IHCTPYKULIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI0 3aco0y

AMUTJIII®

(AIGLIP)

CKnao:
[il0Ya peyoBUHA: BiIOAT Il TUH;
1 TabneTka mMicTUTh BinmarminTury 50 Mr;

0onoMmidicHI peyoguHU: 11e/TI0I03a MiKPOKPHUCTATiYHa, JTaKkT03a 0e3BOHA, TiIPOKCUIIPOIIINIIeI0I03a
HU3bKO3aMillleHa, MarHit creapar.

JIikapcbka ¢popMa. TabneTku.

OcHosHi ¢i3uko-xiMiyHi 8aacmusocmi: TabNeTKU KPYTIli, 3 MJIOCKOIO IIOBEPXHEI0, 31 CKOIIEHUMU
KpasMHu, Bif 6i710T0 0 CBIiT/IO JKOBTYBaTOI'0 KOJILOPY.

dapMmakoTepaneBTHYHA rpyna. [inormikeMiuHi CHHTETUYHI Ta iHIIi 3acobu. [HribiTopu
punentugunnentugasu-4. Kog ATX A10B HO2.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

BinpgarminTuH HaneXuTh 00 KJ1aCcy PeYOBUH, IO MTOCUITIOIOTL POOOTY OeTa-KIiTHH
OCTPIBKOBOTO anaparTy MigIUIyHKOBOI 3aJI03H, € MOTYKHKUM Ta CEeJIeKTUBHUM iHTi0iTOpOM
punentugunnentungasu-4 (DPP-4).

3acToCyBaHHS BigariinTUHY OIPU3BOAUATH A0 MIBUAKOTO Ta IIOBHOTO IPUIIMHEHHS aKTUBHOCTI
DPP-4. IuribyBanHs BinmarmintuaoM DPP-4 cipuyuHsie MigBUIEeHHS eHIOTeHHOTO PiBHS
ropmoHiB inkpetuny I'TITI-1 (rmokarononomiOuuit mentun 1) ta I'IIT (rmoK0303anexKHANR
iHCYTiHOTPOIIHUY MENTHUN) ITifl Yac TOJI0OyBaHHS Ta IiCIIs BXKHUBaHHS 1XKi.

BHacnifgok mifBUIleHHS eHOOTeHHUX PiBHIB IIUX TOPMOHIB IHKPETHUHY BUINATIIINTUH
TIOKPAIIy€ YyTIUBICTh OeTa-KJIiTHH [0 TII0KO3H, 110 IPU3BOAUTH 10 IIOCUIEHHS CEKpellil
TJII0K0303aJIesKHOT0 iHCcyniny. JIikyBaHHS mallieHTiB i3 miabetoM Tumy II mpemapaToM y mo3ax
Big 50 mo 100 mr Ha mo0Oy CyTTEBO IOKpPAIIYBaJIo Iif0 MapKepiB PyHKIIl OeTa-KITiTHH,
BKmioyaroun HOMA-B (romeocTaTHYHY MOMEND OIiHKY (QYHKIII1 B-KIiTHH), BiGTHOIIEHHS



IIPOIHCYIiHY [0 iHCYJIiHy Ta MOKa3HUKHU YyTIUBOCTI OeTa-KIiTHH npu 6araropa3oBoMy
IIPOBEeHHI TECTy TOJIEPAHTHOCTI {10 1Xi. Y malli€HTiB, He XBOPUX Ha IyKPOBUii fiabeT (3
HOPMAaJIbHUM PiBHEM TJIIOKO3U Y KPOBI), BUIJATIINTHH He CIPUYNHSIE CTUMYJIALIL CeKperil
iHCcyniHy ab0 3HWKEHHS PiBHIB I'JIIOKO3M.

BHacnifok migBuitieHHs eHporeHHux piBHIB ['TII-1 BinparminTuH TakKOX MOCUJIIOE YYTIUBICTh
anbba-KIiTUH [0 TII0KO03H, 1110 MTPU3BOOUTH [0 MiIBUINEHHS I'TI0K0303aJIe3KHO01 CeKperil
TJIIOKaroHy. 3HauyHe 3POCTaHHS CHiBBiIHOIIEHHS IHCYTiH-TIIOKaroH IIif Yac TinepriikeMil,
CIIPUYHMHEHOI MiABUIIIEHUMH PiBHSIMU TOPMOHY iHKPETHUHY, IPHU3BOAUTE OO 3HUXKEHHS
IIPOAYKIIil TJIFOKO3H IIif Yac TOJIONyBaHHS Ta IIiCJg BXKMBaHHI 1Xi, 1110 BUKITUKAE CKOPOYEHHS
rJiKeMil.

Bimomuii BinuB migBuiieHoro piBHs [TITI-1, mo nmonsirae y mogoBXeHHi eBaKyallil BMiCTy
IIJIyHKA, He CIIOCTePIiraeThCs Iif Yac JIIKyBaHHS BIIOATIIITUHOM.

dapmakoKiHemuka.
Abcopbuis

[Ticnsa mepopasibHOTO IPUKXOMY HaTIe BiIAarIinTHAH MBUAKO aOCOpOy€ETHCSI, MaKCUMalbHa
KOHIIeHTpalid y mia3mi Kposi (C,,,,) crocTepiraetsecsa depes 1,7 roguau. OmgHOYaCHUM
IIPUMOM 3 12KeI0 He3HaYHO 3aTPUMYE dac gocsarHeHHs C, ., v IIJ1a3Mi KPOBi - [0 2,5 TOOUHY,
aJie He BIJIMBA€E Ha 3aranbHy ekcno3ulito (AUC). 3acTocyBaHHS BiAATIINTUHY 3 12KEI0
IpuU3BOOUTH 10 3HUXKeHHA C,., (19 %). He3Baxkaioum Ha 1ie, BeM4YKWHa 3MiH He € KITiHIi9YHO
3HAYYII[0I0, TOMY Asrmin® MoxHa IpuiMaTH He3allexXHo Bif mpuiioMy ixi. AGCOMIOTHa
6i00OCTYIHICTb CTAaHOBUTH 85 %.

Po3noodin

KoeoillieHT 3B’g93yBaHHS BiIJarminTUHY 3 IPOTeiHaMH I1JIa3MU KpoBi Hu3bKu# (9,3 %);
BUIATJINTHAH PO3MNOMNIIAETHCS PIBHOMIPHO MiX IIJIa3MOI0 KPOBi Ta eputpouutamMu. CepenHin
00’eM PO3MOAiNy BiNgarminTUHY Ha CTafil IaTo micisg BHYTPIITHLOBEHHOTO BBefeHHS (V)
CTaHOBUTH 71 JITp, 110 TOBOPUTH PO €KCTPACYOUHHUN PO3IOMII.

Memab6oaism

MeTab0J1i3M € OCHOBHUM ILIJITXOM BUBEHNEHHS BiJIHATIINTUHY Y IIOOUHY, III0 CTaHOBUTH 69 %
npuiHaTol 0o3u. OcHoBHUM MeTabomiT, LAY151, dhapMakosoriuHo HeaKTUBHUM i SIBJIsIE
00010 IIPOAYKT Timpoi3y CKIIafoBOi IliaHy, 1110 CTAHOBUTH 57 % M03U Ta CYIPOBOMXKYETHCS
rmoKypoHigauM (BQS867) Ta amigauM rigpomnizoMm (4 % mosu). [laHi, oTpuMaHi y mpoiieci
OOCIIIIXKEeHHS B YMOBax in vitro y MikpocoMax HUPOK JIIOAVHY, BKa3yIOTh Ha Te, 1110 HUPKU
MOXKYTb OYTH OIHUM i3 OCHOBHUX OpPTaHiB, IKUW CIIPUSIE TiAPOIi3y BinparminTuHy oo H0oro
OCHOBHOT0 HeaKTUBHOTO MeTabonity, LAY151. DPP-4 yactkoBo 6epe y4acTs y rigpomisi
BinmarminTuny, 1o 0yJo migTBepAXKeHo JOCIiIKeHHIM in vivo y mypiB i3 medinutom DPP-4.

Binparnintue He MeTa0oi3yeThCsA eH3uMaMu uToxpoMy P450 B Takomy 00’eMi, skuii 01
MOXKHa 0yJI0 BU3HAUUTU. TaKUM YMHOM, HE OUiKY€ETHCS, 1[0 CYNYTHIiN MPUIOM JIiKapChKUX
3aco06iB, Takux sK iHribiTopu Ta/abo iHmykTopum CYP450, BiuBaTHMe Ha MeTabOiYHUN
KJIIpEeHC BUImarminTuHy. [LocaigKeHH in vVitro IpogeMOHCTPYBaJIH, 1[0 BUINATIIITUH He



inribye i He iHAYKYy€e eH3uMu 1uToXpoMy P450. TakuM UMHOM, BinmarIinTAH, HaliMOBipHille,
He BIIJITUBA€E Ha MeTa0OJIiYHUY KIipeHC OOHOYAaCHO 3aCTOCOBYBAHMX JTIiKapChKUX 3ac00iB, 1110
meTabomnizyorecsa CYP 1A2, CYP 2C8, CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 a6o CYP
3A4/5.

BusedeHHs

Ilicna nepopanbHOro npuiiomy [“Cl-BingarninTury npubnusso 85 % H034 BUBOLUTLCH i3
ceueto i 15 % po3u - 3 KanoM. HupkoBe BUBeeHHS HE3MIHEHOI'0 BUIAATTIINITUHY CTAHOBUTD
23 % mepopabHO IPUUHATOL 003H. [licia BHyTPIIIHROBEHHOT'O BBEIEHHS 300POBUM
NOOPOBOJIBLISM 3arajibHUM IIJIa3MOBUYM Ta HUPKOBUY KIIiPEHC BiMAATIiNTUHY CTAaHOBUTH 41 11
Ha roguHy Ta 13 1 Ha roguny BignosigHo. CepenHil Nepion HamiBBUBEOEHHS IIiCIg
BHYTPILlTHLOBEHHOT O BBEJIEHHSI CTAHOBUTDL MPUONMKU3HO 2 ToguHu. [lepion HamiBBUBEOEHHS
TiCJIs TepopabHOTO MIPHUMOMY CTAHOBUTD MPUOJIU3HO 3 TOOUHU.

JIiHiTiHIcmyb/HeniHiliHIicMb

C ey A7 BimparminTuHy Ta AUC 36inbLIyI0ThCS MakzKe IIPOTOPLIiHO J03YBaHHIO IIPU BCHOMY
fiana30Hi TepaneBTUYHOr O JO3YBaHHS.

OKpemi epynu nauieHmis
Cmamb

He cnocTtepiranocst HiSKuX BiIMiHHOCTeH y (papMaKOKIHETHIIl IIpenapaTy y 340POBUX
noOPOBOJIBLIIB YOIOBiUOI Ta XKiHOYOI CTaTi Pi3HOTO0 BiKy Ta 3 Pi3HUM iHAEKCOM MacH Tija
(IMT). Inri6yBanus DPP-4 mpenapaTom Asirmin® He 3aJIeKUTh Bill CTaTi malieHTa.

3axe8oprB8aHHA neviHKuU

BB nopyireHs (GyHKIIL NEYiHKY Ha (papMaKOKIHETUKY BUIHATIINTUHY HOCTiAKYBaBCA Y
TIAIli€HTIB i3 HE3HAYHUMHY, IOMIPDHUMHU Ta CEPHO3HUMHU MOPYIIEHHAMY QYHKII1 IeYiHKKA Ha
OCHOBI OITiHKHM 3a mKanoio Knacudikaiii Yainma-I1'to (Big 6 mist He3HaYHOrO [0 12 mis
CEepHO3HOr0 MOPYIIEHHS) ITOPiBHAHO 3 MallicHTaM{ 3 HOPMa/IbHOIO (DYHKIII€I0 TEeYiHKH.
EKcnosutiisl BigarIinTuHy Iicas IPUOMYy Pa30Bol HO3Y MallieHTaMU 3 HE3HAUYHUMU Ta
IOMIPHAMM TOPYIIEeHHAMY QYHKIIII nevinku Oyna 3HukeHow (Ha 20 % Ta 8 % BigmoBimHO),
TOM1 SIK €KCIIO3ULlig BUINATINTUHY Y [TALli€HTIB i3 CepHO3HUMU [IOPYIIEeHHAMU
30inbmryBanacs Ha 22 %. MakcuMasnbHa 3MiHa (36inmbieHHsT a00 3MEeHIIIeHHS) eKCITO3uITil
BinparinTuHy craHoBuIa Ipubnu3uo 30 %, 110 He BBaXKA€EThCA KITiHIYHO CyTTEBUM. He Oyio
BUSIBJIEHO 3aJI€2KHOCTI MiXK TSXKKICTIO IOPYIIEHHS (PYHKIIII TeYiHKY Ta 3MiHaMU €KCIIO3UIIil
BUIOATINITUHY.

3ax80pr8aAHHA HUPOK

BigmkpuTe mociimkeHHs 3 6araTopa3oBMM 3aCTOCYBAHHSM IIpemnaparty 0yJio MIpoBeeHo 3
METOI0 OLIiHKY (papMaKOKiHEeTUKY HalHUXKYKUX TEPANleBTUYHUX 03 BingarminTtury (50 mMr
OJIMH pa3 Ha mo0Yy) y MallieHTiB 3 Pi3HUM CTyIeHeM XPOHIYHOI0 MopylIeHHs QYHKII HUPOK,
110 BU3HAYaBCS 3a KIIIPEHCOM KpeaTHHIHY (IeTKe mOpylIeHHS QYHKIN1 HUPOK Big 50 mo < 80
MJI/XB, TIOMipHE MopyiIeHHs GyHKII HUPOK Bim 30 mo < 50 MJI/XB Ta TSIXKKe MOPYLUIEHHS
¢yHKIil HUpoK < 30 MJI/XB), TOPiBHSIHO 3 KOHTPOJIBHOIO I'PYTIOI0 YYaCHUKIB JOCIIIXKEHHS 3



HOPMAJbHOI (QYHKITIEI0 HUPOK.

Y namnieHTiB i3 HE3HaYHUMHY, IOMIPDHUMHU Ta CEPUO3HUMHU NOPYIIeHHAME QyHKIi1 HUPOoK AUC
BinmarminTuHy 30inbIIyBanacs MOPIiBHSAHO 3 MalliEHTaMX 3 HOPMaIbHOIO QYHKITI€I0 HUPOK.
[Tokaszuuku AUC meTabomnitiB LAY151 Ta BQS867 36inbiryBanucst B cepeIHbOMY IIPHUOIN3HO
B 1,5, 3 Ta 7 pasiB y Nali€HTIB 3 JETKUMHU, TIOMIPHUMHY i TSIXKKUMU NIOPYIIEHHIMHA (PYHKIIi1
HUPOK BifmoBigHO. OOMezKeHi [maHi Moao Nalli€HTiB 3 HUPKOBOIO HEIOCTATHICTIO B
TepMiHanbHiN cTagil (HHTC) moka3yoTs, 0 eKCIO3UIis BiIAArIiNTAHY € CX0KO0I0 Ha
€KCIIO3UIIiI0 IIpernapary y Nalli€HTiB 3 TAXKKHAMU MTOPYIIEHHAMU (QYHKIIil HUPOK.
Konmnentparrii LAY151 6ynu npubnau3Ho B 2-3 pa3u BUIIUMH, HiXK y Malli€EHTIB 3 TIXKKUMU
NOPYIIEHHSAMY (QYHKII1 HUPOK.

BinpgarninTuH BUBOOUBCS 3 OpraHi3aMy 3a JOIIOMOT0I0 TeMOofiaidy B 00MeXeHil KiTbKOoCTi (3
% mpotsirom 3-4-rOOMHHOTO TeMOfiai3y, AKUU II0YUHAaIX IIPOBOOUTHY Yepes 4 TOOUHU IiCId
3aCTOCYBaHHS Ipemnapary).

ITayieHmu AiMHbO20 BIKY

Y 3m0poBUX 3a iHIMMMY MOKa3HMKaMU HalieHTiB (y Bimi Bif 70 poKiB) 3arajibHa €KCIO3UIiS
BinparminTtuy (100 Mr oguH pa3 Ha [o0y) 36inburyBanacsa Ha 32 %, a C,,, - Ha 18 %
TIOPiBHSIHO 3 MOJIOAIINMU 300POBUMU H0OpoBONbLSIMY (BikoM Bif 18 mo 40 pokiB).

Lli 3miHM, ogHAK, He BBaXKAIOThCS KITiHIYHO 3HaUymuMu. [HTibinis DPP-4 BingarminTuHOM He
3aJIeXKUTh Bifj BiKy IAI[IEHTIB y OOCIiOXKYBaHUX BIKOBUX I'PyIax.

Paca

OO6MexeHi JaHi cBimyaTh PO Te, 1[0 pacoBa IPUHAJIEXKHICTh HEe Ma€ 3HAYYILIOTO BIJIMBY Ha
(hapMakKOKiHETHKY BiIJarlinTUHY.

KrinigHi xapaKTepHCTHKH.

Iloka3zanus.

JIikyBaHHS DOPOC/IMX TAlli€HTIB 3 IyKPOBUM AiabeTom Tumy II.
4K MoHOTEpamis:

- TIAIli€EHTIB, V IKUX 3aCTOCYBAHHS TiNIbKY Oi€THU Ta (Pi3MYHUX BIpaB He 3abe3neyye
DOCTAaTHBOT'0 KOHTPOJIIO, & TAKOXK [J15 MALli€HTIB, Y IKUX 3aCTOCyBaHHSA MET(POPMiHY
BBaXKa€ThCSI HEMIPUUHATHAM Yepe3 HasiBHICTh MIPOTUIIOKa3aHb ab0 HETTEPEHOCUMOCTI.

Y cknapi monBiliHOI IepopasibHOi Teparil y KoMOiHalril 3:

- MeTGHOPMIHOM [1J1s MAlliEHTIB i3 HeIOCTATHIM TMTiIKEMiYHMM KOHTPOJIEM, He3BaXKalouM Ha
3aCTOCYyBaHHS MaKCHUMaJIbHO IIEPeHOCHMO] 1031 IIPY NIPOBEOeHHI MOHOTEpalil MeTQOPMiHOM;

- Cynb(OHINICEYOBMHOIO [JId Malli€eHTIiB i3 HeHOCTAaTHIM IJTiIKEMIYHUM KOHTPOJIEM,
He3BaXkal04y Ha 3aCTOCYBaHHSI MaKCHMMaJIbHOI IEPEHOCUMO] 103U Cy/Tb(OHIICEYOBUHH, Ta



II7Is TTAI[iEHTIB, Y IKUX 3aCTOCYBaHHS MET(HOPMiHY BBaKAE€ThCS HETIPUUHSITHUM depe3
HASIBHICTh MMPOTHUIIOKAa3aHb a0 HEITEPEHOCUMOCTI;

- TIa30JIAUHOIOHOM [JIs MAlll€HTIB 13 HeJOCTAaTHIM TIIIKeMIYHUM KOHTPOJIEM, OJIS AKUX
3aCTOCYBaHHS Tia30/IiqUHAIOHY BBaXKa€ThCA IPUNHATHUM.

Y ckmnapi moTpifiHOI mepopanbHOoi Teparnii B KoMOiHallil 3:

- Cynb(OHINICEYOBMHOIO Ta METPOPMIHOM, KOJIHU HieTa i (pi3ryHi BIIpaBu pa3oM i3 MOOBIMHOIO
Tepalie IUMU JIiIKapChKUMU 3aco0amMu He 3a0e3MeuyloTh afleKBaTHOTO TIiKEMiYHOT 0
KOHTPOJIIO.

Y komOiHarii 3 iHcyniHoM (3 MeTdhopMiHoM abo 6e3), Konu mieTa Ta Ppi3myHi BIpaBU pa3oMm 3i
cTabinbHOI0 403010 iHCYTIiHY He 3a0e3MedyoTh afeKBaTHOTO TJIiKeMiYHOT'0 KOHTPOJIIO.

IIpomunoka3aHHs.

Bigoma rimepuyTnuBicTh o BingarminTuHy abo [0 6yOb-KO0i JOTTOMIXKHOI PEYOBUHU.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

BinparninTuH Ma€e HU3bKWM MOTEHIIIaN AJIS B3a€MOfiil 3 iHIIUMY npenapaTtamMu. OCKinbKu
BinpmarminTul He € cybcTpaToM en3umy ruroxpomy P450 (CYP) i He € inribiTopom abo KaTanizaTopom
ensumiB CYP 450, To #oro B3aeMopis 3 iHIMMMU IIpenapaTaMy, sKi € cybcTpaTamu, iHribiTopamu abo
KaTallizaTopaMy IIMX eH3KMiB, MaJlOMMOBIpHa.

Komb6iHalrig 3 miornita3oHoM, MeTGOPMiHOM Ta TIiOypHuIoM

Pe3ynbTaTy goCHigKeHb, IPOBEEHUX 3 IUMHU ITIePOpaIbHUMU MTPOTHAia0e THUHUME 3aco0aMu, He
II0Ka3ajiy KJIiHIYHO 3Ha4yIoi (h)apMaKOKiHeTUYHOL B3aEMO[IIl.

UTOKCHUH (cyOcTpart P BapdapuH (cyoctpar CYP2C9

KrniniuHi mocnifxeHHs, IPOBeeHi 3a y4acTio 30POBUX H0OPOBOJIBLIB, HE TOKA3alIy KITiHIYHO
3Hauy1Ioi hapMakoKiHeTUYHOI B3aeMopii. [IpoTe 1ie He Oy10 BCTAaHOBIEHO B LiJTbOBIM IOMYJIAIII.

Komb6iHallig 3 aMI0OuIiHOM, PaMilIpUIIoM, BaJcapTaHOM abo CHMBACTaTUHOM

HocmimkeHHS JTiKapChbKOl B3aEMO[Iii 3a y4acTi0 3[0POBUX JOOPOBOJIBIIB OyIK TPOBeieHi 3
aMJIOJUITIIHOM, PaMilIpuiIOM, BajiCapTaHOM i CUMBACTAaTUHOM. Y XO[i IIUX OOCHiAXKEHb ITiCs
OIHOYACHOI'0 3aCTOCYBaHHAX BKa3aHUX IIpelapaTiB 3 BUIAATIINTUHOM KIIIHIYHO 3HAUYIIUX
(bapMaKOKiHETUYHUX B3aEMOJIill BUSBIIEHO He 0YyII0.



Kombinairig 3 inribitopamu AIT®

[Tpu omHOYaCHOMY 3acToCyBaHHi 3 iHriGiTopamu AII® € Ginbll BUCOKUN PU3UK PO3BUTKY
AQHTiOHEBPOTUYHOTO HAOPSKY (ouB. po3min «I1o6iuHi peakirii).

4K i oo iHIMX MepopaabHUX IPOTHUAia0e THYHMX JTiKaPChKUX 3ac00iB, IeBHI aKTUBHI PEYOBHHH,
BKJII0YAI04H Tia3uOu, KOPTUKOCTEPOIIH, IIperapaTyé TOPMOHIB IITUTOBUAHOI 3a/103H Ta
CAMIIAaTOMIMETHUKH, MOXKYTh 3MEHIIyBaTH TillOTIiKeMiYHNY e(peKT BiIfarIinTUHY.

Oco06.1ueocmi 3acmocyeaHHs1.
3aezanvHi

Atirnin® He € 3aMiHHMKOM iHCYTIiHY [/Is iHCY/iH3a/IeXXHUX TalieHTiB. [Ipenapar He Cif
3aCTOCOBYBATH [JIs JIIKyBaHHS NALi€HTIB 3 fiabeToM Tumny I abo miabeTUUHUM KeTOAIUI030M.

ITopyweHHA pYHKUiI HUPOK

IocBin 3acTocyBaHHS IIpelaparTy [ JIiKyBaHHS MallieHTiB 3 TOMipHUMU a00 TIKKUMU
nopylIeHHAMH QYHKIIII HUPOK, a TaKoxX nanieHTis i3 HHTC Ha remopianisi o6Mexenuii. Tomy
3aCTOCYBaHHs Ipenapary AWrmin® He peKOMEHIOBAHO I¥M IpylaM Halli€HTiB.

ITopyweHHA pYyHKUII neviHKu

Airrnin® He peKOMeHIOBaHUH AJIst 3aCTOCYBaHHS MallieHTaM i3 MOPYIIeHHAME QYHKI] IIeYiHKH, ¥
TOMY YHCJIi IallieHTaM, y SKuX Ao jaikyBaHHs piBeHb AJIT a6o ACT 6inblne HiX y 3 pa3u IepeBUIlyBaB
BEPXHIO MEXY HOPMH.

KoHmpoab pisHie hepmenmia neviHKu

Pigko moBigoMsny mpo nopylleHHs QYHKIII MeYiHKY (BKJII0UYAlOUM TellaTUT). Y TaKUX BUMAAKaX y
nalieHTiB nepebir ycknagHeHHs OyB epeBaxkHO 0e3CMMITOMHUM, Oe3 KITIiHiYHUX HACTifKIiB, a
IIOKa3HUKM TeCTiB PyHKI1 nevyinku (TOII) micns npunuHeHHS JTiKyBaHHS IOBEPTAIUCS [0
HOpPMaJIbHUX PiBHIB. [Tepe[ mo4aTKOM JIiKyBaHHs IpernapaTtoM AUrmin® ciif npoBoguta TOII 3 MeTomw0
BA3HAUYEHH y NallieHTa BUXITHUX ITOKA3HUKIB. CJIif IPOBOAUTHA MOHITOPUHT pe3ybTaTiB TOIT mif
4ac JIiKyBaHHA IIpeliapaToM IPOTSAroM IEPIIOro POKY JIIKyBaHHS 3 iHTepBaJlOM ONUH pa3 Ha TpU-
YOTUPHU MICAIli, @ TaKOXK NePiOAUYHO MTi3HiIIe.

Il1s maienTiB, y AKUX CIIOCTEepirajaucs MigBUIlleH] PiBHI TpaHcaMiHas3, CJIif IIPOBOSUTY IIOBTOPHUU
MOHITOPUHT QYHKIIiI TeYiHKY /I MiATBEPAXKEHHS pe3yIbTaTiB, a TAaK0XK IIOJAJIbIINN MOHITOPUHT 3
YaCTUM IIPOBEIEHHIM TeCTiB QYHKIIil IIeUiHKH, HOKHU MOPYIIeHi PiBHI He TOBEPHYTHCSA [0 HOPMaIbHUX
MOKa3HUKIB. fAKiro mippuinesHs piBHsa AJIT abo ACT y 3 a6o 6inblile pa3iB BUIIE 3a BEPXHIO MEXY
HOPMH, TO PEKOMEH/IYEThCS IPUIMHUTH JIiIKyBaHHs IpemnapaTtoM Aurmin®. [Ipy BUHUKHEeHH]
JKOBTSIHUIIL 200 iHIIKUX 03HaK MOPYIIeHHS QYHKIII TeYiHKY CJIifl IPUIUHUTY 3aCTOCYBAaHHS IIpenapary
Awrnin®. TTicyis IpUNKMHEHHs TiKyBaHHS Ta HOpMaJli3anil pe3ynbraTis TOII iKyBaHHS
BIIZArIINITUHOM He CJIifi PO3IIOYMHATYU 3HOBY.

Cepuesa HedocmamHicmb

KriHiuyHe gociifxKeHHs 3aCTOCYBaHHS BUINATINTHHY IallieHTaM i3 cepleBor HepgocTtaTHicTo I-111
GbyHKITIOHaTbHUX KiIaciB 3a Kinacudikaiiero NYHA moka3sano, 1o JiKyBaHHS BiIfarTinTHHOM He



II0B’s13aHe 3i 3MiHOI0 (DYHKIIi1 TiBOT0 UITyHOYKa a0o 3 MOTiplIeHHSIM HasgBHOI 3aCTilHOI CepIeBOl
HefocTaTHOCTI. KiTiHiYHUM OOCBIf 3aCTOCYBaHHA IIpelapaTy IallieHTaM i3 CepleBO HeJOCTaTHICTIO
III pyHKIioHanbHOTO KJTacy 3a Kinacudikariero NYHA Bce 11e oOMexkeHUH, a pe3yIbTaTy He
IIEPEKOHIINBI.

IlocBig 3acToCyBaHHS BUIOATIINTUHY IIif YacC KIIIHIYHUX OOCTIIXKEeHb IallieHTaM i3 CepleBoi0
HepocTaTHiCTIO [V QyHKIIOHANBHOTO Ki1acy 3a Kinacudikarieo NYHA BifCyTHiN, TOMy 3aCTOCOBYBaTH
mpenapar UM NallieHTaM He PeKOMEHY€EThCH.

Posaadu 3 60Ky wkipu

Y DOKJTiHIYHUX TOKCUKOJIOTIYHUX AOCIIAXKEHHAX TOBIIOMIISAIN IIPO BUIIAOKU YPaKEeHHS IIKipH,
BKJII0YAlO4Y¥ YTBOPEHHS IIYXUPiB Ta BUPA30K Ha KiHI[IBKaX y MaBIl. X04a y IIpoLeci KITIHIYHUX
mociigkeHb He O6y10 Big3HaueHo 30iblIeHHS YaCTOTH YpaxKeHHS IIKipH, OOCBIf 00 YCKIIafHEHD 3
00Ky IIKipH y MaIli€HTIB i3 I[yKpoBUM fiabeToM 00MeKeHM.

Kpim TOro0, y moCTMapKeTUHIOBUY [1EPi0f 3aCTOCYBaHHA IIpernapaTy MOBiIOMIISIN [IPO BUAOKU
Oy/IpO3HOTO Ta eKC(OJIiaTUBHOTO YpaxKeHHS LIKipH.

TakuM 4MHOM, BifIIOBiIHO IO CTAaHAAPTHOTO JOTJISAAY 3a MallieHTaMu 3 IIyKPOBUM fiabeToM
PEKOMEHOYETHCS CIIOCTEPEXKEHHS [JIST BUSBIEHHS IOPYIIEHb 3 00KY IIKipH, TAKUX K YTBOPEHHS
nyxupiB abo BUPa30K.

ITankpeamum

3acToCyBaHHS BiIIATIINTHHY MTOB I13aHO 3 PU3UKOM PO3BUTKY I'OCTPOTO MaHKpeaTuTy. IlarieHTu
TIOBUHHI OyTH IIpoiHGOpMOBaHi PO XapaKTEPHi CUMIITOMY T'OCTPOT0 TAaHKPEATHUTY.

AKINO MiTO3PIETHCA PO3BUTOK IIAHKPEATUTY, 3aCTOCYBaHHSA BIINATIINTUHY He CIIif IPOOOBXKYyBaTU. Y
pa3i miaTBepAXKeHHS AiarHO3y FOCTPUM IMaHKPeaTUT 3aCTOCYBaHHS BiIOATMNTUHY HE CIIif
IIOHOBJIIOBATH.

TI'inoesikemis

3acTocyBaHHS CyIb(GOHITICEYOBUHY, K BifOMO, IPH3BOAUTH 0 PO3BUTKY rimormikemii. ITamienTy, axi
OTPUMYIOTh BingariminTuH y KoMbiHauii 3 cynbpoHiICeY0BUHOI0, MOXKYTh OYTH CXUJIbHI 0O PO3BUTKY
rinornikeMil. TakuM 4MHOM, OJI51 3HUKEHHS PU3UKY PO3BUTKY TilOTJIiKeMil MOXKIIMBE 3aCTOCYBaHHSI
Oi7TbII HU3BKUX [103 CYIbGHOHINICEYOBUHH.

THwi

Ilo cknafy mpemaparty Alrmin®, TaGineTKH, BXOGUTE J1aKTo3a. IlalienTaM i3 pifKiCHUMY CIIafKOBUMHU
CTaHaMH - HETIePEeHOCUMICTIO JTaKTO3H, medinuToM takTa3u Jlammna abo ManbabcopOilieto TIoKO3U Ta
rajakTo3H - Ipenapart AUrIin® IpoTUIOKa3aHUH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Baeimnuicmub
[loTenep HeMae BIAIOBIIHUX HOCIIAXKeHb 3aCTOCYBAHHS BUINATJIIITUHY BariTHUM XIHKaM.

HocnigKeHHs Ha TBapUHAX BUSABUJIA PENPONYKTUBHY TOKCAYHICTE IIPU 3aCTOCYBaHHI BUCOKUX 103



npenaparty. [loTeHUiMHNY PU3UK [OJId JIOOUHY HeBigoMui. Yepes BiCYTHICTh JaHUX Asirmin® He cnin
3aCTOCOBYBATH IIif] YaC BariTHOCTI.

ITepiod 200ysaHHA 2pyd0io

HesigoMo, 4y IpoOHUKAE BUIAATIIITAH Y TPYLHE MOJIOKO. [OCITiIKEeHHS Ha TBapUHAX BUSABUIIU
BUJIi/IEHHS BiNJArIinTHHY B MOJIOKO TBAPKMH. ANTIIN® He CIif IpU3HAdaTH XKiHKaM, IKi TOAYITh
rpyAn:o.

depmuabHicmb

HocnifKeHp 1000 BIIUBY IIpernaparTy Aurmin® Ha (bepTUNLHICTD MOOAVHY HE TTPOBOMUIOCS.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

HocmimKeHHS OO0 BIJIMBY IIperapaTy Ha 30aTHICTh KepyBaTh aBTOMOOiIEM Ta MPAIlOBATH 3
IHIIMMU MexaHi3MaMu He nipoBopunucd. [lalienTy, SKi BifyyBalOTh 3allaMOPOYEHHS, He ITI0BUHHI
KepyBaTH aBTOTPAHCIOPTOM abo IpallfoBaTH 3 iHIIMMU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.

[Tpu 3acTocyBaHHI SK MOHOTeparii, B KombiHallil 3 MmeTdopmiHoM, y KoMOiHaIlil 3 Tia30/miguHOIOHOM, Y
kKoMOiHa1ii 3 MeTpopMiHOM Ta Cynb(pOHiICeuoBUHOIO abo B KoMOiHallil 3 iHCyniHOM (3 MeTpopMiHOM
abo 0e3) pekoMeHOBaHa 0o0OBa A03a BiNgarIinTHHY cTaHOBUTH 100 MT, SIKy pPO3[iNgi0Th Ha OBa
npuiiomu: 50 mr Bpanii ta 50 Mr BBeuepi.

[Tpu 3acTocyBaHHI y CKJafi MOABiiHOI KoMOiHalii 3 Cynb(OHiICEUOBHHOI0 PEKOMEHI0BaHa 03a
BimarminTuHy cTaHOBUTH 50 M OOMH pa3 Ha Ho0y, BpaHIi. Y Il momynsiii mamieHTiB BingarminTus y

no3i 100 mr Ha moby 6yB He Oinbin eeKTUBHUM, HiXK BingarminTuH y m1o3i 50 Mr oguH pa3 Ha mo0y.

[Tpu 3acTocyBaHHi B KoMOiHallil 3 Cynb()OHINICEYOBUHOIO 3 METOIO 3HUXKEHHS PU3UKY PO3BUTKY
rimornikeMil MOXK/IMBe 3aCTOCYBaHHS HU3bKUX N03 CYIb(OHIIICEYOBHHH.

[lepeBuiyBaTtu 103y npenapaTy 100 Mr He peKOMeH0BaHO.

V pasi mpomycKy IpuioMy 03K Ipenaparty Airmin® i ciif IpuiHATH Bigpa3sy, K TiTbKK MaIieHT
3rapae npo 1e. [ToaBiliHy H03y IpemnapaTy He CHIif IpUuiMaTH B TOM XKe [eHb.

Beamnexka Ta e(peKTUBHICTh 3aCTOCYBaHHS BIIHATJINTHHY ¥ CKIafi IOTPiKHOI IepopaIbHol Tepatii B
kKoMOiHanii 3 MeThopMiHOM Ta Tia30JiAUHIIOHOM HE BCTAHOBIIEHi.

Ilo3ysaHHA 045 nauieHmis i3 nopyweHHAMU pYyHKUii neuiHku abo HUPOK

Airnin® He peKOMEHY€EThCS 3aCTOCOBYBATH NAIiEHTaM i3 MOPyIIeHHAMH QYHKII MediHKK, B TOMY
YUCJIIi IanienTaM, y SKux Ao jgikyBaHHs piBeHb AJIT a6o ACT 6yB y 3 pa3u BUILIKUY 3a BEPXHIO MEXKY
HOPMH.



[71g nauieHTiB i3 MOpyLIIeHHSIMU (QYHKII1 HUPOK JIETKOT0 CTyIeHs (KJIipeHC KpeaTuHiHy = 50 MJI/XB)
HeMae oTpebH y KOpeKIlil mo3yBaHHs npenapary Aurmin®. ITamiedTaM 3 HOMipHUMHE a60 TAKKUMU
nopyueHHaMu QyHKLii HUpoK abo HHTC pekoMeH0BaHa f03a IpenapaTy CTaHOBUTh 50 MI' OUH
pas Ha mo0y.

I[lo3ysanHA 014 nayieHmis AiMHb020 BIKY
Ins maitieHTiB BikoM Biff 65 POKiB HeMae moTpeOu 3MiHIOBATH [03YBaHHS.
Ilo3yearHs 015 dimetl

IiTaM Ta HifmiTKaM BikoM [0 18 pOKiB 3aCTOCYyBaHHS IpenapaTy AUTIn® He peKOMEHAYEThCS Yepes
BiICYTHICTb JaHUX IIPO 0e31eKy Ta epeKTUBHICTS.

Cnocib 3acmocy8aHHs
7151 TIepopaIbHOTO 3aCTOCYBAHHS.

Airnin® MoXKHa 3aCTOCOBYBATH HE3aJIeKHO Bill BXUBAHHS 1XKi.

Himu.

IiTsaM Ta HifmiTKaM BikoM [0 18 pOKiB 3aCTOCYyBaHHS IpenapaTy AUTIn® He peKOMEHAYEThCS Yepes
BiICYTHICTh JaHuX Ipo 0e3MeKy Ta e(peKTHUBHICTb.

Ilepedo3yeaHHsi.
[HdopMariis oo nepeno3yBaHHs BiAarIinTHHOM o0MeXKeHa.
Cumnmomu

[HdopMallisi Mpo MOXKIMBI CUMIITOMU ITepefo3yBaHHs Oyia OTpUMaHa y IIpolieci HoCTiiKeHHS
IIepeHOCUMOCTI MigBUIIEHHS NO31 3a Y4YacTiO 3[0POBUX HOOPOBOJIBIIIB, SKi OTPUMYBaIH Bil#arlinTuH
npotsaroMm 10 gHis. ITpu go3yBanHi 400 Mr criocTepiraaucs TpU BUNAOKU BUHUKHEHHS M 130BOT0
60110, @ TaKOXK KiJTbKa BUIIAAKiB JIETKOI Ta KOPOTKOYACHOI TapecTesii, rapsiuky, pO3BUTKY HabpsKiB
Ta TUMYACOBOT0 MigBUIEHHS piBHIB ninasu. [Ipu mo3yBanHi 600 Mr y ogHOrOo i3 TO6POBOJIBLIIB BUHUK
HaOPsK HIr Ta pyK, 3Ha4YHe MigBUIIeHHS piBHS docdokinazu kpeaTtuHiny (PKK), 1o
cynpoBofxyBanocs nigpuiieHHAM piBHSA ACT, C-peakTuBHOrO0 6ifika Ta Miorno6iny. Tpoe
noOpPOBOIBLIB Liel IPynu Manu HaOPsK 000X Hir, 110 y ABOX BHIMafIKaX CYIPOBOIKYBAJIOCS
napecTtesieo. Yci CUMIITOME Ta IOPYIIEHHS Tab0paTOPHUX MOKAa3HUKIB 3HUKAJIHU IIiC/IS MPUITMHEHHS
3aCTOCYBaHHSA OOCIIIAKYBAHOTO IIpenapary.

JlixysaHHA

Y Bumnapky nepeno3yBaHHSA PEKOMEHI0BAaHO IIPOBOAUTHU ITiATPUMYBaJIbHY Tepallito. BingarninTul He
BHUBOIMTHCS IIPU reMofianisi, omHak OinbiricTs MeTabosmiTiB rimpomisy (LAY 151) MoXHa BUIAIUTH 3a
LO0TIOMOT 00 TeMOfiai3y.



ITo6iuni peakuii.

IaHni 3 6e3meKy 3aCTOCyBaHHA BiIoarlinTuHy Oy OTPUMAaHI y XO[i MPOBeIeHHST KOHTPOJILOBAHUX
IOCITi>KeHb 3a y4acTIO TallieHTIB, SIKi puiiManu BinparainTuH y o6osii 1o3i 50 Mr (oguH pa3 Ha
no6y) ab6o 100 mr (mo 50 mr gBa pa3u Ha mo6y a6o 100 Mr omuH pa3 Ha go0y), SIK MOHOTEpaIIio Ta y
MOEMHAHHI 3 iHITUM JTiKapchbKUM 3ac000M. BinbImicTh MoOIiYHMX peakliif, 1110 BUHUKAJIN IIPYU ITPUHOMi
BUINATJINTHAHY, Oy/Iu IETKAMH 3a XapaKTePOM Ta TUMYACOBUMHY i He BUMAraay NPUIHHEHHS
nikyBaHHs. He 6yo BUSBIEHO 3B’I3KY MiXK PO3BUTKOM MMOOIYHUX Peakiliii Ta BiKOM YU Pacoio
nallieHTa, TPUBAJICTIO IpUiioMy mpemnapaTty abo 1060B00 J030I0.

[ToBimOoMIISINM PO OKPEMi BUIIa[KKU PO3BUTKY MTEYiHKOBOI AUCOHYHKIII (y TOMY YuCIi renaTtury). Li
BUIIaIKX Oy/u 3a3Budai 0e3CHMITOMHUMHU, 6e3 KITiHiYHUX HaCifKiB, a pe3ynabratu TOII micns
IPUNIHHEHHS JTiKyBaHHS ITOBEPTAIUCS J0 HOPMasbHUX. 3a JaHUMHU KOHTPOJILOBAaHUX OOCIiIKEeHb
MOHOTepaIil Ta JOJaTKOBOI Tepartlii, YacToTa mifBumieHHs piBHiB AJIT abo ACT y = 3 pa3su Bif
BEPXHBLOI MeXi HOPMHU [/151 BimarminTuHy B 7o3i 50 Mr oguH pa3 Ha [o0y, AJg BingariminTuHy B 03i
50 Mr mBa pa3u Ha moOy Ta [is BCix mpemnapariB mopiBHsHHSA cTaHoBuIa 0,2 %, 0,3 % Ta 0,2 %
BigmoBigHo. ITigBHINeHHS PiBHIB TpaHcaMiHa3 Oynu mepeBakHO 6€3CUMITOMHMMHU, He TTPOTPECYBaJIU
Ta He Oy/u 1OB’s3aHi 3 X01ecTa30M ab0 KOBTSHUIIEIO.

[ToonuHOKi BUTIaIK aHTiI0HEBPOTHYHOI0 HAaOPSKY, PO SKi IIOBiqOMIIEHO y 3B'SI3KY i3 3aCTOCYBaHHAM
BINArMNTHHY, CIIOCTEPIranucs 3 TaKOK XK YaCTOTOI0, K 1 y KOHTPOJIBHIY I'pyIi. Binsil BUCOKUI
BiZICOTOK TaKuX BUIIQ[IKiB CIIOCTepiraBcs y Till I'PYIi, [e BiIHarlinTiH 3aCTOCOBYBaBCsA Y KOMOiHa1Iiil 3
inri6iTopom ATI®. BinbiicTs gBUIL OyIu TETKUME 3a TSAXKKICTIO Ta MUHAJU Ha (QOHI 3aCTOCYyBaHHS
BiIOarIinTuHy.

[To6iyHi peaxiiii, 10 CIIOCTEPIraaucs MPOTSATOM IMOABIMHUX CIIIMKUX MOCTIIXKEeHb Y MallieHTiB, SKi
IpuiManu BiIOariinTUH SIK MOHOTEpAIilo Ta y cKiafi KoMGiHOBaHOI Teparii, BKa3aHi HUX4e, oI
KOXKHOT'O ITOKa3aHHS 3a KJIaCOM CUCTEMHU OPraHiB Ta aOCOTIOTHOIO YacTOTOo. YacToTa BU3HAYAETHCS
TaKUM YHUHOM: fyXKe 4acTo (= 1/10), gacto (= 1/100, < 1/10), HewacTo (= 1/1000, < 1/100), pigko
(> 10000, = 1/1000), myxe pigko (< 1/10000), yacToTa HeBigoMa (He MoxkKe OyTH OIfiHeHa Ha OCHOBI
HasIBHUX [aHUX). Y KOXHil 06’eqHaHif 3a 4acTOTOIO I'pyIi HebaxaHi peakilii mpeacTaBieHi y
MIOPSOKY 3MEHIIEeHHS CEP03HOCTI.

MoHomepanis gindazainmuHoM. [ToOiuHi peakiiii, 3apeecTpoBaHi y malieHTiB, IKi 0OTpUMyBau
BinmarninTuH y go3i 100 Mr Ha mo6y SIK MOHOTepaIlilo, y XOAi TPoBefieHHs MOABIMHUX CITIMUX
IOOCIIiIXEHb.

IHexuii ma iHeasii: myXKe PifKo - iHpeKIlid BepXHiX AUXalbHUX IIJISIXiB, Ha30()apUHTIT.
3 60Ky 06MiHYy pevuoguH: HEYACTO - TIMOTIIKeMId.

3 60Ky Hepeosoi cucmemu: 4aCTO - 3allaMOPOYEHHS; HEYaCTO - TOJIOBHUY OiNlb.

3 60Ky cepueso-cyouHHOI cucmemu: HeYacTo - eprudepudHi HaOPSAKHY.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HE4acCTO - 3aKpell.

3 6oky Kicmkogo-M’s3080i ma cno/yyHoi cucmemMu: HEYACTO - apTparis.

3 60Ky wkipu: MOXKJIUBI peakllii rinepuyTIUBOCTI.



Onuc okpeMux n06iYHUX peakIlin

Y KOHTPOJIbOBaHUX AOCIiAKEHHSIX MOHOTEepaIllil BiIfarIinTHHOM 3arajibHa 4aCTOTa BUIIAAKiB
IOCTPOKOBOTO IPUIIMHEHHS JIiKyBaHHS Yepe3 MosBy HebakaHUX peakiliit He Oya OinbIoi y
TAllieHTiB, SIKi OTPUMYyBau JIiKyBaHHS BinmarmintuHoM y mo3i 100 Mr Ha go0y, HiX y malieHTis, AKi
OTpUMYyBasu Ianedo abo npenapaTy IOPiBHAHHS.

Y nopiBHSIBHUX KOHTPOJILOBAHUX JOCIIIKEHHIX MOHOTepallil BUMIafIKyU TinorjikeMii, mo 6ymu
He4yacTuMy, crnoctepiranucs y 0,4 % nauieHTis, SKi OTPUMyBaIX JIiIKyBaHHS BUINATIINTUHOM y [031
100 mr Ha moOy, nopiBHSAHO 3 0,2 % malLieHTiB y Ipymi TiKyBaHHS aKTUBHUM IIpelnapaToM IOPiBHAHHS
abo mare6o, 6e3 cepio3HuX ab0 TIKKUX SBHII.

Y kniHiYHUX JOCTimKEHHSX, KOMU BigarminTuH y go3i 100 Mr Ha fo0y mpu3HayaBcs SK MOHOTepaIlis,
Maca Tijla [alieHTiB He 3MiHIOBalacs IOPIBHSAHO 3 BUXIJHUM DiBHEM.

Kniniuni mocmigKeHHS TPUBAIICTIO 10 2 POKiB HE BUSIBUIIM HisIKUX HOOATKOBUX O3HAK HeOe3meku abo
HelepenOayeHUX PU3UKIB y pa3i MOHOTeparii BingarainTHHOM.

KombiHauis npenapamy 3 memgopmiHoM. ITo6iuHi peakilii, 3apeecTpoBaHi y MmalieHTiB, AKi
OTpUMYyBau BinparmintyH y go3i 100 mr Ha fo0y B KoMOiHallii 3 MeTopMiHOM, y X0#i TpOBENEeHHS
IOOCJIiIXEeHb.

3 60Ky 06MiHY peyosuH: YACTO - TIMOTIIKeMis.
3 60Ky Hepeosoi cucmemMu: 9acCTO - TPEMOP, 3allaMOPOYEHHST, TOJIOBHUH 0i/Tb; HEYACTO - CTOMJIEHHS.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: 4aCTO - HygOoTa.

Omnwuc oKpeMux MoOIYHUX peakilin

Y xomi npoBefeHHS KOHTPO/IbOBAaHUX KITIHIYHUX HOCTiAXKeHb KoMOiHallil Bingarnintuny B go3i 100 mMr
Ha 700y 3 MeT(hOPMiHOM He TOBiJOMIISIIK PO BiIMiHY TiKyBaHHS Yepe3 N0sIBy HeOakaHUX peakiliil Hi
B I'PyIIi IiKyBaHHS BingarainTuHoM y 0o3i 100 Mr Ha moby MeTdopMiHOM, Hi B Tpyi npuiioMmy
nnane6o MmeThopMmiHy.

Y xopni mpoBefeHHs KITIHIYHUX JOCTiAXKeHb BUMTAAKY TiloTIiKeMii Oy/M 4YaCTUMU y HAlli€HTIB, SKi
OTpUMYBau BinparminTuH y go3i 100 mr Ha 106y B KoMOiHaltii 3 meTdopminom (1 %) Ta HEYACTOIO ¥
TalieHTiB, SKi oTpuMyBanu miarnedo metdopmin (0,4 %). Y rpymax mpuiioMmy BinmarminTuHy He 6yI10
3apeeCTPOBaHOr0 XKOHOT0 BUIIAAKY TSKKOI TiOTTiKeMil.

Y xomi kniHIYHUX JOCTIIXKEHb PX OodaBaHHI 1o MeThopMiHy BinmarminTtuHy B 0o3i 100 Mr Ha mo0y
Maca Tijla Mali€eHTiB He 3MiHIOBaJIacs IMOPIBHAHO 3 BUXITHUM PiBHEM.

Y xomi npoBefeHHs KITiHIYHUX [OCTIIXKeHb TPUBAIICTIO 10 2 POKiB i Ginbille He Oy10 BUSIBIIEHO
JKOOHUX NOOATKOBUX O3HaK HeOe3neku abo HemnepenbayeHUX PU3UKIB y pa3i mogaBaHHS
BiJIHArjinTuHy A0 MeTQOpPMIiHY.

KombiHauis npenapamy i3 cyaboHiaceyosuHo. [To0iuHi peakiiii, 3apeecTpoBaHi y Malli€eHTiB, AKi

OTPUMYBaJIM BiNgariinTyH y #03i 50 Mr B KoMmOiHatii 3 cynb(oHiICEU0BHHOIO, ¥ XO[Ii TPOBENEHHS
MIOMBIMHUX CIIININX OOCIHiIXKEHb.

IHexuii ma iHeasii: mixkKe PigKO - Ha30(papUHTIT.



3 60Ky 06MiHY peyosuH: 4YaCTO - TIMIOTIiKeMis.
3 boky Hepeoeoi cucmeMu: 4acTo - TPEMOP, 3alTaMOPOYEHHS, TOJIOBHUM 0iNlb, aCTEHis.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HEYaCTO - 3aKpeTl.

Onuc okpeMux n06iYHUX peakIlin

Y KOHTPOJIbOBAHUX KITIHIYHUX JOCTIIXKeHHSIX KoMbiHamii BingarminTuny B §o3i 50 Mr ta
Cynb(pOHIZICEeYOBUHY 3arajibHa YaCTOTa BUIIaKiB JOCTPOKOBOTO IPUNMHEHHS TiKyBaHHS Yyepes MOSBY
HebaxkaHUX peakiliii ctaHoBuia 0,6 % mpu noemHaHHI BinmarminTuHy B fo3i 50 Mr i3
cynbdoHincevyoBuHoio npotu 0 % B rpymi miKyBaHHS Manebo cynbdoHiICeY0BHHOIO.

Y KIiHIYHKUX OOCHIAXKEHHSIX YaCTOTa BUITAOKIB TiMOTIiKeMil, KOJIM BiMgariinTvH B 1031 50 Mr ofiuH pa3
Ha 700y OyB momaHuM [0 riiMemnipuny, craHoBuina 1,2 % npotu 0,6 % y rpyni npuiiomy nnaiue6o
riiMenipupny. Y rpynax JTikKyBaHHS BiIJarTiNTUHOM TSXKKHUX BUIAJKIB TinoriikeMil 3apeecTpoBaHo He
oyo.

Y xopmi KNiHIYHUX OOCHiIXKeHb IPY MOfaBaHHi OO0 TIiMeNipuay BinparainTuHy B m1o3i 50 Mr Ha mo0y
Maca Tijla [alieHTiB He 3MiHIOBalacs OPIBHSHO 3 BUXIJHUM DiBHEM.

KombiHauis npenapamy 3 miasosniduHdioHom. [To6iuHi peakiiii, 3ape€ecTpoBaHi y Malli€eHTiB, IKi
OTPUMYBaJX BingarminTyuH B 7031 100 Mr Ha go0y B KoMmObiHamii 3 Tia3oiguHAIOHOM, V X0mi
IIPOBEOEHHS NMOABIMHUX CIIINUX JOCIIiAXKEHb.

3 60Ky 00MiHY peyosuH: YacCTO - 30iIbIIIEHHS MaCH Tijla; HEYaCTO - TiloTTiKeMis.
3 60Ky Hepsoeoi cucmemMu: HEYACTO - TOJIOBHUY 6illb, aCTEHis.

3 6oky cepuego-cyOuHHOI cucmemu: 4acTo - nepudepuydHi HabPSAKY.

Omnuc oKpeMux MoOiYHUX peakilin

Y xomi KOHTPOIbOBAHUX KITIHIYHUX HOCTiKeHb KoMOiHalii Bingarmintury B 1o3i 100 Mr Ha go0y Ta
Tia30IiIMHIIOHY ITPO MOCTPOKOBE MIPUIIMHEHHS JTiIKyBaHHS Yepe3 0SBy He0axkaHUX peaklliii He
TIOBIIOMJISINIOCS Hi B TPy NMiKyBaHHS BinmparninTuHOM B [03i 100 Mr Ha go0y Ta Tia30migWHIIOHOM, Hi
B I'PYIIi JIiKyBaHHS Miane60 Tia30miguHIIOHOM.

Y KJTiHIYHUX [OCHIXKEeHHSIX BUMIAAKHU TillOTIiKeMii Oy/ii He4aCTUMHU Y Malli€eHTiB, SKi OTpUMYyBaIn
BimparminTul miornita3oH (0,6 %), ane YacTUMU y MAalli€eHTIB, SKi OTpUMYBasu Miaiebdo miormiTa3ox
(1,9 %). VY rpymax nikyBaHHS BilI#ariinTUHOM TSKKHUX BUIAAKiB rinmornikeMii 3apeecTpoBaHo He 0yI10.

Y mocnigzkeHHi ogaTKOBOI Tepallii 3 MmoraiTa3oHoM aOCOMIOTHUY MTOKa3HUK 3POCTAHHS MacH Tilla
IIPU 3aCTOCYBaHHI mane6o Ta BingarminTuHy B Ko3i 100 Mr Ha mo6y cTaHoBuUB 1,4 Ta 2,7 KT
BigImoOBigHO.

BigcoTkoBa yacTKa nepudepuyHux HaOpPsKiB, Konu BinparminTul y no3i 100 Mr Ha go0y momaBau 10
MaKCHMaJIbHOI I03H IiOTJIiTa30HY, SKUU 3aCTOCOBYBasU K (POHOBUIM Ipemnapat (45 MT oguH pa3 Ha
no0y), cranoBuna 7,0 % mopiBHSAHO 3 2,5 % IpX 3aCTOCYBaHHI TiJIbKY MiOTJIiTa30HY SIK HOHOBOTO
IIpernapary.

KombiHauis npenapamy 3 Mmem@opmiHom ma cyaboHiscevosuHow. [To0iuHi peakiiii, 3apeecTpoBaHi

y TaIiEHTIB, IKi OTPUMYBaJIH BinparminTuH y go3i 50 Mr fBa pa3u Ha f00y B KoMOiHaIlil 3



MeT(POpPMiHOM Ta CYyIb(POHIICEYOBUHOIO.

3 60Ky 06MiHY peuosuH: 4ACTO - TIMOTIKeMis.

3 boky Hepeosoi cucmeMu: 4acTo - 3allaMOPOYEHHS, TPEMOP.
3 6oky wkipu ma nidwKipHUX MKaHUH: 9acCTO - Tieprigpos.

3aeanvHi po3nadu: 4aCTO - aCTEHis.

Omnuc oKpeMux MoOiYHUX peakilin

[Tpo BUTIagKK JOCTPOKOBOT'O MPUIIMHEHHS JIIKYBaHHS Yepes MosBY HebakKaHUX Peakilii He
IIOBIAOMJISINIM Y TPYIII TiKyBaHHS BiJIHariinTHHOM MeThHOPMiHOM TiMenipugoM nopiBHSHO 3 0,6 % y
TPYyIIi JTiKyBaHHS M1ale00 MeTHOPMiHOM TTiMETipHoOM.

YacToTa PO3BUTKY Tinormikemil Oyia moummpeHoio B 000x rpynax jgikyBaHH (5,1 % mgns rpynu
3aCTOCYBaHHS BUIHArMiNTAHY MeT(HOPMiHY TTiMenipuay mopiBHSAHO 3 1,9 % s rpynu 3acTOCyBaHHS
nnane6o MeTdopMiny riaimenipuny). IIpo ofiHe TAXKKe SBUIIE TiMOTIiKeMil IOBiIOMISANY B TPYIIi
3aCTOCYBaHHS BUINATIINTHHY.

Hampukiniii gocmifkeHHs BIINTUB Ha CEPEHI MOKa3HUKK MacH Tina O0yB HeMTpabHUM.

KombiHauis npenapamy 3 iHcysaiHom. HebaxaHi peakirii, 3apeecTpoBaHi y Malli€HTiB, SKi OTPUMYBaIK
BimpmarminTuH B 703i 100 mMr Ha moby B KoMmbiHallii 3 iHCcymiHOM (3 MeThopMmiHoM abo 6e3), y xomi
IIPOBEEHHS MOABIMHUX CIIIMUX JOCITiAXKEHb.

3 60Ky 06MiHYy peuosuH: 4aCTO - 3HUKEHUY PiBEHb IIIOKO3U KPOBI.
3 6oky Hepeoeoi cucmeMu: 4acTo - TOJIOBHUIM 0iftb, 03HOO.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: 4aCTO - HygoTa, racTpoe3odareanbHa pedIrOKCHa
XxBopo0a; HeYacTo - fiapest, METEOPU3M.

Onuc okpeMux n06iYHUX peakIlin

Y xopi npoBeneHHSI KOHTPOJIbOBAHUX KIIIHIYHUX AOCIIIAXKEHb 13 3aCTOCYBaHHAM BUINATINTAHY B

mo3i 50 Mr gBa pa3u Ha moOy B KoMOiHallii 3 iHCyiHOM, i3 CymyTHIM 3aCTOCYBaHHSIM MeTGhOPMiHY
abo 6e3, 3arajbHa 4aCTOTa BUNAZKiB JOCTPOKOBOTO IPUNIKHEHHS JIIKyBaHHS Yepe3 N0gIBy HeOakaHUX
peakiiii craHoBuna 0,3 % y rpyni niKyBaHHS BinfariiniTHHOM, TOAI SK y IPyIi 3aCTOCyBaHHA Itanebo
BUIIAJKiB JOCTPOKOBOIO IPUIIMHEHHS JIiIKyBaHHS Yepe3 [051By HebaXKaHUX peakliiii He
CIIOCTepiraaocs.

YacToTa BUafKiB rinoriaikeMii 6yja 0IHaKOBOIO B 000X rpymax JiKyBaHHS. [IosBa TIKKOTO SBUIA
rinormikeMil criocTepiranacs y 2 HallieHTiB i3 IPyNHu JIiKyBaHHS BiIfarIinTHHOM Ta Y 6 Iali€HTiB i3
I'PYIH 3aCTOCYBaHHA ITa1e6o.

HampukiHii mocmigKeHHs BIIJIUB Ha CepefHi MOKa3HUKKM MacH Tila 0yB HeUTpabHUH.

ITocmmapkemuHeosull 0ocsi0 3acmocy8aHHA 8i10deainmuHy.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: 4aCTOTa HEBIHOMa - ITaHKPeaTHuT.



3 6oky eenamobiniapHoi cucmemu: YaCTOTa HEBiMOMa - renaTUT (0OOPOTHUM ITiCHs
IPUNIUHEHHS TPUHXOMY JIiKapChKOTo 3aco0y), BiogxuneHHs QyHKITIOHAIbHUX IeYiHKOBUX P00
Bim HOpMU (00OPOTHI MiC/Is MPUNMHEHHS IPUHOMY JTiKapCchKOro 3aco0y).

3 60Ky wKipu ma nidwKipHUX MKaHuH: 9acTOTa HeBimoMa - KPonuB sHKa, O0y/Ibo3He Ta
ekchomiaTiBHE ypaXKeHHS IIKipH, BKI04Yalouu OyIb03HUM neMdirois.

Tepmin npudamHocmi.
3 poKH.

He 3acTocoByBaTu npenapart IIic/isl 3aKiHYeHHS TEPMiHY IPUOATHOCTI, BKa3aHOI'0 Ha yIaKOBIIi.

YmMmoBH 30epiranssi.
g nikapcekoro 3aco0y He MOTpPiOHI crelianbHi yMOBU 30€epiranHs.

30epiratu y HegOCTYIIHOMY OJIS1 OiTeH MiCIIi.

VYnaxoBka.

ITo 10 Ttabnerok y 6mictepi. [To 3 abo 6 GnmicTepiB y maytii.

Kareropis Bigmycky. 3a perenTtom.

Bupoonuk. AT «®apmak» BUPOOHUIITBO 3 TpoayKiii in bulk ¢gipM-BupobuuKiB BriypapMma - IngycTpis
®apwmarnestuka, C.A., [TopTyramnis (BUpoOHUIITBO, IEPBUHHE Ta BTOPUHHE MTaKyBaHHS, KOHTPOJIb Cepii,
Bunyck cepii), AET JlabopaTopi3 IIpaiiBet JlimiTen, [Haist (BUpOOHULITBO, TIEPBUHHE Ta BTOPUHHE
IIaKyBaHHS, KOHTPOJIb CEpil, BUILYCK Cepil).

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupumniscbka, 74.



