TOCITIIKEHb HE TOB1IOMIISIETHCS PO YITKHM 3B’ I30K MIXK
METQOPMIHOM Ta CEpHO3HHUMM BpPOKEHHMMHU BaJaMH PO3BUTKY, BUKUIHSIMHU a00 HeOaXaHUMHU
HaCJJKaMH JUIi MaTepHUHCHKOIO OpraHizMy abo mioja y pasi 3acTOCyBaHHA MET(QOPMIiHY MiJ yac
BariTHocTi. O/1HaK 32 pe3yIbTaTaMH LUX JOCTIKEHb HEMOXIIMBO OIHO3HAYHO BCTAHOBUTH Bi/ICYTHICTh
OyAb-SKOTO PU3HKY, ITOB’S3aHOTO 13 3aCTOCYBaHHAM MeT(OpPMiHY, Uepe3 METOAOIOTIYHI 0OMEKEHHS,
30KpeMa HEBEJIHMKHM 0OcsIr BUOIPKH Ta HEBIIMOBIIHICTH TPyIlaM 3aCTOCYBaHHA JIIKAPCHKOTO 3aco0y
MOPIBHSHHSL.

Hani oocnioxcenv na meapunax

Hanaenigpnosun

VY nochiKeHHI 3aCTOCYBaHHS Janariiduio3uHy Oe3mnocepeiHbo IOBEHUIBHMM Imypam 3 21 mo 90
MOCTHATAJIBHUN JIeHb y f03ax 1, 15 abo 75 Mr/kr/no0y moBiAoMIIsIOCs PO 30UIBLICHHS MaCH HUPKU
Ta MiJABUIIEHHSA YacTOTH PO3IIMPEHHS HUPKOBOI MUCKU Ta TYOYJSIpHUX JUIATaliid MpH BCIX PIBHIX
no3yBaHb. PiBeHb eKCHO3ULIT y HalMeHIIi qocmipKyBaHiil 1031 y 15 pa3iB nepeBulllyBaB Taky MpU
kJiH1uHI# 7031 10 mMr (Ha ocHoBI nanux AUC). Po3mupenHss HUPKOBOI MUCKHM 1 TYOyJISpHI AujaTanii,
110 CHIOCTEPIrajucs y IOBEHUIbHUX TBAPUH, IPOTITrOM MPUOIU3HO 1-MICSYHOTO MEpioay MOBHICTIO HE
BiTHOBJIFOBAJIUCSI.

VY nociikeHHI IpeHaTaaIbHOr0 Ta MOCTHATAIBHOTO PO3BUTKY Janarii(io3uH BBOAUIN CaMKaM LIypiB
3 6-ro o 21-ii neHp nepiofy nakramii B 1o3ax 1, 15 a6o 75 mr/kr/no0y, a mOTOMCTBO OIOCEPEIKOBAHO
3a3HaJI0 BIUIMBY JIKapChKOTO 3ac00y MiJ] 4aC 8HYMPIiuHb0YMpoOHO20 po36UmMK) 1 IPOTATOM JaKTaLlli.
301IbIIECHHS 3aXBOPIOBAHOCTI a00 CTYMEHS TSXKKOCTI PO3IIUPEHHS HUPKOBOI MUCKHU CIIOCTepiraiacs y
21-AeHHOTO MOTOMCTBA, SIKE 3a3HANO JIKyBaHHS B 031 75 Mr/Kr/go0y (ekcmosuiii nanariidao3uHy
y MarepiB 1 moTomMcTBa Oynu BiAnoBiaHO B 1415 pazis i 137 pa3iB BUIIUMH 3a TaKi y JIOAWHU TPU
kiiHigHIN 1031 10 mr, 32 ganumu AUC). Jlo303aexHe 3HIKEHHS MacH Tijla TOTOMCTBA CIIOCTEPIranocs
IIpH 033X, 110 B 29 abo Oinbiire pa3iB nepeBuilyBanu KiiHiuHy 103y 10 mr (3a nanumu AUC). XKogaux
no0iYHUX e(eKTiB 3a KIHIEBUMHU Pe3yJbTaTaMH PO3BUTKY IpH 7031 1 Mr/kr/noly He BinMmivanocs (y
no3i, mo B 19 paziB mepesuirye kiniHiyHy 103y 10 mr, 3a ganumu AUC). Taki HacnigKd BHHHUKAIA
i Yac eKCHO3ULIi JiKapchKOro 3aco0y B MepioJl pO3BUTKY HUPOK Y LIYpiB, IO BIANOBIAAE MI3HBOMY
nepiofy Apyroro Ta TpeTbOro TPUMECTPIB PO3BUTKY IUIONA Y JIIOIUHH.

VY pociikeHHAX —eMOpiodeTanbHOro BHYTPIIIHBOYTPOOHOTO PO3BUTKY IIypiB Ta KPOJIB
nanariaiJao3uH BBOJWJIM TPOTATOM MEpiofy OpraHoreHe3y, IO BiANOBIJA€ MEPIIOMY TPUMECTPY
BariTHOCTI y JIOAMHU. Y IIypiB Hanarii(ao3uH He YUHHUB Hi eMOpiojeTanbHOl, Hi TepaTOreHHol aii y
nozax 1o 75 mr/kr/no0y (umo 3a manumu AUC y 1441 pasiB mepeBullye KiIiHIYHY 103y 10 Mmr).
Jlo303a5eXHUI BIUIMB Ha IJIOAH LIypiB (CTPYKTYPHI aHOMAIi Ta 3HMXKEHHSI MacH Tij1a) BAHUKAB JIMILE
IIPpU BUCOKHX J03aX, L0 JOpiBHIOBaJIK abo mepesuiyBanu 150 mr/kr (mo 3a ganumu AUC y 2344
pas3u nepeBuilye KiIiHiuHy 103y 10 mr). Takuii BIUIMB acoliroBaBCs 3 TOKCUYHOIO €10 IpenapaTy Ha
MaTepUHCHbKHUM oprani3Mm. JKoJHOro TOKCHYHOTO BIUIMBY Ha BHYTPIIIHBOYTPOOHUI PO3BUTOK KPOJiB
npu go3ax 10 180 mr/kr/mo0y (1o 3a manumu AUC y 1191 pa3 nepeBuinye kiiniuny g03y 10 mr) He
criocTepiraiocs.

Memdopminy 2iopoxiopuo

MetdopMiHy T1IpOXIOPH HE BUSBIISAB HECIPUATIMBOTO BIUTMBY HA PO3BUTOK IJI0/[a Y BariTHUX LIypiB
ninii Copar-Zloyni Ta kpoutiB y 1031 10 600 Mr/kr/no0y B nepioq opranorenesy. Lle craHOBUTH piBeHb
eKCHO3HuLi, o y 2—6 pa3iB mepeBHIly€e Takui Npu KiIiHiuHINA 1031 2000 Mr 3 ypaxyBaHHAM IUIOLI




noBepxHi Tina (Mr/mM2) s mypiB Ta KpOMiB BiAmOBimHO. Bu3HAuYEHHS BHYTPIMIHHOYTPOOHHX
KOHIIEHTpAIlil JEMOHCTPYBaJO YaCTKOBHI IJIAICHTapHUH Oap’ep st MeTopminy.

I'onyBaHHA rpy o

KopoTtkuii onuc pusuxky

Hotenep Hemae iHopmanii mpo HasBHICTH Jjikapcekoro 3acody KCII'IYO Ilpomonr a6o
nanariaidio3uHy B TPYJHOMY MOJIOII JIFOJWHU, TIPO iXHIM BIUTMB Ha HEMOBIIAT, IO 3HAXOMATHCS HA
IpyIHOMY BHT'OJJOBYBaHHi, 200 PO BIUIMB HA MPOyKYBaHHS MOJIOKA.

OOMexeHi JaHi OmyOJIKOBaHMUX pPE3yNbTaTiB JOCHIIKEHb CBITYaTh MPO HASBHICTH MET(HOPMiHY B
MoJoni JroauHu (nuB. «/lani nocnimkens»). OaHaK MOKH 10 HEAOCTATHRO 1H(OpPMAILIii 00 BIUIUBY
MET(QOpPMIHY Ha HEMOBJAT, IO 3HAXOIATHCS HA TPYAHOMY BHUTOJOBYBAaHHI, Ta HEMa€ JOCTYIHOI
iHpopManii moao BriIMBY MeT)OpMiHy Ha MPOAYKyBaHHS Mojoka. lamarmiiao3un OyB HasBHUN y
rpyaHoMy Modomi 1mypiB (auB. «[lani mocmimkenb»). OnHak depe3 BUAOCHEIUGIYHI BIIMIHHOCTI Y
¢iziosorii TakTamii KIiHIYHA 3HAYUMICTh IIUX JaHUX HE € 0JTHO3HAYHO. OCKUTLKH TO3PiBaHHS HUPOK
JIIOAMHU BiIOYBA€ThCS BHYTPIIIHBOYTPOOHO (in utero) Ta MPOTATOM MEPIINX 2 POKiB KHUTTS, B IEPio]
MO>KJIMBOTO BIUIMBY TPYIHOTO TOAYBaHHs Ha OpraHi3M, MOke OyTH HassBHUM pU3UK [T HUPOK JIFOAMHH,
110 PO3BUBAIOTHCS.

Yepe3 MOTEHUIHHO cepilo3HI MOOIUHI peakiii y HEMOBIAT, IIO 3HAXOIATHCS HA TPYJAHOMY
BUTOZIOBYBaHHI, XIHKaM PEKOMEHJYEThCS HE TOAYBAaTH TPYJUIIO MiJ Yac 3aCTOCYBAaHHS JIKapChKOTO
3aco0y KCIT'/IYO IlIpomoHnr.

JlaHi J0CIIiDKEHb

Janaenigpnosun

Hanarmi¢ino3us O0yB HassBHUN y MOJIOLI IIypiB y CHiBBIJHOIICHHI MoyIoko/ma3ma 0,49, mo cBiqunuTh
PO T€, 10 JAanarii¢io3uH Ta Horo MeTadoIIiTH MOTPAIUIAIOTh Y MOJIOKO B KOHIIEHTpAIIii, IKa CTAHOBUTh
npubimsno 50 % Bix KoHUEHTpalii B miaa3mi MaTtepi. Y IOBEHUIBHUX IypiB, IO 3a3HAJU MPSIMOTO
BIUIMBY Janarii(io3uny, HassBHUNA PU3KK OPYIICHHS PO3BUTKY HUPOK (PO3IIUPEHHS HUPKOBOT MUCKH
1 TyOynApHi qunaTanii) mija gac 03piBaHHS.

Memdopminy ciopoxiopuo

OnyOmikoBaHI pe3ysbTaTH KIIHIYHUX JOCTIDKEHh B TEpiOf JakTalii BKa3ylOTh Ha HAsBHICTh
METQOPMIHY Yy MOJOLI JIFOJUHM, IO MPHU3BOIUTH OO BIUIMBY HAa HEMOBIST 103, SKI MPHOIM3HO
cranoBisTh 0,11-1 % Big MaTepWHCHKOI 103U, CKOPUTOBAaHOI 3a MacO Tijia; CIiBBITHOIICHHS
KOHIeHTpalid Merdopminy y wmojomi/mazmi B Mmexax 0,13—1. Omnak nochipkeHHS HE Oynun
MPU3HAYCHI JJIsI TOYHOT'O BCTAHOBJICHHS PU3HKY 3aCTOCYBaHHS MET(OPMIHY ITiJ] 4ac rolyBaHHS TPy ITIO
Yyepe3 HeBENUKUI 00csar BUOIpKU Ta 0OMEKEHICTh TaHUX 1010 HeOaKaHUX SBHUII, SKI CIIOCTEPIraIucs
Y HEMOBIIAT.

3acTocyBaHHS KIHKaM Ta Y0JIOBIKAM PEIPOJTYKTUBHOIO BiKYy

Heo06xigHO 00roBOpIOBATH 3 KiHKAMH Y MIEPEIMEHONAY3aTIbHOMY MIEPi0/1i MOXKIIMBICTD HE3aIUTAHOBAHOT
BariTHOCTI, OCKUIbKH Tepamiss MeT(GOpPMIHOM MOXE NPU3BECTH A0 OBYJAMIl y AEAKHX KIHOK i3
BiJICYTHICTIO OBYJISIIIT.

30amnicms enausamu Ha WEUOKICMb peakyii npu KepyeawHi a8MOMpPAHCNOpmMoM abo HWUMU
MexauizMamu.

Hanarmi¢o3in 1 MeT(opMiH He BIUIMBAIOTh a00 YMHSATH HE3HAUYHWH BIUIMB Ha 3[aTHICTh KEPYBaTH
TPAHCIIOPTHUMH 3acOo0aMHU Ta MeXaHi3MaMmu. SIKmo mamarmidIio3uH 3acTOCOBYIOTH Y KOMOIHAIT 3
CyIb(OHIICEYOBUHOIO 200 1HCYIIHOM, CJIiJ] IONEPEAUTH MALIE€HTIB PO PU3HUK PO3BUTKY TiMOTITIKEMIi.
Cnoci6 3acmocysannsa ma 0o3u.

Ilepen 3acTocyBannsaM Jdikapcbkoro 3acody KCIIAYO Ilposaonr

*  HeoOxinHo oniHoBaTH (YHKIII0 HUIPOK Iepe MOYaTKoM Tepaii gikapcskum 3acobom KCIIIYO
[Tpononr i mepioanyHo Hagaui (AuB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHSD).
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. VY maui€eHTiB 31 3MEHIIEHUM 00’ €MOM MIDKXKJIITUHHOI P1IMHU HEOOX1IHO BIIKOPUTYBATH Liei cTaH
70 moyatKy 3actocyBaHHs Jikapcbkoro 3acody KCII'ITYO Ilposnonr (aus. posainu «OcobauBocTi
3aCTOCYBaHHA» Ta «3aCTOCYBAaHHs OCOOJMBUM IpyIaM MAI[IEHTIBY).

PexomeHngoBaHe 103yBaHHHA

+ Jlikapcekuit 3aci6 KCII'IYO IIpononr ciij npuitMaté oAuH pa3 Ha 100y, BpaHlli, Mij 4ac iau.

» Tabnerku nikapcbkoro 3aco0y KCII'IYO IlposnoHr ciifi KOBTaTH LITUMH, HE TOAPiOHIOBATH, HE
pO37aMyBaTH 1 HEe PO3XKOBYBAaTH. [HO/I HEAaKTHBHI KOMIOHEHTH Jikapcbkoro 3acody KCII'IYO
ITposoHr BUBOAUTUMYTHCS 3 KAJIOM Y BUIVISLII M SIKOT T1IpaTOBaHOI MacH, 110 MOXKE HaraJyBaTu
TabJIeTKy.

* ITouatkoBy no3y Jsikapcbkoro 3aco0y KCII'IYO Ilposonr HeoOxinHO miaOupaTH iHIUBIAyalbHO,
BPaxOBYIOUH [TOTOYHE JIIKYBaHHSI MAI[i€HTA.

* [I{o0 mokpamuTH IIIiKeMIYHUI KOHTPOJb JUIsl MAI€HTIB, SIKI IIe HE MpUMaIu nanarmi(io3uH,
pEeKOMEHI0BaHa IM0YaTKOBa J103a JAanariiao3uHy CTaHOBUTh 5 MI' OJJMH pa3 Ha 100y .

* PexomeHgoBaHa 1032 Janariiiao3uHy ISl 3HIDKEHHS PU3MKY TOCHITaii3alii mpu cepuesii
HE/I0CTAaTHOCTI CTaHOBUTH 10 MI OMH pa3 Ha 100y.

 Jlo3y JiKapchKoro 3aco0y MOKHA KOPUTYBAaTH BiJIOBITHO A0 €(pEeKTHUBHOCTI Ta MEPEHOCUMOCTI
JKapChKOro 3aco0y, He MEPEBUIILYIOUYH IPU IbOMY MAaKCHUMaJIbHY PEKOMEH/I0BaHy 1000BY 103y
10 mr ms nanarmiguosuny i 2000 mr ans MeThopMiHy T1IPOXIOPHULY.

* Ilepen noyarkom aikyBaHHs JikapcbkuM 3acoboM KCII'IY O IlposoHr namieHTH, sKi IpUHMaOTh
BEUIpHIO /103y MeT(HOPMiHY MOAOBKEHOT J1ii, MTOBUHHI MPOMYCTUTH MPUHOM OCTaHHBOI JO3H.

Tayienmu 3 nopyuieHHaAM QYHKYii HUPOK
3acrocyBanHs Jikapcbkoro 3aco0y KCII'AYO IIponoHr nmpoTHokazaHe namieHTam i3 po3paxoBaHOO

mBHAKICTIO Ki1y6oukoBoi Qimerpaumii (pIIK®) wmenme 30 wmu/xs/1,73 M2 (muB. po3minu
«[Iporunokaszanusy, «Oco0IMBOCTI 3aCTOCYBAaHHS», «3aCTOCYBaHHS OCOOJIMBHUM IpyTIaM MAalli€HTIBY).
Hemae neoOximHoCTI KopuryBatu 103y Jikapcekoro 3aco0y KCIIAYO IlponoHr mjas maimi€eHTiB 3
pILIK®, 1o mepesutye ado gopisuioe 45 min/xe/1,73 M2,

He pexomenmyethcs 3actocoByBaru Jikapcekuii 3aci6 KCICAYO Ilpononr mamientam i3 plIIK®

Mennre 45 mi/xs/1,73 M2,

IIpununenns 3acmocy8anHs JiKApcbKoeo 3acoby uepe3 NpoedeHHs 00CmedCceHb i3 3aCmOCY8AHHAM
1l0008AHUX KOHMPACMHUX PEYOBUH

[TamienTam, sSIKi MalOTh B aHAMHE31 3aXBOPIOBAHHS MEUIHKH, aJIKOrOJIi3M ab0 ceplieBy HEIOCTAaTHICTb,
Ta TAalli€eHTaM, SKUM OyIyThb BBOJUTH WHOJOBaHI KOHTPACTHI PEYOBHHU BHYTPIIIHBOAPTEPIATBHO,
HeoOxigHo mnpunuHuTH 3actocyBanHid KCII'IYO IlponmoHr Ha dYac MpOBEACHHS MpPOIEIypH
00CTeXEeHHS, 10 Iepedavyae BBeIeHHs HOA0BaHMX KOHTPACTHUX PEYOBHH, a00 10 Hel. Uepes 48 roaun
micis mpornenypu ciig noBropHo omiauTH pLIK®; skmo ¢yHKHis HUPOK BUSBUTHCA CTaOLIBHOIO,
3actocyBanHsa KCII'JITYO [IponoHT MokHa MOHOBUTH (AMB. po31isl «OCOOIMBOCTI 3aCTOCYBAHHS).

3acTocyBaHHsI 0COOTMBMM IpynaM NanieHTIB

THayienmu nimnvo2o 8iKy

Hemae HeoOXimHOCTI y 3MiHI peXuMy A03yBaHHs Jikapchkoro 3acody KCII'IYO Ilpononr mis
MAIEHTIB 3aJIeKHO BiJl BiKy. PexkoMeHmyeTbcs OUTBIN YacTO MPOBOJUTH OIIHKY (DYHKII HHPOK Y
MAIIEHTIB JIITHBOTO BIKY.

Janaenigpnosun

B o0’ennaniii Tpymi mamieHTiB, siki Opamu y4acte y 21 TOABIHHO CHiNOMY KOHTPOJIHOBAHOMY
KIIIHIYHOMY JIOCIIJKEHHI 3 OLIHKHA €()eKTHBHOCTI 3aCTOCYBaHHS Aanarii)io3uHy Ijs MOKpaIIeHHS



IJIIKEMIYHOTO KOHTpOJo, 3arajgoM 1424 (24 %) 3 5936 naiieHTiB, sfKi OTpUMYBald JIKyBaHHS
nanariido3nHoM, Oynu BikoM Bif 65 pokis, a 207 (3,5 %) mamieHTiB Malu BiK 75 pOKiB Ta cTapiie.
ITicna npoBeieHHsI MOHITOPUHTY 3a piBHEM HUPKOBOI GyHKLIi (pILIK®D) 6yB 3pobiaeHnii BUCHOBOK, 1110
e(EeKTHBHICTh 3aCTOCYBaHHS JIKapChKOT0 3ac00y MallieHTaMH BIKOM /10 65 POKIB 1 Mali€eHTaMU OHAJ
65 pokiB Oyya cX0Xko010. Y MalieHTiB BIKOM > 65 poKiB M0O1YHI peakiii y BUTJIs1 ToTeH31i BAHUKIIU Y
OLTBIIIOrO BiICOTKA THX, KOTO JIIKYBAJIX Aanariiao3uHoM (IUB. po3ain « OcoOIMBOCTI 3aCTOCYBAHHS
Ta «ITo0iuHi peakmii».

Memdopminy 2iopoxiopuo

KoHTponboBaHi KJIiHIYHI JOCHIKEHHsS 3acTOCYBaHHS MeT(GOpPMiHY He mependadaind J0CTaTHbOT
KUTBKOCTI TAIIEHTIB JITHHOTO BiKy, 100 BU3HAYWUTH, YHM BIAMOBiIb HA 3aCTOCYBAHHS JIKApCHKOTO
3aco0y y Mali€HTIB JITHHOTO BiKY BiIPi3HAETHCS Bij BIANOBII Y Malli€EHTIB MOJIOALIOTO BiKy. 3araiom
703y JUIsl JITHIX MaLi€HTIB CHiA MiAOUpaTH 3 0OEpEeKHICTIO, MOYMHAIOUM 3 HMKHBOTO 3HAYEHHS
JianasoHy /103, 3 OTJIsy Ha OUTbIITY 4acTOTY MOTipiIeHHs (QYHKIUIT NeuiHKU, HUPOK abo ceplis, a TaKoX
HasBHICTh CYMYyTHIX 3aXBOPIOBaHb a00 3aCTOCYBAHHS 1HIIMX JIIKAPCHKHUX 3aCO0IB Ta OLIbII BUCOKUI
PHU3UK PO3BUTKY JIakTOAaUUAo3y. [lalieHTaM JITHBOTO BiKYy pPEKOMEHJOBaHa OLIbII 4YacTa OIliHKa
¢byHKUi{ HUPOK (IUB. po3ain «OcOOIUBOCTI 3aCTOCYBAHHS).

Topywenna ¢pyukyii Hupok

Hanaenigpnosun

3acrocyBanHs ganariiduo3uny He pekoMeHayeThes, Ko pIIIK® cranoBuTh MeHIIe 45 mit/xB/1,73 M2
(muB. po3aimu «Crocib 3acTocyBaHHs Ta M03u» Ta «OCOONIMBOCTI 3aCTOCYBAaHHS») 1 IPOTUIIOKA3aHE

NaieHTaM i3 HEPKOBOK HEJOCTATHICTIO Tsmkkoro crymens (pIIIK® menmre 30 mu/xs/1,73 M2) aGo
TEPMIHAIBHOIO CTAII€I0 XBOPOOH HUPOK (IUB. po3ain «I[IpoTumnoka3zanHs»).

3actocyBaHHs Hanariaiio3MHy BUBYAJIOCS Y JBOX JOCTIDKEHHSX TIIIKEMIYHOTO KOHTPOJIO, SIKi
BKJTIOYAJI TAIIEHTIB 13 TOpyHIeHHsAM (yHKIii HUpok momipHoro ctymneHs (plUK® Big 45 mo

60 mi/xs/1,73 M2 Ta pIIK® Bix 30 10 60 mu/xs/1,73 m?). IIpodins Gesmekn mamarmidrosnuny B

namieHTiB 13 pLLIK® Big 45 o 60 ma/xs/1,73 M2 OYB CXOKHI 3 TAKMM B 3arajibHIi MOMYJIALII Mali€eHTiB
13 IyKpPOBHM J1a0eTOM 2-TO THITYy. X04a B TAII€HTIB TPYIH 3aCTOCYBaHHS anariidao3uHy BIIMIYaI0Cs
sHmwkeHHs pIIK® mopiBHsHO 3 rpymnoro 3actocyBaHHs miane6o, pIIIK® 3a3Buuaii moBepranacs 10
BHXIJIHUX 3HAYCHb IICJIsI MIPUIMHEHHS JIIKYBaHHS. Y TAIIE€HTIB 13 MOPYIICHHSIM (YHKIIT HUPOK, SKi
NpUAMalOTh Janarmidiao3uH s TIIKEMIYHOTO KOHTPOJIO, BIAMIYAEThCS BHUIA WMOBIPHICTh
BUHUKHEHHS apTepiaibHOi IIOTEH31i Ta PU3UK TOCTPOro ypaXKeHHsI HUPOK. Y JOCTIIKEHH1 3a y4acTIO

nauientis i3 pILIK® Bix 30 1o 60 mi/x8/1,73 M2 y 13 mamuieHTiB, sKi OTpUMyBaIM JanariidIo3us,
CIIOCTEpirajucs MepeJoMU KICTOK TOPIBHSAHO 3 BIJCYTHICTIO NEpEJIOMIB Yy THX TMAaIl€HTIB, SKi
OTpUMYBaJIU M1a1e0o0.

Memdopminy 2iopoxniopuo

MetdopMiH 3HAYHOIO MIpPOIO BHUBOJAUTHCS HUPKAMM, TOMY pPHM3MK HAaKOINHMUYEHHS MeT(HOpMiHY B
OpraHizMi 3pocTae 31 30UIBIIEHHAM TSDKKOCTI MOPYIIEHHs PYHKIIT HUPOK. 3aCTOCYBaHHS JIKApChKOTO
3aco0y KCII'IYO IIposoHr npoTUIOKa3aHe NpU HUPKOBIH HEJOCTAaTHOCTI TSKKOTO CTYIIEHS,

NaLieHTaM i3 PO3PAXOBAHO0 MBUAKICTIO KIy60uKoBoi (insrpauii (pILIK®D) Menme 30 m/xs/1,73 M2
(muB. pozainu «Crioci0 3acTocyBaHHs Ta 103W», «IIpoTunokasanus», «OcoOIMBOCTI 3aCTOCYBAHHS) Ta
«®DapMaKoJIOTi4HI BIACTUBOCTI»).

Topywenns @yuxyii newinku

3acTocyBaHHs MeT(HOPMiHY Hali€HTaM 13 MOPYLICHHAMH (PYHKIIT MeYiHKH OyJI0 MOB’S3aHO 13 JESIKUMHU
BunaakamMu MmosouHokucioro anuaosy. KCIIAYO IIponoHr He peKkoMEeHJOBaHMN MalieHTaM i3
nopymeHHsIMHI QyHKIIT nediHku (AuB. po3ain « OCOOIUBOCTI 3aCTOCYBAHHS).
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Himu.

besneka Ta edexTuBHICTh 3acTocyBaHHA Jikapcbkoro 3aco0y KCII'AYO Ilpononr nmemiaTpuuHum
narieHTam (BikoM 70 18 pokiB) He BCTaHOBJICHI.

Ilepedosyeanns.

Hanaenigpnosun

[Tin yac KIHIYHMX JOCHIIKEHb Janariipio3uHy S>KOAHMX TMOBIJOMIIEHH MPO MEpPEea03yBaHHS
nanariiI03MHOM He HaAXoIuIo. Y pa3i nepeo3yBaHHs He0OX1IHO 3BEPHYTHCS 10 TOKCUKOJIOTIYHOTO
neHTpy. Takox IouibHUM OyJie MPOBEJCHHS MiATPUMYBAJIBHUX 3aXO[IB 3aJI€KHO BiJl KJIIHIYHOTO
CTaHy nanieHrta. BuBenenHs nanarmigao3uHy 3a JOMOMOIOI0 T'eMoliaii3y He BUBUAIOCS.
Memdopminy 2iopoxiopuo

Bynu 3apeectpoBaHi BUMAIKu NepeAo3yBaHHS MeT(OPMiHY TiIpPOXJIOpHAY, 30KpeMa 3acTOCYBaHHS
JiKapcbKoro 3aco0y B 703ax > 50 r. IIpo po3BUTOK JaKTOAIMI03Y MOBIIOMIISIIOCS NMPUOIM3HO B 32%
BUMAJIKIB Mepeno3yBaHHs MeTGopMiHy (auB. po3aunr «OcoOIUBOCTI 3aCTOCYBaHHA»). MeTdopMmiH
MiJIaeThCs Iiani3y 3 KiipeHcoM a0 170 Mi/XB 32 YMOB HaJeKHOT reMOJUHAMIKUA. TakuM YUHOM, s
NAIEHTIB, Y AKUX Mi03PIOETHCS NEpeao3yBaHHs MeT(HOpMiHy, TeMoiiani3 Moxe OyTH KOPUCHUM IS
BUBEICHHS HAKOITMYEHOTO JIKapChKOTO0 3ac00y.

Ho6iuni peaxuii.

Jani KJIiHIYHUX T0CTiTKEHb

OCKUIBKM KIJIIHIYHI BUNPOOYBaHHS MPOBOJATHCS B PI3HUX YMOBaX, TO YaCTOTY MOOIYHMX peakilii, 110
CIIOCTEPIraeThCsl B KIIHIYHUX BUIPOOYBAHHSAX KOHKPETHOTO JIIKApChKOTO 3aco0y, HE MOXKHA
6e3nocepeIHbO MOPIBHATH 3 YAaCTOTAMHU B KJIIHIYHMX BHUIPOOYBAHHSAX IHIIMX JIIKAPCHKHUX 3aco0iB, a
OTpHUMaHI MOKa3HUKH MOXKYTb HE B1I0OpakaTu pealbHy 4acTOTy MOOIYHUX PEAKIIii, 110 COCTEePIraeThes
B KJIIHIYHIN IPAKTHIII.

Hanaenighnozun i memgpopminy 2iopoxnopuo

Jlnst ouiHkM Oe3neku OyiM BUKOPHMCTaHI JaHi, OTpUMaHi 32 y4acTiO MOINEPeIHbO BU3HAYEHOI TPYIHU
NAI€HTIB Yy CKJIall 8 KOPOTKOCTPOKOBMX IUIALE00-KOHTPOJIBOBAHUX JOCHIHKEHb CYIyTHHOTO
3aCTOCYBaHHA Janariiao3uHy i MeTGOpMiHy HerailHoro abo CHOBUIBHEHOIO BUBUIbHEHHS. Y IO
o0’eHaHy TpyIy AOCHIKEHb OYyIM BKIIOUYEHI ACKIIbKA JOJATKOBUX JOCIHIIKEHB: JOCIIIKECHHS
MoOHOTepamii  MeTGOpMiHOM 1  JIOCHIIKEHHS  KOMOIHOBaHOTO  3aCTOCYBaHHs  i1HTiIOiTOpa
munentuauwnentunazu-4 (AI1114) ta merdopminy abo iHCyniHy Ta MeT(hOpMiHY, 2 JOCHIHKEHHS
paHHbO1 KOMOIHOBAHOT Teparnii MeTGOPMIHOM, a TAKOXK 2 JJOCIIJKEHHS 32 Y4aCTIO MAIIEHTIB 3 CEPLIEBO-
cyauHHUM 3axBopioBaHHAM (CC3) 1 mykpoBuM aiabeToM 2-To TUIY, SKi OTPUMYBAIM CBOE 3BHYAiiHE
mikyBaHHA (MeTopMiH gk ©Oa3oBa Tepamis). g ydacTi y JOCHIKEHHSAX, M Yac SIKUX
3abe3neuyBanocs MpoBeAeHH 0a30B01 Teparii 13 3acToCcyBaHHAM a00 0e3 3acTocyBaHHA MET(HOPMiHY,
B 00’eqHaHy rpymy 8 mianebo-KOHTPOIbOBAHUX JOCIHIIKEHb OYyJIH BKIIOYCHI TUTHKHU Ti MAII€HTH, SIKi
OTPUMYBAJIU JIIKyBaHHS METGOPMIHOM. Y XO1 MPOBEAECHHS LUX 8 AOCHIKEeHb 983 maiieHTH O1H pa3
Ha 100y OTpUMYBAJIHU JiKyBaHHS Jnanariidao3uHom y 1o3i 10 mr ta merdopminom 1 1185 nauieHTiB
OTpUMYBaIH Mane6o i MeThopMiH. Y KX 8 TOCHIHKEHHSIX CepeIHs TPUBATICTh €KCIIO3UIIIT CTAHOBHIIA
23 tixHi. CepeaHii Bik MOMYJIALIl CTAaHOBUB 57 POKiB, 2 % oci06 Oyiu BikoM moHan 75 pokiB. 54 %
MOMYJIALIT CTAHOBHIIM YOJIOBIKH; 88 % 0cib Oynu eBponeoiqHoi pacu, 6 % — a31aTChbKOro MOXOKEHHS
1 3 % — "erpoinHoi pacu abo adpoamepukanii. Ha BuXiiHOMY piBHI yYaCHUKH JOCIIIKEHHS MajH
IyKpOBUI dia0eT i3 cepeHbOI0 TPUBATICTIO 8 POKiB; cepenHiil piBeHb remornodiny Alc (HbAlc)
cranoBuB 8,4 %; y 90 % nauieHTiB QpyHKLisA HUPOK Oysia HOPMaIbHOIO a00 13 HE3HAYHUMHU 3MiHAMH, Y
10 % mnarieHTiB Bi3HAYAIOCS MOMiIpHE MOPYIIEHHS (YHKIIT HUPOK.



3arajibHa yacTOTa NOOIYHUX peakliil B 00’ eHaHIM rpymi namieHTiB (Y 8 KOPOTKOCTPOKOBHX, I1anedo-
KOHTPOJIbOBAHUX JIOCTIKEHHSX), Kl OTpUMYyBAJIM JIKyBaHHs Jamnariidiao3uHoMm y no3i 10 mr rta
MeTdopminoMm, craHoBuia 60,3 % nopiBHAHO 3 58,2 % y rpymi 3acTocyBaHHs I1a11€00 1 TPYII JTIKYBaHHS
MeTdopminoM. YacToTa BUNaAKiB IPUITMHEHHS Teparlii yepe3 po3BUTOK MOOIYHUX PEaKiliil y Malli€HTiB,
AKI OTpUMYBAJM JiKyBaHHS nanarmidiao3uHoMm y mo3i 10 mr ta merdopmiHoM, cranoBuia 4 %
nopiBHSAHO 3 3,3 % y rpymi 3acTocyBaHHA Ianedo i rpymi JikyBaHHS MeTdopmiHoM. HaifGinbmn
YaCTUMH PEaKLisMH, 10 MPU3BEIH 0 NPUIIUHEHHS JIKyBaHHA 1 Oylu 3apeecTpoBaHi NpUHANMHI y
3 marieHTiB, SKI OTPUMYBAJIM JIKYBaHHS jAanariiduio3uHoM y no3i 10 mMr ta merdopminom, Oyiu
nopyiieHHs HupkoBoi ¢yHkuii (0,7 %), miaBUIIEeHHS piBHIB KpeaTuHiHy B KpoBi (0,2 %), 3HIKEHHS
HUPKOBOTO KiipeHcy kpeatuniny (0,2 %) ta indexuii ceqoBuBigHux nusixis (0,2 %).

Y Tabnuui HWXK4Ye HABOIATbCA HAWOUIBIN yacTi MOOIYHI peakiii, MOB'A3aHI 13 3aCTOCYBAaHHSIM
nanarnigiao3uny Ta Merdopminy. Lli moOiuni peakuii Oynu BiICYTHI Ha BHXIJHOMY piBHI,
peecTpyBaJIMCS YacCTillle Yy TpyMi JIKYBaHHS Janariaiuio3uHOM Ta MeTGOpMIHOM, HIXK Y TpyIli
3acTOCyBaHHA Ianedo, 1 cnocTepiraiucs npuHaiMHi y 2 % Mami€eHTiB, sIKi OTpPUMYBAJIH JIIKyBaHHs 2060
nanariiao3uHOM y 1031 5 Mr, abo mganarmigio3uHoM y 1031 10 mr.

Tabmuus 5. TTo6iuni peakuii, 3apeecTpoBaHi y Mianed0-KOHTPOIbOBAHUX JOCIIDKEHHIX Yy > 2 %
MAIE€HTIB, SIKI OTPUMYBAJIH JIIKYBaHHA Aanariiao3uHOM 1 MeT(GOpMiHOM

% TmaIieHTiB
Amnai3z qaaux 8 00’ e€IHaHUX TUIAaNE00-KOHTPOILOBAHUX
[TobiuHa peakiris - - AOCTIUKCHD - - -
[Tnane6o 1 |[anmarmidno3un y no3i| danarmido3us y go3i
MeThOopMiH 5 mr 1 meropmiH 10 mr 1 MeTdopMiH
N=1185 N =410 N =983

[ prOKkoBi iH(EKIIIT CTATEBUX OPTaHiB Yy 1,5 9,4 9,3

KIHOK ™

Hazodapunrit 5,9 6,3 5,2
Tudekuii ceqoBuBiaHuX rumixis’ 3,6 6,1 5,5

[liapes 5,6 5,9 4,2
["onoBHUH OLIb 2,8 5.4 33

[ prOKOBI 1HGEKIIIT CTAaTEBUX OPTraHiB y 0 43 3,6
qonoBikiB+

[ pun 2.4 4.1 2,6
Hynora 2,0 39 2,6

binb y crivHi 3.2 34 2,5
3armaMopoOYeHHS 2,2 32 1,8
Kamens 1,9 32 1,4

3anop 1,6 2.9 1,9
J{ucnimmgemist 1,4 2,7 1,5
dapuHriT 1,1 2,7 1,5
301TBIIICHHS YaCTOTH CG'—IOBI/IHYCKaHHSI§ 1,4 24 2,6
{uckoMdopT npu cevoBUITYCKaHHI 1,1 2,2 1,6

* I'puOkoBi 1H(EKIIil cTaTeBUX OpraHiB BKJIIOYAIOTh B cebe Taki MmobOiuHi peakilii (epepaxoBaHi B
MOPSIKY 3MEHIICHHS YaCTOTH, SIKi CIIOCTEPIratoThes y JKIHOK): ByJIbBOBariHajibHa TpUOKOBa 1H(EKITis,
BariHanbHa iHQeEKIid, 1H(EKIis CTaTeBUX OpraHiB, BYJIbBOBAriHIT, TpHOKOBa i1H(EKIis CTaTeBUX
OprasiB, KaHIWJO3HHUI BYJIHBOBAriHIT, aOcliec ByJIbBH, T€HITAJbHUHI KaHAWIO03 Ta OakTepialbHUMN



BarigiT. (Kinekicts (N) kiHOK: muiane6o i merdopmin = 534, nanarmiduio3ut y 1031 5 Mr 1 MmeTdhopMiH
= 223, nanarmiduo3us y n1o3i 10 mr i metdopmin = 430).

T In¢exuii ce4oBUBITHUX NUIAXIB BKJIIOYAIOTh B ce0e Taki MoOIvYHI peakiii (mepepaxoBaHi B MOPAIKY
3MEHIIIEHHS YaCTOTH): 1H(EKIlis CeYOBUBITHUX IIJISAXIB, IIUCTUT, MIEJIOHEPPUT, yPETPUT 1 IPOCTATHT.
I I'pubkoBi iH(pekuii cTareBUX OpraHiB BKJIOYaOTh B ceOe Taki MoOivHi peakuii (mepepaxoBaHi B
NOPSAKY 3MEHIICHHS YacTOTH, SIKI CIIOCTEPIraloThCsl Y 4YOJOBIKIB): OamaHiT, rpuOKoBa iHQEKIis
CTaTeBUX OpraHiB, KaHAWIO3HUN OalaHIT, TEHITATbHUIA KaHAWI03, 1H(EKIlis CTAaTeBUX OpPraHiB,
3arajieHHs! KpaltHbOI III0T1, 6aJTaHOMOCTHT.

(Kinpkicts (N) 9omoBikiB: muane6o i Mmergopmin = 651, nanarmidao3ut y 1031 5 mr i merdopmin = 187,
nanarniiao3ud y 1031 10 mr i merdopmin = 553).

§ 30inbIIEHHS YacTOTH CEYOBUIYCKaHHS BKIIOYae B ceOe Taki MoOiuHi peakuii (mepepaxoBaHi B
MOPSAKY 3MEHILIEHHS YaCTOTH): TOJaKiypisl, MOJiypis 1 MiABUILEHUH Jiypes.

Memdghopminy ciopoxnopuo

VY nnane00-KOHTPOJIbOBAHUX JOCTIKEHHAX MOHOTEpaIii MeT(OpMiHOM CITOBUILHEHOTO BUBLIbLHEHHS
BUIAJKU Aiapei 1 HyJoTH/OII0OBaHHS MOBIAOMIISIIIOCA B > 5 % MAaIli€eHTIB, SKi OTPUMYBaIH JiKyBaHHS
MeT(QOPMIHOM, 1 YacTillle, HXK y MAalLli€HTIB 3 TPYNHU 3acTocyBaHHA mianebo (aiapes: 9,6 % MOpiBHIHO
3 2,6 %; Hynota/OmoBaHHA: 6,5 % mopiBHsAHO 3 1,5 %). IlosiBa miapei mpusBena A0 NPUIMHEHHS
3aCTOCYBaHHS JOCIIJKYBAaHOTO JiKapchkoro 3aco0y B 0,6 % mamieHTIB, sIKi OTpUMYBaJIU JIIKYBaHHS
MeT(HOPMIHOM CTIOBUTLHEHOTO BUBLIHHEHHS.

Ananiz 06’eonanux oanux 12 niaye6o-KoHmMponbO8aHUX 00CIONCEHb NIIKYBAHH 0ANA2li(IO3UHOM Y
0031 51 10 me

Hanaenigpnosun

Jani, mpencTaBieHi B TaOMUIll HIDKYE, OTPUMaHI y XO/A1 TpoBeAeHHs 12 muane6o-KOHTPOILOBAaHUX
JOCIIJKeHb TpUBAIIcTIO B 12 10 24 TwxkHIB. B 4 nociipkeHHAX 1anariiguio3uH 3aCTOCOBYBABCS SIK
MOHOTeparis, y 8 10CIiPKeHHX Janariigio3uH 3aCTOCOBYBABCS SIK JIOTIOBHEHHS 10 OCHOBHOI Teparii
NPOTHI1a0ETUYHUMHU JIIKapCHbKUMHU 3aco0amu a0 y ckjajii KoMOiHOBaHOI Tepartii 3 METQOPMIHOM.

i mani BimoOpaxaroTh Air0 Aamariiduiosuny y 2338 marieHTiB i3 cepeAHbOI0 TPUBATICTIO €KCIIO3HUIIIT
21 Twxaens. [anientn orpumysanu mianedo (N = 1393), nanarmidno3un y n1o3i 5 mr (N = 1145) abo
nanariidosun y n1o3i 10 mr (N = 1193) ogun pa3 Ha 100y .

Cepenniii Bik nmomyssuii craHoBUB 55 pokiB 1 2 % oci6 Oynu BikoM moHaz 75 pokiB. 50 % momyssii
CTaHOBHJIM 40J0BikH; 81 % ocib Oynu eBponeoiqHoi pacu, 14 % — aziaTcbKoro nmoxomxkeHHs i 3 % —
HETpoigHoi pacu abo appoamepukaHii. Ha BUXiTHOMY piBHI yUaCHUKH JTOCIIIXKEHHS MaJIH IIyKpOBUI
nia0eT 13 cepeHbOI0 TPUBATICTIO 6 pOKiB; cepeHiit piBenb HbAlc ctanoBuB 8,3 %; 21 % yuyacHUKIB
JOCIIJIKEHHS MaJIM MiATBEP/HKEH1 MIKPOCYAMHHI YCKIIAHEHHS LYyKpoBoro fiadery. DyHKIis HUPOK Ha
BUX1THOMY piBH1 OyJia HOpMaJIbHOIO ab0 3J1erka nopymeHor y 92 % nauieHTiB, MOMIpHO HOPYLIEHOIO
—y 8 % marientis (cepemns pIIIK® — 86 mn/xs/1,73 m?2).

VY Tabnuii HWXKYE HABOAATHCS HAWOUIbII yacTi moOiYHI peaxiii, MoB’si3aHi 13 3aCTOCYBAaHHSIM
nanarniiao3uny. Lli mo6iuni peakuii Oyin BiACYTHI HAa BUXIJHOMY PiBHI, PEECTPYBAJIUCS YacTile y
rpyIi JIIKyBaHHS JanariiJo3uHOM, HIXK Y TPyIIi 3aCTOCYBaHHA IU1aedo, i criocTepiraincs mpuHaniMH1
y 2 % Tmali€enTiB, SKi OTPUMYBAIIHU JIIKYBaHHS Janariti(ao3uHoM y 1031 5 mr abo 10 mr.

Tabmuus 6. IloGiuni peaxiii, 3apeecTpoBaHi y Mmiane00-KOHTPOIbOBAHUX IOCHIKEHHIX Yy > 2%
MAIIE€HTIB, SIKi OTPUMYBAJIH JIIKyBaHHA Janariii(Io3uHOM

% MAaIll€HTIB

AHami3 00’eqHaHUX MaHuX 12 TUTane00-KOHTPOJIHOBAHUX|

[ToGiuna peaxist JTOCITI/DKEHb
[Tnauebo Hanarmniguo3un Hanarmnidno3un
N=1393 5wmr 10 mMr




N=1145 N=1193

["prOKOBi iH(EKIiT CTaTeBUX OPraHiB y 1,5 8,4 6,9
PKIHOK™

Hazodapunrit 6,2 6,6 6,3
[HeKIiT ceYOBUBITHUX msaxis 3,7 5,7 4,3
binb y criuHi 32 3,1 42
36iTbIICHHS YACTOTH CEUOBHITYCKAHHSIF 1,7 2,9 3,8
['prOKOBi iH(EKIT cTaTeBUX OPTaHiB y 0,3 2,8 2,7
qosoBikied

Hynorta 2.4 2,8 2,5
['pun 2,3 2,7 2,3
Jlucmimgemist 1,5 2,1 2,5
3anop 1,5 2,2 1,9
/luckomdopT npu ce4oBUITyCKaHH1 0,7 1,6 2,1
bis1b y KiHITIBKaX 1,4 2,0 1,7

*I'pubkoBi 1H(pEKIii cTaTeBUX OpraHiB BKIIOYAIOTh B ceOe Taki moOiuHI peakiii (rmepepaxoBaHi B
MOPSIIKY 3MEHIIICHHS YaCTOTH, SIKa CIIOTEPITAEThCS Y ’KIHOK): ByJIbBOBariHaJIbHa IprOKOBa 1H(EKII,
BariHajibHa 1H(EKIIisl, KaHIUIAO3HUN BYJIHBOBATIHIT, BYJIBBOBATIHIT, 1H(MEKIS CTaTeBUX OpPTraHIiB,
TeHITATbHUN KaHIWI03, TPUOKOBA 1H(EKINS CTAaTEeBUX OPraHiB, BYJBBIT, 1H(MEKIlisS CEYOCTaTEBOTO
Tpakty, abcnec ByiabBU Ta Oaktepianbhmii BariHiT. (Kimpkicte (N) xiHOK: miane6o = 677,
nanarmiduiosud y 1031 5 mr = 581, ganarmidao3un y 1031 10 mr = 598).

tIHdexmii ceyoBMBIMHUX NUIAXIB BKIIOYAIOTh B ce0e Takl MoOiuHI peakiii (mepepaxoBaHi B MOPSIAKY
3MEHIICHHS YacTOTH): 1H(EKINS CEYOBHUBIAHHMX IUIAXIB, IUCTUT, 1HQEKINS CESYOBHBIIHUX MNUISXIB,
BukinKkana Escherichia, iHdekIiis ceqocTareBoro TpakTy, MmeaoHePPHUT, TPUTOHIT, YPETPUT, HUPKOBA
1H(DEKIIIS 1 MPOCTATHT.

$301bIICHHS YaCTOTH CEYOBUITY CKaHHS BKJIIOUA€E B ceOe Taki moOivyHi peakilii (mepepaxoBaHi B HOPSIKY
3MEHIICHHS YaCTOTH): TIOJIaK1ypisl, MOMIypis 1 MiABUIICHUH JIIypes3.

§I'pubkoBi iH(pekmii cTaTeBUX OpraHiB BKIIOYAIOTh B ceOe Taki MOOiYHI peakilii, mepepaxoBaHi B
MOPSIIKY 3MEHBIIICHHS YaCTOTH, TTOBIJJOMJICHOI ISl YOJIOBIKIB): OaNaHIT, TpHOKOBA 1H(EKIIISI CTATEBUX
OpraHiB, KaHIUJO3HUN OajaHIT, TeHITATBHUN KaHAWI03, 1H(MEKIsS CTaTeBUX OpPraHiB y YOJOBIKIB,
1H(DEKIIsA CTaTeBOTO YeHa, OATAHOIIOCTHUT, IHPEKIIMHIK OaTaHOTIOCTHUT, 1H(EKIIis CTATEBUX OPTaHiB,
3anasieHHs1 KpaiiHpoi TioTi. (Kinekicts (N) wonmoBikiB: miarne6o = 716, namariaidao3uH y 1031 5 Mr =
564, namarmidgao3un y n1o3i 10 mr = 595).

Ananiz 06’eonanux oanux 13 niayeb6o-KoHMpoIbOBAHUX OOCIIOINCEHb NIKYBAHHS 0ana2nighio3unom y
003i 10 m2

besneka 1 nmepenocumicTe namarmidiao3uHy B 1031 10 Mr Takox OyJd OIlIHEHI 3a JTaHUMH Tutanebo-
KOHTPOJIbOBAHMX JIOCHIKEHb. [{aHi BKItouanu y cebe maHi/pe3yiabratu 13 miamne0o-KOHTPOILOBAHUX
JOCITIJDKEHB, 30KpeMa, 3 JOCIIKEHHSI MOHOTeparii, 9 m1ocCiiKeHb JOTIOBHEHHS Nanariidao3uny 10
OCHOBHOI Teparii NpoTHAIabeTUYHUMH JIKAPCBKUMHU 3aco0aMu, a TaKOX JJOCTIHKCHHS PaHHBOI
KOMOIHOBaHOI Tepartii MmeTdopmiHoM. Y X0l mpoBeaeHH: 1ux 13 mocmimkenb 2360 naiieHTiB OUH pa3
Ha 100y OTpUMYBAJIM JTIKYBaHHs Janarmiguo3uHoM y 1031 10 MT 13 cepeIHbOI0 TPUBATICTIO €KCITO3HIIIT
22 twxHi. CepenHiii Bik MomyJsiiii cTaHOBUB 59 pokiB, 14 % ocib BikoM BiJ 75 pokiB. 58 % momymsuii
CTaHOBUJIM 40JIOBIKH; 84 % ocib Oynu eBponeoigHoi pacH, 9 % — a31aTChKOro MOXOoxKeHHs 1 3 % —
HerpoigHoi pacu abo appoamepukanili. Ha BuXimHOMY piBHI YYaCHUKH JTOCIIPKCHHS MaJIM IlyKPOBHUI
niaber 13 cepeJHbOI0 TPUBATICTIO 9 pokiB; cepenHiil pisenb HbAlc ctanoBus 8,2 %; 30 % y4yacHuKIB
JOCITIJDKEHHST MaJTH TTATBEPHKEHE MIKPOCYAMHHE 3aXBoproBaHHsA. DyHKIIisS HUPOK HA BUX1THOMY pPiBHI



Oyra HOpMallbHOIO 200 3JIerKa MopyIieHow y 88 % marieHTiB, ToMipHO nopymieHow —y 11 % narieHTiB

(cepemnst pIIIK® — 82 mn/xB/1,73 M2).

3menuents 6HympiuiHbOCYOUHHO20 00 €My

Janarmiiao3uH  COpUYUHSIE OCMOTHYHMK  JIiype3, M0 MOXE NPU3BECTH 1O 3HIKEHHS
BHYTpPIIIHBOCYAUHHOTO 00’eMy. [loOiuHi peakuii, MOB’s3aHI 3 BHCHAXEHHAM 00’€My (BKJIIOYHO 3
MOBIIOMJICHHSIMA TIPO 3HEBOJHEHHS, TIMOBOJEMIiI0, OPTOCTaTHYHY TiNOTEH310 abo aprepiajbHy
riMOTeH3it0), Ui TPYIN JOCHiKEeHb, Mo 00 eanyBanmd 12 1 13 KOpPOTKOCTPOKOBHX, ILIanedo-
KOHTPOJIbOBAHUX JTOCIHiKeHb, Ta 1 pociuijkeradass DECLARE, naBeneni B Ta0Onuili HUX4Ye (IUB.
TaKOX po3/is1 «Oco0IMBOCTI 3acTOCYBaHHs. ApTepiajbHa TmOTeH31m»).

. . e . . . * . .
Tabmuis 7. I1o6iuni peakii, HOB’s3aH1 31 3MEHIIEHHSIM BHYTPIIIHBOCYIUHHOTO 00’ €My , B KIIHIYHUX

JOCTIPKEHHSX 3aCTOCYBaHHs anariaidao3uny

Anauni3z nanux 12 06’eqHaHux Anajni3 nanux 13 Hocainxenns
1a11€00-KOHTPOJIbOBAHNX 00’ €THaAHUX DECLARE
JNOCJIIKEeHb miaunedo-
KOHTPOJIbOBAHUX
JAOCJIIKEeHb
Ilnaneodo| Janarai- | Janarmi- |Ilnaune6o| Janarmi- | Ilnane6o | Jamarii-
¢ao3un | pao3un $03un dao3un
5 mr 10 mr 10 mr 10 mr
3arajabHa N=1393 | N=1145 N=1193 | N=2295| N=2360 [ N=8569 | N=8574
KiJIbKICTH 5 7 9 17 27 207 213
YUYACHHUKIB (0,4%) | (0,6 %) (0,8 %) (0,7 %) (1,1 %) (2,4 %) (2,5 %)
JOCTIiIKeHHA
N (%)
Iinrpyna naunienris, n (%)
IMamienTn, axi| n=55 n=40 n=31 n=267 n=236 n=934 n=866
OTPUMYIOTh 1 0 3 4 6 57 57
METJIHOBI (1,8 %) (9,7 %) (1,5 %) (2,5 %) (6,1 %) (6,6 %)
JlypeTuKu
[MamienTn 3 n=107 n=107 n=89 n=268 n=265 n=658 n=604
MOPYIIEHHSAM 2 1 1 4 5 30 35
byHKIIIT (1,9%) | (0,9 %) (1,1 %) (1,5 %) (1,9 %) (4,6 %) (5.8 %)
HUPOK
MOMIpHOTO
CTYyTCHS
TSDKKOCTI
3 plIKD
>30 ta
<60 M/xB
/1,73 M2
[MamiesTu n=276 n=216 n=204 n=711 n=665 n=3950 n=3948§
BIKOM >65 1 1 3 6 11 121 117
POKiB 0,4%) | (0,5%) (1,5 %) (0,8 %) (1,7 %) (3,1 %) (3,0 %)
* 3MeHIIIEHHS! BHYTPIIIHbOCYIUHHOTO 00’€My BKJIIOYA€ TOBIJIOMIIEHHS MPO 3HEBOIHECHHS,

TiMOBOJIEMiI0, OPTOCTATHUHY TIMOTEH3110 200 apTepialibHy TiMOTEH3IIO.




I'imoraikemis

YacroTa eni3o/iB rinoriikemii, siki OyJM 3apeecTpoBaHi Mij yac MPOBEICHHS TOCIIIKEHH, HaBeeHa
B Ta0nuili Hrk4e. Emi3oau rinoriikeMii crocTepiraiucs 4acTilie, KOJU Aanariti§io3uH 101aBaiu 10
CyAb(OH1ICEYOBUHU a00 1HCYIIHY (IUB. po31ii1 «OCOOIUBOCTI 3aCTOCYBAHHS).

Tabnuis 8. YacroTa emizoAiB TiNOMTKEMii™ TSKKOTO CTYMEHS Ta TIMOTIIKeMil 3 piBHEM TITIOKO3U <

54 mr/mt y KOHTPOJLOBAHUX KITHIYHHUX JOCIIKSHHSIX

Inaunedo | Jdamargaidguo3un | danarsidgio3un
S mr 10 mr

JlonaBanus 10 merdopminy (24 TrxkHi) N=137 N=137 N=135

Enizonu tsxkoro crynens [n (%)] 0 0 0

PiBenb rimoko3u < 54 mr/mi [n (%)] 0 0 0
JMonaBanns no inrioitopy AIII4 (3 abo 0e3] N=226 — N=225
MeT(popminy) (24 THKHI)

Enizonu tsxkoro crynens [n (%)] 0 — 1(0,4)

PiBenb rimoko3u < 54 mr/mi [n (%)] 1(0,4) — 1(0,4)
JlonaBaHHs 10 iHCYJIiHY 3 iIHIUMMH Hl'[I[i (24| N=197 N=212 N=196
THKHI)

Enizonu tsxkoro crynens [n (%)] 1(0,5) 2(0,9) 2 (1,0)

PiBens rimroko3u <54 mr/an [n (%)] 43 (21,8) 55(25,9) 45 (23,0)

*  Eni3oau rinoriikemii TSHXKKOTO CTyTeHs OyJiu BU3HAUEeHI K Cepiio3Hi MOPYIIEHHs CBIIOMOCTI 60
MOBE/IIHKY, 110 BUMarajii HaIaHHS 30BHIIIHBOT (CTOPOHHBO1) JOMOMOTH 1 BiZJ3HAYAINCS IIBUAKUM
BiJTHOBJICHHSIM CTaHYy HE3aJIeKHO BiJ] PIBHS TJIIOKO3H.

+  Emizogm rimormikemii 3 piBHeM riroko3u < 54 mr/mi (3 MMOJB/JT) BU3HAUYANHCS SIK €Mi30AH
rinoriikemii, 0 BIAMOBIAIM KPUTEPIsIM PIBHA TJIIOKO3HM, a TAaKOXK He Oynu KBasli(hiKOBaHi SK
€Mi30/1U TSAYKKOTO CTYTICHS.

I MIIA = nikyBaHHS NepOpabHUMH MPOTHI1a0ETUYHUMHU JIIKAPCHKUMHU 3ac00aMHU.

VY nocnimxkenni DECLARE enizonu rimoriikemii TspKKoro cryness crioctepiramucs y 58 (0,7 %) 3
8574 namieHTiB, AKi OTPUMYBAJIM JiKyBaHHA nanariiguosuHom y no3i 10 mr, Ta'y 83 (1,0 %) 3 8569
MAIE€HTIB, SIKi OTPUMYBAJIH IIAIE00.

I'pudxoBi indexuii crateBUX opraHis

I'puOKkoBi iH(peKmii cTaTeBUX OpraHiB YacTillle PEECTPYBAIUCS y pasi JIIKyBaHHS Janariliio3nHOM.
I'pubkoBi iH(dekmii craTeBux opraniB y 12 muane00-KOHTPOIBOBAHUX JTOCIIIKEHHIX CIIOCTEPIraIncs
y 0,9 % nmnarienTiB, sKi oTpuMyBanu tuianedo, y 5,7 % mami€eHTiB, SKi OTPUMYBAIH JIKyBaHHS
nanariiIo3uHOM y 1031 5 MT, 1y 4,8 % narieHTiB, SIKi OTPUMYBAJIX JTIKYBaHHS Aanarii(Io3uHOM y 1031
10 mr. Yepes po3BUTOK iH(DEKIIii cTaTeBUX OpraHiB JOCTPOKOBO MPHUITUHWIN YIaCTh y AociimkeHHi 0 %
MAIE€HTIB, AKi OTpUMYyBaH 1mianedo, i 0,2 % mamieHTiB, SIKi OTPUMYBAJHU JIKYyBaHHS J1anarii(Io3nHOM
y no3i 10 mr. [n¢exuii gacrimre cnocTepiraaucs y )KiHOK, aHIXK Y YOJIOBIKiB (IuB. TabmuIo 6). Haitbinbim
YaCTUMH TOBIJIOMITIOBAaHUMH TPUOKOBHMH 1H(EKIIiSIMH CTaTeBUX OpraHiB OyiM BYJIbBOBAriHAJIbHI
rpuOKOBI iH(EKIIT Y )KIHOK 1 OaNaHIT y YOJIOBIKiB.

VY mamieHTiB i3 rpuOKOBUMH iH(EKLIIMU CTaTEBUX OpPraHiB B aHAMHE31 YacCTIlIe PEECTPyBAIUCS
rpuOKOBI 1H(EKIIT CTaTeBUX OPraHiB MiJ Yac JOCITIHKSHHS HIXK y TAII€HTIB, y AKUX y aHAMHE31 TaKi
iH(ekmii Oyym BincyTHi (10,0 %, 23,1 %125,0 % mopiBasHO 3 0,8 %, 5,9 % 15,0 % y rpymi 3acTocyBaHHS
iane0o, ganarmiduio3nHy B 1031 5 MT 1 gamarmiduio3uny B 1031 10 Mr BiamoBigHO). Y nocimKeHH1
DECLARE cepiio3ni rpuOkoBi iH(]ekmii crateBux opraniB peectpyBaiucs y < 0,1% mamieHTis,
SKI OTPUMYBAJIM JIIKyBaHHA nanariiguo3sunom y ao3i 10 mr, ta y < 0,1% mnarmienris, SKi OTpUMYyBaIA



iane6o. ['pubkoBi iHQEKIii cTaTeBUX OpraHiB, IO CTAJM MPUYWHOIO NMPHUIMHEHHS 3aCTOCYBaHHS
JOCHIKYBaHOTO Tpenapaty, peectpyBamucs y 0,9% mnaimieHTiB, fKi OTPUMYBaIM JIIKYBaHHS
nanariidiao3uHoM y 1o3i 10 mr, Ta 'y < 0,1% nauieHTiB, sIKi OTpUMYBaJIH I1a1e0o0.

Peaxuii rinepuyrauBocTi

ITig vac mikyBaHHA Janariiguio3uHOM IMOBIAOMIISIIOCS PO peakiii rinepuyTIuBOCTI (HAMpHUKIAL,
aHTIOHEBPOTUYHUHN HAOPSIK, KPOMMB SHKA, MiBUIIIEHAa Yy TJIMBICTh J0 JIiKapchbKoro 3acody). Ilix uac
KJIHIYHUX JOCIIKEHb Cepio3HI aHa(UIAKTUYHI peakiii 1 TSDKKI Mo0iuH1 peakimii 3 00Ky IIKipu Ta
BUIIQ/IKK AaHT10HEBPOTUYHOTO HAOpsKy crioctepiranucs y 0,2 % mauieHTiB, Ki OTPUMYBAJIH JIKYBaHHS
JKapChbKUM 3ac000M MOPIBHIHHA, 1y 0,3 % MarienTis, sIKi OTPUMYBAJIH JIKyBaHHS AAnariiI03uHOM.
SIKII0 BUHUKAIOTh peaklii TinepyyTauBOCTi, HEOOXITHO MPUIMHUTH 3aCTOCYBaHHS Janarii(ao3uHy;
JIKyBaHHS MNPOBOJATH BIANOBIAHO 1O CTaHIAPTy HAJaHHA MEAWYHOI JONOMOTH 10 3HHKHEHHS
CHUMIITOMIB.

Keroannnos

VY nocnimxenni DECLARE mpo sBuma niabeTHyHOro Keroamuao3y moBigomisiiocs y 27 3 8574
NAIl€eHTIB Tpynu JiKyBaHHA pfamnardidiao3suHoM Ta y 12 3 8569 mnarieHTtiB rpynu mane6o.
CrnocrepexyBaHi emi301 piIBHOMIPHO pPO3NOJUIMINCS TPOTITOM MEPIOAy JOCITIIKEHHS.
JlabopaTopHi 10c/TiIKeHHS | KOHTPOJIb

36invuenna pienie Kpeamuniny y cuposamui Kpoei ma smenuienna plLIIK®

Hanaenigpnosun

[TouyaTok JNiKyBaHHS Janariigio3NHOM CIIPUUUHSIE MIABUILECHHS PIBHIB KPEATHHIHY Y CUPOBATII KPOB1
ta 3MeHIIeHHs plIIK®. V namieHTiB i3 HOpMaibHOIO ab0 37€TKa MOPYIIEHO (PYHKIIE HUPOK Ha
BUXITHOMY piBHI MOKa3HUKU CHPOBAaTKOBOro KpeaTuHiHy i1 plIIK® mnoBepHynHcs [0 MOYATKOBHX
3HaueHb Ha TIKHI 24. Criiiki 3HwkeHHs pLUK® Oynu momiueHi y mMamieHTiB i3 MOMipHUMH

nopyureHHsMH HUpKoBoi dyrkuii (pIIIK® Bix 30 g0 60 mi/xe/1,73 M%) (muB. posaimu «OcobnuBocTi
3acTOCyBaHHM» Ta «PapMaKoJIOTiYHI BIACTUBOCTI»).

3o0invuienna zemamoxpumy

Janaenigpnosun

B 00’ennaniii rpyni mamieHTiB, ski Opanu y4acts y 13 1uiane60-KOHTPOJIBOBAHUX OCIIIKEHHSX,
301TBIICHHS MOPIBHSAHO 3 BUXIJHUM PIBHEM CEPE/IHIX MOKA3HUKIB T€MAaTOKPHUTY CIOCTEPIraiocs y
MAI€HTIB, AKi OTPUMYBAJIH JIIKYBaHHS Janarii(ao3uHOM, TOYHMHAIOYH 3 THXKHSA 1, 1 TPUBAJIO 0 THXKHS
16, KoM pi3HULS MK CepeIHIMH MOKa3HUKaMH T€MaTOKPUTY MOPIBHSHO 3 CEpEJHIMU MOKAa3HUKAMHU
reMaTOKPUTY Ha BUXIIHOMY piBHI IOCSTIa MaKCUMaJIbHUX 3HaueHb. Ha TrxkHI 24 cepeiHi BIAXUICHHS
MOKa3HHUKIB T€MAaTOKPUTY MOPIBHSAHO 3 BUXIAHUM piBHeM cTaHoBwiH - 0,33 % y rpyrmi 3acTocyBaHHS
wrane6o 1 2,30 % y rpymi gikyBaHHS gamarmiduiosuHoMm y nmo3i 10 mr. Ha TwkHi 24 mOKa3HUKH
reMaTOKpUTy Ha piBHI >55 % Oynu 3apeectpoBani B 0,4 % maiieHTiB, AKi OTpUMyBaiH Iuianedo, i B
1,3 % marieHTiB, sIKi OTpPUMYBAJIH JIIKyBaHHS Janariidao3uHoM y 1031 10 mr.

36invuienna pienie xonecmepuny Jainonpomeinie HuU3bKOi wjinbHocmi y pasi 3acmocy6aHHsA
oanaznighnozuny

Hanaenigpnosun

B 06’ ennaniii rpyni namieHTiB, siki Opanu ydacTs y 13 miane60-KOHTPOIbOBAaHHUX JOCIIPKEHHIX, 3MiHA
MOPIBHSHO 3 BUX1/IHUM PiBHEM CEepe/IHIX 3HAUYCHb MOKA3HUKIB JiMiTHOT0 00MiHY CIIoCTepiranach B rpyIi
MAIE€HTIB, SKI OTPUMYBAJIM JIKYBaHHS Janarii(ao3uHOM, OPIBHSIHO 3 MALlI€EHTAMH, SIKI OTPUMYBAIU
rtane6o. CepeHiii BiICOTOK NOPIBHSAHO 3 BUX1AHUM piBHEM Ha TH>kHI 24 3MinuBcs Ha 0,0 % mOpiBHIHO
32,5 % nus 3aranpHOTO Xonectepuny i Ha 1,0 % nmopiBHsHO 3 2,9 % s xonectepuny JIITHIL y rpymi
3aCTOCYBaHHS IU1ane0o i rpymi JiKyBaHHS Aamaritiguio3nHoM y 1031 10 Mr BimoBigHO. Y HOCTiKEHH]
DECLARE cepenni 3Ha4ueHHs MOPIBHAHO 3 BUXIJHUM piBHEM uepe3 4 poku 3miHmimucs Ha 0,4 mr/an
npoTH -4,1 MI/mn uis 3aralbHOTO XOJECTEPHHY, Ha -2,5 MI/IUl MPOTH -4,4 MI/IUT ISl XOJIECTEPUHY
JITHIL y rpymni nikyBanHs Aanariidiao3uHoM y 1031 10 mr Ta miane6o BiAmoBiAHO.
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Konuyenmpauii ¢imaminy B,

Memdhopminy 2iopoxnopuo

[ling yac KIIHIYHUX JOCTIIKEHb 3aCTOCYBaHHA MET(OpPMiHYy, 110 TPUBAIM MPOTIroM 29 THUXKHIB,
npuOIM3HO y 7 % MaIi€HTiB CIOCTEPIrayocs 3MEHIIIEHHS PIBHIB BiTaMiHy B, y cMpoBarTiii KpoBi HHKYE
HOPMH.

JocBia micaspeecTpaniiiHOro 3acTOCyBaHHSA

Hanaenigpnosun

[TpoTsirom micasipeecTpaiifHOro nepioy 3acToCyBaHHs Aanariio3uHy BUSIBICHO JOJATKOBI MOOIUH1
peakiii. OCKIJIBKM JaHI MpoO LI peakiii OTPUMYIOTHCS Yy BUIJISAI JOOPOBUIBHUX MOBIIOMIICHb Y
MOMYJIALIT HEB1OMOT UMCENBHOCTI, 3a3BUYail HEMOKJIMBO JJOCTOBIPHO OI[IHUTH YaCTOTY IX BAHUKHEHHS
a00 BCTAaHOBUTH 3B’ 530K 13 3aCTOCYBAaHHSM JIIKAPCHKOT0 3aCO0Y: KETOAIM/103; TOCTPE ypaKeHHS HUPOK,
YPOCEIICHUC Ta Mi€I0OHEPPUT, HEKPOTUUHUH (PacLiiT mpoMexuHu (raHrpeHa OypHbe), BUCHII.
Memdopminy 2iopoxiopuo

e XosecTaTu4yHe, TeMaTOENIONIPHE Ta 3MillIaHe TeNaTOLETIONIPHE ypaKEHHS MeUiHKH
IMoBizoMJieHHs1 PO Mig03proBaHi MOOIYHI peakiii

BaxirBo moBiIOMIIATH PO MiA03PIOBaHI MOOIYHI peakilii y micuspeecTpaliitHuiil nepio 3aCToOCyBaHHs
mikapcekoro 3aco0y. Lle mae 3mory 3milicHIOBaTH Oe3MepepBHUII MOHITOPHHT CIIBBIAHOIICHHS
KOPHCTB/PU3HUK 3aCTOCYBaHHS JKapchKoro 3acoOy. CheriamicTd y raiy3i OXOpPOHH 3J0pOB’s
3000B’s3aH1 OB1IOMJISTU MPO Oy Ab-AK1 BUTIAAKH IT1J03PIOBAHKUX MOOIYHUX peakiliii uepes HalllOHATIbHY
CUCTEMY 3BITHOCTI.

Tepmin npuoammnocmi.

3 poku.

YmoBH 30epiranns.

30epiratu mpu Temneparypi Hmwxkde 30 °C. 30epiraTd B OpHriHajbHIN ymakoBui. 30epiratu y
HEJOCTYITHOMY JUIsl IiTE€H MICIIi.

YnakoBka.

ITo 7 Tabnetok y OmicTepi; o 4 6iicTepu y KapTOHHIM KOpoOIIi.

Kareropis Biznmycky.

3a penenTom.

Bupoonuk.

Actpa3eneka @apmacerotukaic JIII.

Micue3naxoakeHHs1 BAPOOHUKA Ta aJpeca Micls MPOBAIKEeHHS HOro AislJIbHOCTI.
4601 Xaityeii 62 Ict, MaynT Bepnosn, IN, 47620, CILIA.



