3ATBEP/KEHO
Haxa3 MinicrepcTBa 0XopoHn
310pOB’sl YKpaiHu
25.07.2017 Ne 846
PeecTpaniiine mocBigueHHst
Ne UA/12474/01/01
Ne UA/12474/01/02

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0XopoHHn
310pOB’s1 YKpaiHu
11.12.2023 Ne 2101

IHCTPYKUIA
JJIS1 MEIUYHOI0 32CTOCYBAHHA JIKapPChKOIo 3aco0y

TYTJIUMAKC®
(DUGLIMAX®)

Cknao:

oiroui peuosunu. metgopMiny riapoxmopua (metformin hydrochloride), rmimenipuz (glimepiride);

1 TabneTka MicTUTh MeTGOPMIHY rigpoxiopuy (mpomaonroanoi aii) 500 mr ta riaimenipugy 1 mr abo
MeTQOopMiHY riapoxnopuay (nmpojgonrosanoi aii) 500 mr ta riaimenipuay 2 Mmr;

oonomidxcui pevosunu (madremxu 500 me/l me): HATPir0 KapOOKCHUMETHWIIIIETI0N03a, TIIPOMENo3a,
LIEJII0JI03a  MIKpPOKpHCTalliyHa, MAarHiro cTeapar, JaKTO3M MOHOTIpaT, HaTpil0 KPOCKapMeso3a,
T1APOKCUIPOMIIIIENI0I03a, 3a1i3a okcu yepBonwuii (E 172);

oonomigcui peuogunu (mabnemku 500 me/2 me): HATPil0 KapOOKCHMMETHIILENI0NI03a, TIIpOoMeso3a,
LIETI0JI03a  MIKPOKpHUCTaIidyHa, MarHil0 creapaT, JaKTO3W MOHOTIIpaT, HATPII0 KPOCKapMeno3a,
rizpokcunponinentonosa, Pigment Blend PB-51323 3enenuii.

Jlikapcbka ¢gopma. TaGnerku.

OcHO8HI i3uKO-XIMIUHI 61ACMUBOCTI:

Jyenumarc® (500 m2/1 m2): nBOMAPOBI, KANCYIONOAIOHOT (HOPMHU ABOOMYKJIi TabIETKHU 3 OJHOTO GOKY
POKEBOT0 KOJIbOPY, 3 1HIIOTO — O110T0, TIa/IeHbK] 3 000X OOKIB; 10IyCKAEThCSI MaPMYpPOBICTb;
Hyenumarc® (500 mz/2 m2): ABOMAPOBI, KANCYIONOiGHOT (HOPMHU ABOOMYKIIi TAGNETKH 3 OJHOTO GOKY
3eJIEHOT0 KOJIbOPY, 3 IHILIOTO — O1I0T0, IIaJeHbKI 3 000X O0KIB; TOMYCKAETHCSI MApMYypPOBICTb.

dapmakoTepaneBTUYHA rpyna.
AnTtnniabernyuni npenapati. KomOiHalis nepopanbHUX TIIOTIIKEMI3yI0UnX Mpenaparis.
Kox ATX A10B DO02.

Dapmakono2ivni eracmugocmi.

Dapmakoounamika.

Inimenipuo — 1ie pe4oBUHA, 10 MA€ TIMNOMTIKEMIYHY aKTUBHICTh MPHU MEPOPAIIbHOMY 3aCTOCYBaHHI Ta
HANEKATH 10 TPYNH MOXiZHHX Cynb(OHiICedoBHHH. MOro MOXHA 3aCTOCOBYBaTH IIpH
THCYJTIHHE3aJIeKHOMY ITyKPOBOMY Jia0eTi.

By rhimMenmipuay  peami3yeThCsl IUISIXOM —CTUMYJISIII BUBUIBHEHHS 1HCYJNIHY 3 P-KIITHH
MIITUTYHKOBOT 3a71034. SIK 1 1HII MOXiAHI CyiIb(OHIICEUOBUHU, BIH MIABHUIIYE YYTIUBICT B-KIITHH
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MIITUTYHKOBOT 3a103u A0 (i3ionoriyHoi cTumysismii Titoko30t0. KpiMm Toro, rmimenipua, sk 1 iHII
MOX1HI CyIb(OHIICEYOBUHH, IMOBIPHO, YHHUTH BUPAKEHY MO3AIMAHKPEATUYHY JIIO.

BuBLIbHEHHS 1HCYIIIHY.

CynbQoHIICEUOBHHA PETYJIIOE CEKpELil0 1HCYINIiHYy, 3akpuBatodn AT®-dyTiHBi KallieBi KaHATU HA
MeMOpaHi B-kimiTuHHA. Take 3aKpHUTTs MPU3BOIUTD J0 JACTOJSpHU3allii KIITHHHOI MEMOpaHHu, BHACIIIOK
YOro BiJIKpUBAIOTHCS KAJIBII€BI KAHATHU 1 10 KIIITHHU BXOJUTh BEJTMKA KUTbKICTh KAJIBIIIFO.

Ile crumysro€ BUBUIBHEHHS 1HCYJIIHY IUISIXOM €K301[UTO3Y.

I'mimenipus 3 BUCOKOIO CIIOPITHEHICTIO MPUENHYETHCS 10 OiTka Ha MeMOpaHi B-KIIiTHH, 3B’S3aHOTO 3
AT®-uyTnuBUM KaJli€eBUM KaHAJIOM, aje He B TOMY MICLI, A0 SKOrO 3a3BUYail IPUEIHYETHCS
Cynb(hOHIICEUOBHHA.

Ilo3anaHkpeaTnyHa akKTUBHICTb.

[To3amankpeatnyna Jisi moJsiArae, 30KpeMa, y MiIBUIICHHI YYTJIMBOCTI NepuepuyHUX TKAHUH 0
IHCYJIIHY Ta 3MEHIIICHHI1 3aXOIJICHHS 1HCYJIIHY MEYiHKO¥O.

[lepeneceHHs TIIOKO3U 3 KPOBi 0 MEpUPEPUIHUX M S30BOi Ta KUPOBOI TKAHUH BiJIOYBAETHCS depe3
CHelliaJIbHI TPAHCIIOPTHI OLIKH, JTOKaNi30BaHiI Ha KIITUHHIN MeMmOpani. Came TpaHCHOPT TIIIOKO3U A0
X TKAHWH € €TaroM, SKUH JIMITy€e IBHIKICTh 3aCBOEHHS TIIIOKO3HW. [IiMemipua JyXe IIBHIKO
301IbIIy€e KUIBKICTh aKTHBHUX IMEPEHOCHUKIB TIIIOKO3M Ha IUIa3MaTH4YHIA MeMOpaHi M’S30BUX Ta
KUPOBHX KJIITHH, CTAMYJIIOIOYM THM CAMHUM 3aXOIUICHHS TITFOKO3H.

['mimenipua nigBuirye akTuBHICTh pocdomninazu C, cnenndivynoi 10 riaiko3ui-GpochaTuauiiHo3uTomNy,
1 3 muM Moke OyTH TIOB’sA3aHE IMOCHJICHHS JIIIOTeHE3y Ta TJIKOTEHE3y, SIKi CIIOCTEpIiraroThCs B
130JIbOBAHUX JKUPOBHX 1 M’SI30BUX KIIITUHAX 1] I€I0 I[HOTO 3aCO0Y.

['mimenmipua mepemKkomKae yTBOPEHHIO TUIIOKO3M B TEYiHII, 30UIBIIYIOYM BHYTPIIIHbOKITITHHHY
KOHIIEHTpalito GppykTo30-2,6-nudocdarty, Skuii, y CBOIO 4epry, iHr0ye rIrOKOHEOreHe3.

Mempopmin.

MetdopMin € OiryaHiioMm 3 TIMOTTIKEMIUYHOIO Ai€0, IO MPOSBISETHCS Y 3HIKEHHI SK 0a3aibHOro
PIBHA TJIOKO3M Yy IUIa3Mi KpoOBI, Tak 1 i piBHA y Iula3mi micis npuiioMy Dki. BiH He cTumymtoe
CEeKpELI0 1HCYIiHY, OT)KE, HE MPU3BOAUTH 10 PO3BUTKY TiMOTITIKEMIi.

Hist MeTopMiHy TOJIATAE Y:

- 3MEHIIEHH1 BUPOOJICHHS TIIOKO3U MEYiHKOO LIUIIXOM 1HI1OYBaHHS IITFOKOHEOTeHe3Y 1 IIIIKOTeHOMi3Y;
- y M’si3ax — 30UIbIIEHHI YYTIUBOCTI JI0 1HCYJIHY, HOJIIIIEHH] Nepu(epruyHOro 3axOIUIEHHS Ta
yTHIII3a11i{ TTF0KO3U;

- 3aTPUMIIl a0COPOIIIT TIIFOKO3H B KUIIIEYHHKY .

MetdopMiH CTUMYJIIO€ BHYTPIIIHBOKIITUHHUIN CUHTE3 TJIIKOTeHY, BIUTMBAIOUM Ha INIIKOI'€HCUHTA3Yy.
MetdopMiH MIABUILYE TPAHCHOPTHY 3AATHICTh cHEUPIYHUX MEMOpPaHHUX MEPEHOCHHUKIB TIIOKO3U
(GLUT-1 1 GLUT-4).

VY mroneil, He3aneKHO BiJl piBHA TJIIOKO3M B KpoBi, MeT(OpMIH BIUIMBaE Ha MeTabomizMm minigis. Le
OyJl0 TOKa3aHO MpPH 3aCTOCYBaHHI Ipernapary y TepameBTUYHMX J03aX MiJ 4ac KOHTPOJIbOBaHUX
cepeqHbo- a00 JOBrOTEPMIHOBUX KIIHIYHHUX JOCIIKEHb: MET(OPMIH 3HMKYE 3arajibHUi piBEHb
xonectrepuny, JITTHIL] (minonpoTteiniB HU3HKOT MIITFHOCTI) 1 TPUTIIIEPU/TIB.

Dapmaxokinemuxa.

I nimenipuo.

AbGcopOis.

biogoctynHicTh raimMenipuay micis MepopajbHOro MpUiloMy € MOBHOW. BikuBaHHS iXi iCTOTHO He
BIUIMBAE Ha aOCOPOIIit0, JUIIE JEMIO 3HUKYETHCS 1i MBHAKICTh. Cmax JOCATAETHCSA MPUOIU3HO Yepe3
2,5 TOOMHU TICIs MEepopalbHOTO 3acTocyBaHHA (B cepeaHbomy 0,3 MKr/mi micisi GaraToKpaTHOTO
npuiioMy npenapary B 1000Bii 1031 4 Mr). Mixk 103010 Ta Ciax 1 AUC icHye niHIIHA 3aJI€XKHICTb.
Po3nogin.

I'mimenipua Mae nyke HU3bKHHA 00’eM posnoauty (Oau3pko 8,8 miTpa), AKUil MPUOIU3HO TOPIBHIOE
00’eMy po3mojily aabOyMiHy, Ma€ BHUCOKHUH CTYMiHb 3B’si3yBaHHs 3 Oulkamu kpoBi (> 99 %) Ta
HU3BKHUM KiTipeHc (mpubim3Ho 48 MII/XB).

VY TBapHH TIIMEMNipUA EKCKPETYETbCS y MOJIOKO. [liMenmipuj Moke MPOXOIUTH dYepe3 IUIAICHTY.
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[IponukHeHHs yepe3 remaToeHIehaTiyHuil 6ap’ep € HE3HAYHUM.

BioTpancdopmartis Ta exiMiHaILis.

Cepenniii yac HaIBBUBEICHHS, SKUU 3aJIGKUTH BiJ KOHILEHTpAIlli Yy CHpOBATIli KPOBI 3a yMOBH
0araToKpaTHOTO MNpPUHOMY TMIperapary, CTaHOBUTH S5-8 romuH. Ilicis oTpuMaHHS BHCOKHX 103
CIIOCTEpIrajaucs ACIIO AOBIII IMepioax HaIliBBUBEACHHS.

[Ticna ogHOPa30BOT 103U MIYEHOTO Pa/li0aAKTHUBHOIO MITKOIO TiiMenipuay 58 % BHSBISIOCS B cedi, a
35 % — y dekanmisgx. Y He3MIHHOMY CTaHl pe4oBHHA J0 cedl HEe moTparuisie. I3 ceuero ta dekamismu
BHUBOJSTHCS JIBA METAOONITH, HAWIMOBIpHINIE — MTPOAYKTH MeTabodi3My B MEYiHI (OCHOBHHIA
dbepmenT, mo 3abe3neuye OioTpaHchopmarito, — 1uToxpom P2C9): rigpokcumnoximHa Ta
kapOokcunoxinxa. [licist mepopaibHOTO NpUiioMy TIIiMENipUIy TepMiHaATbHI EPio 1 HaIliBBUBEICHHS
X MeTa0O0IITIB CTAHOBMIIA 3-6 TOAMH Ta 5-6 TOIUH BiAIOBIIHO.

[TopiBHSHHS MOKAa3aJ0 BiJICYTHICTh ICTOTHHUX BiAMIHHOCTEH y (hapMaKOKiHETHI Micis 3aCTOCYBaHHS
OJIHOPa30BOi Ta Oararopa3oBUX 703, BapiaOCIBHICTh PE3yJbTATIB ISl OJHOTO IHIWBiAAa Oyma Jyxe
HU3bKOI0. 3HAUYHOI KyMYJISIIii HE CIIocTepiraiocs.

dapmakokiHeTuka Oyna moAiOHOIO y YOJIOBIKIB Ta JKIHOK, a TakKoX Yy MOJOAUX 1 JITHIX
(moHan 65 pokiB) mamieHTiB. {7 TWamieHTIiB 3 HU3BKUM KIIPEHCOM KpEaTHHIHY CIIOCTepiraiacs
TEHJEHLIS J0 3pOCTaHHsS KIIPEHCY Ta 3MEHLICHHS CEepelHIX CHUPOBATKOBUX KOHLEHTpALii
TIiMeNipuay, IPUIMHOIO YOTO €, HaWiMOBIpHIiIIe, OLTbII MBHIKA HOTO eiMiHalis BHACTIIOK TipIIOro
3B’A3yBaHH: 3 OlIKaMu. BuBeneHHs 1BOX METa0OIITIB HUPKAaMH 3MEHITyBajiocs. J[01aTKOBOIO PU3HUKY
KyMYJISIII Tpernapary B TaKUX MAIliEHTIB 3arajioM He 0yJIo.

Y m’4Ty maiieHTiB, SKi HE Majd LYKPOBOIO Aia0eTy, Micis ONEpaTUBHOTO BTPYUYAHHS Ha KOBUHUX
NpoTOKax papMakokiHeTHKa OyIia MOAIOHOO 10 TaKoi y 3/I0pOBUX JOOPOBOJIBLIIB.

MemdhopmiH.

AbGcopOris.

[Ticna nepopanbHOro npuitoMy MeT(hOopMiHy Yac JOCSITHEHHS MaKCUMAaJIbHOI IJ1a3MOBO1 KOHIIEHTpALii
(tmax) CTaHOBUTH 2,5 TOAMHU. AOCONIIOTHAa O10AOCTYNHICTH METPOPMIHY HpPH 3aCTOCYBaHHI 103U
500 Mr nepopaibHO y 310pOBHX JOOPOBOJBIIB CTAaHOBUTH Npubau3Ho 50-60 %. Ilicns nmepopanbHOTrO
3acTocyBaHHs HeabcopOoBaHa (pakiris, 1o BUsABIsIacs y pexamnisnx, cranopmia 20-30 %.

Abcopbrist MeTopMiHy THicls MEpOpaIbHOI0 3aCTOCYBaHHSA € HACHUYyBAaHOIO 1 HEMOBHOW. byio
3po0JIeHO MPUMYLIEHHS, 10 (papMakoKiHeTHKa aOcopOuii MeTQopMiHy Mae JNiHIHHUN XapakTep. 3a
3BMYAMHUX 103 1 CXEM 3aCTOCYBaHHS MeT(HOPMIHY pIBHOBa)KHA IJIa3MOBA KOHIIEHTPALlisl 1OCSTAEThCS
yepe3 24-48 roauH 1 3a3BUyail CTaHOBUTH He Ounbiie 1 Mkr/mul. ITig yac KOHTPOIbOBAHUX KIIHIYHUX
nociikeHb Cmax METHOPMIHY Yy MJ1a3Mi KpOBi HE NepeBuIllyBajia 4 MKI/MII, HaBITh NPU 3aCTOCYBaHHI
HaBHUINMUX JO3.

BixuBaHHA TKi 3MEHIIIy€ CTYIIHB 1 IO MOAO0BXKYe yac abcopOiii merdopminy. [Ticas npuiiomy 1o3u
850 Mr pasoM 3 Dxkero criocrepiranocs 3HUKEHHS Cmax y TI1a3Mi kpoBi Ha 40 %, 3meHmenHs AUC Ha
25 % 1 mOJTOBXKEHHS tmax Ha 35 xBuiMH. KiliHiYHA 3HAYYIIICTh TAKUX 3MiH HEBIOMA.

Poznogin.

3B’A3yBaHHS 3 OLIKaMU KPOBi € He3HAaUHUM. MeThOopMiH po3NoAiIAeTbCs B epUTPOIHUTAX. Cmax Y KPOBI
€ MeHIOo, HIX Cmax y TJIa3Mi Ta JocsTaeTbesi MpHOIM3HO 3a ToM camuii yac. Epurpouutu e,
IMOBIpHO, BTOPMHHUM Jieno po3noaity. Cepenne 3HaueHHs Vd KOIMBaeThes y Mexax 63-276 .
biorpancdopmaitis Ta enxiMiHaliis.

MetdopMiH BUBOAUTHCS Y HE3MIHEHOMY BUIJIAI 3 ceuero. Hisskux MeTabouiTiB y JIt0ei BUSIBIIEHO HE
OyJo0.

HupkoBuit kmipeHc MeTdgopminy craHoButh > 400 MII/XB, 110 CBIAYUTH MPO Te, IO METHOPMIiH
BUBOJUTHCS IIJISAXOM KiyOoukoBoi (inmpTpauii 1 kaHanbleBoi cekpewii. Ilicns mpuiiomy no3u
BCEPEMHY TepMiHAIBHUM Mepio] HalmiBBUBEIEHHS CTAHOBUTh MPUOJIN3HO 6,5 roguHu. Ko QpyHKIis
HUPOK TOTIpIIEHa, HHUPKOBUU KIIPEHC 3MEHUIYEThCS MPOMOPIINHO A0 KIIPEHCY KpeaTHuHIiHY,
BHACJIIOK YOTO TEpioj] HAIMiBBUBEACHHS MOJOBXKYETHCS, 1[0 MPHU3BOAUTH A0 30UIbIICHHS PIBHSA
MeT(hOopMiHY Y IJ1a3Mi KPOBI.




KuiniyHi XapaKTepuCTHKH.

Iloka3zanus.

Sk nmomoBHEHHS A0 AIETH Ta (PI3UYHUX BIOPAB I XBOPUX HA 1HCYJIHOHE3AJICKHUN IyKPOBUH JiabeT
(II Tumy):

- SIKIIIO MOHOTEpAIlis TIIMEeipruI0oM a00 MeTGOPMIHOM He 3a0e3Meuye HAIEKHOTO PIBHS TIIIKEMIYHOTO
KOHTPOJIIO;

- y pa3i 3aMiHd KOMOIHOBaHO1 Teparii TIIMEemipuIoM Ta METHOPMIHOM.

Ilpomunokaszanns.

- Incyninozanexuuii 1mykpoBuil amiader | Tumy (Hampukian, IyKpoBHWi Aia0eT 3 KETOHEMIEI B
aHamHe3i), miabeTMyHa KETOHEMis, Jia0eTHYHAa KOMa Ta TpPEeKoMma, TOCTpUH abo XpOHIYHUI
MeTa0OIYHUH alu03.

- I'imepuyTnuBicTh 10 Oyb-SKOI 3 JOMOMIKHUX PEYOBHH, L0 BXOJATH 10 CKJIaay LIbOTO Mpenapary,
abo0 cynb(hoHIIICEYOBHHH, CYIb(haHiIamiIiB a0o OiryaHiiB.

- [leuinkOBa HEAOCTATHICTD, TSKKI MOPYIIEHHs (QYHKIIT MeUiHKH, epe0yBaHHs HA reMojiani3i (MoKu
[0 HEMa€ JIOCBIAY 3aCTOCYBaHHS IMpemapaTy y TaKuX BUMAAKaX). Y pasi TSHKKUX posnamiB GyHKii
NIEYiHKM Ta HUPOK JJIs JIOCSTHEHHsSI HAJEKHOIO KOHTPOJIO HaJ pIBHEM LYKPY B KpPOBI Malli€HTa
HEOOXiTHO IEPEBECTH Ha 1HCYIIiH.

- BaritHicTs; BiporifiHa BariTHICTh; EPiO FOLyBaHHS TPYIIIO.

- CXWJIBHICTP JI0 PO3BUTKY JAKTOAIMIO3Y, BHUIAJKH JIAKTOAMJ03y B aHAMHE3l, HUPKOBA
HEJOCTaTHICTh, ab0 mopylieHHS HUPKOBOi (yHKUii (PO L0 CBIAYUTH, HAMPUKIAA, IMOKA3HUK
KpeaTuHiHy y 1ia3Mi KpoBi > 1,5 mMr/mn y 4omnoBikiB Ta > 1,4 Mr/mi y iHOK ab0 MOpyIIeHHS KIipeHCy
KpEeaTuHiHy), 110 TaKOX MOXe OyTH CIPUYMHEHO TaKMMM CTaHaMM SIK CepLEBO-CYIMHHHMH KoJjarc
(oK), rocTpHii iH(papKT MiOKap/a Ta CeNTHIIEMIs.

- PeHTreHonoriuyHi QOCHiIKEHHS 13 BHYTPIIIHBOCYAMHHHM BBEACHHSIM KOHTPACTHUX 3aco0iB, IIO
MICTATh MO (Takl K BHYTpPIIIHbOBEHHA yporpadisi, BHyTpIIIHbOBEHHA XOJaHriorpadis, anriorpadis
ta Komm'torepHa Tomorpadis (KT)): MHomoBMmiCHI KOHTpacTHI 3aco0M, NpU3HAYeHI JUId
BHYTPIIIHFOBEHHOTO BBEJEHHS IIiJ] 4Yac MpPOBEACHHS OOCTEe)KEHb, MOXYTh CHPUYMHUTH TOCTpPE
nopyueHHs (QyHKIIT HUPOK Ta MOJIOUHOKHCIHMH alu03 y Halli€HTIB, sIKIi NPUHMAIOTh MET(QOPMIH.
Tomy marienTu, s SIKAX TIUIAHYIOTBCS TakKl JOCIHIDKEHHS, TOBHHHI THMYAacOBO MPUIUHUTH
3actocyBaHHs Tpenapary Jyrmumakc® 3a 48 roamH 10 TIpoBeleHHs mpoueaypu. IIpu mbomy
JIKyBaHHS HE CJI1J] BIJIHOBJIIOBATH JOTH, TOKU He OyJie 3/11iICHEHO MOBTOPHOI OLIHKK (YHKIIT HUPOK 1
HE BCTaHOBJIEHO, 1110 BOHA € HOpMaibHOIO. KpiM I11b0T0, ImpenapaT MpoTHIIOKAa3aHUM MallieHTaM, SKi
MaloTh TOCTPl CHUMITOMH, LI0 MOXYTh OOYMOBIIOBATH MOpYILIEHHS (DyHKILII HUPOK (IeriapaTtaris,
TSDKKA 1H(]EKIIis, MI0K).

- Tsxki 1HQeKil, cTaHu J0 Ta Micisd XIpypriyHuX BTpy4aHb, cepiio3Ha TpaBMa. [lpu nmposeneHH1 Oyab-
SIKOTO XIpypriuHOro BTPY4aHHs HEOOX1JIHO THMYAacOBO BIJIKJIACTH JIKYBaHHA LIMUM IpernapaTtoMm (3a
BUHSATKOM HEBEJIMKHUX MPOLETYp, 10 HE BUMAraloTh 0OMeKeHb y npuiiomi ki Ta pinunun). Tepamito He
MO’KHa TIOHOBJIIOBATH JOTH, JOKU TMAIll€HT HE IOYHE CAMOCTIHHO NpHiMaTé XKy, a MOKa3HUKU
HUPKOBOI pyHKIIIT HE OYAYTh Y MeXaX HOPMHU.

- Henoinanus, ronoayBanHs a00 BUCHAR)KEHHS MAaLlI€HTA.

- Nnodynkuis rimogiza Y1 HaTHUPKOBUX 3AJ103.

- [opymennst GpyHKIT MeYiHKU (OCKUIBKH CIIOCTEPIrajucsl BUMAKW BUHUKHEHHS JIAKTOAIU03Y MpHU
nopyuieHHi (YHKIIT TMe4YiHKW, Led npenapar, sK NpaBWiIo, HE CIiJ MpU3HAYaTH Mall€HTaMm 3
KJIIHIYHUMHE 200 Ja00paTOPHUMHU O3HAKaMHU 3aXBOPIOBAHHS IMEYiHKM), 1H(APKT JIEreHiB, TDKKE
MOPYIIEHHS JIereHeBo1 (yHKIIT Ta 1HII CTaHH, SKI MOXKYTh CYIPOBOKYBAaTHCS T1IIOKCEMIEIO (ceplieBa
abo JereHeBa HEJOCTATHICTb, HEIIOJABHO IepeHECeHU 1H(AapKT MioKapjaa, IIOK), HaaMipHE
3JIOBKMBAHHS aJKOTOJIEM, JeripaTallisi, LIUIYHKOBO-KHUIIKOBI pO3Jagd, y TOMY YHCHl Jiapes 1
OJTIOBaHHS.

- Tspkka HEAOCTaTHICTh HUPOK (IIBUAKICTH KTy00ukoBoi ¢inpTpamii (LKD) < 30 mi/xB).



- 3acTiiiHa cepreBa HEIOCTATHICTh, IO BUMAara€ MEIUKAaMEHTO3HOTO JIIKYBaHHs; HEIIOJaBHO
nepeHeceHuit iHhapKT Miokap/a; TshKKa ceplieBO-CyIMHHA HEJOCTAaTHICTh a00 MOPYIICHHS TUXaHHS.

B3aemooia 3 inwumu nikapcokumu 3acooamu ma inuii 6uou 63aEmooii.

L nivmenipuo.

SIxmo mamient, axuit npuitMae Jyrmumakc®, oHOYACHO OTPUMYE JesKi iHIII JiKapchKi 3acobm a6o
NpUNHHIE X OpUOM, 1I€ MOXKE IMPU3BECTH AK J0 HEOAKAaHOTO MOCWICHHS, TaK 1 JO 3HIKEHHS
rinormikemiunoi #ii rmiMenipuay. Buxonsum 3 mocBimy 3actocyBamHs mpemnapaty Jyrmumaxc® Ta
IHIIMX TOXIJHUX CYJTb()OHIICEYOBUHH, CII1/1 BpPaXOBYBAaTH MOKJIMBICTh BAHUKHEHHS HIDKUE3a3HAYCHUX
B3aeMoIiit npenapaty Jyrmumakc® 3 iHIIMMHU JTiKapCHKUMH 3aC00aMH.

Ileit mpemapatr Meraboisi3dyeTrbest min giero nuroxpomy P450 2C9 (CYP2C9), mo HeoOXimHO
BpPaxoByBaTH Yy pa3i OJHOYACHOTO TPU3HAYEHHS IHAYKTOPIB (HAampuKiIaa, pudamminuHy) abo
1Hri0iTOpiB (Hanmpukia, ¢piaykonaszony) CYP2CO.

Jlikapcoki 3acodu, wo nocunioioms YyKpO3HUNCYBATbHUU edexm.

IHcynin Ta mepopanbHi mpoTHUIIa0eTHUHI Mpenapatd, HECTEePOinHI MNpOTH3amalbHI MpenapaTH,
iHridiTopn AII®D, amomypunos, aHaOONIYHI CTEPOIAM, YOJIOBIYI CTaTEBI TOPMOHH, XJIOpaMQEeHIKOII,
AHTUKOAryJIIHTU TPYNU TMOXIAHUX KyMapuHy, uukiopochamin, ausomipamin, QeHdypamiH,
dbenipaminon, ¢idbparu, QiyokceTHH, TyaHeTUAMH, i30docdamin, iHridiropy MAO, MiKOHa301,
(baykoHa30, MapaamMiHOCANIIIIOBA KHUCIOTa, MEHTOKCHUGUIH (MPH MapeHTEepaIbHOMY BBEACHHI Y
BHCOKHX J0323X), (heH1I0yTa30H, MPOOEHEI I, XIHOJIOHOBI aHTHOI0TUKY, CATIIMIATH, CYIb(QIHITIPa3oH,
cynbhaHiIamMiid, KIApUTPOMIIUH, TETPAUUKIIHU, TPHUTOKBaIiH, Tpodocdamin, azamporasoH,
OKCU(eHOYTa30H, CUMITATOJII THKH.

Jixapcwki 3acobu, wo smMeHuyoms YyKpoIHUNCYBATbHULL eheKm.

Aterazonamif,, 6apOiTypaTH, KOPTUKOCTEPOIIH, Mia30KCHJ, AIYPETHKH, emiHeppuH (ampeHaniH) ado
CUMIIAaTOMIMETUKH, TJIFOKaroH, MPOHOCHI 3aco0u (IIpH TPUBAIOMY 3aCTOCYBaHHI1), HIKOTHHOBA KHCJIOTA
(Y BHCOKHX J03aX), €CTPOI€HH, IPOTreCcTareHy, nepopajibHi KOHTPAleNTUBH, (PeHOTIa3uHu, (EHITOIH,
pudaMIiLuH, TOPMOHH IIUTOBUAHOI 3aJ103H, XJIOPIIPOMAa3HH, 130HIa3U/I.

Jlikapcwki 3acobu, wjo 30amui K ROCUNIOBAMU, MAK | SMEHULYBAMU YYKPOZHUNCYBATbHULL epeKm.
AwnTaronicti Hz-perientopis, KIOHIAMH 1 pe3epiItiH.

FBnoxkamopu B-adpenopeyenmopie 3HWKYIOTh TOJEPAHTHICTH A0 TIIIOKO3U. Lle Moke MpHU3BOIUTH 110
MOPYLIEHH MEeTa0OJIYHOIO KOHTPOJII0O y XBOpPUX Ha IyKpoBui aiaber. bnokatopu -
aJIpeHOPELENTOPIB MOXKYTh IMOCHJIIOBAaTH PU3UK BUHUKHEHHS TINOIJiKeMii (BHACHiIOK MOPYIIEHHS
KOHTPPETYJIALIT).

Jixapcoxi 3acobu, ni0 6nIUBOM SAKUX CHOCMEPIcAEMbCs NOCAAONeHHs aO0 ONOKY8AHHA O3HAK
aopeHepaiunoi Konmppe2ynayii 2inoenikemii.

CummnaroniTuyHi 3aco0u (Hampukiaj OJioKaTopu [-aJpeHOpelenTopiB, KIOHIIWH, T'YaHETHJIUH 1
pesepIrin).

Sk pazoBe, Tak 1 peEryJsipHE BXKHBaHHS aJKOTONIO MOXKE TIOCHIIIOBaTH a0o0 MOCIabIoBaTH
1yKPO3HUKYBaNbHY JIito Ipenapaty Jyraumakc®.

Le#t npenapat Moke SIK MOCHITIOBATH, TaK 1 MOCIa0t0BaTH €(heKTH aHTUKOATYJISIHTIB, 110 € TOX1IHUMHU
KyMapuHy.

CekBecTpaHTH JKOBYHHMX KHCIIOT: KOJIECEBENlaM 3B’S3YEThCS 3 TIIMEMPUAOM Ta 3MEHIIYE
BCMOKTYBaHHsI TJIIMEMipUay 31 IUTYHKOBO-KMIIKOBOro TpakTy. He cmocrepiranocs HisKkoi B3aeMOii,
KOJIM TJIIMETIPHUJT 3aCTOCOBYBABCS MPUHANMHI 3a 4 TOJAWHH JI0 KoJieceBenaMmy. ToMy TIMENipua Ciif
3aCTOCOBYBATH NMPUHAWMHI 3a 4 TOJUHU JI0 KOJIECEBEIaMy.

[Ipu omHOYacHOMY 3acTOCYBaHHI 3 JESKMMH 3aco0aMu MOXKe pPO3BHHYTHCS Jaktoanumo3. CraH
narfieHTa HeoOXiJTHO pEeTEeIbHO KOHTPOJIIOBATH Yy pa3li OJHOYACHOTO 3aCTOCYBaHHS 3 TaKUMHU
mpenaparaMu: HOJOBMICHI PEHTTCHOKOHTPACTHI 3aco0W, aHTHOIOTHMKM, M0 YWHSTh CHJIbHY
HE(PPOTOKCUYHY 110 (T€HTaMILMH Ta iH.).



[Ipn omHOYacHOMY 3aCTOCYBaHHI 3 JIEIKHMH JIKAPCBKUMH 3ac00aMU ITyKPO3HWKYBaIbHUN e(eKT
MOJKE SIK TOCHJIIOBATHUCS, TaK 1 3MEHIIyBaTHCA. PeTenbHe CHOCTEpe)XEeHHS 3a CTaHOM Ialli€HTa Ta
KOHTPOJIb PIBHS IIYKPY B KPOBI HEOOXIJIHI y pa3l 0THOYACHOTO 3aCTOCYBAHHS 3:

- TpenapaTaMu, 110 MOCHUJIIOIOTh IyKPO3HIKYBAJIBHUM €QeKT: 1HCYNiH, cyabpaHlIaMian, mpernapaTtu
CyJb(POHUICEUOBHHHU, MEMVIITHHIAM (penariiHia Ta iH.), iHri0iTopu ambda-riiko3unasu (akapbosa Ta
iH.), aHaOoONIYHI CTepOigM, TyaHeTHIWH, caimimwiaThd (acmipuH Ta iHOI), OsokaTopu -
aJpEeHOPEIENTOPIB (mporpaHoIION Ta 1H1I11), 1HT10iTOpH MAO, 1HT101TOpH
aHT10TEH3WHIIEPETBOPIOBAILHOTO (DEPMEHTY;

- TIpenaparam, 0 3MEHIIYIOTh IyKPO3HWKYBAIBHUIN €(PEeKT: ajpeHasiH, CHMIIaTOMIMETHYHI 3aCO0H,
KOPTUKOCTEPOif, TOPMOHHU LIUTOBUIAHOI 3aJI03H, €CTPAIi0i, €CTPOreHH, NePOpaIbHI KOHTPALENTHBH,
Tia3u¥ Ta 1HII JIypEeTUKH, MipasuHaMill, 130Hia3u1, HIKOTHHOBA KHCJIOTa, )eHOoTia3uHU, (EHITOIH,
OJI0KaTOpH Kalbli€BUX KaHAIIB, B-2-arOHICTH Taki K canb0yTamos, (opMOTEPOII Ta iH.

Inibypuo: mix yac NOCHIKEHHS B3a€MOIN 3 OAHOKPATHUM BBEICHHSIM J03M Mpernapary XBOPUM Ha
mykpoBuid miader Il Tumy opHO4YacHe mpu3HAYEHHS METPOPMIHY Ta TIHIOypHay HE TPHU3BEIO 0
KOTHUX 3MIH HI y (apmakokiHeTuli, Hi y ¢apmakoguHamini merdopminy. Crocrepiranocs
3MEHIICHHS TUTONIi Mix (hapMaKOKIHETHYHOIO KpUBOIO «KOHIeHTpamis/gyacy (AUC) i MakCUMambHOI
KoHIeHTpalii B cupoBatii KpoBi (Cmax) TI10ypHay, 1110 OyJI0 JOCUTH BapiabeabHUM. Y 3B'S3KY 3 THM,
110 TiJ Yac JOCIiKEHHS IpenapaT BBOJUBCS OJJTHOKPATHO, a TAKOXK Yepe3 BIACYTHICTh KOPETAIii MixK
piBHAMU MeT(OpPMiIHY B KpOBi Ta Horo hapmMakoauHaMiYHUMU e(eKTaMU, HEMae BIIEBHEHOCT1 y TOMY,
11O 115 B3a€EMO/Iisl Ma€ KIIiHIYHE 3HAYCHHS.

@ypocemio: miA Yac TOCHIIHKEHHS B3aeMOil MK MeThOpMiHOM Ta (ypocemMiioM 3 OAHOKPATHUM
BBEJICHHSAM JI03HM TIpernapary 3I0pOBHM JOOPOBOJBISIM OyJIO HPOJAEMOHCTPOBAHO, IO OJHOYACHE
MPU3HAUYCHHSA IUX JIKapChbKUX 3aco0iB BIUIMBaEe Ha iX (apmakokiHeTHyHi mapamerpu. Dypocemin
301bIIHB Cmax MeTOpMIHY y 1a3mi kposi Ha 22 %, a AUC kpoBi — Ha 15 % 6e3 Oyab-IKuX iCTOTHUX
3MiH MOKAa3HUKIB HUPKOBOro KiipeHcy merdopminy. IIpu 3acrocyBanHi 3 METHOPMIHOM MOKA3ZHUKH
Cmax Ta AUC ¢dypoceminy 3am3umnmcs Ha 31 % Tta 12 % BiANOBIAHO MOPIBHSHO 3 IIUMU MOKa3HUKaAMHU
Ha (oHI MoOHOTeparii GpypoceMioM, a TepMiHAIbHUN MEPioj HAMiBBUBEJICHHS 3MEHIIUBCS Ha 32 %
0e3 Oynb-SKMX ICTOTHUX 3MIH Y HHUPKOBOMY KiipeHcl ¢ypoceminy. [Hpopmaris npo B3aeMOAll Mix
MeTGOpMIHOM Ta GypOCeMiIoM NPH TPUBAJIOMY 3aCTOCYBAaHHI B1ICYTHSI.

Higpeounin: mig vac IOCIIKEHHSI B3a€MOAIM MK MeT(GOpPMIHOM Ta HipeTUIIHOM 3 OJHOKPAaTHUM
BBEJICHHAM IIpernapary 370pOBUM J0OpOBONBLSAM OyJ0 MPOAEMOHCTPOBAHO, IO OJHOYACHE
MpU3HAYEHHA Hi(penuIiHy MiIBUILY€E MOKAa3HUKU Cmax Ta AUC MeTgopMiny y muta3mi kposi Ha 20 % ta
9 % BIAMOBIHO, a TAKOK 301IbIIY€E KUIBKICTh Mpenapary, 10 BUBOJUTHCA 13 ceuero. BiacyTHii BIIMB
Ha 4Yac J0 JOCSTHEHHS MakcuManbHOi KoHUEHTpauii (Tmax) Ta Ha nepiof HamiBBUBEICHHS
MeTdopminy. BeraHoBieHo, o Hipenumnid nocumoBas abcopOiito MerdpopMiny. MeThopmin Mmaiixe
HE BIUIMBAB Ha (papMaKOKIHETUKY HipeqUMiHY.

- JKapchKi 3ac00H, sIKi MOXKYTh BIUIMHYTH Ha (YHKIIIIO HUPOK, 3yMOBIIIOIOTh F€MOAMHAMIYHI 3MiHH,
a00 KaTiOHHI JIIKapPChKi 3aCO0H, SIK1 BUBOSTHCS MUISIXOM HUPKOBOI KaHAJIBIIEBOI CEKPEIIii.

Kamionni npenapamu: xaTioHH1 npenapaT (HapUKIaa, aMiJIOPH]L, AMTOKCHH, MOp(QiH, MpoKaiHaMIJ,
XIHIAMH, XIHIH, PaHITHAWH, TPUAMTEpPEH, TPUMETONPHUM, BAHKOMIIUH), 110 BHUBOJATHCS HHUPKaMH
IUIIXOM KaHaJbIIEBOI CEKpelii, TEOPeTHYHO 3JaTHI 10 B3aeMoAil 3 MeTPOpMiHOM depes
KOHKYpPYBaHHSI 3a CIJIbHY KaHAJIBIEBY TPAHCIIOPTHY CHUCTEMy HHUpPOK. Taka B3aeMOIisi Mix
METQOPMIHOM Ta IMMETUAMHOM TNpU MEpOpaTbHOMY 3acTOCYBaHHI crocTepirajgaca  mijJ dac
JOCTIPKEHb B3a€EMOJINA MDK MeT(GOpPMIHOM Ta LHUMETHAMHOM 3 OJIHOKPATHHM Ta OaraToOKpaTHUM
BBEJICHHSIM IIpernapaTiB 310pOBUM T0OpOBOJIBIAM. L1 HoCTiKeHHS TPOJEMOHCTPYBaIN 301IbIIEHHS
Ha 60 % Cmax MeTQOpPMIHY y MIa3M1 KPOBI 1 3arajbHUX KOHIIEHTpAIlill B KPOBI, a TAKOXK 30UTBIIIEHHS Ha
40 % AUC merdopminy y muazmi KpoBi Ta B Kposi. [1i gac qociimkeHHs 13 OAHOKPATHUM BBEACHHIM
npenapaTy He OyJi0 BUSBIEHO 3MIH Yy TPUBAJIOCTI NEPIOAY HaliBBUBEAECHHSA. MeTQopMiH HE BILTUBAB
Ha (papMaKOKiHETUKY UMeTUANHY. He3Baxkarouu Ha Te, 110 Taki B3a€EMOJIil TEOPETUYHO MOXKIIUBI (32
BUHATKOM LIUMETUJMHY), CJIiJl IPOBOJUTH PETEIbHE CIIOCTEPEIKEHHS 3a XBOPUMH Ta KOPUTYBaTH J03U



Meropminy Ta (abo) sikapchkoro 3acoOy, IO 3 HHM B3a€EMOJIE, Y pa3l MpUHOMY KaTiOHHHUX
Ipernaparis, sIKi BABOJASTHCS 3 OPraHi3My IIUISIXOM CEKpeLii y MPOKCUMAIbHUX KaHAIBLSAX HUPOK.

Inwi. 1lig wac JochiKeHHS B3a€MOAll 3 OJHOKPAaTHUM BBEACHHSAM IMIpernapaTiB  3J0pOBUM
I0OpOBOJBISIM  (papMaKOKiHETHKAa MET(POPMIHY Ta TPONPAHONONY, a TaKoX MeT(OopMiHy Ta
10ynpod)eHy IpHu 0JJHOYACHOMY 3aCTOCYBaHHI ITUX MpernapaTiB He 3MiHUIAC.

Cryninp 3B's13yBaHHA MeT(GOpMiHY 3 OUIKaMu IU1a3MH KpoBi € HesHauHuM. OTxke, foro B3aemonis 3
mpernapaTamu, fKi MarOTh BUCOKHHM CTyMiHb 3B’SI3yBaHHS 3 OUIKaMH IJIa3MU KPOBl, TaKUMH SIK
callinuiIaTH, cyib(aHiiaMmiau, XJaopaMmpeHiKo, MPOOSHEI I, MEHIII iIMOBipHA TIOPIBHSIHO 3 MOX1THUMU
CyJIb()OHIIICEYOBUHHU, SIKI MAIOTh BUCOKHI CTYITIHb 3B’ 3yBaHHS 3 OlJIKaMH IJIa3MHU KPOBI.

MetdopmiH MOXe 3MEHIIYBATH AHTHKOATYISHTHUH eQeKkT (EeHNMpOKyMOHy. 3 Orjisay Ha Le
PEKOMEHIYEThCS PeTeNIbHUI KOHTPoib MHB (MIX@KHApOIHOTO HOPMaJTi30BAaHOTO BiHOIIICHHS ).
JICBOTHPOKCHH MOXX€ 3MEHIIYBAaTH LYKPO3HWKYBAIbHUN edekT MeTdopminy. Pexomenayerbcs
KOHTPOJIb PIBHIB TIFOKO3H B KPOBI, OCOOJIMBO Ha MOYATKy a00 MpHY MPUITMHEHHI JIIKYBaHHSI TOPMOHAMH
MMTOMOAIOHOT 3a7103H, 1 32 HEOOXITHOCTI CITil KOPUTYBATH 103y MeT(GOpMiHy.

Tpancnopmepu opeaniunux kamionie (OCT).

Mertdopmin € cyderpatom aist Tpancioprepis OCT1 i OCT2.

OpHovacHe 3acTOCYyBaHHSI METHOPMIHY 3

* [ari6itopamu OCT1 (TakuMu sIK Bepanamisl) MOKe 3HH)KYBaTH €()EeKTUBHICTh METQOPMiHY.

* Ingykropamu OCT1 (Takumu sk pudaMIinuH) MOXKe MOCHIIOBATH BCMOKTYBaHHS MET(HOPMIHY Y
[IUTYHKOBO-KHUIIIKOBOMY TPAKTI Ta 30UIbIITYBAaTH HOTo e(DeKTHUBHICTB.

* [ari6iTopamu OCT2 (TakuMu K UMETHU]IUH, JOIYTErpaBip, paHOIa31uH, TPUMETONIPUM, BaHAETaHiO,
13aByKOHA30J1) MOKE 3MEHIIIyBaTH BUBEIECHHS MeT(hOpMiHy HUPKAMH i, TAKAM YHHOM, TIPU3BOIUTH 0
301bIIEHHS KOHIIEHTpallii MeT(hOpMiHYy B IJIa3Mi KPOBI.

* lariditopamu sk OCT1, tak i OCT2 (TakumMu SIK KpH30THHIO, omamapu®) MOXKe 3MIHIOBATH
edeKTUBHICTh MET(HOPMIHY Ta HOTO BUBEACHHS HUPKAMHU.

VY 3B'SI3Ky 3 IIUM PEKOMEHIYETHCS TIOTPUMYBATHCS 00EPEKHOCTI MPU OJTHOYACHOMY 3aCTOCYBaHHI ITHX
IpernapariB 3 METGOPMIHOM, OCOOJIMBO Y MAllI€HTIB 3 HOPYLIEHHAM (YHKIIi HUPOK, OCKUJIBKH 1€ MOKe
30UIBIIYBATH KOHIEHTpAIil0 MeTHOpPMIHY B TUIa3Mi KpOBi. 3a HEOOXITHOCTI MOXKHA PO3TISHYTH
JOUUIBHICTE KOPUTYBaHHS J03M MeT(hopMiHy, OCKiUIbKM i1HriOiTopu/iHaykTopu OCT MOXyTh
3MiHIOBaTH €(EKTHUBHICTh MET(HOPMIHY.

Ocoobnueocmi 3acmocyeanns.

Ocobnusi 3an00idicHi 3ax00u

[lin yac mepmoro THXKHS JIKyBaHHS MOTPIOEH pETEIbHUN MOHITOPUHI CTaHy Ialll€eHTa dYepes
NiABUILEHUH PHU3UK BUHMKHEHHS Tinoriikemii. PU3MK BUHUKHEHHs TiNOIJiKeMii ICHYe Yy TakKux
TMalieHTiB 00 P TaKUX CTaHAX:

- HebakaHHs a0 HE3/1aTHICTh XBOPOTI'o JI0 CIIBIIpaLli 3 JJiKapeM (YacTille NalieHTH JITHbOTO BIKY);

- He/IOIaHHs, HePETYJIsIpHE XapuyBaHHS, MPOITYCK MPHUHOMIB TKi;

- mucbanaHc Mixk (PI3MYHUM HABAaHTAXKCHHSIM Ta CIIOKMBAHHSM BYTJIEBO/IIB, TSHKKUN MiOKIHE3;

- BYKUBaHHS JIKOTOJTIO;

- IopyuIeHHs! QyHKIIT HUPOK (MOXKE MPU3BECTH JI0 MiJBUIIEHO] UyTIUBOCTI 10 IIyKPO3HUKYBaJIHHOTO
edeKTy riamMenipuLy);

- Iepe103yBaHHs Mpenapary;

- JIesiKl €KOMIIEHCOBAHI 3aXBOPIOBAHHS €HJIOKPUHHOI CUCTEMM (HANpHUKIIAJ, MOPYHIEHHS (QyHKIIT
IIMTOBUIHOI 3aJI03U Ta ajaeHorinogdizapHa abo aJpeHOKOPTUKAIbHA HEAOCTATHICTH), AKI MOXYTb
BIIJIUBATH Ha BYTJIEBOAHUNM OOMIH Ta KOHTPPETYJIALIIO TIOTTIKeMIi;

- OJTHOYACHE 3aCTOCYBaHHS JESIKUX IHIIMX JIIKAPCHKUX 3aco0iB (AMB. po3nin «B3aemomis 3 iHIIMMU
JKapChKUMHU 3aC00aMH Ta 1HII BUJIA B3AEMOIII).

IIpu HasgBHOCTI TakuX (PaKkTOPiB, IO MiJBUIIYIOTh PU3UK PO3BUTKY TIMOIIIKEMIii, CIiJl CKOPUTYBATH
no3y npenapary Jyranmakc® abo BCro cxeMmy JiKyBaHHs. Lle He0OXiTHO 3pOOUTH TakoX y pasi OyIb-
SKOTO 3aXBOPIOBaHHA a00 3MiHM CIOcoOy KUTTA namieHTa. CUMITOMH TiMOTIKeMii, 110 CIIPUYMHEH]
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aJPCHEPTIYHOI0 KOHTPPETYJIAIIEI0, MOXKYTh OYTH 3TJa/pKeHl abo 30BCIM BIJICYTHI Y THX BHUIAIKAX,
KOJIM TIMOTJIIKEMisi PO3BHBAETHCS TMOCTYMOBO: y XBOPHUX JITHHOTO BIKY, Y XBOPHUX HA BETCTaTUBHY
Heifponarito abo B TUX, XTO OJIHOYACHO OTPUMYE JIIKYBaHHS CUMIIATOIITUKAMHU.

3acanvhui 3anobidxcHi 3ax00u

Linoanikemis

I3 nmocBimy 3acTocyBaHHS IHIIMX MpeNapatiB CyJlb(OHIICEYOBUHH BiJJOMO, 1[0, HE3BAKAIOYM Ha
MMOYATKOBUU YCHIX BXXHTHX 3alOO0DKHUX 3aXOJiB, MOXKJIMBI TIOBTOPHI emi3oau rimoriikemii. Tomy
MAIi€EHT MA€ 3aJUMIATUCS I PETEIbHUM CHOCTEPEKEHHSAM. [0 MOXKIMBUX CHMIITOMIB TilTOTIIIKEeMii
HaJeXaTh TOJIOBHUU OUIb, CHJIbHE BITYYTTS TOJOMY («BOBUMI» ameTHT), HYJ0Ta, OJIFOBAaHHS,
MiBHILEHA BTOMJIIOBAHICTh, anaris, 0€3COHHS, HECIOKiH, MOPYIIEHHS CHY, arPECUBHICTh, HOPYLICHHS
KOHIICHTpallii yBaru, 3HWKECHHS MMMJILHOCTI Ta MIBUAKOCTI peakIlii, Ienpecis, CIUTyTaHICTh CB1IOMOCTI,
MOPYILICHHS MOBIICHHs, adasis, MOpYyIIEHHS 30py, TPEMOp, Iape3d, MOPYLICHHS YyTJIMBOCTI,
3allaMOPOYEHHs, BTpaTa CaMOKOHTPOJIO, JEIIpiid, CyJJOMU LIEHTPAJIbHOIO IeHe3y, BTpaTa CB1JIOMOCTI,
KOMa, COHJIMBICTh, IOBEPXHEBE MUXaHHS Ta Opaaukapais. KpiM Toro, MOXyTh MaTu MicCIe O3HAKH
aJIpEHEPriYHOl KOHTPPEryJIAlii: HaJAMipHE MOTOBUIUICHHS, JIMIKA IIKipa, TPUBOXKHICTh, TaxiKapHisd,
apTepianbHa TiepTeH3is, MOCUICHE CepIeONTTsI, Hala | CTEHOKApAii Ta apuTMii cepis.

KrniniyHa kapTWHa TSXKKOTO €Mi30Ay TINOriiKeMii MO)Ke HaraayBaTH 1HCYJbT. [lalieHTH 3 TSKKOIO
rinoriikeMiero MoTpeOyIOTh HETraiHol Tepamii Mmif HarjasgoM JIiKaps, a 3a TEBHUX OOCTaBUH —
rocmitanizanii mamieaTa. KoHTpoiabs Haj TIMOTTIKeMI€0 MakKe 3aBIM MOYKHA ITBUJIKO BCTAHOBUTH 32
JIOTIOMOTOI0 HEraiHOTO MPUHOMY BYTJIEBOAIB (TIIOKO3HM 200 LyKpPY, HAPUKIA/, Y BUIIIAAl OIMATOYKA
LyKpPY, GPYKTOBOTO COKY 3 I[yKPOM, MiJCONOHKEHOT0 Yaro). [t Takux BUMAKiB XBOPi MOBUHHI MaTH
npu cobi He menme 20 T mykpy. [lamieHTn, a TakoX WIEHH IXHBOI POAMHU TOBHHHI OyTH
noiHGOpMOBaHi PO PU3UK PO3BUTKY TIMOTIIKEMii, CHMITOMHU, CIIOCOOU JIKyBaHHS Ta (aKTOpH, IO
CTIPUSIOTH 11 BUHUKHEHHIO. MOXe 3HaoOUTHCS T0TIOMOTra CTOPOHHIX 0ci0, mo0 3amobirTd po3BUTKY
yckiaaHenb. HITy4Hi migconomkyBaul He BUSBISIOTH KOJHOTO e€(eKTy Ha KOHTPOJb PIBHA LYKpY B
KpOBI.

Jlakmoayudos.

JlakToanumo3 — piAKICHE, aje cepilo3He MeTaboNIvYHe YCKIJIATHEHHsS, 0 PO3BUBAETHCS BHACHIIOK
KyMyJisii MeTdopMiHy i yac JiKyBaHHS UM IpernaparoM. SIKIo 1el cTaH BUHHUKAeE, TO Maibke y
50 % BunaakiB BiH 3aKiHYY€TbCS JeTanbHO. JlakToanumo3 TakoX MOKE€ BHHHKATH TIPH JIEIKUX
naTo(i3i0NOrYHUX CTaHaX, y TOMY YHCIl NpU LYKPOBOMY JiabeTi, a Takoxk Ha (poHI 3HAYHOI
rinonepdysii TKaHUH 1 TinokceMii. [l JaKToannu03y XapakTepHe MiABUILIEHHS PIBHS JIAKTAaTy B KPOBI
(> 5 ™mmomb/m), 3HWXKeHHS pH KpoBi, MOPYIIEHHS €JIEKTPOJITHOro OanaHCy, 31 30UIBLICHHSAM
aHIOHHOTO 1HTEpBally Ta 3OLIbIICHHS CIIBBIIHOIICHHS JakTaT/mipyBaT. Y BHMaJaKax, KOJHU
JAKTOAIM/103 CIIPUUMHEHUH MeT()OpMIHOM, piBeHb MET(OpPMiHY Yy IUIa3Mi, SIK MPaBUIIO, NEPEBUILYE
5 MKI/Mmi.

YacToTra 3apeecTpoBaHMX BHIAJKIB JIAKTOALUUAO3y Yy XBOPUX, SKI MNpuiManu MeThopMiHy
rigpoxiopua, ayxe Huzbka (mpubiuszno 0,03 Bunaaki/1000 mamieHTIB Ha piK 13 MNPUOIHU3HOIO
kinbkicTio jetanpHux BumaakiB 0,015/1000 mamieHTiB Ha pik). 3apeecTpoBaHi BHUIAIKU BUHUKAIH
MEPEBAKHO Y XBOPUX HA LIYKPOBHI N1a0eT 13 BUPaKEHOI HUPKOBOIO HEIOCTATHICTIO, CIIPUYMHEHOIO
SK BJIACHE YPaXXCHHAM HUPOK, Tak 1 rimomnepgysi€io HUPOK, JyXke 4acTo — MPH YUCIEHHIH CymyTHiH
TepaneBTUUHIN/X1pypriuHiil MaToNorii Ta MpUloMi BEIUKOI KUIBKOCTI JIIKapChbKUX 3acO0i1B.

Pu3nk BUHMKHEHHS JIAKTOAIU103y 3POCTA€E MPOIOPIIIHO IO CTYNEHs TSHXKKOCTI HUPKOBOT JUCHYHKINT
Ta BIKy XBOporo. OJHaK pu3MK BUHHUKHEHHS JIAKTOALMUJ03Y y XBOPHX, SIKI MPUHMAIOTh METQOPMiH,
MO’KHa 3HAQYHO 3MEHIIUTH LUIIXOM IOCTIHHOTO CIOCTEPEXEeHHA 3a (YHKLIOHYBAaHHSIM HHMPOK Ta
3aCTOCYBAaHHS MIHIMAJbHUX €()EKTUBHUX 103 METHOPMIHY.

Kpim 1poro, npu mnosiBi Oy/Jb-sIKMX CTaHIB, SIKI CyNPOBOKYIOThCS TiIOKCEMi€ro abo JeriapaTali€ro,
a00 CeNTHUIIEMIEI0, TPUIOM IIBOTO JIIKAPCHKOTO 3ac00y HEOOXITHO HEeraifHO MPUTTUHUTH.

VY 3B'I3Ky 3 TUM, IIO NPH MOPYLIEHHI MEYiHKOBOI (DYHKIIi 37aTHICTh JO BUBEIEHHS JAKTaTy MOXKe
3MEHIIUTHCS, MperapaT He CJiJ MPUHUMATH TMAaI€HTaM 13 KIIHIYHUMHA a00 JTa0OpaTOPHUMHU O3HAKaMU
3aXBOPIOBAHHS IMEYiHKH. XBOPHX MOTPIOHO 3aCTEPErTH BiJl HAIMIPHOTO BXXMUBAHHS AJKOTONIO (5K

8




Pa3o0BOro, TaK 1 XpOHIYHOTO) IMiJT Yac JIIKyBaHHS IIUM MPETapaToM, OCKUTHKH aJTKOT0JIb TOCUITIOE BILIUB
MeT(QOpMIHY TiAPOXJIOpUAY Ha MeTabomi3M nakraty. Kpim Toro, mpuitom mpenapaty CiiiJ TUMYacoBO
NPUIUHATU TIepel MPOBEIEHHSAM OyJb-IKHX JOCHIIKEHb 13 BHYTPIIIHHOCYAHMHHUM BBEACHHSIM
PEHTTeHOKOHTPACTHUX 3ac00iB 1 mepe OyAb-IKUM XipypridHUM BTPY4aHHSIM.

JlocuTh 4YacTo JaKTOAMI03 IMOYMHAETHCS Maike HEMOMITHO Ta CYHpPOBOIKYETHCS TUIBKH
HecnenupiYHIMHA CUMIITOMAaMH, TAKUMH SIK 3arajbHe HE3yKaHHSI, MIaJris, peCIipaTOpHU AUCTPEC-
CUHJPOM, TIOCHJICHHS COHJHMBOCTI Ta HecmenuiuHui adaoMiHaIbHHK auckomdopt. [Ipu Oimbin
BUPAKEHOMY allM1031 MOXKYTh CHOCTEpIraTucsl TinoTepMis, apTepiajibHa TIMOTEH3id Ta PEe3UCTEHTHA
OpanuaputMis. | mamieHT, 1 Jlikap MOBMHHI YCBIJIOMJTIOBaTH, HACKUIBPKH BXKJIMBUMH MOXXYThb OYTH TaKi
cuMnToMu. ToMy CIiJl MPOIHCTPYKTYBATH MAIli€EHTA, 1100 BiH HETaifHO MOBITOMIISB JIKaps MpPO MOSABY
MOII0OHUX CUMIITOMIB.

Jlnist BUSIBJICHHS JIAKTOALUI03Y MOXYTh OyTH KOPUCHUMHM JOCHIJKEHHSI TAKMX TOKA3HUKIB SIK piBEHb
€JICKTPOJIITIB Ta KETOHOBHMX Ti1 y IIa3Mi KpOBi, piBe€Hb IYKPY B KpoBi, pH KpoBi, KOHIIEHTpaIIis
nmaktaty Ta MeTdopMiHy B KpoBi. ITicist qocsrHeHHs cTabinmizamii cTaHy Ipy IpUHoMi OYIb-SKOT 103U
npenapary Jyrnumakc®, HUTyHKOBO-KUIIKOBA CHMITOMATHKA, KA YaCTO CIIOCTEPIracThes Ha MOYaTKy
Tepamii MeTpopMiHOM, HaWiMOBIpHiIIe, He Oyae TMOB A3aHOI0 13 3aCTOCYBaHHSM IIperapary.
HI1yHKOBO-KUIIKOBI CUMITOMH, IO BHHUKIIW Mi3HIIIE, MOXYTh OyTH CHPHUUYMHEHI JAKTOAIUI030M
a00 1HIIMM Cepio3HUM 3aXBOPIOBaHHSM. PiBeHb JlakTaTy y IIa3mi y BEHO3HIA KpOBI HaTIE, IIO
MIEPEBUILYE BEPXHIO MEXKY HOPMH, alie HUKYE 5 MMOJIB/I y Malli€HTIB, K1 IPUIMalOTh 1Iel mpemnapar,
HE OO0OB’S3KOBO O3HAa4a€ HEMUHYUYYy IMOSBY JIAKTOAIMI03y. BiH MOXE MOSCHIOBATUCS I1HIIMMU
MeXaHi3MaMH, TaKUMU SIK, HallPUKJIaJl, HEe3aJOBUIbHUNA KOHTPOJb I[yKpPOBOro AiabeTy abo OKUpPIHHS,
iHTeHCHMBHE (i3UYHE HAaBaHTAXEHHS a00 X mMpoOieMaMH TEXHIYHOTO XapakTepy NpH MpPOBEACHHI
aHaJi3y KpoBi.

BuHUKHEHHS JTAaKTOAUI03Y CIiJI MiZ03pIOBAaTH Yy Oyab-SKOTO XBOPOTO Ha I[yKPOBHIA Jia0eT, y sIKOTO
HasBHUN MeTaOOIIUHUHI ali/103, @ 03HAKM KETOAUA03Y (KeTOHYpisl Ta KETOHEMis) BIACYTHI.
JlakTOoanua03 € HEBIIKIAAHMM CTAHOM, IO BHMAarae cralioHapHoro JjikyBaHHsA. [lamienram 3
JNAKTOAIMI030M, sKi OTpuUMYIOTh Jlyriumakc®, Horo cimij HeraiiHO BiAMIHUTH Ta OJpa3sy BKHTH
HEOOXITHUX 3arajlbHUX MiITPUMYIOUUX 3aXO0liB. Y 3B'SI3Ky 3 TUM, 10 MET()OPMIHY TiIpOXJIOPUA
BUBOJUTHCS LUIIXOM Jiami3y (mpu kiipeHci go 170 Mi/XB 3a yMOB Halle)KHOi T€MOAMHAMIKH),
PEKOMEHIIYEThCS HETaWHO TMPOBECTH TEeMOJlali3 3 METOK KOPEKIi amuao3y Ta BHUBEIACHHS
HakonuyeHoro merdopminy. Taki JiKyBajbHI 3aXOJU YacTO NMPHU3BOJATH A0 IIBUJIKOTO 3HHUKHEHHS
CHMIITOMIB Ta YCYHEHHS JIAaKTOAIUI03Y .

- OnTuManbHUM piBeHb LYKPY B KPOBI CIIJ MIATPUMYBATH 33 PAXYHOK OJHOYACHOTO JOTPUMAaHHS
JIETH Ta JOCTAaTHHOTO PIBHA (PI3MYHOTO HABAHTAXKEHHS, a TAKOX, SKIIO HEOOXiJHO, 3a paxyHOK
3HWKEHHS Macd Tijla Ta 3a JONOMOIOI0 PEryjsipHOrO MpuioMy Lboro mnpenapary. KiaiHiuHUMH
CUMITOMaMHU HE3a/I0BLJILHOIO KOHTPOJIIO PIBHS IyKPY B KPOBI € OJIrypis, clipara, MOJIJUICIA Ta
CyXiCTb HIKIpH.

- Ha nouartky nikyBaHHS Mall€eHTIB ciifg 1HGOPMYBaTH NpO KOPUCTh Ta MOTEHUIHHUN pPHU3UK,
MOB’SI3aHUHM 13 3aCTOCYBAaHHSM I[bOTO Ipernapary, a TaKoX IpO BAXIUBICTh JOTPUMAHHS JIETH Ta
perynspHoro (i3uyHOTO HaBaHTaKEeHHS. HeoOXiHO HAaroJIOCUTH Ha BAXIMBOCTI TO3WTHUBHOI
CHIBITpalli Malli€HTa 3 MEIUYHUM TIEPCOHATIOM.

- Peakuiro Ha yci MeTo/IM JTIKYyBaHHS J11a0eTy CIIiJl BIACTEKYBATH IIJIIXOM MEPIOJUYHOTO BUMIPIOBAHHS
piBHS I[yKpy B KpOBI HATIIE Ta INIIKO3UIBOBAHOTO IFE€MOITIO0IHY 3 METOI0 JOCATHEHHS HOPMaJIbHOTO
piBHA IMX MOKa3HUKIB. [IOKa3HUK TTIKO3MJIBOBAHOTO I'e€MOIIOOIHY MOXe OyTH OCOOIMBO KOPHUCHUM
JUISL OI[IHKY TPUBAJIOTO KOHTPOIIO TIIIKEeMII.

- JSIkmo mamieHT OTpUMYy€E JIIKyBaHHS, IpU3HAYeHE I1HIIMM JiiKapeM (Hampukiaa, Mia 4ac
rocrirtanizaiii, BHaCIiJOK HEIIaCHOTO BUMAAKY, HEOOXITHOCTI 3BEPHYTHCS 32 MEAMYHOIO JIOTIOMOTOIO
y BUXIJHI JIH1), BIH TOBUHEH O0OB’S3KOBO MOBIJIOMUTH MPO YUHHY CHUTYAIlIIO0 3 KOHTPOJIO IIYKPOBOTO
niaGeTy Ta mpo JIiKapchbKi 3acO0M, SKI MPUHMAIINCS MALIEHTOM paHille.

- YV BUHATKOBUX CTPECOBHUX CHUTyallisax (HampWKiIaaA, TpU TPaBMi, XIpypridyHOMY BTpydYaHHI,
1H(EeKIITHOMY 3aXBOPIOBAaHHI 3 BHCOKOIO TEMIIEpaTypol0) pEryJislis piBHA IyKpy B KpPOBI MOKe
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MOTIPITyBaTUCA, 1 JUIsl 3a0€3MEYCeHHs] HAJIEKHOTO METa0OJIIYHOTO KOHTPOJIIO MOXKE€ BUHUKHYTH
HEOOXITHICTh THMYACOBOTO MEPEBECHHS XBOPOTrO Ha 1HCYJIiH.

- JlikyBaHHs i po3MOYMHATH 3 MiHIMaJIbHUX A03. [lix yac JiKyBaHHS UM IIpenapaToM HEeoOXiTHO
PETYISIPHO KOHTPOJIFOBATH PiBEHB ITFOKO3U B KpOBi Ta cedi. KpiM 1boro, peKOMEeHIyEThCSl BU3HAUATH
PIBEHb TIKO3WJIBOBAHOTO TeMoriio0iHy. HeoOXimHO Takox omiHIOBaTH €()EKTHBHICThH JIIKYBaHHS, 1
SKILIO BOHA € HEJOCTATHBOIO, IOTPIOHO OJpa3y K MEPEeBECTH XBOPOTO HA iHIIY TEpAIIiio.

- MouBe 3HMKEHHS yBaru Ta MBHUJIKOCTI peakIlii, CHPUYMHEHE T1IM0- a00 TinepriiikemMier, 0coOIuBO
Ha TIOYAaTKy JIKyBaHHS, MPU TMEpeXoAl 3 OIHOr0 JIKapchbKoro 3aco0y Ha iHmmMNA abo mpu
HeperyJsipHoMy mpuiiomi mpemnapaTy. Lle Mo)ke HeraTMBHO IMO3HAYUTHCS Ha 3JaTHOCTI KepyBaTu
aBTOMOO1IIEM ab0 TPAIOBATH 3 IHIIMMHU MEXaHI3MaMH.

- Kontponps ¢yHkiii HUPOK: BIJOMO, 1110 MET(HOPMIH BUBOJUTHCS MEPEBAXKHO HUPKAMHU, TOMY PU3ZHK
KyMyJsimii MeTopMiHy Ta pPO3BUTKY JAKTOAIMIO3Y 3pPOCTAE TMPOIMOPIINHHO A0 CTYHEHS TSKKOCTI
HUPKOBOI marosorii. Yepes 1ie marieHTaM, y SSKUX piBeHb KPEaTHHIHY B CHPOBATIIl KPOB1 MEPEBUIILYE
BEPXHIO BIKOBY MEXY HOPMH, HE MOKHA NMPHUIMATH 1ei mpenapar. XBOPUM JITHBOTO BIKy MOTpiOHE
obeperkHe THTPYBAHHS 103H Ipenapary Jdyrmumakc® 1 Toro, o6 BU3HAYMTH MiHIMAIbHY 103Y, 110
MPOSIBIISIE HAICKHHUNA TIIIKeMIYHUHA e(eKT, OCKUIbKH 3 BIKOM (YHKIisSI HUPOK 3HIDKYETHCS. Y XBOPHX
JITHBOTO BIKY MOTPIOHO PEryNspHO KOHTPOIIOBATH (PYHKIIIO HHPOK, a Led Iperapar 3a3BUYail He
CIIiJ] TUTPYBATH JJO MaKCUMAaJIbHOI J103H.

HeoOxigHo owiHIOBaTH Ta MIATBEPIKYBAaTH HOPMAalbHUN cTaH (QYHKIIT HUPOK TMepel] MOYaTKOM
JIKyBaHHS Ta HE piAlIe pa3y Ha piK MICHIs MOYATKy JIIKYBAaHHS UM IpernapaTtoM. Y XBOPHX, Y SKUX
OUIKYETHCSI PO3BUTOK MOPYIICHHS HUPKOBOI (YHKIIT, (YHKIIII0O HUPOK CIif MEPEBIPATH YacTille Ta
SIKIIO 3’ ABJISIOTHCS JOKA3H ii MOPYIICHHS, TPUITHHATH JIIKYBAaHHS ITPETIAPATOM.

- OpgHoYacHe 3acTOCYBaHHs IHIIMX JIKAapChbKUX 3ac0o0iB, SIKI MOXKYThb HETaTHBHO ITO3HAYUTHCS Ha
HUPKOBIK PyHKIIT a00 papmMakoKiHETUII METPOPMIHY: OJHOYACHUHN MPHIOM JIKapChKUX 3ac00iB, 110
MOXXYTh HETaTHBHO T[IO3HAYUTHCS Ha HUPKOBIM (yHKIII a00 CHOpPUYUHATH 3HAYHI 3MIHH B
reMoJuHamiIl, abo X BIUIMHYTH Ha (apMakOKIHETHKY IpernapaTy, 30KpeMa KaTiOHHI Iperaparti,
HEOOX1THO 3aCTOCOBYBATH 3 OOEPEXKHICTIO, OCKIJIbKHU iX BUBEICHHS 3/1HCHIOETHCS HUPKAMU IIISIXOM
KaHaJbleBoi cekpenii. OcobinBa 00epekHICTh HEOOXIHA y CUTYyaLisX, 3a SIKUX MOKE PO3BUHYTHUCS
nopyueHHs (yHKIIT HUPOK, HANPHMKIAA Ha MOYaTKy aHTHUTINEPTEeH3UWBHOI Teparii abo JiKyBaHHI
IlypeTHKaMu 91 HECTEPOITHUMH MPOTU3ANAIEHUMH ITperapaTaMH.

- Ilelt mikapchbkuil 3aci0 HEOOXIAHO MpPU3HAYATH JIMIIE Mali€HTaM, y SIKUX OyJio IiarHOCTOBaHO
1yKpoBHMii miaGer. IX cmij BiApi3HATHM BiJ MAIi€HTIB i3 3aXBOPIOBAHHAMH, IO CYHPOBOIKYIOThHCS
nia0eTonoJiOHUMU CHUMIITOMaMHU (HUPKOBA TJIIOKO3Ypis, BIKOBI MOPYILIEHHS METa0OJi3My TIIIOKO3H,
TUCQYHKI[S IMUTOBUAHOI 3aJ103HM), Y TOMY YMCII TAKUMHU SIK MOPYIIEHHS TOJEPAHTHOCTI JI0 TJIIOKO3U
a00 HasBHICTH ITIOKO3H B Ceul.

- KopuryBanns no3u mpenapary: s OKpPEeMHX TMAI[i€eHTIB MOXKe OyTH HEOOXIHUM NPUITHHEHHS
3aCTOCYBaHHS IMEPOpaTbHUX MPOTUAIa0eTHUHUX HpenapaTiB abo 3HMKEHHS iX no3u. s Garatbox
MAaIEHTIB €(PEeKTUBHICTh MEPOPATbHUX MPOTUAIa0ETUYHUX MpenapariB 3HWKYEThCS 3 YacOM 4epes
IIPOrpECyBaHHsI OCHOBHOI'O 3aXBOPIOBaHHA a00 1H(EKUIHHOro yckiagHeHHsl. TakuM YHHOM, PillIeHHS
IIOZ0 TPOJIOBXKEHHS Teparii UM TpernapaToM, BHOOPY HOTO TO3M Ta OJHOYACHOTO TPU3HAYCHHS
HIIOrO Tpenapaty ciiJ NpuiiMaTh Ha OCHOBI TakMX (DaKTOpiB, K PALIOH XapuyyBaHHS, 3MiHa Macu
Tijla, piBEHb IyKPY B KPOBi, HAasABHICTb 1H(DEKIIIT, TOIIIO.

- 'imokcuuHi cTaHu: cepleBO-CyAMHHUN Koiarnc (1I0K) Oyab-KOoro reHesy, roctpa 3acTiiiHa ceplieBa
HEJO0CTaTHICTh, TOCTPHUl 1H(GAPKT MioKap/Ja Ta 1HILI CTaHH, IS IKUX XapaKTepHa IIOKCeMis, MOXKYTh
CYIIPOBOJIKYBATHCS TIOSBOIO JIAKTOALUA03Y, @ TAKOXK MOXYTh CHPUYMHUTHU NpEpeHaAbHY a30TeMilo.
SIkmo y XBopux, siki npuitmMaroth Jyrmumakc®, BUHMKHYTh MOAIOHI CTaHM, MpemapaT clii HeraifHo
BIIMIHUTH.

- BkuBaHHS ajgKOTOJIO: BIIOMO, IO ATKOTOJb MOCIIIIOE [IF0 MET(GOpPMiHY Ha MeTabOII3M JIaKTary.
Tomy xBOpHX HEOOXI1AHO 3aCTEpPErTH BiJl HaJMIPHOTO Pa30BOr0 UM MOCTIHHOTO BXKMBAHHS AJKOTOJIO
iz uac npuitomy npenapaty Jlyrmumakc®.
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- PiBHi BiTaminy Bi2: mijg 9ac KOHTPOJIbOBAaHHMX KIIHIYHUX JOCTIKEHB, [0 TPUBAIH IPOTATOM
29 TrxHIB, TpUOIN3HO y 7 % XBOpHUX, SKI IpUiMau MET(HOPMiH, CIIOCTEPIranocs 3MEHIIEHHS PiBHS
BiTamiHy Bi2 y cupoBatiii KpoBi HUX4YE HOPMH, III0 HE CYNPOBOKYBAJIOCS >KOTHUMH KIITHIYHUMH
nposiBaMH. Pu3mk HH3BKOro piBHA BiTamiHy Bi2 3pocTtae 31 30iIbIIEHHSIM A03U MET(HOpPMiHY,
TPUBAJIOCT] JIIKyBaHHS Ta/a00 y pasi HasSBHOCTI y malrieHTa (GakKTopiB PHU3UKY, 5K, SK BIJOMO,
CHpUYUHSIOTH AeinuT BiTaminy Bi2. Hapasi Biomo, 1110 MexaHi3M I[0ro sBHINa € 6araToakTopHIM,
OJTHaK, BOHO Jy’K€ PIJKO CYNPOBOKYETHCS aHEMIEIO 1 IPU NMPHUIHMHEHH] NPUIOMY LbOTO Mpenapary
a0o mpu npu3Ha4YEHH] BiTaMiHy B2 10CUTH MIBUIKO 3HUKAE.

VY pasi nigo3pu Ha aediuut Bitaminy Bio (Hampukiian, aneMiss a0 HeMpomaTis) CiIifi KOHTPOJIIOBATH
piBeHb BiTamiHy B2 y cupoBatii KpoBi. Y HesKuX 0ci0 CHOCTepIraeThCsi CXUIBHICTD A0 3HWKCHHS
piBHsS BiTaMiHy Bi2 Hmxk4e Hopmu. Ilamientam 3 dakropamu pusuky aedinuty BiTaminy Bi2 Moxe
OyTH MOTPiOHUH MEePiOJMYHUI MOHITOPUHT PiBHS BiTaMiHy Bi2.

Tepamito MeTGOpMIHOM CIIiJI MPOAOBXKYBATH JO THUX IIp, IMOKH BOHA IIEPEHOCHTHCS 1 HE €
MPOTHUIIOKA3aHa, a BiJIMOBiIHE KOpEKIiiHe JIiKyBaHHs neinuTy BiTamiHy Bi2 Hamaerbes BiImoBiTHO
JI0 TIOTOYHMX KJIIHIYHUX PEKOMEHIAIIii.

- 3MiHa KJIIHIYHOTO CTaHy XBOPOT'O 3 paHille KOHTPOJIbOBAHUM IIyKPOBHUM J1ia0€TOM: MPH BIAXUICHHI
71a00paTOPHMX IMOKA3HUKIB BiJi HOpMU a00 MOSABI KIIHIYHMX O3HAK 3aXBOPIOBaHHsS (OCOOJIMBO TaKHX,
SIK TIJBUIIICHA BTOMJIFOBAHICTh, HEUITKO BUPAXKCHE 3aXBOPIOBAHHS) Y Malli€HTa, B SKOTO paHime OyB
JNOCATHYTUH KOHTPOJb HaJ MepediroM IyKpoBOro Jia0deTy MpH 3aCTOCYBaHHI TaOlETOK MET(OpMiHY
T1IPOXJIOpUAY, MOTPIOHO HETralHOTO OOCTEXHTH XBOPOTO MIOJO0 KETOAIMI03y Ta JAKTOAIUI03Y.
Heo0xiaHO BU3HAUNTH KOHIICHTPAIIO €JIEKTPOIITIB 1 KETOHOBUX TiJ1 Y CUPOBATII KPOBIi, pIBEHb LIYKPY
B KpOBi, a TaKOX, SKIIO € Moka3aHHs, pH KpoBi, piBHI JaktaTy, mipyBaty Ta merdopminy. Ilpu
HaABHOCTI Oy/b-aKoi GopMu amumo3y mpuitom mpenapary Jlyraumakc® ciif HerailHO IPUIMHMTH Ta
PO3MOYaTH iHII HEOOXi/IHI 3aX0q1 KOPUTYBaHHSI.

- Brpara KOHTpOJII0 HaJ] pIBHEM IIIOKO3H B KPOBi: MOXKE CIIOCTEPIraTUCs TUMYAcOBa BTpaTa KOHTPOJIIO
3a pIBHEM IJIIOKO3M B KpPOBI, SIKILO MAIllEHT Y CTaOUIBHOMY CTaH1 Ha ()OHI OyAb-sKOT CXEMH JIIKYBaHHS
3a3Ha€e CTpecy, Takuil K BHCOKa TeMIepaTypa Tiia, TpeMop, iHdekuis abo XipypriuHe BTpy4aHHs. Y
TaKMX BHIIaJKaX MOXE BUHUKHYTH HEOOXIJHICTh BIJIMIHU IpernapaTy Ta TUMYacOBO NPU3HAYUTH
iHCynmiH. [Ipyu MOBTOPHINA BTpaTi KOHTPOJIO MPHU JIKyBaHHI MpenapaToM HEOOXIIHO PO3IJISHYTH iHIII
CXEMHU JIIKyBaHHS, Y TOMY YHCJI1 I0YaTOK 1HCYJIIHOTEpanii.

- [NamienTn 3 0COOIMBUMM yMOBaMHM poOOTH: ISl MAILI€HTIB, SIKi MPAIlOI0Th Ha BUCOTI a00 KEPYIOTh
aBTOMOO1JIeM, TIpenapar CJiJ MpU3HAYaTH 3 OOEPEKHICTIO, OCKUIBKA MOXKE BUHUKHYTH TSDKKUN
JAKToAu103 abo TSKKa Mi3HA rinoriikeMis. Taki mamieHTH Ta iXHI pOAMHU MOBUHHI OYTH y MOBHIM
MIpl TONEpEeKEHl MPO PHUBMK PO3BUTKY JIAKTOALUA03y abo rimorjikeMii Ta OyTH 0COOJIMBO
yBakHUMHM. [larieHTtiB cnif iHpopmyBaTH npo Oe3mneky, epeKTHUBHICTh Ta ajJbTEPHATHUBHI CIIOCOOU
nikyBaHHsA. Kpim Toro, ix ciig mpoiHQOpMYyBaTh MpO Ba}JIMBICTh PEryJSIPHOTO MpUHOMYy 1K1 Ta
JOTPUMAHHS [JI€TH, PEryJsIpHOrO BUKOHAHHS (PI3UYHUX BIIPAB Ta PETyISAPHUX IEPEBIPOK PIBHSA
TJIIOKO3H, TIIKO3WJIBOBAHOTO I'e€MOIJIO0IHY B KpOBI, (YHKIIII HUPOK Ta reMaTOoJOTIYHUX MOKa3HUKIB.
[TarieHTH 3 OXKHUPIHHAM MTOBUHHI JOTPUMYBATUCS HU3bKOKAJIOPIHHOT T1€TH.

[TamieHTamM CiMil TOSCHUTH, B YOMY ToOJsrac HeOe3leka BUHHUKHEHHS JIAKTOAIUAO3Y, SKAMHU
CUMIITOMAaMHU BiH CYNPOBO/XKYEThCS 1 SIKI CTAHM CIPHUSIOTH HOTO PO3BUTKY, AK II€ 3a3HAUYEHO B
pozainax «Oco0nuBi 3amo0KHI 3ax0AM» Ta «3arajibHi 3amoODKHI 3axoau». [lamienTaM HEOOX1THO
MOPaJUTH HEraHO NMPUIUHHUTU MPHUIOM LBOTO Mpenapary Ta ojApa3y 3BEpHYTHCS A0 JKaps y pasi
BHHUKHEHHSI TaKUX CHUMIITOMIB, SIK TINEPBEHTUIIAIIS HE3 ICOBAHOTO MOXOKEHHS, MIaris, 3arajibHe
HE3/yKaHHS, HE3BUYHA COHJIMBICTh a00 iHIN Hecmenu(iuHi CUMITOMH, SKi HE MOYKHA MOSCHUTH.
[Ticns mocsrHeHHs cTtabumi3aiii npu Tpuiiomi OyJp-gKOi 103M MpenapaTry HIUTYHKOBO-KHIITKOBA
CHUMIITOMATHKa, sIKa YacTO CIIOCTEPIraeTbcs Ha MOYaTKy Teparii MeTgopMiHOM, HailiMOBIipHile, HE
Oyzne TOB’s3aHOI0 i3 3acTOCyBaHHSAM mpenapaTy. LITyHKOBO-KHIIKOBI CHMITOMH, IO BWHHKIHN
Mi3HIIIe, MOXYTh OyTH CPUYMHEH] JJAKTOALMA030M a00 1HIIUM CepHO3HUM 3aXBOPIOBAHHSIM.

Jlikap TIOBMHEH MOSICHUTH TAIll€EHTy Ta WOTO pPOJWHI, B YOMYy ToJiarae HeOe3neka BUHUKHECHHS
rinoriikemii, SKUMH CUMIITOMaMU BOHA CYTIPOBOJIKYETHCS 1 SIKI CTAHU CIIPHUSIIOTH ii MOSBI.
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[TamieHTiB CITiJT 3aCTEPErTH BiJl HAAMIPHOTO BXKHBAHHS aJIKOTOJIIO, SIK pa30BOT0, TaK 1 pEeTyJISIPHOTO, T
yac nikyBanHs npenapatoM Jyrmumakc®.

- 3actocyBaHHs IpenapaTiB CyJIb()OHUICEYOBUHU Ui JIIKYBaHHS XBOpUX 3 HenoctatHicTio ['6D]]
MOXK€ TPHU3BECTH JIO TeMOJITUYHOI aHemii. OCKUIBKM THIMEHipuJ HAJICKHUTh 0 IOXITHUX
CyJNb(OHUICEYOBHUHHU, CIiJI JOTPUMYBATUCh OOEPEKHOCTI TpH HOTro 3acTOCYBaHHI XBOPUM 3
HepocTatHicTIo 6D/l Ta po3rissHYyTH MOMKIJIMBICTH 3aCTOCYBAaHHS allbTEPHATUBHHUX 3ac00iB, IO HE €
MOX1THUMH CYJIb()OHIJICEYOBUHHU.

Bucokuui pusux nemanvrocmi y pesynbmami cepyego-cyOuHHUX 3ax80pioeatb.

€ mNOBIIOMJIGHHA NpPO 3B 30K MK 3aCTOCYBAaHHSIM aHTHA1a0€TUYHUX IMpernapaTiB Ta PHU3UKOM
JETaJbHOCTI Y Pe3yJbTaTi CepUEBO-CYIUHHHUX 3aXBOPIOBaHb, IO € BUIIMM, HDK MPH 3aCTOCYBaHHI
TUIBKH AileToTepanii abo mierorepamnii y komOiHalii 3 iHcymiHOM. Lle monepemkeHHs TPyHTY€ThCS Ha
TaHUX TpoBeneHoro B pamkax [liabermunoi mporpamu yHiBepcuterchkoi rpymu (UGDP), sxe
nepeadavano OIHKY e(EeKTUBHOCTI TMpemapariB, IO 3HWKYIOTh pPIBEHb TJIIOKO3H, IIOJ0
MOTIEPE/DKEHHsT a00 YMOBUIBHEHHS PO3BUTKY YCKIAJAHEHb 3 OOKy CyIuH Yy TAI€HTiB 3
iHcyninHe3ane:xkHuM giaberom. 3a manumu UGDP cepen marieHTiB, siKi OpoTsAroM 5-8 pokiB
MPOXOJIMIIH JIETOTEpAIlilo TUTIOC JIIKYBaHHS TojOyTamigoM y ¢ikcoBanid mo3i (1,5 1/mody) ado
JIETOTEpamilo IIoc JikyBaHHA (endopminom y dikcoBaniit o031 (100 mr/moly), MOKa3HUK
JETaJbHOCTI y pe3yJbTaTi CEepIEBO-CYAMHHUX 3aXBOPIOBaHb MPHUONM3HO y 2,5 pa3a NepeBHIIyBaB
TaKWi MOKa3HUK cepeJl MAIliEHTIB, SKUM OyJI0 MPU3HAYEHO TUIBKHU JII€TOTEPAIito, 0 MPU3BOIUIO 10
BiIMIHM JTIKyBaHHS B 000X Bumaakax y xomi mociimkenHs UGDP. Hespakatouu Ha mpoTupidus B
iHTEeprpeTanii 1UX [JaHuX, BIAOMOCTI, onepkaHi B xoxi pociimkeHHs UGDP, 3a6e3neuyiors
BIJIMOBIAHE TIATPYHTS JUIS TaKOTO IONEpe/PKeHHS. llamieHT MOBHHEH OTpUMAaTH iH(OpMAaIliio mpo
MOTEHIIIHI PU3UKU Ta KOPUCTH BiJ 3aCTOCYBaHHS MeT(OPMIHY Ta MPO HASBHICTh AJIbTEPHATHBHHX
BUJIB JIKYBaHHSA. Xo4ya B IbOMY JOCHI/DKEHHI 3aCTOCOBYBAIM TUIBKM OJWH IMpemapar i3 Tpynu
npenapaTiB Cyiab(GOHIICEUOBUHU (TONOyTaMiJl) Ta OJUH Mpemnapar i3 TpymH IpemnapaTiB OiryaHiny
(bendopmin), 3 TOUKKM 30py O€3MEKH MOIIILHO BBAaXKATH, MO0 II€ TOMEPEHKEHHS MOXKE TaKOXK
CTOCYBAaTHCh 1HIIMX BIAMOBITHUX aHTHU1a0ETUUHUX TpENapariB 3 OISy Ha CXOXKICTh CIIOco0y aii Ta
XIMIYHOI CTPYKTYpH IIpenapariB KOKHOI TPYIIH.

PexomeHy€eThCsl perysisipHO KOHTPOMIOBATH piBHI TUpeoTpornHoro ropmoHy (TTI) y namieHTIB 3
riIOTHPEO3OM.

3acmocyeanus nayieHmam JiMHbO20 BIKY.

Binomo, mo mMerdopmiH Ta riaiMenipu]l BUBOAATHCSA NEPEeBaKHO HUPKaMU. OCKUIBKH PU3UK PO3BUTKY
TSOKKUX TI00IYHMX peakiiii Ha Jyrmumakc® y XBOpHMX i3 NOPYHIEHHSAM HUPKOBOI (DYHKILi 3HAYHO
BHIIIUM, TIperapaT MOKHA 3aCTOCOBYBATH TUIHKUA XBOPHUM 13 HOPMaJIbHOIO (DYHKIIIEIO HUPOK. Y 3B’SI3KY
3 TMM, IO 3 BIKOM HHMpKOBa (DYHKIIiSl 3HUXKYETbCS, MAIllEHTaM JITHBOTO BIKY MET(HOpMIH CIiJ
3aCTOCOBYBATH 3 OOEPEKHICTIO 3 YpaxXyBaHHIM CTaHy (DYHKIIT HUPOK Ta 32 HEOOX1THOCTI 3/[1HCHIOBATH
CIIOCTEPEKEHHS 3a (PYHKIIEIO HUPOK.

3acmocyeanus oimam.

besneka Ta e(eKTHBHICTH 3acTOCyBaHHS mpemapary aiTaM (1o 18 pokiB) HE BCTAaHOBIIEHI.
JlocmikeHHsT 3aCTOCYBaHHS TpernapaTry MpH IIyKPOBOMY AiabeTi Opocioro THIY Y MOJIOAHNX
(Maturity-Onset Diabetes of the Young, MODY') He npoBoauiucs.

Memdhopmin sik moHomepanis

Jlo moyatky JiKyBaHHS MeT(POpMiHOM HEOOXiIHO MIATBEPAMTH, IO MALIEHT CTPAXKAAE HA IYKPOBUI
miaber Il Tumy. Xowa Oyjo miATBEpIKEHO, 1110 METGOPMIH K MOHOTEpaIlisi He BUSBJISIE HETATUBHOIO
BIUIMBY Ha pICT Ta CTaTeBe J03piBaHHA MAI[l€HTIB, Hapa3i BIJCYTHI pe3yJbTaTH JOBrOCTPOKOBUX
JOCTIPKEHb 3 OLIHKM LUX CHEeNU(IYHHUX aclekTiB. Y 3B’SA3Ky 3 IIUM PEKOMEHAYETHCS PETEIbHO
KOHTPOJIIOBATH BILTUB MET(HOPMiHY Ha Il MapaMeTpu, KOJIU MpenapaT NpU3HAYaEeThCsl AITAM, 0COOIMBO
JUTSIM, SIK1 HE JTIOCSATIJIM ITyOepTaTHOTO BIKY.

VY KOHTpPOJIbOBAaHOMY KJIIHIYHOMY JIOCIIIPKEHHI 3aCTOCYBaHHS MET(OPMIHY JITSIM, SIKI 3HAXOAATHCS Y
a3l pocty, B3suM ydacTh Jumie 15 mamieHTiB Bikom Bix 10 mo 12 pokiB. Xoda edeKTHBHICTh Ta
Oe3nexa MeThOpMiHY IS JiTeH BikoM A0 12 poKiB HE BiIPI3HSINCS BiJ TAKUX IS AITEH BiKOM Bif 12
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POKiB, HEOOX1HO TOTPUMYBATHCS 00E€PEKHOCTI IPH MpU3HAYCHHI MeT(OpMiHY miTsM BikoM Bia 10 1o
12 poxis.

Inwi epexmu

Bnnuse na macy mina. llpenapat [lyriumakc® mae Oinblie mepeBar Ipu 3aCTOCYBaHHI MOPIBHSHO 3
IHITUMU JIIKaPChKUMH 3aco0amu (MOX1IHI CyJIb(OHIICEUOBHUHH, Tia30JIIHIIOHU, TOIIO), AKiI 3a3BUYail
MPU3HAYAIOTH JJISl 3HWKCHHS PiBHS TIIOKO3U, OCKUIBKH IIeW Mpernapar He MPU3BOAUTH 10 301IbIIEeHHS
MacH Tija y TMaIli€HTIB, SKI XBOPiIOTh Ha IykpoBui miader Il tumy. Crabimizamis abo 3HUKEHHS Mach
TiIa TPU 3aCTOCYBaHHI I[bOTO MpenapaTy OOMEXYIOTh HECHPHUATIMBHNA BIUIMB IHIIMX (aKTOPiB
pU3HKYy, TIOB’si3aHMX 31 30UIbIICHHSAM Macu Tuta. [lpu TpuBajgoMy 3acTOCYBaHHI IIpemapary
JOCSTAEThCST  OUTBII  CTAOUIBHUN TIIKEeMIYHHMH KOHTPOJb Ta 3HWKEHHS pPHU3UKY Ala0eTHYHHX
YCKJIaIHEHb.

3nosocusanns npenapamom abo pozeumox sanedxcHocmi. MeThopMiHy TiIPOXJIOPHI HE Mae€ aHi
MEePBUHHUX, aHI BTOPUHHUX (PapMakOIMHAMIUYHUX BJIACTUBOCTEH, SIKIi MOTJIM O MPU3BOJIUTH 10 HOro
HEMEJIMYHOTO 3aCTOCYBAaHHS SIK PEKpEealiifHOro HapKOTUKY 200 10 BUHUKHEHHS 3aJICKHOCTI.
Jlabopamopni ananizu.

Heo0XigHO mepioguyHO KOHTPOJIOBATH TOKA3HUKW KPOBI (HANPHUKIAJ, TE€MOTJIOOIH/TeMaTOKPUT i
BU3HAUEHHS EPUTPOIIMTAPHUX 1HAEKCIB) Ta PYHKI[F0O HUPOK (KpEaTHHIH CUPOBATKU KPOBi) MPUHANMHI
mopiuno. [Ipu 3acTocyBaHHI METHOPMIHY METAT00JIACTHA AHEMIsI CIIOCTEPITAETHCS PIJIKO, OJHAK SKIO
€ MiJ103pa Ha ii BUHUKHEHHS, HEO0X1IHO BUKIIOUYUTH AePIUT BiTaMiHy Bi2.

SIxkmo y Bac BCTaHOBIEHO HENEPEHOCHMICTh JCSKUX IIYKPiB, MPOKOHCYJIBTYHUTECS 3 JIKapem, HepIr
HIXK MpUAMAaTH 1IeH JTiKapchbKuil 3aci0, OCKIIBKY Ipernapar MiCTUTh JIAKTO3Y.

®

3acmocysanns y nepiod eacimuocmi abo 200y8anHsa 2pyooro.

Jlyrnumaxc® He MOKHA TIPHIIMATH y TIEpioJl BariTHOCTI Yepe3 iCHyIOUMii PU3HK LIKiIIMBOTO BIUIMBY HA
PO3BUTOK TUTHHU. BariTHi maIfieHTKH Ta MaIl€HTKH, K1 IUIAHYIOTh BariTHICTh, TOBUHHI MOBIAOMIISTH
Ipo IIe CBOTO JIKaps A 3MEHIIEHHS PU3UKY BPO/DKEHHX BaJ PO3BHUTKY IUIOJA, CIPUYUHEHOTO
Ha/JIMIPHUM PiBHEM IJIFOKO3U y KpoBi. TakuX XBOPHUX MO MOXJIMBOCTI HEOOX1JHO NEPEBECTH HA 1HCYIIIH
JUIS IATPUMAaHHS HOPMaJIbHOTO P1BHS TJIIOKO3H B KPOBI.

{06 yHUKHYTH MOTpAIuISHHS IJIIMENipuay i MeThOopMiHy pa3oM i3 IpyJIHHUM MOJIOKOM B OpraHi3m
IWTHHY, TIperapar He CiJl IpuiAMaTd KiHKaM y Tepioj TOAYyBaHHS TpyAmio. SKmo 1me HeoOXigHo,
XBOpa MOBMHHA 3aCTOCOBYBATH 1HCYJIIH 200 MOBHICTIO BIAMOBUTHCS BiJl TOJTyBaHHS IPYIIO.
Kanyepozenes, mymazenes, nopyuienns gpepmunorHocmi

I nimenipuo

- JocnimkeHHs Ha Iypax 13 3aCTOCYBaHHAM Tiimenipuay B fo3ax 10 5000 MinbiOHHUX YacTHH (1110
npubmnsHo y 340 pa3iB BHILE MaKCHUMaIbHOI PEKOMEHJOBAHOI TO3M JUISl JIIOJMHU B MEPEPaxyHKy Ha
IUIOUIy MOBEPXHI TiIa) NpU TOBHOLIHHOMY XapuyBaHHI mpoTsaroM 30 MicsliB He BHUSIBHIN
HiATBEP/KEHb KaHIIEPOTeHHOCTI MpemnapaTry. Y MHIIEH 3acTOCyBaHHS INIIMENIpUIy MNpoTsarom 24
MICSIIIIB TIPU3BENIO O 3POCTAHHS YaCTOTH PO3BUTKY JTOOPOSKICHOT aJCHOMHM ITIINIIYHKOBOT 3aJI03M.
Leit edext € n0303aNeKHUM Ta BBAKAETHCA HACTIAKOM XPOHIYHOTO CTUMYJIOBaHHS MiAIUTYHKOBOT
3ano3u. MakcuMmanbHa /103a, fika He IPU3BOJIUTH J0 KOAHUX croctepexxyBaHux edektiB (NOEL), y
LIOMY JTOCJI/IKEHHI PO3BUTKY aJileHOMH y Muiell Oyna 320 MUTbHOHHUX YaCTHH HPH MOBHOI[IHHOMY
Xap4yBaHH1, a6o 46—54 mr/kr macu Tina/Ha n00y. lle mpubnusHo y 35 paziB BHIlle MaKCHUMaJbHOI
PEKOMEHI0BAHOI 031 IS JIIOJUHHU (8 MI 0JIMH pa3 Ha A00Yy) B epepaxyHKy Ha IUIOILY MOBEPXHi Tija.
- ¥V fgocaikeHHAX MyTareHesy in vitro Ta in vivo TIiMenipu]] He BUSIBUB MyTareHHO1 Aii.

- BB Ha (epTuibHICTh caMIliB MHUIIEH NMpHU 3acTocyBaHHI 103 10 2500 mr/kr macu Tina (>1700
MaKCUMaJIbHUX PEKOMEHAOBAHUX JI03 JJIA JIIOJWHHU B MEpepaxyHKy Ha TUIONLY TOBEPXHI Tia) OyB
BiACYTHIM. ['miMenipua He BIJIMBaB Ha (EPTHIIBHICTh CaMIlIB Ta CaMOK IIypiB MPU 3aCTOCYBaHHI /103
no 4000 mr/kr macu Tina (mpubmauzno 4000 mMakcuMaabHUX PEKOMEHJIOBAHWUX 103 ISl JIIOJMHU B
nepepaxyHKy Ha IUIOILY MOBEpPXHI TijIa).

Memdhopmin
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- J1oBrocTpokoBi AOCTIHKEHHS KaHIIEPOTeHHOCTI MeThOpMiHy OyJiM TPOBEEHI Ha IIypax 1 MUIIax i3
TPUBATICTIO 3acTocyBaHHs mnpenapary 104 twxui Ta 91 Twkaens BignmosigHo. IIpu mpomy
3actocoByBaiucs a03u 10 900 mr/kr/mody ta 1500 mr/kr/moOy BimmosimHo. OOuIBI 103U Maiixke
BTpHUYi MEPEBUIIYBAIN MAaKCUMaJIbHY PEKOMEHAOBaHY N00OBY J103y VIS JIOJAMHU B MEPEpPaxyHKy Ha
IIJIOIY MOBEPXHI TUIAa. AHI y caMIliB, aHl Y CAaMOK MUIIICH O3HAKW KaHIIEPOTeHHOI /il MeTGopMiHy HE
Oynu BHABIECHI. AHAQJIOTIYHO y CaMIiB UIypiB HE OyB BHSBICHUH TyMOPOT€HHHUI MOTEHIiaN
Metdopminy. OgHaK y caMOK IIypiB IpH 3actocyBaHHi 103 900 Mr/Kr/mo0y crioctepiraiocs 3pocTaHHs
9YaCTOTH BUHUKHEHHS JOOPOSKICHUX IOJIIIIB CTPOMHU MATKH.

- O3Hak MyTareHHOCTI MeT(hOpMiHy He OyJIO BUSBJICHO ITi/I Yac KOJAHOTO 3 TaKUX TEeCTiB: TecTy EliMca
(S. typhimurium), TecTy Ha TeHHY MyTamiro (KIITHHH JIiM(QOMHU MHIII), TECTy HAa XPOMOCOMHI abepartii
(J1iM$OIUTH JIFOAWHK) Ta MIKPOSJIEPHOTO TECTY in vivo (YepBOHUI KICTKOBUH MO30K MHUIIIEH ).

- Merdopmin He BmMBaB Ha (EPTUIBHICTH CaMIIB 1 CaMOK IIypiB y [103ax, IO JOCATald
600 mr/kr/no0y, ToOTO y 103aX, 110 MPUOIM3HO BJBIYI NMEPEBUIIYBATH MAaKCUMaIbHY PEKOMEHIOBAHY
N00O0BY 1103y JUIS JIFOJMHHM B ITEPEpaxyHKy Ha IUIOINLY MTOBEPXHI Tijia.

30amuicme enaugamu Ha WBUOKICMb pearkyii npu KepysamHi A8MOMPAHCNOPMOM ab0 [HUWUMU
Mexauizmamu.

[NamieHTiB cmig momepeanTH MPO HEOOXiMHICTH OyTH OOEpeKHHMH INPH KEPyBaHHI TPAaHCIOPTHUM
3aco00M Ta ITi1 yac poOOTH 3 MEXaHI3MaMH.

Cnocio 3acmocysanna ma 003u.

Jlo3y mpotuaiabeTHuHUX MpernapaTiB CiliJl miAOUpaTH 1HAWBIAYaIbHO 3 ypaxXyBaHHAM DPIiBHS IYKPY Y
KpOBI IMaIli€HTA.

SIk mpaBmIIO, JIKyBaHHS PEKOMEHIY€THCS TIOYMHATH 3 HaMEHIIO1 e()eKTUBHOI 703U Ta 301IbIIyBaTH
7103y 3 ypaxyBaHHSM IpenapaTiB, SKi Hapa3i OTPUMYE MAIli€HT, a TAKOXK 3aJIeXKHO BiJl PiBHSA INIIOKO3U B
KpOBI marfiedTa. s 11boro HeoOXiIHO MPOBOJIUTH PETYJISIPHE CIIOCTEPEIKEHHS 3a PIBHEM TIIFOKO3H B
KpOBI.

s nayienmie, y akux oiabem He KOHMPOMOEMbC NPU MOHOMEPANii NOXIOHUMU CYTbQOHIICEYOBUHU
abo memghopminom: 3BUYAliHA CTapTOBa J03a I[bOr0 mpenapary craHoBuTh 1 Mr/500 wmr, sKy
npu3Havatu 1 pa3 Ha 100y Ta sika MoXe OyTH BIAKOPUIOBaHA 3aJI€KHO BiJl CYMyTHBOI Teparii 1HIIUM
IYKPO3HIDKYBAJILHUM 3aco00M abo BiINOBIIHO 10 piBHA riikemii mamieHTa. Ilpu nepesenenHi 3
npenapaTiB  CyJb(OHIJICEYOBUHM, 110 MAarOTh TPUBAJIUN TNepio HAMIBBUBEACHHS (HaNpHUKIal,
XJIOpOPOMaMifJ), 3a MAIliEHTOM CJiJ PETEeIbHO CIIOCTEepiraTd Ha MpeaMeT TIMOrjiKeMii, OCKUIbKU
MOXJIMBE BUHUKHEHHSI TIMOTJIIKEeMIl y pe3ysIbTaTi MOCUICHHS ePEeKTy mpernaparis.

Xoua Mpy MOHOTepamii TIIMENipuIoM J0JaTKOBI e€(eKTH, K MpaBHiIo, Oyld MiHIMAJIbHUMH, KOJIU
IpenapaT 3aCTOCOBYBaBCsA y J03ax 4 Mr Ha 100y abo BHILE, y AESIKUX MAlllEHTIB CIOCTEPIragocs
MOJIIMIIIEHHS] METa0OIIYHOTO KOHTPOJIIO MPH 30UIbIIEHH] 1034 A0 6 Mr (abo 8 mr).

[IpenapaT 3aCTOCOBYIOTh BUKIIOYHO JIOPOCIIUM MaI[lEHTAM.

[Ipenapar ciig 3acrocoByBatu 1 abo 2 paszu Ha 100y 70 abo MmijJ yac npuiomy ixi.

Ilpu nepesedenni 3 KomOiHO8aHOI mepanii oxpemumu mabremogaHumu npenapamamu. y pasi
nepexoay 3 KOMOIHOBaHOI Tepamii TIiMEmipuaoM Ta MeT(GOPMIHOM y BHUIVIAAI OKPEMHUX TabJIeTOK
Jlyrnumaxc® IpU3HAyaroTh 3 OIMIAAY Ha Ti J03M Ta CIOCIO BBEJEHHS IUIMEINipHAy Ta MeT(QOpMiHy
T1IpOXJIOPHUY, K1 BXKE OTPUMYE MAIlI€HT.

VY pa3i HE0OXiTHOCTI 03y MOXXKHA 30UTBIIUTH 10 HAMOUIBIIOT peKOMEHA0BAaHOI J0OOBOi 703U 8 MT
rnimenipuay ta 2000 mr merdopminy Ha 100y, Oepyud 10 yBaru Tepariio, IO 3aCTOCOBYETHCH,
e(eKTUBHICTh a00 TIEPEHOCHUMICTh MperapaTy. Y 3B’S3Ky 3 IIUM HEOOXI1THO peTeIhbHO KOHTPOIIOBATH
PiBHI IIYKpY Y KpOBI.

[Iponyck mpuitoMy 4eproBoi /J03W, HIKOJM HE MOXKHA BHIIPABISATH IIISIXOM HACTYITHOTO MPHUHOMY
O1ITBIII BUCOKOI J03H.

[TamieHTiB HEOOXI1THO MONEPEIUTH TIPO TE, IO Il MpernapaT CiIif KOBTATH 1M, HE PO3JIaMYIOUH Ta
HE PO3)KOBYIOUHM TabJETKY, OCKIJIbKMA BOHA Ma€ BIACTUBICTH MIPOJIOHTOBAHOTO BUBLILHEHHS PECUYOBHHH.
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Himu.

Besneka ta eheKTUBHICTh 3aCTOCYBaHHSA MpeNapary JiTsM He BCTaHOBIIEHI. JloCmiKeHHs 3 BUBYCHHS
JIKyBaHHS TIpenapaToM 1HCYJIHOHE3aleKHOro aiabery mopocioro tumy y Mmonoaux (MODY) He
MIPOBOTMIIUCS.

Ilepeoosysanna.

OckinbkM LIeH Mmpenapar MICTUTh [JIIMENIpU, Mepelo3yBaHHs MOKE IMPU3BECTU 10 3HUKEHHS PIBHS
yKpy B KpoBi. [lpu BusIBICHHI Nepeao3yBaHHs TIIIMEIipHIOM HEOOXiTHO HEraHO MOBIAOMHUTH PO
ue jikaps. [lamieHT moBUHEH oJpa3zy NPUHHATH IyKOp, OakaHo y (opMi IVIFOKO3M, 3a BUHSATKOM
BUIAJIKIB, KOJM JiKap caM Oepe Ha cebe BiANOBIJAIBHICTH 3a JIKyBaHHA Nepeao3yBaHHS. Jlerky
rinorjiikemito 6e3 BTpaTH CBIJIOMOCTI Ta HEBPOJIOTTYHHMX MOPYIICHb HEOOX1THO aKTUBHO JIIKYBaTH 3a
JIOTIOMOTOI0 TIEPOPATLHOTO MPUHOMY TIIOKO3W Ta KOPEKIlii J03W mpenapary Ta/ado mietu. [lyxe
BaXJIUBO IPOJIOBKYBATU PETEIbHE CIOCTEPEkKEHHsI 0€3[10CEepeHbO 10 TOr0 MOMEHTY, KOJIHM JiKap
BIICBHHUTHCS, IO TMAIIEHT 3HAXOMUTHCSA IM03a Hebe3mekoro. TepaneBTHYHI 3aXOAM B OCHOBHOMY
MOJIATAI0Th Y 3aro0iraHHI BCMOKTYBAHHIO Ipernapary LUISIXOM BUKJIMKAHHs OJIIOBaHHS NOJAJIBIINM
MPUHOMOM COJIOJIKUX HEAIKOTOJIBHUX HAroiB ab0 BOJM, IO MICTSTh aKTUBOBaHE BYTULIA (aACOPOCHT)
1 cynedar HaTpito (mpoHOCHE). Y pa3i abcopOIii AOCUTH BEIHMKOi KiNBKOCTI MpemapaTy HeoOXigHO
MIPOBECTH MPOMHUBAHHS IIITYHKA 3 OJAJIBIIMM MIPUHOMOM aKTHBOBAHOTO BYTLLIA 1 Cylb(haTy HaTpilo.
Bumnaaku 3HauHOrO nepefo3yBaHHs Ta TSDKKI peakiii 3 TaKUMHM O3HaKaMH sIK BTpaTa CBIIOMOCTI abo
1HIII Ccepilo3HI HEBPOJIOTIUHI MOPYIICHHS, € HEBIAKIAAHUMU MEAWYHUMH CTaHAMH, SIKi TOTPEOYIOTh
HEeraifHOro JiKyBaHHS 1 TOCHiTali3alii namieHTa. Y pasi JIarHOCTYBAaHHS TiMOTJIKeMiYHOI KOMHU abo
MiZ03pH Ha HEl y 3B’SI3Ky 3 CEpHO3HHMM IepeNo3yBaHHSM MAIlieHTy HEOOXiTHO BBECTH Yy BUIJII
IIBUAKOI BHYTPIIIHHOBEHHO1 1H €Ki KoHLeHTpoBaHui (50 %) po3umn rirokozu abo 40 mu 20 %
PO3UMHY TIIIOKO3H, a TIOTIM MPOBOIUTH TpUBaJe iH(Y3iiiHEe BBeIEHH MEHII KOHIIEHTpoBaHoro (10 %)
PO3YMHY TIIOKO3M 31 MIBUJIKICTIO, sIKa 3a0e3neuye MiATpUMaHHs CTabUIbHOTO PIBHS TUIIOKO3U B KPOBI
puiie 100 mr/mm.

SIK anbpTepHATUBY AOPOCIUM MOKHA IpPU3HAYaTH B/B, B/M a00 I/K TJIIOKAaroH, HaNpUKiIaj, y 103axX Bij
0,5 Mr 1o 1 Mr BHYTpIIIHBOBEHHO, HIAIIKIPHO a00 BHYTPIIIHBOM SI30BO. 3a MAIllEHTOM MOTPIOHO
BCTAHOBUTH TOCTIMHMN Harjasi MpoTsAroM He MeHuie 24-48 ToAMH, OCKUIBKM MICIsl BHIUMOIO
KJIIHIYHOTO Oy KaHHSI MO>KJIMBUN TOBTOPHUM HamaJ rinoriikeMii.

3okpeMa, TiA dYac JIKyBaHHS TIMOTIIKeMii, 10 BHUHUKIA BHACIIJOK BHIIAJKOBOTO MPUHOMY
[IIIMENIPUAY Y HEMOBIAT Ta JITEH paHHbOrO BIKY, CIIiJ] PETENIbHO pO3paxyBaTH J03Y IJIIOKO3H, IO
MIPU3HAYAETHCS, @ TAKOXK 3/11HCHIOBATH MOCTIHHUI KOHTPOJIb PiBHA TJIIOKO3U B KPOBI.

OckinpKy Liel mpernapar MICTUTh MET(OPMIH, BIH MOKE CIOPUYUHATH JIAKTOALUA03. Y pas3l mpuiomy
BHYTPIIIHBO 710 85 T MeTdopMiHYy TiIpOXJOpHIy TiMoriikeMis He crnoctepiraigacs. Metdopmin
BUBOJUTHCS MiJ yac remMofianizy 3 kiipeHcoM A0 170 mi/xB 3a yMOBM 3aJJ0BUIBHOT F€MOJUHAMIKH.
Tomy mnpu migo3pi Ha mnepeao3yBaHHS MeETPOPMIHOM TNPOBEJIEHHS TeMOoAializy € HaiOuIbII
e(EKTHBHHUM 3aX0J[0M JIJIsl BUBEJICHHSI 3 OpTaHi3My HaKOITMYEHOTO Mperapary.

BHacniok nepeno3yBaHHs MET(HOPMIHOM MOXe BUHUKHYTH MaHKPEATHT.

I06iuni peakuii.

Jlakmoayudos: nuB. po3ail «OcoOIUBOCTI 3aCTOCYBAHHSD.

Linoznikemis: muB. po3ain «OcoOIMBOCTI 3aCTOCYBaHHS.

3 00Ky WLIYHKOBO-KUWKO8020 MpaKmy: CAMIITOMH 3 OOKY HITYHKOBO-KHIITKOBOTO TPAKTy, y TOMY
qyucil Jiapes, HyJoTa, ONIOBaHHS, 3AyTTs JKMBOTA, JUCIEICisA, 3amop, Oulb y JKUBOTI Ta aHOPEKCis
HaJIeKaTh 1O HAMMOIIMPEHIINX peakiiid Ha el npenapar 1 BUHUKaloTh npuoin3Ho Ha 30 % vacrime
y TAIl€HTIB, SKI NpUAMaOTh MET(POPMIH, HDK y XBOpHX, SIKI NMpUHMalOTh Iuianebo, 30KkpemMa Ha
MOYaTKy Tepartii i3 3aCTOCYBaHHSIM IIb0T0 Tpenaparty. Lli ciMIToMu mepeBakHO € TPAaH3UTOPHUMH Ta
MHUHAIOTh CaMOCTIHHO TNpPH MPOJIOBKEHHI JIIKyBaHHS. B OokpeMux BHIIajKax Moke OyTH KOPHUCHHM
TUMYACOBE 3HWKEHHs M03W. [li7 9ac KIIHIYHUX JOCIIIKEHb MET(GOPMIH JOBEJIOCS BIAMIHUTH 4Yepe3
BUHUKHEHHS PEaKIliii 3 00Ky IUTYHKOBO-KHIIIKOBOT'O TPAKTY Y MpuOIU3HO 4 % MallieHTiB.
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OCKUIbKH CUMIITOMH 3 O0KY ITUTYHKOBO-KHIIIKOBOTO TPAKTy Ha MOYATKY JIIKYBaHHS 3aJI€)KaTh BiJ 103U,
iX BHpaA3HICTh MOXKEe OyTH MEHIIOI Y pa3i MOCTYNOBOTO MiABHILEHHS JO3H, L0 JOCSTAETHCA 32
paxyHOK mpuiioMy mpenapary pa3oM 3 Dkero. OCKUIbKM 3HauHa Jiapes Ta/abo OJIOBaHHA MOXKYTh
CIPUYMHUTH JIET1IpaTaIlil0 Ta EKCTPAaHHUPKOBY a30TEMil0, 3a TaKUX OOCTaBMH IIpemapar Clif
TUMYACOBO BIJIMIHUTH.

s manieHTiB, sfKi Oynm cTaOlmi30BaHi Ha LBOMY Mpemapari, HMOsSBY HecHenH(piuHUX IITYHKOBO-
KHUIIIKOBUX CUMIITOMIB HE CIIIJ PO3TJIAIATH K HACTIAOK Teparii, 332 BUHATKOM CHUTYalliid, KOJIM CYITyTHi
3aXBOPIOBAHHS 200 JIAKTOAN03 OYJIM BUKIIOYCHI.

JlikyBaHHS TJIMEMIPUIOM I1HKOJIM MOXKE CIPUYMHUTH HYAOTYy, OJIOBaHHS, BITYYTTS 3AyTTS abo
HaNpy>KEHOCTI B eMiracTpaibHii IUIAHII, OLTb y )KHBOTI Ta Jiapero.

3 60Ky opeanie uwymms: npubIU3HO 3 % MAali€HTIB MOXYTh CKap)KUTHUCS Ha MOPYILICHHS cMaky abo
METaJIeBUI MPUCMaK y POTI Ha MOYATKOBOMY €Talll JIIKyBaHHS MpernapaToM, ajie 3a3BHyail BiH MUHA€E
camocTiiiHO. Yepe3 3MiHU PIBHS IJIIOKO3UM Y KPOBI MOXKYTh BUHUKATH THUMYAcCOBI MOPYILIEHHS 30Dy,
0co0IMBO HA TOYATKY JiKyBaHHSA. I3 JOCBiAy MiCIApeecTpaliiHOrO 3aCTOCYBaHHS BiZIOMO MPO
BUHUKHEHHSI TUCTEB31i MiC/I MPUIIMaHHs rIiMenipuay (4acToTa HEB1IOMa).

Peaxyii 3 6oky wkipu ma ecinepuymiugicms: 1HOAI MOXYTh CIOCTEpiraTucsi ajepridydi abo
TICeBJI0aJIeprivHi peakiii (Hanpukiai, jerka epureMa (ayxe pinko — <0,01%), cBepOixk, KpOIUB’sHKA
abo BucumaHHs). BUTbIIICTh TakMX peakmiid JErKki, aje MOXYTh HPOTPECyBaTH 10 CEPHO3HUX Ta
CYNPOBO)KYBATUChH 33UIIKOI0 Ta MAaiHHSAM apTepialibHOTO THCKY, 1HOAlI 0 PO3BUTKY IIOKY. [lpu
BUHUKHEHHI KpOIMB SHKM CIIiJ] HETAlHO 3BEpPHYTHCA 1O JiKaps. MOJXIIMBI NepexpecHi anepriui
peaxiiii 3 cyb(QOHIJICEUOBHHOO a00 cynb(aHiIaMiIoM YH 1X TOX1THUMH.

3 00Ky noKa3HUKI8 KPOBi: PIIKO MOMKIIHBA TPOMOOITUTOIICHIS, B OKPEMHUX BUIIAJKAX — JICHKOIIUTOTICHIS
abo reMoiiTHYHA aHeMisl, E€PUTPOLUTONEHIS, TPAHYJIOLUMUTOIEHISI, arpaHyJOIUTO3, MMAHIUTOMEHIs.
[ToTpibeH perenbHUI KOHTPOIL 3a CTAHOM XBOPOTO, OCKIJIBKM IiJ Yac JIKyBaHHsS TNpenapaTamu
cynb(hOHIICEYOBUHM OyJIM 3apeecTpOBaHI BUMAJKU arjacTuyHoi aHeMii. [Ipn BUHUKHEHH] IIUX SBUIIL
MpUiioM mpenapary CiiJi NPUOUHUTH Ta PO3MOYaTH BiANOBiAHE JiKyBaHHsS. [loBimomisiiocs mpo
BUMAIKA BUHUKHEHHS TSDKKOI TpoMmOomuTomneHii 3 KijgbKicTio TpomOoruTiB <10 000/mMxn  Ta
TpOMOOLIMTONEHIYHOT myprmypu (dactora HeBigoMa). [Ipum 3acrocyBaHHI IpemapaTy 4acTo
CIIOCTEpIraeThCsl 3HMKEHHS piBHA/AediuuT BitaMiHy Bi2. ¥V mamieHTiB, ski TpuBaiuii yac mpuiimanu
MeT(hOpPMIH, CIOCTEpIraju 3MEHILIEHHS BCMOKTYBaHHs BiTaMiHy Bi2 Ta 3HM)KEHHS HOro piBHIB B
CHUpPOBATIli KpOBi, 3arajoM Iie sBHINE € KIiHiYHO He3HauymuM (< 0,01%). Ilpore y xoxi
MICISAPEECTPaLlIiHOTO JIOCBIAY 3aCTOCYBAaHHS IpernapaTy IOBIIOMIISIOCS HPO BUMAAKU PO3BUTKY
nepudepuyHoi Helponarii y mamieHTiB 3 AedinuToM BiTaminy Bi» (uactora HeBimoma). PiBeHb
¢doIi€BOT KHUCIOTH B IUIa3Mi KPOB1 ICTOTHO He 3HMKyBaBcd. [lin wac mpuiiomy mnpemnapaty Oyia
3apeecTpoBaHa TUTBKM MeranoOiacTHa aHeMmisi, 30iTbIICHHS YacTOTH BHIIQJKIB HEBPOMAaTii He
crocrepiraigocs. Y 3B’SI3Ky 3 IUM HEOOXIJHO PETEIbHO KOHTPOJIIOBAaTH piBEHb BiTaMiHy B2 y
CUPOBATII KPOBi a00 MepioUYHO JOAATKOBO BBOAUTH MapEHTEPAIbHO BiTaMiH Bia.

3 60Ky neuinku ma #o6408UGIOHUX ULIAXI6. B OKPEMHX BHITQIKaX MOXIIUBE ITiIBUIICHHSI aKTHBHOCTI
MEYiHKOBUX (PEpMEHTIB Ta MOpyIIeHHs (YHKIII MEeUiHKH (X0ecTa3 1 )KOBTSHMILIA), a TAKOXK T'eNaTHT,
KWW MOYKE MPOTPecyBaTH JI0 MEUiHKOBOT HemocTaTHOCTI. [Ipu 3acTocyBanH1 MeThOpMIHY HAIXOAUITH
MOB1IOMJICHHSI TIPO BIAXHMJIEHHS BiJl HOPMU MOKa3HUKIB (PYHKIIT MEYIHKK a00 BUMAIKU TeNaTHUTY, 110
MUHAJIY TCTS BIIMIHA METQOPMIHY.

Inwi peakyii: B OKpeMHUX BUIAJKAaX MOXYTbh CHOCTEpIraTHUCS alepriyHUi BACKYIIT, TiepUyTIUBICTD
HIKIPH J10 JIii CBITJIa Ta 3HWYKEHHS PIBHSI HATPIIO B CUPOBATIIl KPOBI.

Kpim nporo, BUHUKaNM ¥ iHII1 MOO1YHI peakilii, yacToTa SKUxX OyJia HeBijjoMa:

- 3HIDKEHHS PiBHS THPEOTPOITHOTO TOPMOHY Y XBOPHX 3 TITOTHPEO30M;

- TimoMarHe3eMisi BHACHII0K Jiapef;

- eHriedanonaris;

- aronelist, 301IbIIeHHs MacH Tia (Micist pUMaHHS TIIMENipULy).

Ilob6iuni peaxyii y dimeu npu 3acmocyeanui memeopminy ax mounomepanii. T1oOiuH1 peakiii, sKi
CIOCTepiraiaucs B XOJi KJIIHIYHOTO JOCHIJKCHHS y HEBEJIMKOI KOropTH niTeil BikoMm Bix 10 mo 16
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POKiB, fKi OTpUMYyBadd METPOPMIH MPOTIroM 1 pPOKy, a TaKoXX TMOOIYHI peakIli, mpo sKi
MOBIIOMJISUIOCS Y MyONiKamisix Ta ¥ y mepiol MOCTMapKETHHTOBOTO HArsiy, Oynu MoaiOHMMHU 3a
CBOIMH XapaKTepUCTUKAMU Ta CTyIEHEM TXKKOCTI MOOIYHHUX PEaKIliil, 3apeecTpOBaHUX y TOPOCIIHX.
Lo6iuni peaxyii 3a pe3yibmamamy NHOCIMMAPKEMUH208020 HA2TIAOY.

Yactora BUHHUKHEHHsS NOOIYHMX peakiliii, HE3aJIeKHO BIJ NPUYUHHO-HACIIIKOBOTO 3B’SI3KYy 13
3aCTOCYBaHHSAM JIOCIIIPKYBaHOTO TIpenapary, B XOJIl JOCITIJUKEHHS Yy PaMKax HMOCTMAapKETHHTOBOTO
HarysiIy 3 MOBTOPHOTO BHUBUEHHS Tperapary TPHUBATICTIO 6 poOKiB 3a ywacTio 1235 marieHTiB 3
iHCyiHOHe3aNIe)KHUM 1LykpoBUM aiaderom (II Tumy) cranoBmna 2,75 % (34/1235 mnamienris, 35
Bunaakis). Lli moGiuni peakuii BkiIOYandM Taki, AK: rimorjikemis 3 yactoror 0,8 % (10/1235
narienTiB, 10 Bumankis); 0inb y xkuBotTi — 0,57 % (7/1235 namientis, 7 BUNAAKIB); 30yTTS KHBOTA —
0,49 % (6/1235 mamienTiB, 6 BumaakiB); OnroBanHs Ta aucterncis — mo 0,16 % koxHa peakmis (2/1235
MAIi€HTIB, 2 BUMIAJKH); TimepTpodis mepeaMixypoBoi 3aj03H, IOCUICHE CePIICOUTTS, 3aIIaMOPOYCHHSI,
niapes, HyJ0Ta, HAOPsIK HIDKHIX KiHI[IBOK, 3yIMHKA ceplsl Ta pak npsmoi kumku — o 0,08 % koxHa
peakmist (1/1235 mamientiB, 1 Bumamok). YacTtora BUHMKHEHHS HeOa)KaHUX PEaKIii Ha JIKapCHKHMA
3aci0, s SIKUX MPUYMHHO-HACTIIKOBHM 3B’SI30K 13 3aCTOCYBaHHSM JIOCIHIIKYBAaHOTO Mpenapary He
Moke OyTH BHKIIOYeHHH, craHoBmWia 2,02 % (25/1235 mamientiB, 26 BUMAnIKiB), B TOMY YHCIIi:
rinormikemiss — 3 vactororo 0,8 % (10/1235 namientiB, 10 BumajakiB); 34yTTsA >KMBOTa Ta OUIb Y
xuBoTi — 10 0,48 % koxkHa peakmis (6/1235 mamieHTiB, 6 BHITAJKIB), TOCHUJICHE CEPICOUTTS,
OJIroBaHHS, aucIierncis Ta 3amamopodeHHs — 1o 0,08 % koxkHa peakiis (1/1235 mamienTis, 1 BUmagoK).
Cepiio3Hi HeOakaH1 peakIlil BKIOYAIN 3yIMHKY CepIlsd Ta pak MpsMoi KUKH 3 yacTtororo mo 0,08 %
st KookHOI peakii (1/1235 mamieHTiB, 1 BUNIAI0K), )KOAHA 3 SKUX HE MaJla MPUIMHHO-HACIIIKOBOTO
3B’S3Ky 13 3aCTOCYBAaHHSIM JOCIIJKyBaHOTO mpemapary. HeodikyBaHi HeOa)kaHi peakiii BKIIOYAIN
nucrnericito 3 yactororo 0,16 % (2/1235 manieHTiB, 2 BUNAAKH); TIIepTPodito MepeaMixypoBoi 3a103u,
HaOpSK HIKHIX KIHIIBOK Ta pak npsmoi kummkn — o 0,08 % misa xoxxHoi peakuii (1/1235 marmienris,
1 Bumanok). 3 HUX HEOAKAHOK JIKAPCHKOIO PEaKili€lo, A SIKOI HE MOXKHA BUKIIIOUUTH MPUYUHHO-
HACJI1JIKOBUM 3B’SI30K 13 3aCTOCYBaHHSM IIbOTO JIKAPCHKOT0 3aco0y, Oyia Iucnencis.

1lo6iuni peakyii npu 3acmocyganui enimenipudy (01 nepopanbHo20 NPUtiomy) K MOHOmepanii 3a
pe3vibmamamy. NOCMMApPKemuH208020 Ha2s0y.

YactoTa BUHHMKHEHHS He0akKaHHMX peakiliif, He3aJeKHO B MPUUYMHHO-HACTIAKOBOTO 3B’S3KY 3
3aCTOCYBaHHSAM JIOCJI/PKYBaHOTO TIpernapary, B XOJi JOCIIUKEHHS Yy paMKax IMOCTMAapKETHHTOBOTO
Harjsily TpUBAJIICTIO 6 pokiB 3a yuyacTio 12 056 marmientiB ctanoBmwia 1,2 % (149/12 056 nanieHris,
181 Bumanok). Halfyacrtime cepen HebakaHUX peakiiil crocTepiraiacs TIIOTTIKeMis — 3 4acTOTOIO
0,75 % (90/12 056 namienTiB, 102 Bumagku), Aajl B MOPAAKY 3MEHILEHHS YacTOTH pPO3TallOBaHi
Bepturo (3amamopoueHHsi) — 0,08 % (10/12 056 mamientiB, 10 BumankiB); TUCHYHKIIS MEUIHKU —
0,07 % (8/12 056 manienTiB, 8 BumaakiB) Ta 6111b y kUBOTI — 0,06 % (7/12 056 maiienTiB, 7 BUNAJAKIB).
3 HUX HOBHUMH HEOKAHUMH PEAKITISIMHU, sIKI paHIIIe HE CIIOCTEPITAIKCS B X011 KIIHIYHUX JTOCIIKEHb,
IIPOBE/ICHUX B JIOpeeCTpalifHuil epioa, Oyau apTpairisi, AUCHENcis, Ha0psK o0auyus (Mo 2 BUNAIKU
JUTSL KOXKHOT peakinii), IMIOTEHIIis, ajomeris, Timepemis Ta racTpuT (mo 1 BUmaaky uisi KOXHOT
peaxiii).

S0 BUHUKHYTH OyAb-SKi 13 3a3HaU€HUX BHILIE MOOIYHMX peakiii, iHm HeOaxaHl peakuii abo
HEOYiKyBaHI 3MiHHM, Malll€eHTaM HEeOOXiJHO HErailHO 3BepHyTHCS 10 CBOro Jjikaps. Jleski moOGiuHi
peakiuii, B TOMy 4YMCIi TsDKKa TIMOTJIKeMis, crenudidHi 3MiHM 3 OOKYy MOKAa3HUKIB KPOBI1, TSKKI
asiepriuti abo 1mceBaoa’epriyHi peakilii Ta Me4iHKOBa HEJJOCTAaTHICTh, 3a MEBHUX YMOB MOXYTb OyTH
HeOEe3MeUHUMH JJIs KUTTS. ToMy Mpo Taki peakilii, mamieHTaM HeoOXiTHO HEeraitHO TOBIJOMHTH CBOTO
JiKaps Ta MIPUINUHUTH MPUIMaHHS MIpernapaTy 10 OTPUMaHHS BKa31BOK BiJ JIiKapsl.

[oBigOMIEHHS MPO MiJI03PIOBaHi MOOIYHI peakilii.

[ToBigomieHHs Mpo MOOIYHI peakii micisg peecTparii Jikapchbkoro 3aco0y Mae BakKiuBe 3HadeHHs. Lle
Ja€ 3MOTY TPOBOAMTH MOHITOPUHI CITIBBITHOIIEHHS KOPUCTBH/PU3MK IIPH 3aCTOCYBAaHHI IIHOTO
JKapCchKOTO 3aco0y. MenuunuM Ta (papManeBTUYHUM TpalliBHUKAaM, a TaKOXK marfieHTaM ado iXHIM
3aKOHHHMM IPEJICTaBHUKAM CJIiJ TIOBIJOMJISITA NP0 YCi BUMAJIKU MiA03PIOBAHUX MOOIYHMX peakuiil Ta
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BIICYTHOCTI €(E€KTHBHOCTI JIKapChKOTO 3aco0y uepe3 ABTOMATH30BaHy 1H(GOpPMAIHY CHCTEMY 3

(dapmakoHarsiy 3a mocuinanasM: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.
2 poKHw.

YmoBH 30epiranus.
30epiratu mpu Temrneparypi He Butie 25 °C B OpUriHaNbHIN YIIaKOBIII.
30epiraTy y HEIOCTYITHOMY TSI NITeH MicCIIi.

Ynakoska.
ITo 15 Tabnerok y 6mictepi; mo 2 abo o 4 OxicTepu B KAPTOHHIN yIaKOBII.

Kareropis Binnycky.
3a perenTom.

BupooHuk.
TOB «KYCYM OAPM».

Micue3HaxoaxeHHsI BHPOOHUKA TA ajpeca Miclsl NPOBaJKeHHsI HOro AisJIbHOCTI.

40020, Ykpaina, Cymcbka o6mnacts, M. Cymu, Byn. Ckpsaoina, 54.

JdaTa ocTaHHBOIO NeperJasay.
11.12.2023 Ne 2101
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