Ckian

Oitoui pevo8uUHU: BigarIilTUH, MeT(QOPMIiHy TiApPOXIOPUL;

1 tabmeTka 50 mr/850 Mr mictuth 50 Mr BingarmainTuHy Ta 850 Mr MeThOpMiHYy
rigpoOXJIOpUny;

O0ONOMIJICHI pedyoB8UHU: 1IeJII0JI03a MiKpOKpHCTaidHa, KomnoBimoH K 25, KpocnoBimoH
(tTun B), rimpokcumpominienioio3a, MarHito creapart; IJIiBKOBa 0060j10HKa - Opadry®
Yellow 03F520096 (gnst tabnetok 50 mr/850 mr), Opadry® Yellow 03F520097 (gmns
tabsmeTok 50 mMr/1000 Mr): rinpomenosa, Tutany miokcup (E 171), 3amisa okcup
xkoBTuu (E 172), MaKporos, TaabK.

JIikapcbKa ¢popMma

TabneTKu, BKPUTI IJIIBKOBOIO 000IOHKOIO.
OCHOBHI (pi3uKo-XiMIiuHI 821aCMUBOCMI:

tabnetku 50 Mr/850 Mmr: TabGineTKu oBaiabHOI (pOopPMH, TIaAKi 3 IBOX CTOPIiH, 3i
CKOIIIeHUMHU KpasiMU, BKPUTI IMJIiBKOBOIO 000JIOHKOI0, JKOBTOT'0 KOJILOPY 3 PO3MipoM
20,7 x 8,8 MM.

dapMaKoTepalneBTUYHA Ipylna

[MpoTuniabeTuyHi npenapaTtu. KoMmb6iHallis mepopalbHUX TiMOTJIIKEMi3yI0UMX
npenapartis. Kog ATX A10B DO08.

®dapmMmakoguHaMiKa

AurmniMeT € KoMOiHAaIli€I0 MBOX aHTUTJIIKEMiYHNX PEYOBHUH i3 Pi3HUMHU MeXaHi3MaMu
Oii, SKi MOKpamIyloTh KOHTPOJIb TIIOKO3H y MallieHTiB 3 miabetowm II Tumy:
BinmarminTuH, IpeacTaBHUK CiMelcTBa iHTiOiTOpiB gunentumunnentuga3u-4 ([II1I1-4)
Ta MeTGOPMiHY TiIPOXJIOPUI, IIPENCTaBHUK Kjlacy OiryaHimis.

BinpmarnminTuH, npegcTaBHUK KJIacy PEYOBUH, 110 ITOCUJIIOIOTL POOOTY OCTPiBKOBOTO
arapary ITiOIITyHKOBOI 3aJI03H, € IMIOTYKHUM Ta CEJIeKTUBHUM iHTidiTopoMm [IIIII-4.
MeTdopMiH Oi€, TOTOBHUM YUHOM, IIIJISIXOM 3MEHIIIEHHSI €HOOTEeHHOI ITPOayKITil
TJIFOKO3U B MIEYiHIIl.

BiadaeainmuH



BinpgarminTuH gie, TOMTOBHUM YMHOM, HijigxoM npurHiueHHs [I1I1-4, depmeHnTy, SKui
BizimmoBima€e 3a merpapariito iHKpeTuHOBuUX ropmoHis I'TII-1 (raoKaroHnomioHoro
nentuny-1) ta I'll1 (r10K0303a1€2KHOr0 iHCYTIHOTPOIIHOTO IIOJINENTURY).
[IpurHiveHHs BinmgarminTUHOM aKTUBHOCTI [II1T1-4 Ipu3BOOUTE OO0 IIBUOKOTO Ta
ITOBHOTO 30iNIbIIIEHHS €HOOTeHHOr 0 PiBHS iHKpeTUHOoBUX ropmoHiB I'TITI-1 Ta I'IlT micns
BKMBaHHS 1Ki Ta HaTHIe.

[IInsaxom 306inblIeHHS €eHAOTeHHUX PiBHIB IUX iHKPETUHOBUX T'OPMOHIB BiJiIarlinTuH
MiOBUIIYE YYTIUBICTh O€eTa-KJIiTUH [0 IJII0KO3H, BHACIIILOK YOT0 MOJIIMIIYETHCSI
TJIIOKO303aJie’KHe BUAiIeHHS iHCyniny. JIiKkyBaHHS IaIli€eHTiB i3 1[yKpoBuM giabeTom II
TUNY BinparninTuHoM B mo3ax Bim 50 mo 100 mr Ha moOy 3HaYHO MOKpAIlMIo MapKepu
¢yHnK11il 6eTta-KimiTuH, BKiIodyaroun HOMA-B (roMmeocTaTUYHY MOZENb OIHKY (PyHKITi1
OeTa-KJIiTUH), BiGHOIIIEHHS IIPOiHCYIiHY [0 iHCYIiHYy Ta MOKa3HUKU YyTIUBOCTI OeTa-
KJIITUH n1pu 6araTopa3oBOMY IPOBENEHHI TECTY TOJIEPAHTHOCTI Ho 1xXi. B ocib 6e3
miabeTy (3 HOpMaJIbLHUM PiBHEM TJIIOKO3H1) BiJIArIilTUH HE CTUMYJIIOBAB CEKPEIIito
IHCYJIIHY YUY 3HUXKEHHS PiBHA I'JIIOKO3MU.

[IInsixoM migBuUIleHHS pPiBHSA eHporeHHoro I'TITI-1 BinparminTuH 30iblly€e Yy TIUBICTD
anbda-KIiTUH MiAIIIYyHKOBOI 3aJI03U [0 T'JIIOKO3M, BHACJIAOK YOT0 30iThbIIYETHCS
CeKpellis I'JIF0K030-BiAIOBIMHOIO I'/It0Karony. [locuneHne nigBuIlleHHs CIIiBBITHOIIIEHH S
iHCYIiH/TTIOKAroH ITif Yac rinepriikeMil o00yMOBIIIOE 3pOCTaHHS PiBHS iIHKPETUHOBOTO
TOPMOHY, IO IPU3BOAUTH A0 3HMUKEHHS IIPOAYKIIil IIIOKO3HU Y IIEeYiHIli B yMOBax HaTIIe
Ta MiCIs BXKUBAHHS 12Ki, III0 IPU3BOOUTD N0 3HUXKEHHS PiBHS I'JIIOKO3H.

Bigomuit edekT niguiieHux piBHiB I'TITI-1 i3 3aTpUMKOIO IIITYHKOBOT'O COKY He
CIIOCTEepIiraeThCA NPU JIIKyBaHHI BUIOATIIITUHOM.

Memdaopminy 2i0poxaopud

MeTdopMiH € ITepopaabHUM aHTHUAia0eTUYHUM 3aco00M Kiiacy OiryaHimis,
rinorjaikeMiyHUY e(PeKT SKOro I'PYHTYETHCS, TOJIOBHUM YUHOM, Ha NOOOJIaHH]
PE3UCTEHTHOCTI 00 iHCYJIIHY B IIe4diHni i M'a3ax. [Ipu HagBHOCTI 1HCYJIIHY BiH 3HUXKYE
sK 0a3aJbHUM, TaK i MOCTIPaHaiaTbHUM PiBEeHb TTIOKO3M B ITa3Mi. MeThopMiH He
CTHUMYJIIOE CEKPEeLil0 iHCYIiHy, TOMYy He IIPU3BOAUTH A0 TiMOTJIiKeMil Ipyu MOHOTepatil.

MemopmiH ModHCce CNpuYUHAMU 3HUNCEHH S 2/10KO3U 3a 00NOMO02010 MPboX
MexaHi3mia:

e BUPOOJIEHHS TJIIOKO3H B MEUiHIli 3HAYHOIO MipoIo BillOBifa€ 3a rinepriikeMiio y
cTaHi HaTile. MeTopMiH 3HNIKY€E BUPOOJIEHHS TIIOKO3HU B MEYiHIIi, 110
AKTHUBI3YETHCA PE3UCTEHTHICTIO [0 1HCYIIIHY IIJIAXOM IPUTHIYEHHSA
TIIOKOHEOTeHe3Y 1 TIiKOTreHO0/Ii3y, TaKUM YMHOM OJHOYaCHO IPOTUIE
rinepriaikeMidyHOMY e€eKTy TJIIOKaroHy. 3a JOIIOMOTOI0 IIbOTO MeXaHi3My



MeTHOPMiH 3HUIKYE TiNlepriiiKkeMilo HaTIIE;

e TIOTipIlIeHEe NepudepUudHe NOTINHAaHHS Ta HAKOMMUYEHHS TIIOKO3U B OCHOBHOMY
BiITIOBiOAIOTh 3a IMOCTIIPAHAiaIbHY TinepriikeMiio. MeThopMiH MigABHUITYE
YYTJIUBICTH KJIITUH OO IHCYJIIHY, CTUMYJIIOIOUM aKTUBHICTH 1HCYJIIHOBUX
pelenTopiB TUPO3UHKIHA3Y, TUM CaMUM CIPUSAIOYU IIOTIMHAHHIO [JIIOKO3U Ha
KIIITUHHOMY pPiBHi. MeTdhopMiH 36isbIllye TPOMYCKHY 3TaTHICTh BCiX KITITUHHUX
MeMOpaHHUX TpaHcnopTepiB rinoko3u (GLUT). Leit edekT MeThopMiHy 0COOIUBO
MIOMITHUH NIPHU TinepriaikeMil. BHyTpilTHbOKIITUHHUYN CUHTE3 I'IIKOTEHY
30iBIIYETHCS HIIIXOM CTUMYJISIi1 KJTIOYOBOTO (PepPMEHTY, IIiKOTeHCUHTa3u. 3a
OOIIOMOTOI0 IILOTO MeXaHi3My MeT(OPMIiH 3HUKYE TillepriiikeMiio micas
BXKUBAHHS 1XKi;

e MeTdOPMiH 3HUKYE aOCOPOIIit0 TTI0KO3U Y KMITKOBOMY TPaAKTi, TUM CaMUM
3HUKYIOUYY BIIUB I'IIOKO3M ITiC/IS BXKMBaHHS 1XKi.

Y nromeili, He3aleKHO Bif BIJIMBY Ha I'/IiKeMit0, MeT(GOPMIiHY TigpOXJI0Opud Mae€
cupusTnuBui epekT Ha MeTabomi3M mimifiB. Ile Oys1o moKa3aHo O/Is1 TePaleBTUUYHUX
003 Y KOHTPOJIbOBAaHUX, CEPEIHBOCTPOKOBUX ab0 HOBTOCTPOKOBUX KITIHIUHUX
OOCITiIKEeHHIX: MeT(QOPMiHYy TiZpOXJIOpU 3HUKYE PiBEHb 3araJbHOT0 X0JIECTEPHUHY,
JIITIOIIPOTEIHIB HU3BKOI1 IIIIBHOCTI Ta TPUTIILIEPUAIB.

Kpim Toro, B mesikuxX OOCIHiIXKeHHsIX 0yJI0 MoKa3aHo, 10 MeThOPMiH ITimBUIIly€E PiBEeHb
JITIOMTPOTEIHIB BUCOKOI UIiTbHOCTI. MeT(hOpMiH TaK0OXK BUSBIISIE QiOPUHOMITUYHI
BJIaCTHUBOCTI.

IIpocnekTuBHEe paHmomizoBaHe gocaigxkeHHss UKPDS (BpuTtaHChKe IPOCHEKTUBHE
OOCITim»KeHHSsI IIYKPOBOT0 AiabeTy) BCTAHOBUJIO OBIrOCTPOKOBI ITepeBaru iHTeHCUBHOI'O
KOHTPOJIIO TJIIOKO3U B KpoBi nipu fiaberi II Tumy. AHani3 pe3ysbTaTiB y MalliEHTIB 3
HaaMipHOIO MacoIO Tila, sIKi OTpUMyBaIu MeT(POPMIiH Mic/Is HeJOCTaTHHOI
€(hEeKTHUBHOCTI BUKJIIOYHO [Ii€TH, TOKA3aB:

e 3HAUHE 3HUIKEHHS a0COJIIOTHOTO PU3UKY OyOb-IKUX OB’ I3aHUX i3 miabeTom
yCKIagHeHb y rpymi MmeThopminy (29,8 nopmiit/1000 naiieHTO-pOKiB) MOPIBHSIHO 3
TPyIIOIo, 110 OTPUMYyBajla BUKIIOYHO OieTy (43,3 nmoxaii/1000 mamieHTo-poKiB), p =
0,0023, mopiBHAHO 3 KOMOIiHOBaHUMH I'pPyIlaMH, III0 OTPUMYBaJIx
Cynb(pOHIICEYOBUHY Ta iHCYIiH K MOHOTeparrio (40,1 moaii/1000 maiieHTo-
pokiB), p = 0,0034;

e 3HAUHE 3HUKEHHS a0COI0OTHOTO PU3UKY JIeTaIbHUX HACIIiIKIB, ITOB sI3aHUX i3
miabeToM: MeTdopmin 7,5 momiti/1000 mailieHTO-poOKiB, BUKIIOYHO mieTa 12,7
nopir/1000 mamienTo-pokis, p = 0,017;

e 3HAYHE 3HUXKEHHS a0COJIIOTHOTO PU3UKY KiTbKOCTI IeTaJIbHUX BUITAOKiB:
MeTdopmiH 13,5 nopmii/1000 namieHETo-pOKiB MOPIBHAHO 3 BUKIIOYHO OieToro 20,6
noxiti/1000 manienTo-pokiB (p = 0,011) i mopiBHsIHO 3 KOMOiHOBaHUMU TPYyIIaMHU,



III0 OTPUMYBaIU CyJIb(OHIJICEYOBUHY Ta iHCYJIiH K MOHOTepamito, 18,9
nomiit/1000 marieHTo-pokiB (p = 0,021);

e 3HAUHE 3HUXKEHHS a0COIIOTHOTO PU3UKY PO3BUTKY iHDaApPKTy MioKapmaa:
MeTdopmiH 11 momiin/1000 malieHTO-pOKiB, BUKITIOUHO mieta 18 momii/1000
naiieHTo-pokiB (p = 0,01).

dapMaKkoKiHEeTHKA

BCcMOKTYBaHHS

BinodazainmuH 3 mem@popMiHOM

Y mocnigxeHHi 6Oi0eKBiBaJIeHTHOCTI ITpenapaTy BiIOarjinTuH 3 MeTHOPMiHOM
TabneTku pisHUX KoHUeHTpalii (50 mr/850 mr i 50 mr/1000 Mr) nopiBHIOBasu 3
KoMOiHalli€elo OKpeMUX IpenapaTiB BingariinTuHy i MeThOpPMiHY TigpOXJIOpULy y
BinmoBigHUX mo3ax. BxKWBaHHS 1Ki He BIIJIMBAJIO HAa 00’€M Ta CTYIiHb BCMOKTYBaHHS
BiIOaTrIinTUHY - Oil0YOl PEeYOBUHU ITpernapaTy BilgariinTuH 3 MeTHOPMiHOM.
MakcumMarnbHa KOHIIeHTpPallid B nna3mi KpoBi (Cmax) i miolia Irig KpUBOO
«KOHIeHTpallis - 4ac» (AUC) MmeThopMiHy TigpoxIopuay IIpu IpUUoOMi ITpenapary
BinmgarminTuH 3 MmeTdopmiaoM y mo3i 50 mr/1000 mMr pa3oM i3 12Ker 3HUKYBaAJIUCSI Ha
26 1 7 % BigmoBimHO, a 4ac gocsarHeHHs (Tmax) ymoBinbHIoBaBcs (3 2,0 mo 4,0 rogux).

Huxxye HaBOOATHCSA (papMaKOKIHETUYHI BIACTUBOCTI OKPEMUX OiI0YMX PEYOBUH
npenapary. BingarminTtus

ITicnsa mepopalbHOr0 IPUUOMY HaTIIe BiIgarjlilTUH MIBUOKO BCMOKTYETBCS.
AGcomtoTHa 0i0g0CTYIIHICTh CTAaHOBUTDL 85 %. Cmax mocsaraeTbcs npubiIu3Ho yepes 1
roguHy. BkuBaHHS 1Ki He 3MiHIO€ 3aranbHy eKcrosuiiito (AUC).

Memaopminy 2i0poxaopud

[Ticnss mepopanbHOTo npuioMy MmeTdopminy Cmax gocsiraeTbCcs MpubIU3Ho yepes 2,5
roguHu. [Tepen6adaeThcs, 1110 BCMOKTYBaHHS 3[[iliICHIOETHCS B OCHOBHOMY yV BEPXHIX
Bigfinax IITYHKOBO-KUIIIKOBOTO TPAKTy. AOGCONMOTHA 0i0ogOCTyIHICTE MeTHOPMIiHY
rigpoxnopuny (TabneTok mo 850 Mr), IPpUNUHSATOMY HaTIle, CTAHOBUTh Y 3TOPOBUX
moOpoBobIliB Tpubnau3Ho Big 50 mo 60 %. [TpuiioM mmepopaabHO OOHOPA30BOI 03U
500-2500 Mr oOyMOBUB MEHIII HiXK IpOMNopIlitiHe 30inbieHHss Cmax, MOXKJIMBO,
BHACJIIIOK HAaCU4YyBaJIbHOI0 MexXaHi3My. [Ipu 3Bu4ariHOMY OO3yBaHHI Ta pexXumi
npuiioMy MeTOpMiHy piBHOBaXKHi Ila3MaTU4Hi KOHIIEHTPAllil JOCATAl0ThCI Y MeXKax
24-48 roguH Ta 3a3BHYal CTAHOBJIATH MeHIlIe 1 MKr/MJj. Y KOHTPOIbOBAaHUX KIIIHIYHUX
pocrigkeHHsax Cmax He IepeBuUIllyBajia 4 MKI/MJI HaBiTh IPU 3aCTOCYBaHHI
MaKCHUMaJIbHUX [03.



BxXkuBaHHSA 1Ki 3HUXKY€E 00’'€EM Ta TPOXU YIIOBIJIbHIOE BCMOKTYBaHHS MeTHOPMiHY
rigpoxyopumy, mpo 1o cBimuaThk npubnu3Ho Ha 40 % meHmia cepenus Cmax, Ha 25 %
MeHIa AUC, a Takox 30inbiieHHs Ha 35 xB Tmax. KniHiuHe 3Ha4eHHST TaKOTO
3HUKEHHSI HeBigoMe.

Po3monin
BiandaeainmuH

3B’s13yBaHHS BinmpgariainTuHy 3 OinmkamMu nna3Mu KpoBi Hu3bKe (9,3 %), BinpmarninTux
PO3MOMiNIETHCS OHAKOBO MiX I1JITa3MOI0 Ta epuTponutamu. CepenHit 06’em
PO3IOAiTy BIIJArdiNTUHY y CTalliloHAPHiM (a3si Imiciisa BHYTPIIIHEOBEHHOIO BBEIEHH
(Vss) ctaroBuTh 71 11, 1110 BKa3ye Ha IIO3aCyOUHHUM PO3IIOMiJI.

MemdaopmiHy 2idpoxaopud

3B’s13yBaHHS MeTGOPMiHY 3 OinKamu MjIa3Mu He3HauHe. MeTGOpMiH ITPOHUKAE B
eputpouuTu. MakcuMasibHa KOHIIEHTpallisi B KPOBl € HUXK4Ya, HiXK MaKCUMaJlbHa
KOHIIEHTpaIlis y IJIa3Mi KPOBi, i JocsraeThcst MpubIU3HO Yepe3 TOM caMui 4dac.
EpurtpoiuTtu, iMOBIpHO, SBISI0TH COO0I0 BTOPUHHY HOiNMAHKY po3noainy. CepenHin
006’em po3nopiny (Vd) ctaHOBUTHL 63-276 JTiTPiB.

MeTaboJ1i3M

BindaeainmuH

MeTab01i3M € OCHOBHUM IIIJISIXOM BUBEOEHHS BinpgarminTuny y mioaei (69 % mosu).
OcHoBHu# Mertabomnit LAY151 € ¢papMakooriyHo HEaKTUBHUM i € TPOOYKTOM
rigpomni3y miaHoBoro ¢parMenTa (57 % mo3u), 3a HUM ifje IPOAYKT TiApoIi3dy aMigHOTO
¢dparmenTa (4 % mo3u). BinparinTtue He MeTaboMi3yeThCa PepMeHTaMU IIUTOXPOMY
P450.

Memdaopminy 2i0poxaopud

MeTtdopMiH BUBOOUTHLCSA i3 cedelo y He3MiHEeHOMY BUTJIAAL. Y MoguHU MeTaboliTu He
BU3HA4eHI.

BuBepgeHHs
BiadaeainmuH

85 % pmo3u BUBOOUTHCA 13 ceuetro, 15 % go3u - 3 KanoMm. [licis nepopaslbHOro
3acTocyBaHHA 23 % 03U BUBOOUTHLCA i3 CceUel0 y BUTJIANL HE3MIHEHOr 0 BiIOarIilTUHY.
[lepion HamiBBUBEOEHHS ITiC/Is II€POPAIbHOI0 3aCTOCYBAaHHSI CTAHOBUTH MPUOIN3HO 3
TOOWHU.



Memaopminy 2i0poxaopud

MeTdopMiH BUBOOUTHLCS 3 OpTraHi3My i3 ceuelo 6e3 3MiH. HUpKOBUM KiTipeHC
cTaHOBUTH > 400 M/xB, TOOTO € ITPUOIN3HO B 3,5 pa3a OiIbIINM, HiXK KJIipeHc
KpeaTUHiHy. BignmoBigmHO, mpenapaT roJJOBHUM YUHOM BUBOOUTHCS IIIJITXOM aKTUBHOI
KaHablieBOl cekpertlil. [Ticis mepopaabHOTro IPUNOMY KiHIIEBUHU ITepPiof
HaIliBBUBEOEHHSI CTAHOBUTH MPUOIN3HO 6,5 rogunu. [1pu mpoBegeHHi BUMipiOBaHb y
IIiTbHIM KPOBi mepioy HalliBBUBeAEHHS CTAHOBUTDL OU3bKO 17,6 ToOuHU. Y IalliEHTIB 3
HOPMaJIbHOIO (PYHKIII€I0 HUPOK MEeT(POPMiH He HAaKOIIUUYETHCS B OpraHi3Mi y
ctaHmapTtHuX go3ax (1500 - 2000 mr).

BiandaeainmuH
JIiHiUHIiCMb/HEeAIHIUHICMDb

Cmax g BingarminTtury Ta AUC 30iIbITyBaIncs MaliKe IPOMOPIIHHO T03YBaHHIO B
YyCbOMY [iania30Hi TepalneBTUYHUX O03.

Cmamo

He cniocTtepiranu xkogHol pisHull y papMakKoKiHETUYHUX ITapaMeTpax BilOariinTuHy y
300pOBUX OJOOPOBOJIBIIIB YOJIOBIYOl Ta XKiHOYO01 CTaTi.

Bik

KonueHTpatil B rj1a3Mmi migBUllleHi y mallieHTiB ctapiue 70 poKiB, IpoTe 1i 3MiHU He
BBazKalOThCS KIIIHIYHO 3HAUYYIINMHU.

ITeyiHkoBa HedocmamHicmbw

Bronus Binpgarnintuny (100 Mr) He migBUIIlyBaBCs ITicIs 0mHOPa30Bo1 mo3u 100 Mr y
MalllEHTIB 3 JIETKOI0 Ta IIOMIPHOI IeYiHKOBOK HEOOCTATHICTIO. Y MAalli€HTIB 3 TIXKKOI
MMeYiHKOBOIO HEJOCTATHICTIO BB OyB 30inbieHuit Ha 22 % (68 % BepxXHBOI MexXi

I).
Hupkosa HedocmamHicmb

Y nporieci gocnigxkenHs: papmakokiHeTuku AUC BingarminTuHy 30iibIllyBasacs B
cepengHboMy B 1,4; 1,7 Ta 2 pa3u y nallieHTiB 3 j1erkKoio (KinipeHc KpeaTtuHiny [CrCl] 50
- <80 mn/xB), nomipHoi (CrCl 30 - <50 mn/xB) Ta TaxkK0i0 (CrCl <30 M/xB)
HUPKOBOIO HEJIOCTATHICTIO BiIIIOBiIHO MMOPiBHSAHO 3i 3mopoBuMH moO6poBonbisiMu. AUC
MmeTabomnity LAY151 36inburyBanacs B 1,6; 3,2 i 7,3 pa3a, a meTabonity BQS867 - B
1,4; 2,7 17,3 pa3a y Halli€HTiB i3 MOPYyLIEeHHIMHU (QYHKIIi1 HUPOK JIETKOTO, CEPEOHBLOTO i
TS2KKOTO CTYIIEHS TSI2KKOCTI BimmoBigHOo. OOMezKeHi maHi y mallieHTiB i3 TepMiHaIbHOIO
CcTafi€lo XpoHiYHOI HUPKOBO1 HepgocTaTHOCTI (XHH) BKa3yioThs Ha Te, 110 TOKa3HUKHU



OaHOl TPYyNHU CXO0XKi 3 TAKMMM Y MAIi€HTIiB 3 NOPYIIEHHSIMHU (PYHKITil HUPOK TSIKKOTO
crynensa. LAY151 AUC y nauienTiB i3 XHH 0OyB y 6,8 pa3a BUIIIUM, HiXK y Hali€HTIB 3
HOpPMaJIbHOI0 QPYHKITi€I0 HUPOK. BUBeeHH BiNOaT NI TUHY IIPU reMofiali3i ooMexkeHe
(uepe3 4 roguHU IIiCIIA OQHOPA30BOI0 IPUKOMY CTAHOBUTH 3 % IIPU TPUBAJIOCTI
npoiuenypu Oinbine 3-4 TOOWH).

Bonus MmeTdopMiHy: y HaILiEHTIB i3 NOpyLUIeHHAMU (QYHKIIil HUPOK HUPKOBUHU KIIipeHC
3MEHIIYETHCA IPONOPILINHO KIIIpEeHCY KpeaTHUHiHY, 3 IPOOOBXKEHHSIM IIepiony
HaliBBUBENEHHS i pU3UKOM HaKOIIUYEHHS.

EmHiuHi epynu

OOMezKeHi JaHi cBig4aTh PO BiACYTHICTh BIJINBY €THIYHOI IPHUHAEKHOCTI Ha
(bapMaKOKiHETHUKY BilAarIinTUHY.

IToka3aHHSA

AvirniMeT moKa3aHUU OJId JIIKyBaHHS Malli€HTIB i3 IyKpoBuM fgiabetom II Tumy:

e TOPOCIUX MAIli€EHTIB, Y AKX HaJIe)KHUM KOHTPOJIb PiBHSA I'IIOKO3U He MoXKe OyTHu
3abe3medyeHn IepopaJIbHUM IIPUMOMOM MeTHOPMIHY SIK MOHOIIpenapary y
MaKCHMalbHO IIEPEHOCUMUX I03aX, abo y MallieHTiB, sIKi BXKe OTpUMYyBaIu
JIiIKyBaHHSI KOMOiHalIli€l0 BingarminTuHy Ta MeTQOPMiHY Y BUTISI OKPEMUX
pemnaparis;

e v KoMOiHalii 3i cynb(pOHIICEUOBUHOIO (TPUKOMIIOHEHTHA KOMOiHOBaHa Teparris)
sIK TOOATKOBUM OO Oi€TH Ta BIIpaB 3acib mpu JIiKyBaHHI ITAIli€HTiB, CTaH SKUX He
KOHTPOJIIOETHCS HAJIeXKHUM YMHOM IIPU 3aCTOCYyBaHHI MeT(HOPMiHY Ta
Cyb(hOHITICEYOBUHUY;

e [IJIsI IPOBEEHHSI TPUKOMIIOHEHTHOI KOMOiHOBaHOI Teparii 3 iHCyJIliHOM SIK
OOMATKOBUM MO Oi€TH Ta BIIpPaB 3acib OJid MoKpallleHHS KOHTPOJII0 PiBHS T'JIIOKO3U
IIPY JTiKyBaHHI IMAIliEHTIB, Y IKUX 3aCTOCYBaHHSA CTabibHOI MO3M iHCYJiHY Ta
MeTHOpPMiHYy IK MOHOTepallil He 3a0e3medy€e HaJleKHOr0 KOHTPOJIIO PiBHS
TJIFOKO3H.

HpOTHHOKa3aHHﬂ

[TigBuIIeHa YyTIMBICTh OO BigarminTuHy abo MeT¢OpMiHy rimpoxmopuny, abo oo
OyIOb-IKUX iHIIMX KOMIIOHEHTIB IIpenapary;

miabeTUYHUM KeToanuao3 abo miabeTuyHa IpeKoMa;

HUPKOBa HEIOCTATHICTh a00 mopyIleHHs QYHKIII HUPOK (KJIipeHC KpeaTuHiHYy
<60 MI1/XB);

TOCTPi CTaHH, SIKi MOXKYTh 3MiHIOBAaTH (PYHKIIiI0 HUPOK, TakKi K geTigparTaliif,

TS2KKa 1H(QEeKIlis, 0K, BHYTPIIIHbOCYOUHHE BBEOEHHS MOOOBMICHUX KOHTPACTHUX



PEYOBUH;

e TOCTPi a00 XPOHiIYHI 3aXBOPIOBAHHS, SIKi MOXKYTh MPU3BECTU OO0 TKAHUHHOI
rinmokcii, Taki K cepiieBa ab0 OuxalbHa HEOOCTATHICTh, HEIIOJaBHO
nepeHeceHuu iHpapKT MioKapaa, IIO0K;

e IOpPYyILIEeHHS QYHKIIi1 ITeYiHKH;

e TOCTPa aJIKOTOJIbHA iIHTOKCHUKAIIiS, alKOT0/Ii3M;

e IIepion rogyBaHHS I'PYOOIO.

B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

OdiritiHi JoCmiaKeHHs JTiKapChKOol B3a€EMO/il IIpenaparTy BilgariinTUuH 3 MeTGOpMiHOM
He IIpoBoOunanucs. HuxkK4ye HaBeIeHO BiOMOCTI ITPO B3a€EMOil Oil0YUX PEYOBHUH,
BiIgarainTUHY Ta MeTHOPMiHY OKPEMO.

BiadaeainmuH

OcKinbKM BinpgariinTuH He € cyocTpaToM pepMmenTiB tmToxpomy P (CYP) 450 i He
raabMye Ta He iHOyKye pepmenTu cuctemu CYP 450, manmouMOBipHO, 11100
BiJIgarIilTUH OIPU OJHOYACHOMY 3aCTOCYBaHHI B3aEMO[iSB i3 cyOCcTpaTaMu,
inribiTopamu abo iHgyKTOpamMu 11X GepMeHTiB.

KiiniuHi gocmiaXKeHHSA IPOBOOUIINUCE 13 3aCTOCYBAaHHAM I1€pOpaIbHUX
npoTuaiabeTHyHUX 3aco0iB y mallieHTiB 3 giabetoMm II Tuny abo mpenapariB 3 By3bKUM
TeparneBTUYHUM BIKHOM. Lli mocnigXKeHHS He IIoKa3aIu KJIIHIYHO 3HAaUyIIUuX
(bapMakoOKiHETHYHUX B3aEMO/Ii i3 ITepoparbHUMHU NPOTUAIa0eTUYHNMHU 3aco0aMu
(rmibeHknamigoM, mioriaiTa3zoHOM, MeTHOPMiIHOM), aMJIOAUIIIHOM, TUTOKCUHOM,
paMinpuiIoM, CHMBAaCTaTUHOM, BajicapTaHoM abo BapdapruHOM.

MeTdopMiHy rigpoxuaopum

3HUJMCEeHHA 2inoeaikeMiuyHOl e(peKmueHocmi

['MIOKOKOPTUKOIAM (CUCTEeMHI i MiclieBi), 6eTa-2-aroHicTH, OiypeTuku, GeHoTia3uHu
(HanmpuKiIaz, XJIOPIPOMa3uH), TOPMOHU HIUTOBUAHOL 3aJI03U, €CTPOTEeHH, OpaIbHi
KOHTpPALEINITUBY, 3aMiCHI TOpPMOHaJIbHI IPOAYKTH, (DEHITOIH, HIKOTUHOBA KHUCJIOTAa,
6710KaTOPU KalblliEBUX KaHaJiB, i30Hia3um i TeTpakKo3aKTUA MOXKYTh ITiIBUILYBATH
PiBEHB I'JTIOKO3U B KPOBI.

ITomeHujiauis 2inoeaikemMiuHOi e(peKkmueHoOCMi

dypocemin BUKNIHUKa€E 30inbIlleHHSA piBHSI MeThopMiny y nna3Mmi (Cmax - Ha 22 %, AUC
- Ha 15 %) Ta He 3MiHIOE NOT0 HUPKOBUU KIIipEHC.



Hidenumnin Buknukae 30inbiieHHs piBHA MeThopMminy y mna3mi (Cmax - Ha 20 %, AUC
- Ha 9 - 20 %) mnsaxom 306inbineHHss abcopOiiii MeThopMiHy.

HumeTtupus 30inbirye Cmax meTdopMminy Ha 60 % ta AUC - Ha 40 %. Bin He BOuBae
Ha Ilepiop HalliBBUBeOeHHs MeT(opMiHy. [HIII aKTUBHI pe4YOBUHU (aMiTOpHUZ,
OUTOKCHH, MOPQiH, MpoKaiHaMif, XiHigWH, XiHiH, paHiTUOWH, TPHAMTEPEH,
TPUMETONPUM ab0 BAHKOMIIIMH), SIKi BUBOASTLCS 3a JOIIOMOTI0I0 aKTHBHOI HUPKOBOI
KaHaJbIIEBOl CEKpeIlil, MalOTh ITOTEHIIiall 4O B3aeMofil 3 MmeThopMiHOM. BignmoBigHO, v
Malli€eHTiB, SIKi OTPUMYIOTh TakKi JIikapCchKi 3acobu, ciig 3a0e3nedyuT peTenbHuM
KOHTPOJIb ITifl YacC JIiKyBaHHSA MeT(HOPMiHOM.

[uri6iTopu AIT® MOXKyTh 3HMKYBaTH PiBEHDb I'JTIIOKO3U B KPOBI.

PiBeHb I'/II0KO3HM B KPOBi TaK0OXK MOIXKe 3HUKYBaTUCA Hif Aiero OeTa-010KaTOPiB, X04a
KappaiocesnekTuBHi (0eTa-1-cenekTuBHi) 6eTa-0/I0KaTOPU BUSIBIISIOTH TaKi B3aeMomil
3HAYHO MEHIIIOI0 Mipolo, HiXK HeKapaioceJIeKTUBHI 3aco0u.

CninbHe 3acTocyBaHHS iHTiOiTOpiB MAO i mepopanbHUX NpoTHUAiabe TUYHUX 3aC00iB
MO2K€ TIOJIMIIUTH TOJIEPAHTHICTh 0 TJIIOKO3M i 30i/IbIIUTHU TinorTiKkeMiuHul epekKT.

CymyTHE BXKMBaAHHS aJIKOTOJII0O MOXKe MMOTEeHIIiI0BaTH TiNorIikeMiuHy Oito MeTopMiHy i
HaBIiTh IIPU3BECTU A0 TiNOTTiKEeMiYHOl KOMHU.

36inbiieHHsT a00 3MEHIIIeHHS TinmoriikeMiuHoi gii MeTdopMiny

H2-aHTaroHicTu, KJIOHIAWH i pe3epnid MOXKYyTh 30inbIINTH 200 3MEeHINNTU eheKT
MeTdopMiHy. ITopyIiieHHST KOHTPOJIIO PiBHS T'JIIOKO3U B KPOBi (y TOMY uucIIi rirnep- abo
rinoriikeMisi) CIOCTepirajaucs IMicis CIIJIbHOTO BBEJEHHS XiHOJIOHIB i MeT(hOPMiHY.

B3aemogii, siKi 301IbIIYIOTE HeOaskaHi sBUIa MeThOPMiHY

Liypemuku

[TopymenHsa QyHKIII HUPOK dYepe3 OiypeTuku (0Co0JIMBO METIIHOBI OiypeTUKU) MOXKe
IPU3BECTH A0 JIaKTOoauuao3y. 3aCTOCYBaHHSA OiypETHUKIB MOXKE IIPU3BECTU IO
OiABUIIIEHHS PiBHSA I'IFOKO3U B KPOBI.

HodosmicHi KOHMpPACMHI pedo8uHU

I[Ins oTpuMaHHS iHpopMallil Ipo B3aEMOii0 3 HOOOBMiCHUMU KOHTPACTHUMU
pedoBUHAMHU i pU3UK BUHUKHEHHS JIAKTOAIIUO03y OUB. po3min «Oco6IMBOCTI
3aCTOCYBaHHS».

AK0201b



[Tpu rocTpi aIKOroJIbHiM IHTOKCHUKAIlll y TaIli€HTIB, IKi IpUUMalOTh MEeT(HOPMIiH, iCHYyE
MMiOBUINIEHUN PU3UK PO3BUTKY JIAKTOAIIMO03Yy, OCOOIMBO ITiC/Is ToJioAyBaHHsa abo mpu
HeIOOCTAaTHOCTI XxapuyBaHHS ab0 mopyIIeHHi QYHKIIIl TeYiHKHU.

B3aemogqii, sIKi BHIUBAOTL Ha e(peKTUBHICTh iHIINX PEYOBUH

MeTdopmin 3HUXKYE piBeHb pypoceMiny B mina3mi (Cmax - Ha 33 %, AUC - Ha 12 %) i
CKOPOYYE KiHIIeBUH Mepio HaniBBUBeOeHHS Ha 32 %, He 3MiHIOI0UYU HUPKOBUU
KiipeHc pypoceminy.

[iss peHnIpoKOyMOHY MOKe OyTU 3MeHIIIeHa, OCKiJIbKYA MOT0 BUBEOEHHS
MIPUCKOPIOETHCS ITif Oi€r0 MeTHOPMiHY.

IocnigkeHHs B3aeMoil 3 rimibeHKIaMigoM, HidenurinoM, ioynpodeHom i
ITPOTIIPAHOJIOJIOM He BUSBUIU KITIHIYHO 3HAYMMOTO BIJIMBY Ha (hapMaKOKiHETUYHI
ImapaMeTpH IIUX PeYOBUH.

Iu11i B3aemomil

CuMIITOMH TinoriikeMil MOzKHa 3MEHIIUTH 3a JOIIOMOT 0O CUMIIATOJIITUKIB
(Hanpuknan, 6eTa-6JI0KaTOPiB, KJIOHIANWHY, T'YaHETUIUHY, PE3ePIiHy).

Oco00/1UBOCTi 3aCTOCYBaHHSA

3arajbHi

AurniMeT He 3aMiHIO€E IHCYJIIH AJIA IHCYJIiH3aJ/leXKHUX IalieHTiB. [IpemapaTt He ciifg
3aCTOCOBYBATH y MallieHTIB 3 AgiabeTom I Tumy.

Jlakmoauuoo3s

JlakToauumos - Hag3Bu4darHo pigkicHe (3 Bunagku Ha 100000 mroouHO-POKiB), OOHAK
cepio3He MeTaboJliuHe yCKIaOHEeHHS, OB’ 13aHe 3 BUCOKOIO KiJTbKiCTIO TeTaTbHUX
HaCJIiOKiB IpU BiICYTHOCTI HEBIIKJIAaJHOIO JIIKyBaHHA. MOXe BUHUKATU B pe3yJibTaTi
HaKONWYeHHA MeTopMiny. Bunagku nakToanupmo3y y HDalli€HTIB, K1 IpuuMaiu
MeTHOpPMiH, BUHUKAJIU, TOJIOBHUM YMHOM, Y XBOPUX Ha AiabeT i3 BUpazkKeHoIo
HUPKOBOIO HEOCTATHICTIO. Y Malli€HTIB i3 MOpPyIIeHHIMHU (PYHKIIi1 Te4YiHKM KITipeHC
JIaKTaTy MoxKe O0yTu oOMexkeHUM. HaCTOTy BUHUKHEHHS JITaKTOAIIMA03y MOXKHa i cItif
3HU3UTH, YCYHYBIIHN iHIMI CyIIyTHI ()aKTOPU PU3UKY, TaKi K MOTaHO KOHTPOJIbOBAaHUM
niabeT, KeTO3, TpHUBaJie roI0AyBaHHs, HaAMipHe BXKUBaHHS aJIKOT0JII0, ITIeYiHKOBa
HeIOOCTaTHICTh Ta OyIOb-IKWUM CTaH, IIOB sI3aHUM i3 TiMOKCi€lo (OMB. TAKOXK PO3HiIu
«[IpoTunokasaHHsa» Ta «B3aemMomis 3 iHIMUMHU TiKapCbKUMHU 3aco0aMU Ta iHIIi BUOU
B3aEMOOIN»).



[TonnepenHi 03HAKU i CUMIITOMU He € CIIeIU(pIYHNMU i MOXKYTh IIPOSIBISATUCA Y BUTTIAAL
M’130BUX CIIa3MiB, 1110 CYIIPOBOOXKYIOTHCA PO3JlalaMU MIJIyHKOBO-KUIIIKOBOT'O TPaKTYy,
60J1eM y XKUBOTI, IIiABUIIIEHOI0 YaCTOTOIO INXaHHS i BUpaXeHolo acTeHier. JIikap
IIOBUHEH BPaxOByBaTH 1Ii CUMIOTOMHU. Jlikap MOBMHEH TaKOXK iH(QOpMyBaTH IalliEHTIB
PO MOXKJIMBiI O3HaKU JIaKTOALUg03Yy.

HiaezHocmuka nakmoayudosy

JlaKkToaIumo3 XapaKTepU3yEThCS allMI03HOI0 3aQUIITKOI0, 60JIeM Yy JKHBOTI Ta
riroTepMmieio, B MOaaIbIIIOMy MOKJIMBUM PO3BUTOK KOMHU. [liarHOCTHUYHI mabopaTopHi
IaHi BKJIIOYAIOTh 3HMXKEeHHA pH KpOBi, piBeHb 1aKTaTy y I1Jla3Mi KPOBi BULIIE 5
MMOJIb/JI, @ TaKOXK 30iJIbIlIeHHS aHiOHHOTO iHTepBaly Ta KoedillieHTa aKTaT/mipyBar.
Y BunapgKy mifgo3pu Ha JIaKTOoaluao3 JIiKyBaHHS JaHUM IIpeliapaToM CJIif IPUINHUTH,
a mallieHTa HerawHo rocmitanidyBatu. Haibinbin edpeKTUBHUM CI0COOOM € BUBEOEHHS
JIaKTaTy i MeTQOpMiHy HIJITXOM reMmopianisy (ouB. po3nin «I[lepemo3yBaHHS»).

ITopyweHHA pYHKUIT HUPOK

OckinbKu MeT¢POPMiH BUBOOUTHCS TOJIOBHUM UYMHOM HUPKAMH, CJIi[l mepemd IIoYaTKOM i
PETyJIsIPHO IIiJ Yac JIIKyBaHHS II€PEBIPATHU KJIIPEHC KpeaTUuHIiHY:

e IpHHAKWMHI OfWH pa3 Ha PiK y NalliEHTiB 3 HOpMaJIbHOIO (QYHKIII€I0 HUPOK;

e Ha PO3CYL JiKaps y HallleHTiB 3 PIBHSIMHU Y HUXKHIU MeXi HOpMaJIbHOT'0 Oialla30HY
abo0 y mallieHTiB JIiTHLOTO BiKY, OCKiJIbKM 6€3CUMIITOMHE 3HUXKEHHS QYyHKIIi1
HUPOK YaCTO CIIOCTEePIraeThCs y MAlli€HTIB JIITHBOT'O BiKY.

Cnig mposaBnsaTA 0COOIUBY 00€PEXHICTD y CUTYalligX, KoM (PYHKIII HUPOK MOoXe OyTu
IopyuleHa, HalIpUKJad Ha II04YaTKYy JIIKyBaHHS TilIOTEH3UBHUMU a00 OiypeTUYHUMU
3acob6aMu abo IIpU 3aCTOCYBaHHI HECTEPOIIHUX IIPOTU3aNnalbHUX 3ac00iB.

IMopyweHHsA ¢pyHKUIl neyiHKu

BinpmarminTuH He CIif 3aCTOCOBYBaTH [JIS JIIKyBaHHS IIAILlIEHTIB i3 HOPYILIEHHAMU
dyHKIIi1 MeuiHKy, BKITI0Yal04y Ialli€eHTiB, Y IKUX PiBeHb allaHiHaMiHOTpaHcdepa3u
(AJIT) abo acnapraTtaminoTpaHcdepas3u (ACT) mo rmodaTKy HiKyBaHHS IIE€PEBUIIYE
BepxHI0 Mexy HopMu (BMH) Ginbiie HiXK y 2,5 pa3sis.

Konmpoab pieHa neuiHkogux ¢pepmeHmia

[Tpu 3acToCyBaHHi BingariminTuHy OyIu 3apeecTpoBaHi pigKicHI BUNIagKy MOPYILIEHHS
(GyHKIIil TediHKY (BKJII0OYAIO4YU renaTuT). Y IUX BUIIaJKaX y Malli€HTiB 3a3BUYall He
CIIOCTepirajaucs CUMIITOMHU Ta KJIiHIYHI YCKIagHEeHHs i QyHKIIOHaIbHI II€4YiHKOBI
mpo6u (OIIIT) moBepTanmucs 4O HOPMAaJIbHOTI'O PiBHSA MiCIs MPUNOUHEHHS JTiKyBaHHS. [0
IMo4YaTKYy JiKyBaHHS IIpenapatoM AurmiMmetT ciig npoBogutu OIIII onis BU3Ha4YEeHHS 1X



BUXIOHOTO piBHA y nanieHTiB. Crig npoBoguTty KOHTPOJib PIIIT KoxkHi 3 Micsa1i mig yac
JIIKyBaHHS BIIPOIOBXK IIE€PIIOr0 POKY JIIKyBaHHS, a TAKOXK IIEePiOAUYHO [Hic/IsA IOrO.
[NamieHTH, y IKUX CIIOCTEPIra€ThCS ITiIBUIIIEHHS PiBHSA TpaHcaMiHa3, MOTPebyoTh
ITOBTOPHOI OIIiHKY (PYHKIIi] MeYiHKY OJId MiATBEePAXKEHHS 3MiHU MOKa3HUKIB, MiCs
yoro ciig yacto nposogutu OIIII, moku 3MiHeH] TOKa3HUKU He ITOBEPHYTHCA OO
HOpPMaJIbHOTO PiBHSA. AKIo 30epiraerhcs nepesutlenHss BMH nmoka3suukiB ACT Ta AJIT
Oinbliie HiXK y 3 pa3u, PEKOMEHAYETHCSA BiMMIHUTY TiKyBaHHS IIpelapaToM AUTITiMeT.
[NamieHTH, y IKUX PO3BUBAETHCS XKOBTSIHUIISA ab0 iHIIII 03HAKHU, I1T0 BKA3yIOTh Ha
NMOpyUIeHHSA PyHKIil IediHKH, ToTpeOy0Th MPUIIMHEHHS JIiKyBaHHS IIperapaToM
Aurmimer.

[Ticns npunuHEeHHS JTIIKyBaHHSA npenapaToM AuriiMet Ta HopMaiisaii ®TIIT moBTOopHE
JIIKyBaHHS IIUM IIperapaToM PO3MOYMHATU He CIIif.

Cepuesa HedocmamHicmb

KiiniuyHe mociigXKeHHs BUIOATIINTUHY Y MAlll€HTIB 13 cepleBoo HegocTaTHICTIO [-111
dyHKITiOHAaTBHOT O KJlacy 3a Kiacudikallieo Hb}O-PIOpKCbKO'i KapaiosoriyHoi acoiriairil
(NYHA) noka3saso, 1110 JIiKyBaHHS BiIgarJiniTUHOM He OyJI0 OB’I3aHO 3i 3MiHOIO
dpaxkilii BUKHUAY JIiBOTO HITYHOYKa ab0 3aroCTPeHHSIM HasiBHOI 3aCTiliHOI ceplieBoi
HEeOOoCTaTHOCTI IOPiBHSHO 3 malebo.

ITocCBig 3aCTOCYBaHHS BiIOarjilTUHY Y KIIIHIYHUX OOCHIIAXKEHHIX 3a y4acCTIO IIalli€HTiB,
aki matoTs III-IV dyHKIiOHANBHI KiTacu 3a Knacudikarieo Heio-HopkrchKoi
Kappiosnoriuuoi acoriailii (NYHA), BimcyTHi#, TOMy 3aCTOCOBYBaTH MOTO IIUM
ralieHTaM He CIIif.

MeTdopMiH MPOTUIIOKA3aHUM MAIliEHTaM i3 CepIlieBOI0 HEAOCTATHICTIO, TOMYy AUTIIiMET
TAKOXK IIPOTUIIOKA3aHUYU [TUM IalliEHTaM.

Po3snaou 3 60Ky wKipu

Y ODOKJIIHIYHUX TOKCHUKOJIOTIYHUX OOCIHIOXKEHHAX BIIOATrIiNTUHY IOBIIOMIIAJIOCA IIPO
ypaxKeHH4 LIKIpH, BKJII0Yalo4yu YTBOPEHHS IIYXUPIB Ta BUPa30K Ha KiHI[IBKaX TBapuH.
Xou4a B IPOLIECi KITIHIYHUX OOCIiAXKeHb He 0yJ10 Bif3Ha4yeHO 301/IbIIIeHHS YaCTOTU
ypaxKeHHS MIKipH, JOCBIf III0JI0 YCKJIagHEeHb 3 OOKY IIKipH y Malli€HTiB i3 I[yKPOBUM
niabeTom OyB oOMexkeHuM. KpiM Toro, Manu Miciie micjasipeecTpalifiti moBigoMIeHHs
mpo Oy/IbO3Hi Ta eKchoTiaTuBHI ypaxKeHHs IMIKipyu. TaKUM YMHOM, IIPU IPOBEedeHHi
PETYISAPHOTrO AOT/IAOY 3a IalliEHTaMM 3 IyKPOBUM [1ia0eTOM peKOMEHOYEThCS
KOHTPOJIb 3a IMOPYILIEeHHSIMH 3 00Ky LIKipH, TAaKUMU K YTBOPEHHS IIyXUpiB ab0o
BHUPAa30K.

Ilankpeamum



[Tpu mpoBefeHHI IMiCIIpPeECTPalliiHOTO CIOCTEPEXKEHHSI Malu Miclle HebaXkaHi peakiii
Yy BUTJISIAI TOCTPOTO ITaHKpeaTuTy. [1amieHTy moBuHHI OyTH npoiHdopMoBaHi IIpo
XapaKTePHUM CUMIITOM I'OCTPOTrO ITaHKPEeaTUTYy — CTIMKUM, CUJIbHUM Oifib y JKHUBOTI.

[Ticnss npunuHEHHS JIIKyBaHHSA BiIgarailiTUHOM BigOyBasoCcs MPUNINHEHHS IIPOSBIB
naHkpeaTtuty. [Ipu nimo3pax Ha MaHKpeaTUT CJIif IPUIIMHUTYU IIPUNOM BiIgarIinTUHY
Ta iHIIUX MTOTEHIIIHO HeOe3MeuyHUX 3 Iliel TOUKHW 30py mperaparis.

I'inoeaikemis

limormikeMisa 3a3BH4Yal He BUHUKAE y IAlll€HTIB, SKi OTPUMYIOTh Tepallilo IIpernapaToM
AvirnimMeT, asie MOXKe BUHUKHYTH, SIKIIO KaJIOPiMHICTh 1Ki HegocTaTHs, AKIIo QiszuyHi
HaBaHTaXKeHHS He KOMIEHCYIOThCS MOAaTKOBOIO KaJIOPiMHICTIO 1Ki ab0 mpu BXKMBaHHI
ankoroio. Ocobu JIiTHROTO BiKy, ocrnabneHi abo BUCHaXKeHi mallieHTH, a TaKoXK 0co0u
3 HaTHUPKOBOIO abo rinogizapHoOio HEJOCTATHICTIO ab0 ajKOT0JIbHOI0 iIHTOKCUKALIIEIO €
CXUJIbHUMM [0 TrinmoriikewMii. 'inmoriikemito Moxke OyTH BaKKO AiarHOCTyBaTH Y JIiTHIX
JIIofed Ta MallieHTiB, AKi NpuiiMaloTh 6eTa-0JI0KaTOPMU.

Bimomo, 110 moxigHi Cynb(OHIICEYOBUHU CHPUUYUHSIOTH Tinmoriikemiro. IlamieHTH, aKi
OTPUMYIOTh AUTJIIMET Yy TTOEAHAHHI i3 CyIb(OHIICEYOBUHOIO, MalOTh PU3UK
BUHUKHEHHS Tinoriikemil. [1719 3HUKEeHHSA PU3UKY PO3BUTKY TillOTJIiIKeMil JOILIIEHO
3aCTOCYBaHHS HAWHUIKYUX OO3 CY/Ib()OHIICEYOBUHMU.

XipypeiuHi empy4YaHHA

OckinbKu AUTIIIMET MiCTUTh MEeT(POPMIH, TiKyBaHHS IIMM IIperapaToM CJIif IIPUINHUTH
3a 48 roguH [0 MJIaHOBOTO XipypridyHOTO BTPYYaHHS i3 3arajbHOI0, CiHAIbHOIO abo
elnigypabHOIO aHeCTe3i€l0 i He CIIif BigHOBIIOBATHU pPaHillle HixXK depe3 48 roguH micis
IILOTO (3a YMOBU HOpPMaJibHOI (DYHKITII HUPOK Ta IIepOopasibHOTO BXKHUBAHHS 1XKi).

PeHmeeHo0102iuHI 00CAIOHCEHHA

BHyTpiIHbOCYOIVHHE BBEAEHHS MOAOBMICHUX KOHTPAaCTHUX PEYOBHUH IIPU IPOBEOEHHI
PEHTTeHOJIOTIYHUX JOCIiAXKEeHb MOXKEe IIPU3BECTU 10 TOCTPOTO MOPYIIEeHH GQYHKIII1
HUPOK. TakuM 4MHOM, Yyepe3 BMICT MeT(GOPMIiHY CIif IPUIUHUTU IIPUNOM IIpenapary
AurmiMeT mo abo ITig Yac TaKoTro OOCHiAXKeHHS i BIMHOBUTH MOT0 He paHillle HiX yepe3
48 roOouH IMiCJA OOCHIAXKEeHHS i TIIBbKK 3a YMOBU HOPMaJibHO1 (DYHKITil HUPOK.

I'inokcu4Hi cmaHu

CepueBo-CyovHHA HEOOCTaTHICTH (IIIOK), TOCTPa cepleBa HeJOCTaTHICTh, TOCTPUU
iH(papKT MioKapAa Ta iHIIi CTaHH, 110 XapaKTEePU3YyIOThCS TilTOKCi€l0, OB’ s13aHi 3
BUHUKHEHHSAM JIaKT0al¥ao03y, 110 MOXKe IPU3BECTU OO IIpepeHanbHol azoTeMmil. [Tpu
BHHUKHEHHI TaKUX CTaHIB Tepaliio npenapaTtoM AUTIiMeT CJIig HerauHo IIPUIIMHUTH.



Bnaue aaxkozoaro

ATKOTOJIb, IK BifOMO, IIOTEHIIIOE [it0 MeTHOPMiHy Ha MeTabosi3M makTaTy. [TaiieHTiB
CJIi[l 3aCTEPEerTH Big HaAMIPHOTO BXKUBaHHS aJIKOTOJII0.

Bnaue Ha piseHb g8imamiHy B12

MetdopMiH, KM BXOOUTH OO0 CKJIady IIpenapary, 3HUXKY€E piBeHb KOHIIeHTpallil
BiTamMunay B12 nmpubnu3Ho y 7 % mnamiedTiB. TakKokK 3HUXKEHHS MOXKE acOIliloBaTUCS 3
aHeMie€ro, 11i IPOsBU LIBUAKO MUHAKTH IPU NIPUNUHEHHI JIiKyBaHHsS. PeKoOMeH10BaHe
IIOPiYHEe BU3HAYEHHS I'eMaTOJIOTIYHUX [TOKa3HUKIB y allieHTiB, AKi OTPUMYIOTH
npenapat AUriiMer.

3MiHU y KAIHIYHOMY CMAHi y nauieHmia i3 KOHMpoab08aHUM UyKposum Oiabemom II
muny

3a3BUUal CTaH Nalli€eHTiB JoOpPe KOHTPOJIIOETLCS IIPU 3aCTOCYBaHHI Ipemapary
AvirnimeT, ane Tpeba BpaxyBaTu PU3UK BUHUKHEHHS KeT0oaluao3y abo TakToauumgo3y i
IIpU IEePLINX BiOXUJIEHHAX Bil HOPMY HETalHO BiIMIHKWTH 3aCTOCYBaHHS IIperapaTy Ta
B>KUNTH BIOMIOBIOHUX 3aXOiB.

Bmpama KoHmpot 3a pieHem 24HKo3U

Y nanienTiB 3i cTabinmizoBaHUM piBHEM I'JIIOKO3U Ha OyOb-IKOMY OiabeTUYHOMY peXuMi
MOZKe BiiOyTHCS BTpaTa KOHTPOJIIO 3a PiBHEM T'JIIOKO3U IIPU BUHUKHEHHI Oy IOb-IKUX
CTPECOBUX CUTYyallil, TAKUX SIK rapsgykKa, TpaBMH, iH(PeKIliliHi 3aXBOPIOBAHHSI,
XipypriuHi BTpy4aHHs. [Ipy BUHUKHEHHI TaKUX CUTyalliil CJIi IPU3YIUHUTU
3aCTOCYBaHHS IIpemnapaTy i KOHTPOJIIOBATH PiBEHb I'JTiKeMil 3a IOIIOMOTOI0 iHCYIIiHY, a
Iicas HopMaJtisallil cTaHy nallieHTa HIOHOBUTU 3aCTOCyBaHHSA IIpenapary.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili Mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a00 iHImMUMHU MexaHiZMaMHu

He npoBomunucs mocimigKeHHS BIIJIMBY IIpenapaTy Ha IIBUAKICTh peakilil Ipu
KepyBaHHi aBTOTPaHCIIOPTOM abo poOOoTi 3 iHIIIMMU MeXaHizMaMu. TOMy XBOpi, y IKUX
MOXK€e BUHUKHYTHU 3allaMOPOYEHHS, IIOBUHHI YHUKATH OisIIBHOCTI, OB’ I3aHOI1 3
KepyBaHHSM aBTOTPaHCIOPTOM abo poboTU 3 MexaHi3MaMMu.

3acTocyBaHHs y nmepioa BaritTHocTi a00 rogyBaHHs IPyaaio

BaeimHicmb

HocriaKeHHs Ha TBapyUHaX IIPOAEeMOHCTPYBalIu PENPOOYKTUBHY TOKCUYHICTh IPU
3aCTOCyBaHHI BUCOKHUX 003 Bingarmintury. llomo meTdhopMiHy OoCTigKeHHSA Ha



TBapHHaX He II0Ka3aJii PeNPOayKTUBHOI TOKCUYHOCTI. [TOCITiAKeHHSA Ha TBapHUHAaX, IO
OyJu IIpoBeeHi i3 3acTOCyBaHHSIM BijigariainTUHY Ta MeTGOPMiHY, He BUSIBUIU O3HAK
TEePaTOTeHHOCTi, ane Oynu Big3HaueHi GeTOTOKCHUYHI e(peKTH IIpU TOKCUYHUX OIS
BariTHUX CaMOK Oo3ax. [IoTeHIinHNY PU3UK [OJIS JTI0Oel HeBimoMuu. AUTIIIMET He CITif
3aCTOCOBYBAaTH IIiff YaC BariTHOCTI.

ITepiod 200yB8aHHA 2py00t0

IocmigKeHHS Ha TBapyHAaX II0Ka3aJiy BUOiIEeHHSI MeT()OPMIiHY Ta BIIAArIiNTHUHY B
MOJIOKO. HeBimomo, 4u BUOUIAETHCS BUIOATJINTUH Y TPyAHE MOJIOKO JIIOOUHM, ajie
Bimomo, 10 MeTGOPMIiH BUIINIIETHCSA Y TPYAHE MOJIOKO TIOOWHU Y HEBEJIUKIN KiJTbKOCTI.
BpaxoByouu noB’si3aHuM i3 MeT(QOPMiHOM ITOTEHIIMHUYA PU3UK HEOHATAIbHOI
rinmoraikeMil Ta BiICYTHICTh JaHUX PO BIJIMB BiIOATrINTUHY, AUTIIIMET HE CIIifg
3aCTOCOBYBaTH XKiHKaM y epiof rogyBaHHS I'PYOOIO.

depmuabHicmb

[ocmigKeHHs OO0 BIJIUBY IIpemapaTy AUriaiMeT Ha GepTUIbHICTD TIOOUHU He
IIPOBOOUIINCH.

Cnocid 3acTocyBaHHs Ta I03H

Ilo3yBaHHS aHTUTINEPTJIIIKEMIYHOIO TiKyBaHHS OJI1 KOHTPoIto miabety Il Tuny cig
oOupaTy iHOMBiMyaJIbHO Ha OCHOBI IIOTOYHOTO PeXUMYy Teparrii, epeKTUBHOCTI Ta
neperocuMocTi. I[Ipu 3acTocyBaHHI IpenapaTy AUTIiMeT He CIIif mepeBUuIlyBaTH
MaKcuManbHy 0o00BYy mo3y Binmparmintuny (100 mr).

Cnocib 3acmocyeaHHs
Il71s1 mepopanbHOr0 3aCTOCYBaHHS.

PekomeHpoBaHa moYaTKOBa [03a npenapaTry AUrjiiMeT HOBUHHA BU3HAYaTUCS Ha
OCHOBi TOTOYHOT'O PeXXNUMY 3aCTOCYBaHHS BimgariainTUHy Ta/abo MeThopMiHy.

[MTpuiioMm npemnapaTy AUTIiMeT OgHOYACHO 3 12Keto abo ompasy Iiciid BXKUBaHHS 1XKi
MOXKe 3HU3UTHU LIJIYHKOBO-KUIIIKOBI po3j1agy, 0B s13aHi 13 3aCTOCYBaHHAM
MeTHOpPMiHY.

JIikyBaHHS ITpenapaToM AUTIiMeT MOXKHa po3ImodaTu 3 nmpuiiomy Tabmetok 50 mr/850
mr uu 50 mr/1000 Mr 2 pa3u Ha no0y (ogHa TabneTKa BpaHIli Ta ogHa TabimeTKa
BBeuYepi).

I[ToyaTKoBa mo3a OJId Malli€HTiB, YMH CTaH He KOHTPOIIOETLCS HaIeXKHUM YHUHOM IIPU
3acTOCyBaHHI MOHOTepAaIlil BiIOarIinTUHOM.



Ha migcTaBi 3BM4YaliHUX MOYaTKOBUX 03 MeTdopMiHy rimpoxnopuny (mo6oBa mo3a:
500-1000 mr) nmiKyBaHHS ImpenapaToM AUTIiMeT MOXKHA PO3M0oYaTH 3 IIPUNOMY
TabneTtok 50 Mr/850 Mr 2 pa3u Ha J00y, HOCTYIIOBO TUTPYIOYM [O3U IIiCJIS OL[iHKHN
aJeKBaTHOCTI BITIOBiAl Ha JIIKyBaHHS.

[I71g malieHTiB, Y1l CTaH He KOHTPOJIIOETHCS HaleXKHUM YMHOM ITPU 3aCTOCyBaHHI
MOHOTepaIlrii MeThopMiHy TigpoOXIOPUAOM Y MaKCUMAJIbLHO IIePEeHOCUMUX IalliEHTaMu
oo3ax.

I[TouaTkOBa mo3a npenapaTry AUTIiMeT IIOBUHHA CKJlagaTUCA 3 BingaridinTuHy 50 mr 2
pa3u Ha JoOy (3aranbpHa goboBa mo3a - 100 Mr) Ta MeThopMiHYy y 003, IKy NaLi€eHT
BXKe IIpUKMacE.

Il maieHTiB, AKi DepexonsaTh 3 OHOYACHOI 0 IPUNOMY BiNIAarIinTUHY Ta
MeT(hOPMIiHY SIK OKPEMUX IIpenaparisb.

[TouaTKOBa mo3a nmpenapaTy AUTiaiMeT IIOBUHHA BiAIIOBigaTH OO3aM BUIOATJIITUHY Ta
MeTPOPMiHY, SIKi 3aCTOCOBYBaA/IUCS OO IIHOTO.

3acTtocyBaHHA Y KoMOiHallii 3 iHCymiHOM a0 Cynb(pOHIICEUOBHUHOIO.

Buxopgsyu 3 mOoTO4YHOI 103U MeTPOpMiHy, AUTITiMeT ciiif npuiMaTu y mo3i 50 mr/850
Mr a6o 50 mr/1000 Mr 2 pa3u Ha moOy. [Ipu 3acTocyBaHHi y KoMOiHaIlii 3i
Cynb(pOHITICEYOBUHOIO CJIif PO3TISHYTU HEeOOXimHICTh 3aCTOCYBaHHSI MEHIIIOl 03U
cynb(}OoHITICEeUOBHUHH, 11100 3MEHITUTU PU3UK PO3BUTKY Tillormikemii.

Oco0IMBi I'Pynu NAlliEHTIB

ITauienmu nimHbo20 B8IiKy (cmapwe 65 pokia)

Ockinbku MeT(HOPMiH BUBOOUTHCS HUPKAMU, a MAlliEHTH JTiTHHOT'O BiKy MalOTh
TEH[EHIII0 10 3HMKEeHHS QyHKIIil HUPOK, IIif Yac IpUMoMy Ipenapary AUTJIiMeT BOHU
NMOTPeOYIOTh PETryIIPHOTO KOHTPOII0 GYHKIII HUPOK.

ITopyweHHA pYyHKUIT HUPOK

AvirnimMeT He CIIim 3aCTOCOBYBATH [JIA JIIKyBaHHS Malll€HTIB, Ki MalOTh KJIipEHC
KpeaTuHiHy HUXK4e 60 MJ1/XB.

IMopyweHHsa ¢pyHKUil neviHKu

AvirniMeT He CIi 3aCTOCOBYBATH [JIA JIIKYyBaHHS MAIli€EHTIB i3 NOpPyLIeHHAMU (QYHKIIil
MeYiHKY, BKIIIOYAIO4H MalieHTiB, y skux piBHi AJIT a6o ACT go moyaTKky JiKyBaHHS
nepesuinyiotb BMH 6inbite HixkK y 2,5 pa3sis.



itk

AuriaiMeT He peKOMEHY€EThCSA 3aCTOCOBYBATHU [JIA JIIKyBaHHSA OiTeU Ta HifJIiTKiB
(BikoM 1o 18 pokiB). be3neka Ta epeKTUBHICTh 3aCTOCYBaHHS MIpenapaTy OJis OiTelu Ta
HifJIiTKIB He BCTaHOBJIeHI. [laHi BiACyTHi.

Ilepeno3yBaHHs

[Tpo BumagKu repeno3yBaHHs IpernapaTy He MOBigOMIIsSIIOCS.
BiadaeainmuH

[Tpu 3acTocyBaHHi npenapaty y mo3i 400 Mr Oy10 3apeecTpOBaHO TPU BUIIAAKU OOJIIO Y
M’si3aX Ta OKpeMi BUIIQOKHU JIeTKOI Ta TPAaH3UTOPHOI mapecTe3il, rapsiuyku, HaOpsKiB Ta
TPaAH3UTOPHUX ITiABUIEHD PiBHA ninas3u. [Ipu go3i 600 Mr y ogHOro maiiieHTa
BimMidanu HaOpSAK CTyIeHb Ta KUCTEH, 3HaYHe ITiOBUIIEeHHS PiBHA
kpeatuHpocdokinazu (KPK), sske cynpoBomxkyBanocs 30inbiieHHsaM piBus ACT, C-
peakTuBHOrO 6ifika i Miornob6iHy. ¥ TphoX iHIINX MALi€HTIB 1€l K J030BOI rpynu 6yB
HaOpsK 000X CTyIIEeHb, II[0 CYIPOBOMAKYBaBCS y OBOX BUIIaAKax napecrtesieto. [Ticns
IIPUNUHEHHA 3aCTOCYBaHHS OOCIIIOXKYBaHOIO IIpernapaTy BCi CUMIITOMU 1 3MiHU Y
nabopaTOPHUX MOKa3HUKaX MUHYIIH.

JIiKy8aHHA

Y pa3si nepeno3yBaHHS JTiKapChbKUM 3aci® cirig BigMiHWUTH Ta HaIliEHTY CIIifg
3abe3neynTd CUMITOMaATUYHE i MigTpuMylode NiKyBaHHs. Bingarmintun He
migmaeTbCcs Aiai3y, ajie OCHOBHUM TiIpOJIi3HUYM MeTaboJIiT BiigariinTuHy Moxe OyTu
BHBEIEHHUHU 3a JOIIOMOI0I reMofiaisy.

MemdaopmiH

3adikcoBaHo nepeno3yBaHHs MeTGOpMiHy ITpu npuiiomi 6inpliie Hixk 50 r mpenapary.
lnormnikewmist 6ysa 3apeectpoBaHa B 10 % Bumnapgkis. Aje TpUYUHHO-HACIIiIZKOBOTO
3B’sI3Ky He OyJi0 BUSIBIIeHO. 3Ha4YHe mepeno3yBaHHsa MeTdopMiny (abo icHyroumni
PU3UK JIaKTOAlMZ03y) MOXKe IIPU3BECTH [0 JIaKToalUugo3y, IKUi noTpedye
HEeBiIKJIagHOI MeOUYHOl JOTIOMOTH Ta JiKyBaHHS Yy MEAUYHOMY 3aKJyafi.

IToOiuni peakii

HaBepeHi gaHi CTOCYIOTBECS COIIBHOTO BBEIEHHS BiIOarjilinTUHY 1 MeTHOPMIHY y
BUTISIAI KOMOiHa1il 3 BiftbHOIO ab0 (pikCcoOBaHOIO 103010.

[Tpu 3acTocyBaHHI BingarminTuHy Oy/i¥ 3apeecTpoBaHi pPiIKiCHI BUIagKu
QHTiI0OHEBPOTUYHOT 0 HAOPSKYy 3 TAKOIO XK YaCTOTOIO, 110 i B KOHTPOJILHUX I'PyTax.



Binbmuit mpoueHT BUIlaAKiB OyB 3apeeCTPOBaHUM, KOJIU BiparainTUH IIpU3Hadaliu B
KoMOiHarrii 3 iHribiTopom AIT®. BinbiricTe BUagkiB Oyiau JIETKUMU Ta 3HUKAJIU IIPU
MIPOJOBXKEHHI 3aCTOCYBaHHS BinpmarminTtuHy. [Ipu 3acTocyBaHHi BingariinTuny 0ynmu
3apeecTpoBaHi pidKiCHI BUNagKu NOpylIeHH QYHKIIIl MeYiHKYU (BK/II0Yal04Yy TeIaTuT).
Y nux BUmapgKax y IMallieHTiB 3a3BU4Yai He 0yJI0 CUMIITOMIB Ta KJIiHIYHUX YCKJIaHEHb i
dyHKIIiOHaIbHI ITeYiHKOBi MPoOYU ITOBEPTAIUCS OO HOPMAJIbHOTO PiBHS MiCIis
NIPUNNHEHHS JIiIKyBaHHS. B mpolleci KOHTPOJIbOBAHUX OOCIIAXKEHb MOHOTEpAIlil Ta
OOOaTKOBOI Tepalil TPUBAJIICTIO M0 24 THXKHIB YacToTa HigBuIneHb piBHIB AJIT abo
ACT =3 x BMH (Bu3HaueHa K HasiBHa, IPHHAWUMHI y ABOX IIOCJIiHOBHUX
BUMipIoBaHHAX abo ITiT Yac 3aKJII0YHOT0 Bi3uTy) ctaHoBuia 0,2 % s BimmarminTuHy
50 mr 1 pa3 Ha go0y, 0,3 % gnsa Binparnintury 50 Mr 2 pa3u Ha mob0y Tta 0,2 % mns
BCix mpermnaparTiB nopiBHsAHHSA. Taki migBUIlleHHS PiBHIB TpaHcaMiHa3 Oynau 3a3BUYai
0e3CUMIITOMHUMH, He ITPOTPECYIOYMMHU 3a XapaKTepoM Ta He OyJiu IOB’sg3aHi 3
X0JIeCTa30M Ta XKOBTAHUILIEIO.

Y KOHTPOJILOBaHUX KIIIHIYHUX OOCIIIAXKEHHIX IIIOTIiKeMisa HedacTo CIiocTepiranacs y
Malli€eHTiB, sIKi OTPUMYBAJIX BilgarainTUH y KoMOiHallil 3 MeT(hOopMiHOM, i B MAIli€HTIB,
sIKi oTpuMyBasnu mninaiebo i metdopmin. Bunagkis TsKKo1 rinoriikemii y rpymi
BIIOArIiITUHY HE CIOCTEPIrajock.

[IInyHKOBO-KUIIKOBI HeOaxkaHi sSiBUIlla, B TOMY YHCJIi Jiapes i HymoTa, CIoCTepiraaucs
IIig 9ac JIiKyBaHHS MeT(GOPMIHOM.

Y minomy, OIIyHKOBO-KMIIIKOBI CUMIITOMHU Big3Hadanuca y 12,9 % xBopux, sKi
oTpuMyBa/lIu KOMOiHaIlilo BinparminTuHy i MeTdopMiHy, mopiBHSAHO 3 18,1 % mallieHTiB,
SIKi OTPUMYBAJU TiJIbKM MeTQOPMiH. Y MOPiBHAIBHUX KOHTPOJIBOBAaHUX OOCTIAXKEHHIX
MOHOTepaIIil TinorJjiKeMisa cuocTepiragacsa He4acTo.

HebaxaHi peakliii, 3apeecTpoBaHi y Hmalli€HTIB, IKi OTPUMYyBaIM BiIOarIiNnTUH SK
MOHOTEPAIIiI0 Ta JOOATKOBY Tepalliio B IPOLeCi MOABIMHUX CIIINNX OOCIIAXKEHb,
rIepepaxoBaHi HUXK4Ye 3a KJlacaMU CUCTEM OPraHiB Ta aOCOIIOTHOIO YacTOoToI0. [Tpu
OLIiIHIOBaHHI YaCTOTY BUHMKHEHHS ITOOIYHUX peakiliii BUKOPUCTAHO TaKi KpUTepil:

oyxe 4gacto (=1/10), vacto (=1/100 - <1/10), HeuacTo (=1/1000 - <1/100), pigko
(=1/10,000 - <1/1000), opy=xe pioko (<1/10000), yacToTa HeBigoMa (He mimmsrae
OIIiHIIi 32 HAIBHUMU OAHUMH).

Y KoxHilt 06’emHaHil 3a 4aCTOTOIO Ipymi HeOaxKaHi IBUIIA IIPEACTaBJIEH] V TOPAOKY
3MEHIIIEeHHSI CEPUO3HOCTI.

IHgekuii ma iHeasil

[yxke pigko: iH(peKIIil BepxXHiX OMXaJbHUX IIJIIXiB, Ha30(papUHTIT.



3 60Ky Hepsosoi cucmemu

YacTo: 3arraMOpoO4YeHHS, TPEMOD.

HeuacTo: ronoBuui 6inb.

3 60Ky cyOuHHOI cucmemu

HeuacTo: nepudeprnyHi HaOpPSIKU.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy
YacTo: HyHoTa.

HeuacTo: giapes, 3amop.

3 60Ky neviHKu

Pigko: migBullleHi piBHI TpaHCaMiHas.

3 60Ky ckesiemHo-M’ 30801 cucmemu
HeuacTo: apTpanris.

ITopyweHHs1 06MIHY pevyo8UH i Xapuy8aHHs
HeuacrTo: rinormnikemisi, 30inbllIeHHS MacH Tina.
ITopyweHHA 3a2a1bHO20 XapaKkmepy
HeuacTo: acrTeHis.

XKopni HebGaxKaHi sIBUIIQ, III0 CIIOCTEPIraaucs Ipyu MOHOTEpaIlil BingarminTuHoM, He
BUSIBJISIJIUCH ICTOTHO YacTillle IPpX OQHOYAaCHOMY 3aCTOCYBaHHI BiIgarjIinTUHY Ta
MeTPOPMiHY.

ITicasaspeecmpauitiHuti doceid

[ToGiuHi peakiril Ha mpemnapaT OyJii 3apeeCTpoBaHi B paMKaX CIIOHTaHHUX
nicasipeecTpaniiHuX IIOBIIOMIIEHb Ta B JIiTepaTypi. OCKiIbKY Il TOBIHOMJIEHHS
HaOXOOSTh Biml HEBU3HAYEHOI KiJIbKOCTi OOPOBOJIBIIIB, TO HEMA€E MOXKITUBOCTI
OOCTOBIPHO OIIIHUTHU IX YaCTOTy, TOMY BOHU KJIaCU(}IKYyIOThCS SIK «4aCTOTa HeBigoMa».

['emaTuT, 110 MUHYB ITIiC/IA BiAMiHM IIpenapary.

Kponus’ssHKa, maHKpeaTuT, 0yIb03Hi abo ekcdostiaTuBHI ypazkKeHHS IKipyU, YTBOPEHHS
IyXUPiB.



Bimomi HeOaxaHi siBUIlla, CIPUYMHEH]I MeTPOpMiHOM, ITpEeCTaBIeH] HUXKYE
3 60Ky Kposi i aAimMmppamuyHoi cucmemu

I[TooguHOKI BUIIAOKM JIENKOMNeHil, TPOMOOIIMTOIIeHIil Ta TeMOJIITUYHOI aHeMil.
IyXe pigkoO: 3HUKEHHS PiBHS BiTaMiHy B12 y KpoBi.

ITopyweHHs1 0OMIHY peuo8uUH i Xap4yy8aHHs

Ily>Ke 4acTo: BTpaTa aleTury.

[yxXe pigko: nakToanunmo3 (dactoTa: 3 Bunagku Ha 100000 mroguHO-POKiB).
3 6boKy Hepsosoi cucmemu

Yacto: gucressia (3 %).

HeyacTo: BTOMJIIOBaHICTE.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy

YacTto ab0 myzke 4acTo: HIJTYHKOBO-KUIITKOBI po3nanu (5-15 %), Taki K HymoTa,
OtoBaHHSA, miapes i 6i71b y )KUBOTI (1Ii CUMIITOMM 3a3BUYali BUHUKAIOTh Ha ITI0YaTKY
JIiIKyBaHHSA i B OiNIBIIIOCTI BUIIaKiB MUHAIOTh CIIOHTAHHO).

3 60Ky neviHKu i H#c08UY0BUBIOHUX W AAXIB

[ToopuHOKiI BUIIAaAKMW: aHOMAaIbHi pe3yabTaTy QYyHKIIIOHAIbHUX P00 MeYiHKH,
HaIlpUKJIIad OigBUILEHHS PiBHS TpaHcaMiHa3 abo remnatuT (0O0OPOTHI mmicis BigMiHU
MeTHOpPMiHY).

3 60Ky wKipu ma niOwWKIpHOI Hcupos8oi KAimKosuHU
Iyxe pigko: MIKipHi peakiiil, Taki SK epuTeMa, cBep0OixkK, KpOoIIuB’ THKA.
KombiHauis gindazainmuHy 3 iHcyaiHoM (3 memgopmiHoOMm/6e3 mempopMiHy)

YacTorTa rinoraikemil y KOHTPOIbOBAaHUX KIIiHIYHUX OOCHIAXKEeHHAX Oya moaiObHoIO B
060x rpymnax (14,0 % y rpymi BingarminTuHy mopiBHsHO 3 16,4 % y rpymi niaie6o).
TsxkKi rinornikeMiuni guia Oynu Big3HadeHi y 2 mallieHTiB y TPYIi BigarainTUHY Ta
y 6 mallieHTiB y rpytmi nnane6o. 3araJbHUM BIIJIMB HAa CEPEOHIO Macy Tina O0yB
He3HayHUM B 000x rpymnax (+0,6 kr y rpymi Bingarmintury Ta =0 Kr y rpyni miaamne6o).

HacTymnHi HebOaxaHi gBUIllA CIIOCTEPIraJucsa Mpyu IIPUNOMI BiTgarIinTUHY Hif 9ac IIUxX
OOCIIII>KEeHb



3 60Ky Hepsosoi cucmemu

YacTo: roIoBHUM Oifb.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy

YacTto: HynoTa, ractpoe3odareanbHa pedIiloKCHa XxBopoba.
HeuacTo: giapesi, MeTeopu3M.

INopyweHH:A 3a2aabHO20 xapakmepy

YacTo: 03HO00.

JIlabopamopHi docaidxceHH s

YacTo: 3HMKEHHS PiBHS I'IIOKO3M B KPOBi. BigMmina npenapaTty 4epes 11i HeOaxKaHi
sSIBUIIIA B IiZIOMY BigOyBaacs pigko.

KombiHauis 3i cy/i1b(oHisiceuo8UHO0O

lnormnikewmist 6ysa yactoro B 06ox rpynax (5,1 % y rpyni Bingarmintus + MmeTdopMin
+ riniMmenipupn mopiBHsHO 3 1,9 % y rpymi nmnane6o + MetdopMmiH + riaiMmemnipun). OpHe
TSI2KKe TilorjikeMiuHe sBuUllle OyJI0 3apeecTpoBaHe B I'PYIIi BinmgarminTuHy. B KiHi
OOCITimKeHHs BIIJIUB Ha CEpenHIo Macy Tijla O0yB He3Ha4yHuM (+0,6 Kr y rpymi
BinpgarminTunHy Ta -1,0 Kr y rpymni nmaamne6o).

He6azkaHi sBuUIlla y mallieHTiB, gKi oTpuMyBanu npemnapat 50 Mr 2 pa3u Ha [00y y
KoMOiHairii 3 MeTdopMiHOM i cynbdoHinCceuyoBUHOIO (N = 157):

ITopyweHHs1 06MIHY pevyo8UH i XapuyB8aHHs
YacrTo: rinoriaikemis.

3 00Ky HEPBOBOI CHCTEMHU

YacTo: 3arraMOpOYeHHSs, TPEMOP.

3 OOKy LIKipu

YacrTo: rineprigpos.

ITopyweHHA 3a2aa1bHO20 xapakmepy

YacTo: acTeHid.

TepMmin npuagaTHOCTI



2 POKH.
VYMoBHM 30epiranus

Ianuil nikapchbKu# 3acib He mOoTpebye creliaTbHUX YMOB 30epiranHs. 36epiratu y
HeIOCTYIIHOMY AJIsI OiTeU MicLi.

YnakoBka

[To 7 TabneTok y GrnicTepi, mo 4 6icTepu y mayii.
Karteropis Bignycky

3a penemnTomMm.

BupooHuK

AT «®apmak» (IIepBHHHE Ta BTOPUHHE [TaKyBaHHS, MapKyBaHHS, BUIIYCK Cepil 3
npoaykiii in bulk ¢ipmu-Bupo6urka Oman ®apmaceroTukan ITpogakrc Kommani JIJIC,
OwmaH).

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHs
IJistIbHOCTI

Ykpaina, 04080, m. Kuis, Byn. Kupumisceka, 74.
[Ixepeso iHCTPYKITil

[HCTpYKIIifo TiKapChKOro 3aco0y B3sTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY
JIiIKapChKUX 3aco0iB YKpalHu.
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