IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMAPHUII° M 2 mr / 500 Mr

(AMARYL®M 2 mg / 500 mg)

CKkn1ao:
Oitoui pevyosuHU: TTIIMENipUa Ta MET(HOPMIH;
1 TabneTka MiCTUTH TNiMenipuay MikpoHizoBaHoro 2,0 Mr Ta MeTdopMiny rigpoxnopuny 500,0 mr;

donoMidcHi peyosuHu: TAKTO3U MOHOTIAPAT; HATPIil0 aMiJIONEeKTUHY TJIiKoJaT; moBigoH K-30;
1IeJTI0J103a MIKPOKPHUCTaJliYHa; KPOCIIOBIOH; MarHit cTeapar;

000JI0HKA: TiIPOKCUIIPOIiIMEeTHIIIIEI0N03a; MoJieTuIeHT Kok 6000; TUTAHY MiOKCHUL (E 171);
BiCK KapHayOCHKHUIA.

JIikapcbka ¢opma. TabneTKy, BKPUTI 000JI0HKOIO.

OcHosHi (pizuko-ximiuti 81acmugocmi: Oifi, oBanbHi, HBOOMYKII TaONeTKH, BKPUTiI 000JIOHKOIO, 3
rpaBipyBaHHSIM «HD25» 3 omHOT0 60Ky Ta HaCiuyKoi0 3 iHIIIOTO OOKY.

dapMmakoTepaneBTHYHA rpyna. AHTugiabeTuyHi npenapaTtu. KomGiHalis mepopaabHUX
rimormikeMisytouux mpemnapatis. Metdopmin i cynpdonaminu. Kom ATX A10B D02.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

[I'mimenipup - 1je pe4oBUHA, 0 Ma€ TiNOrJIiKeMiuHy aKTUBHICTb IIPU IIEPOPaJIbHOMY 3aCTOCYBaHHI Ta
HaJIeKUTh 0O TPYIHU NMOXITHUX CyNb(oHiINICeuoBUHU. MOT0 MOXKHaA 3aCTOCOBYBaTH IIpU
iHCyniHOHE3aIeXKHOMY IIYKPOBOMY HiabeTi.

Bnnus rniMenipuny peanidyeTbcs MINISXOM CTUMYJIALIL BUBIIbHEHHS 1HCYiHY 3 B-KIiTUH
HiAIITYHKOBOI 3a/103K. 4K i iHIIi noXigHi cynbGhOHIICEY0BUHY, BiH MiABUINYE YYTIUBICTh B-KIITUH
MiOIITYHKOBOI 3271031 A0 (izionoriynol cTUMyAIil I1ioKo30i0. KpiMm Toro, rimimMemnipup, §K i i
OXigHI Cynb(MOHIICEUOBUHHU, UMOBIPHO, YNHUTH BUPaXKeHY MT03alaHKpeaTUyHy Aio.

BuBinbHEeHHS iHCYHIHY.

CynbdoHinceuoBrHa PETYIIOE CEKPeIliio iHCymiHy, 3akpuBaiouu ATO-uyTnuBi KaieBi KaHanu Ha



MeMOpaHi B-kmiTuHu. Take 3aKPUTTST MPU3BOOUTE OO AeNOJIsipu3allii KIiTHHHOI MeMOpaHu, BHACTIOOK
YOro BigKPHBAIOTHCS KaJIbLIi€BI KaHa/H i 0 KJIITUHY BXOAUTH BEIMKa KiTbKICTh KaJIbIIilo.

Lle cTuMyTIOE BUBIIBHEHHS iHCYTTiIHY IIJITXOM €K30LKTO3Y.

[nimemnipup 3 BUCOKOIO CIIOPiTHEHICTIO MPUENHYETHCS Ha MeMOpaHi B-KiiTuH o 0inka, 3B'13aHOTO 3
ATO®-gyTnvBUM Ka/li€eBUM KaHaJIOM, ajie He B TOMY MiClli, O SKOT'0 3a3BUYall IPUENHYETHCS
CynbGhOHINICEYOBUHA.

[To3anmaHKpeaTHYHa aKTUBHICTh.

[To3anaHKpeaTH4Ha [is MONISTa€E, 30KpeMa, y MifBUIIeHH] Yy TAUBOCTI Iepu@epuyHrX TKaHUH [0
IHCY/IiHY Ta 3MeHIIeHH] 3aXO0MJIEHHS IHCYJIiHY IIe4YiHKO.

[TepeHeceHHs TIIIOKO3U 3 KPOBi 10 TeprudepruIHNX M’I30B01 Ta JKMUPOBO1 TKAHUH BifOyBaEeThCS Yepes
CIelianbHi TPaHCIOPTHI OiNTKY, TOKai30BaHi Ha KITiTUHHIK MeMOpaHi. CamMe TPaHCIIOPT T'/TF0KO3H 10
[[MX TKaHUH € eTaroM, SKAU JIiMITy€e IMBUOKICTh 3aCBOEHHS TJIIOKO3U. [TiMemnipup ayxe IIBUOKO
36irbImye KinbKiCTh aKTUBHUX IT€PEHOCHUKIB TII0KO3U Ha IJTa3MaTH4Hii MeMOpaHi M’S30BUX Ta
JKMPOBUX KJIITUH, CTUMYJIIOIOYY TUM CaMUM 3aXOIJIEHHS TJII0KO3M.

['mimMenipup migBUilye akTUBHICTH Gocdomninasu C, cnenudidyHol go riiko3un-pochaTuauiiHO3UTOIY,
i 3 UM MoxKe OyTH ITOB’sSI3aHe TTOCUJIEHHS JIOreHe3y Ta IJIiKoreHe3y, SKi CIIoCTepiraThcs B
i30/1bOBAHUX KUPOBUX i M'I30BUX KJTITUHAX IIif Oi€l0 I[LOTO 3ac00y.

[nimenipup nepemKkoka€e YTBOPEHHIO TTIIOKO3U B MeYiHIli, 30iIbIIyI0YN BHYTPIIIHbOKITITUHHY
KOHIIEHTPaIifo GPyKT030-2,6-mudocdaTy, IKul, B CBOIO 4ePry, iHTiOy€e TTIIOKOHEOTEeHEeS.

MeTdopMiH € OiryaHifiom 3 TrinoriaikeMigHOO Ti€l0, SKa IPOSIBISIETLCI ¥ 3HUXKEHHI 9K 6a3aIbHOTO
PiBHA T'JIIOKO3M B IJ1a3Mi, TaK i il piBHA B I1a3Mi Mic/Ig IpuioMy 1Xi. BiH He CTUMYITIOE CeKpelio
IHCYJIiHY, OT2Ke, He IPU3BOAUTE N0 PO3BUTKY TiNOrIIiKeMil.

[ist MeT(OpMiHY IIONIATAE V:

- 3MEHIIIeHH] BUPOOJIeHH TII0KO3U IeYiHKOI0 IUISIX0M iHTiOyBaHHS I'IIOKOHEOTeHe3y 1
TJIIKOT€HOJIi3Y;

- y M’g3ax - 30i/bIIIeHHI YyTIMBOCTI 40 iHCYIiHY, TOJIMIIIEeHHI TepupepuyHOro 3aX0IIeHHS U
yTHUi3allil TJTI0K03Y;

- 3aTpuMIIi abCcopO1Iii T1TI0K03U B KUIIIEUHUKY.

MeTdopMiH CTUMYIIIO€ BHYTPILIHbOKITITUHHUM CUHTE3 IJIIKOTEHY, BIJIMBAIOUYM Ha
TJIIKOTE€HCUHTa3Yy.

MeTdopMiH migBUIlyE TPAHCIOPTHY 3[ATHICTh CrelUGpiYHUX MeMOpaHHUX IIEPEHOCHHUKIB
rmoko3u (GLUT-1 i GLUT-4).

Y miomel, He3alexXHO Bifl piBHS TIJIIOKO3U B KPOBi, MeT(HOPMiH BIIMBAE Ha MeTab0ITi3M
nimigiB. Lle 6yo MoKa3aHO IIPU 3aCTOCYBaHHi ITperapaTy B TepaleBTUYHUX [103aX IIif Yac
KOHTPOILOBAHUX CEPEOHBO- YN NOBrOTEPMIHOBUX KIIiHIYHUX HOCTiIXKeHb: MeT(HopMiH



3HMXKYE 3arajbHul piBeHb Xonectepuny, JITTHIII (mimonpoTeiHiB HU3bKOI MIITBHOCTI) i
TPUTJIILEPULIB.

dapmakoKiHemuxka.
I'mimernipu.

AGcopOiis.

BiogocTynHicTh rniMenipuay micis mepopaabHOTO0 MPUIOMY € MTOBHOW. BXKMBaHHS 1Ki iCTOTHO He
BIUIMBa€ Ha abcopOuiio, Muille Aello 3HUXKYETHCA 11 MBUAKICTb. C,,, JOCATAEThCA NPUOIU3HO Yepe3
2,5 TOOUMHY TiCTIsA IepopajIbHOr0 3aCTOCYBaHHS (B cepemrboMy 0,3 MKT/MIT micisi 6araToOKpaTHOTO
IpuiioMy mpemnapaty B fo6oBiit go3i 4 mr). Mix pmo3oro Ta C,,, i AUC icHye niHiliHa 3a/1eXKHICTb.

Posmoopmin.

'nmimenipug Mae gyxe HU3bKUM 006°'eM po3nominy (61u3bko 8,8 miTpa), sKui mpubIn3HO OOPiBHIOE
00’eMy po3nofiny anb0yMiHy, Ma€ BUCOKUM CTYIIiHb 3B’A3yBaHHs 3 OinkaMu KpoBi (>99 %) Ta
HU3BKUY KITipeHC (mpubau3Ho 48 MII/XB).

Y TBapuH IiiMenipun eKCKPeTyEeThCA B MOJIOKO. ['TiMemnipu MoxXe IPOXOOUTH Yepes IJIaleHTy.
[TpoHUMKHEHHS Yepe3 reMaToeHIedaniyHui 0ap’ep € HE3HAYHUM.

BioTpancdopmaririg Ta enimiHarris.

CepenHill yac HalliBBUBE[IEeHHS, SKUW 3a7I€KUTh Bifl KOHIIEHTpPAllil B CHPOBATII KPOBi 3a YMOBH
OaraToKpaTHOTO IIPUIOMY IIpernapaTy, CTaHOBUTL 5—8 rofauH. [1ic/ig oTpruMaHHS BUCOKUX 103
CIOCTEpiranucs Aello JOBIII ITepiogn HalliBBUBEIEHHS.

[Ticns ogHOPa30BOI 103U MiYe€HOT0 paflioaKTUBHOIO MIiTKOIO TIiMemnipuny 58 % BUSBISIOCS B cedi, a
35 % -y pekanisfix. Y He3MiHHOMY CTaHi pe40BHHA [0 Cedi He IoTpaIisie. [3 cedero Ta Gpekaniamu
BUBOMSITHCS IBa MeTaloJIiTH, HaWiMOBipHIille - TPOOYKTH MeTa0oIi3My B ediHIli (0CHOBHUU
dbepmeHT, 1m0 3abe3neuye GioTpaHchopmaliito, - nuToxpom P2C9): rimpokcunoxigHa Ta
kKapOokcumnoxinHa. ITic/ist mepopasbHOTO MPUUOMY TIiMeINipuay TepMiHanbHi mepiogu
HaiBBUBENEHHS IUX MeTaboIiTiB cTaHOBUIU 3-6 FTOOUH Ta 5-6 TOOUH BilIOBigHO.

[TopiBHSIHHS [TOKA3aJI0 BiICYTHICTh iCTOTHUX BiOMIHHOCTEX y (hapMaKOKIHETHUIII MiCIIg 3aCTOCYBaHHS
OJHOPa30BOi Ta 6araTopa3oBUX [103, BapiabebHiCTh pe3yabTaTiB [ OGHOTO0 iHAKBiga Oyia myxe
HU3bKOI0. 3HAUHOI KyMYJIsllii He CIlocTepiranocs.

dapmakokiHeTuKa Oysa 1momibHOI0 V¥ YOJIOBIKiB Ta XKiHOK, a TAKOXK y MOJIOOUX i NiTHIX (moHam 65
POKiB) mauieHTiB. [I/1 MallieHTiB 3 HU3bKUM KJIIPEHCOM KpeaTHHIHYy CIocTepiragacs TeHOeHLid 10
3pOCTaHHA KIiPEeHCY Ta 3MEHIIEHHS CepeHiX CUPOBATKOBUX KOHIIEHTPAIlid TiMemipuay, IPUYnHO0
4yOoro €, HaliMOBipHiIe, GisbII MIBUOKA HOTO eJTiMiHallis BHACIIMOK TipInoro 3B’ i3yBaHHS 3 OiKaMu.
BuBeneHHs BOX MeTab0iTiB HUPKaMU 3MeHIyBanocs. [JogaTKOBOTO PU3UKY KyMYJIAllil mpenapaTy B
TaKWX IAI[ieHTiB 3arajoM He OyII0.

YV n'siTv malieHTiB, SKi He Manu giabeTy, Iics omepaTUBHOTO BTPYYAHHS Ha XKOBYHUX IIPOTOKAX
dapmakokineTrKa 6ya mogibHOI0 M0 TaKOl Y 3MOPOBUX NOOPOBOJIBIIIB.



MeTtdopMiH.

AGcopOiis.

[Ticns mepopanbHOTO NMpuitoMy MeTOPMIHY Yac HOCATHEHHS MaKCUMaJbHOI 11JIa3MOBOI KOHIIeHTpallil
(tyax CTAHOBUTH 2,5 roguHU. AOCOIIOTHA 0i0[0CTYNHICTE METGOPMiHY IIpH 3acTocyBaHHi f03u 500 Mr
IIepopPajbHO y 3[M0POBUX H0OPOBOIIBIIB CTaHOBUTEL MPUOIHU3HO 50—60 %. [Ticis mepopanbHOTO
3acTocyBaHHS HeaOcopOoBaHa (pakiiis, sKa BusBisnaca y hekanisx, cranosuna 20—30 %.

AGcopOiris MeThOPMiHY ITic/s mepoparbHOr0 3aCTOCYBAHHS € HaCHYYBAHOO i HEITOBHOIO.
Bymno 3po0ieHo mpunyIeHHs, o ¢papMakoKiHeTrKa abcopobiii MmeThopMiHy Mae miHIAHMH
XapakTep. 3a 3BUYaMHMX 003 i CXeM 3aCTOCyBaHHS MeT(QOpPMiHy piBHOBaXHa IJla3MOBa
KOHIIEHTpAIli HOoCsATaeThCS yepel 24—48 ronuH i 3a3Bu4aii CTAHOBUTH He Oinbie 1 MKr/MIL.
[Tig 4yac KOHTPOIBOBAHUX KITIHIYHUX JOCHiAKeHb Cmax METQOPMiHY B IIJIa3Mi KPOBi He

IepeBullyBaia 4 MKI/MJI, HaBiTh IPX 3aCTOCYBaHHI HAWBUIIUX [03.

BxkrBaHHS 1Ki 3MEHIIIyE CTYIIiHb i Jello I00BXKYe Yac abcopOiril meTdopwminy. ITicns
npuriomy mo3u 850 Mr pa3om 3 1Ker crocrepiranocsa 3uuKeHHs C, . v nma3mi Kposi Ha 40 %,
3menmeHHs AUC Ha 25 % i nogoBxeHHS t,, Ha 35 xB. KiiHiYHa 3HAYyILIiCTh TAKUX 3MiH HeBigoMa.

Poznmopin.

3B’s13yBaHHA 3 OiTKaMu KpOBi € He3HAYHUM. MeT(pOpMiH PO3MOTINAETLCSI B €PUTPOIUTAX.
Cmax V KpOBi € MeH111010, HiXK C., Y I1a3Mi, Ta HOCATAETHCS TPUONIU3HO 3a TaKWil CaMU¥ Jac.

Eputpouutu €, IMOBipHO, BTOPUHHUM femno po3noniny. CepenHe 3HaueHHs Vd KOTMBAETHCSA Y MeXKax
63-276 n.

BioTpaHcdopmaltiis Ta eniMiHalis.

MeTdopMiH BUBOOUTHCSA ¥ HE3MiHEHOMY BUTTISAMI 3 cedyero. Hisikux MeTaboriTiB y mogei
BUSIBJIEHO He 0yI10.

HupkoBuil KinipeHC MeTQOpMiHy CTaHOBUTH > 400 MJI/XB, 110 CBiTYUTH IIPO T€, 110
MeTGhOPMiH BUBOOUTHCS HIJITXOM KIyOOUKOBOI ¢inbTparii i KaHanbleBol cekperlril. ITicns
IPUNOMY NO3U BCEPENUHY TepMiHaIbHUY Mepiof HalliBBUBENEHHS CTAHOBUTh MPUOIU3HO 6,5
ropuHu. AKIo QyHKIIiS HAPOK TOTiplileHa, HUPKOBXU KJTipeHC 3MEHIIYEThCS IPOIOPLIAHO OO
KJIIpEHCY KpeaTuHiHY, BHACIIOK YOr0 IIepiof HalliBBUBEOEeHHS IIOA0BXKYETHCS, 1110
IPU3BOAUTD 100 30iNbllIeHHS PiBHSI MeT(GOPMiHY B I1a3Mi KPOBI.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

¢IK MOIIOBHEHHS [0 MiE€TH Ta Gi3MYHUX BIIPAB [AJIS XBOPHUX HA iHCYIiHOHe3aIeXKHUN IIYyKPOBHUH miabeT
(I Tumy):

- IKII[0 MOHOTepaIis riaimenipugom a6o MeTpopMiHOM He 3abe3meyuye HaleKHOTO PiBHS
TIIKEMIYHOT0 KOHTPOIIIO;



- y pasi 3aminu KoMOiHOBaHOI Teparii riaiMenipugoM Ta MeThOPMiHOM.

IIpomunoka3aHHs.

- [HcymiHO3anexkHUM IIyKpoBuii miabeT I TUNy (Hanpukiaf HyKpoBul AiabeT 3 KETOHEMIEIO B
aHaMHe3i), miabeTyHa KeToHeMis, miabeTuuyHa KOMa Ta IMPeKoMa, TOCTpUi abo XpOHIUHUN
MeTaOOJIIYHIH alliao3.

- linepuyTnuBicTh HO OYAB-SKOI 3 MOTIOMiXKHUX PEYOBHH, ITI0 BXOASATH OO CKJIQAy LIbOTO IIperapary,
abo cynbdoHiNTCe4oBUHH, CynbdaHimaMiniB abo 6iryaHimis.

- [lediHKOBa HEOCTATHICTh, TAXKKI MOpPYyIIeHHS PYyHKIII TeYiHKy, nepeOyBaHHS Ha reMofianisi (moku
10 HEMA€E AOCBiy 3aCTOCYBaHHS MpemnapaTy y TaKuxX BUIMIaAKaXx). Y pasi TIXKKUX po3nafiB QyHKIii
IIeYiHKYU Ta HUPOK [IJIs JOCATHEHHS HaJeKHOr0 KOHTPOJIIO HaJl piBHEM LIYKPY B KPOBI NallieHTa
HeoOXiTHO TIepeBeCcTH Ha iHCYIIiH.

- BariTHicTb; BiporigHa BariTHiCTh; epiof roayBaHHS IPYOLLO.

- CXUTIBHICTD 00 PO3BUTKY JTAKTOALMA03Y, BUIAOKH IaKTOAU03y B aHaMHE3i, HUPKOBa
HEJOCTaTHICTh ab0 IOpyIIeHHs HUPKOBOI PYHKIII (ITpo 110 CBiIYKUTH, HAIIPUKIIAM, IIOKA3HUK
KpeaTUHiHy B IIJ1a3Mi KpoBi 1,5 Mr/m y 4osoBikiB Ta 1,4 Mr/mn y xiHOK a00 MOPYyIIeHHS KIlipeHCy
KpeaTuHiHy), 1[0 TaKOXK MOXKe OyTH CIpUYMHEHO TaKMMU CTaHaMHU, K CEepIIeBO-CyIUHHUMN KOJIaIcC
(mok), rocTpui iHpapKT MioKapaa Ta CEenTUIEeMis.

- PerTrenorsnoriusi focnifKeHHS i3 BHyTPIIIHbOCYOUHHUAM BBEIEHHSIM KOHTPACTHHX 3ac00iB, 110
MiCTATh 10f (Taki K BHYTPilIHbOBEHHA yporpadis, BHYTPIIlTHbOBEeHHA X0JIaHriorpadis, anriorpadis
Ta KoMm '1oTepHa Tomorpadis (KT)): fiomoBMicHI KOHTpacTHi 3aco0u, npu3HayveHi gis
BHYTPIIIHbOBEHHOT'O BBEIEHHS IIifl YacC MPOBeNeHHS 00CTeXKeHb, MOXKYTh CIIPUYUHUTH TOCTPE
mopylLIeHHA QYHKINI HIPOK Ta MOJIOYHOKMUCINY allifi03 V MAIli€HTIB, SKi IPUINMalOTh Avapun® M 2
Mr/500 mr. ToMy nauieHTH, i AKUX IJIaHYIOTHCA TaKi JOCIIIXKeHH, [IOBUHHI TUMYaCOBO
NPUIMHNUTY 3aCTOCYBaHHA npenapary Amapun’ M 2 mr/500 Mr 3a 48 roguH 1m0 IPOBEOEHHS
npotenypu. [Ipu uboMy JiKyBaHHS He CJIifi BiTHOBIIOBATU JOTH, HOKU He Oyne 3MiliCHEHO IIOBTOPHOL
OLiHKM (YHKIII HUPOK i HE BCTAHOBIIEHO, 110 BOHA € HOPMaJlbHOW. KpiM 11b0T0, ITpenapar
IIPOTUIIOKA3aHUM MallieHTaM, IKi MalOTh TOCTPi CUMIITOMH, 1II0 MOXKYTh 00YMOBIIIOBATH MTOPYILIEHHS
GbyHKII1 HUPOK (OmerigpaTamis, TSXKKa iHQeKIis, II0K).

- Taxxi indekii, cTanu J0 Ta micnsg XipypriyHux BTpy4aHb, cepiio3Ha TpaBMa. [Ipu npoBeneHHi Oyab-
SIKOT'0 XipypriyHOro BTpy4YaHHS HeoOXiHO THMYaCOBO BiIKJIAaCTH JIiKyBaHHS LIUM IIpenapaToM (3a
BHHSTKOM HEBEJIMKHUX MPOIENYp, 110 He BUMaraioTh 00MekeHb ¥ puioMi 1Xki Ta pigunu). Tepariio He
MO2KHa TIOHOB/IIOBATU JOTH, JOKHU TAI[iEHT He MOYHE CaMOCTIMHO MPUIMATH 1KY, a TOKa3HUKU
HUPKOBOI QYHKIIil He OYOyTh y MeKaxX HOPMH.

- Hepgoiganus, ronogyBaHHs ab0 BUCHaXKeHHS Talli€HTa.
- lnodyHKIig rinogiza 41 HafHUPKOBUX 3a/103.

- [TopyurenHs QyHKII] Ne4iHKY (OCKIIBKU CIIOCTEPIranucs BUNAagK BUHUKHEHHS TaKTOalU[03y Ipu
nopyiieHHi GyHKIIIl IediHKY, 1lel Tpenapar, K IIpaBuio, He CIIif Ipu3HadaTH MallieHTaM i3
KJTiHiYHUMY ab0 1abopaTOPHUMY O3HaKaMH{ 3aXBOPIOBAHHS MEUiHKHU), iH(papKT JIEeTeHiB, TAXKKe
NIOpPYIIeHHS JiereHeBol QyHKIIII Ta iHIII CTaHY, SKi MOXYTh CYIIPOBOIKYBATUCS TillOKCEMi€0 (ceplieBa
abo nereHeBa HEIOCTATHICTh, HEIIOMABHO NTepeHeceHuy iHhapKT MioKapya, II0K), HagMipHe



3JI0BKHMBaHHS aJIKOT0JIeM, IeTifparallis, IMIIyHKOBO-KHIIKOBI pO3JIafd, Y TOMY YKCIIi miapes i
OJII0BaHHA.

- TsIKKa HeOCTaTHICTh HUPOK (IIBUAKICTE KIy00uKoBoi (inbrparnii (IIK®) * 30 mii/xB).
- Taxki iHpeKIil.

- 3acTiliHa ceplieBa He[IOCTATHICTh, 1110 BUMAarae MeguKaMeHTO3HOr0 JIiKyBaHHS, Ta HeIllolaBHO
nepeHeceHuy iHpapKT MioKapaa, TSAkKKa CEPIIEBO-CYIMHHA HEIOCTATHICTh a00 MOPYLIEHHS TUXaHHS.

Ockinbky npenapaT Amapun® M 2 mr/500 Mr MiCTHTh TaKTO3Y, MOT0 He CIIifi IpU3HadaTy HaliceHTaM
3 TaKMMU FeHEeTUYHUMY 3aXBOPIOBAHHSIMH, SIK HEIIePEHOCHUMICTh rajlakTo3H, jJakTa3opmediuut Jlama
ab0 cuHIpPOM ManbabcopoOiil rT0K03u/TanakTo3My.

Oco0auei 3axo0u 6e3nexu.

3acmepesiceHHA
IIpu npuiiomi npenapaty Amapun® M 2 mr/500 mr:

- MOXKJIMBUY PO3BUTOK TinorjikeMii abo TSKKOT0 JTaKTOALUX03y, AUB. po3ainu «OcobIuBOCTi
3acTocyBaHHS» Ta «Ilepemo3yBaHHA»;

- 3pOCTa€ PU3UK CMEPTI Bifi CepleBO-CyIUHHUX YCKIIaHEHb.

3pOCTaHHSA PU3UKY CMEPTI BiJl CEPLIEBO-CYAUHHUX YCKIIaJHEHD

4Kk BimoMo, mpu3HauYeHHs IepopaIbHUX IYKPO3HUAKYBaIbHUX 3aC00iB IOPIBHSHO 3 TiKyBaHHSIM 3a
IOIIOMOT 010 JINIIle KOHTPOJIIO Ai€TH MallieHTiB ab0 Ai€eTH 3 MPUIOMOM iHCYIiHY IPU3BOAUTD 1O
3pOCTaHHS CMEPTHOCTI Bif] CeplieBO-CYAUHHUX YCKIamHeHb. Lle 3acTepexkeHHs 6a3yeThCcs Ha
nocripxkenHi [liabeTuunoi mporpamu yHiBepcuTeTchkol rpynu (UGDP), sike poBOOUIOCS OISl OL[iHKU
e(eKTUBHOCTI 3aCTOCyBaHHS JIiIKapChKUX 3ac00iB, 10 3HUXKYIOTh PiBeHb LYKPY B KPOBI, A5
3anobiranHs a00 3aTpUMaHHS PO3BUTKY CEPLIEBO-CYIUHHUX YCKIIaMHEHb ¥ XBOPHUX Ha
iHCyniHOHe3anexXHUH IIyKPOBUii miabeT. 3a JaHUMU IILOTO JOCIIiIKEHHS BCTAHOBIIEHO, 110 Y
TIAIli€HTIB, IKUX MIPOTATOM 5—8 POKiB JIiKyBa/IM MIJITXOM KOHTPOJIIO Ai€TH 3 IpuiioMoM (iKcoBaHOI
no3u tonbytaminy (1,5 r/moby) abo bendopminy (100 mr/moby), criocTepiranocs 3poCTaHHSA 4aCTOTH
CMEpTI Biff ceplieBO-CYOAUHHUX YCKIagHEHb ¥ 2,5 pa3a MOPIiBHAHO 3 TAKOIO y Malli€HTIB, SKi
JIKYBaJIMCS JIMIIE IUITXOM KOHTPOJTIO Ti€TH, 0 HajI0 3MOT'y BiTMiHKUTH Tepatlito Tonbyramigom a6o
dbendopminoMm. He3paxkarouu Ha po36izKHOCTI y iHTepIpeTaltil Iux JaHuX, pe3ylIbTaTy OOCITioXKeHHS
UGDP paioTh CyTTEBe MATIPYHTS OJIs1 3aCTepekeHb 3 TOUKHU 30py 0e3MeKu Ta 3 OTJISAY Ha MomibHICTh
MeXaHi3My [Iil MOXKYyTh TaK0XK CTOCYBATHUCA 1 IHINX IyKPO3HUXKYBAJIbHUX 3aC00iB IINX KJIACiB.

[TamieHTa HeoOximHO MPoiH(OPMYyBaTH IIOAO MOTEHIIiIHOI HeOe3MeKu Ta IlepeBar 3aCTOCYyBaHHS
TJIIMeIipuay Ta ajJbTePHATUBHUX CXeM JIIKyBaHHA.

Xoua y 1IbOMY AOCTiIKEHH] BUBYABCS JIMIIIE ONUH JIIKAPChKUM 3acib 3 Kiacy MOXigHUX
cynbdoHincedyoBuHY (TONIOyTaMif) Ta ONMH JTiKapCchKuii 3acib 3 Knacy biryaninis (berdpopmin), 3
TOYKY 30py 0e3MeKHu OOLiIbHO BBAXKaTH, III0 1Ie 3aCTEPEKEHHS MOXKe TaK0XK CTOCYBaTHUCH i iHIIIUX
rinormnikeMiyHUX IpemnapaTiB LbOTO KJIacy Yepe3 CXO0XKiCThb iX MexaHi3My fil Ta xiMiuHoi 6ym0BHU.



DYHKIIIA HUPOK

Heo6xigHo omintoBaTu IIIK® nepepn moyaTkoM MiKyBaHHS Ta MEPIOJUYHO Y IOAAIbIIOMY (IUB. PO3MiN
«Cmocib 3acTocyBaHHS Ta fo3u»). MeTdopMiH npoTunokasanui y namieHTiB 3i [IIK® < 30 mi/xB i
Mae OyTH TUMYaCOBO BiIMiHEeHMI y BUMIaIKy HAsIBHOCTI CTaHiB, SIKi BIJIMBAIOTh Ha (PYHKIIiI0 HUPOK
(muB. po3min «IIpoTUIIOKA3aHHS»).

Y oci6 moxunoro BiKy 3HUXKeHHS QYHKIIii HUPOK 3yCTpidaeThCs yacTo i € 6eacuMnToMHnM. Oco6MuBO1
00epexkHOCTi BUMAaraloTh CUTYallil, KOJIM MOXKJIMBE MOTipiieHHs QYHKIII HUPOK, HallpUKIad Ha
IIOYaTKY 3aCTOCYBAHHS aHTUTINEPTEeH3UBHUX IIpenapaTiB abo OiypeTHkiB Ta Ha MMOYATKY JTiKyBaHHS
HECTepPOigHUMU IPOTU3ananbHUMU npemnapatamu (HII3TII).

Tpusarsne nikyBaHHS MeT()OPMiIHOM aCOIIOETHCS 31 3HMKEHHSM PiBHIB BiTaMiHy B,, y cHpOBaTIli KPOBi,
110 MOXke 00YMOBHUTH PO3BUTOK IeprudepuyHoi HelipomnaTii. PeKOMEHOY€eThCS 3OiliCHIOBAaTH KOHTPOIIh
piBHIB BiTaMiHy B,,.

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

Ko manienT, akuil npuitMae AMapun® M 2 mr/500 Mr, OfHOYACHO OTPUMYE AesKi iHIIi TiKapChKi
3aco0u a0o IPUNMHSE iX IPUMOM, I1e MOXKe IIPUBECTH 5K N0 HeOaXKaHOT0 IIOCUJIEHHS, TakK i 10
3HUKEHHS I[yKPO3HUXKYBAJbHOI Oil TIiMemnipuay. 3 orfsaay Ha OOCBif 3aCTOCYBaHHS Ipemapary
Avapun® M 2 mMr/500 Mr Ta iHIIKX IOXiTHHUX CyNb(OHIIICEYOBUHH, CJIifi BpaXOBYBaTHA MOXKJIUBICTh
BUHUKHEHHA HUX4Ye3a3HaueHUX B3aeMofill npenapaty AMapun M 2 mr/500 Mr 3 iHmuMu
JiKapChKUMH 3ac00aMu.

Lleit mpenapaT MeTabomi3yeTbes mip mieto muroxpomy P450 2C9 (CYP2C9), mo HeoOXigHO
BpPaxoByBaTH y pa3i 0qHOYACHOTO MpHU3Ha4YeHHS iHAYKTOPiB (Hanpukian pudammoinuay) abo
inri6iTopiB (Hampuknan ¢nykoHasomy) CYP2C9.

Jlikapcoki 3acobu, ulo nocu0mMb LYKPO3HUMCYB8AAbHUL e(ekm: IHCYIIIH Ta I1epopasibHi
npoTuniabeTUYHi IIpenapaTy, HECTEPOITHI MPOoTHU3alaibHi mpenapatTy, inridiTtopu AIT®
(aHTiOTEeH3WHIIEPETBOPIOIYNM (ePMEHT), aJIONyPUHOII, aHaOO0IiYHI CTEePOInn, YOIoBivi
CTaTeBi TOPMOHH, XJIopaM(peHiKOJ, aHTUKOATyJIIHTY IPYIHY MOXiTHUX KyMapUHY,
ruknodocdamin, qusonipamin, perdnypamin, henipaminon, ¢pidpatu, pryokceTus,
ryaHetunuH, isopochamin, inridiTopu MAO, mikoHa3o0:1, GIyKoHa307, TapaaMiHOCAiIKAIIOBa
KHCJIOTa, TeHTOKCU(IsiH (Ipu MapeHTepalbHOMY BBEJIeHHI Y BUCOKUX [03aX), GeHin0yTa3o0H,
asamnpona3oH, okcudeHOyTa30H, TpobeHenn I, XiHOJTIOHOBI aHTUOIOTUKH, CaTiIUIaTH,
CynbQiHIipa30H, KTapUTPOMIIUH, CynbhaHinaMify, TeTpaluKIiHi, TPUTOKBAJIIH,
Tpodocdamin, CUMIATONITUKN.

JIikapcwki 3acobu, w0 3MeHWymMs LYKPo3HUdCy8albHUll epekm: alleTa3onamin, 0apOiTypaTu,
KOPTUKOCTEPOIHY, Mia30KCUl, OiypeTuKH, eniHeppuH (agpeHasid) abo CUMIIaTOMIMETHUKY,
TJII0KaroH, IPOHOCHI 3aco0u (Mpu TpHUBaJIOMY 3aCTOCYBaHHi), HIKOTMHOBa KHUCOTa (Y
BHCOKUX []03axX), ECTPOTEeHH, IIporecTareHy, epopaibHi KOHTPAlleNTUBY, (PeHOTia3uHU,
beHiToIH, pudaMIIilliH, TOPMOHY IITUTOBUIHOI 3a/103H, XJIOPIIPOMa3uH, i30Hia3uf.

Jlikapcuvki 3acobu, 30amHi K nocusaoeamu, mak i 3MeHWys8amu uyKpo3HUNXCY8AAbHUl epekm:
aHTaroHictu H,-perenTopis, KJIOHIOWH i pe3epIiH.



Baoxamopu B-a0peHopeuenmopig 3HUKYIOTh TOJIEPAHTHICTh [0 TJII0K03U. Lle MoXKe IpHU3BOAUTH [0
TIOpPYIIeHHs MeTaboTiYHOr0 KOHTPOJIIO Y XBOPUX Ha IyKpoBui miabet. biokatopu B-
aJpeHOoPEeleNTOPiB MOXKYTh ITOCUJIIOBAaTH PU3UK BUHUKHEHHS TiMOTiKeMil (BHACTIIOK MOPYIIEHHS
KOHTPPEryJIlil).

Jlikapcuki 3acobu, nid eniugom AKux cnocmepizaemsbcs nociabieHHsa abo 6/10Ky8aHHA 03HAK
adpeHepeiuHoi KoHmppezayAauii 2inozaikemii: CAMIIATONMITUYHI 3aco6u (Hanpukiapg 6j10KkaTopu B-
aipeHOPEeLeNTOPIB, KJIOHIOWH, TYaHEeTUNH, PE3€ePIIiH).

4K pa3oBe, Tak i perynsipHe BXXKUBaHHSA A/1K020/110 MOXe Hellepen0adyBaHUM YXHOM IIOCUIIOBATH abo
nocnabIoBaTy IyKPO3HUXKYBAIbHY Jil0 Ipenapaty AMapun® M 2 mr/500 mr.

Avapun® M 2 mMr/500 Mr Moe SIK IOCHJIIOBATH, TakK i mocnabmosatu eGeKkTu QHTUKOATYJISHTIB, 1110 €
OXiAHUMU KyMapuHY.

CexkgecmpaHmu acos8uHux Kucsiom. Kosecesenam 3B'93y€ThCA 3 IJIIMENIPUOOM Ta 3MEHIIIYE
BCMOKTYBaHHS TIiMeNipuy 3i LIIyHKOBO-KUIIIKOBOTO TPaKTy. He crmocTepiranocs Hisgkoi B3aeMOii,
KOJIY TJIiIMEIipuf 3aCTOCOBYBABCS IPUHAaUMHI 3a 4 TOOUHY [0 KojleceBenaMy. ToMy TiMeNipup Clifg
3aCTOCOBYBaTH IIpUHANMHI 3a 4 TOOUHYU [0 KOIeCeBelaMy.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 IesIKUMU 3ac00aMy M0oXKe PO3BUHYTUCS JTaKToauungo3. CtaH
malfieHTa HeoOXigHO PeTeIbHO KOHTPOJIIOBATH Y Pa3i 0QHOYACHOTO 3aCTOCYBaHHS 3 TAKUMU
mperapaTaMu: BOIOBMICHI pEHTT@HOKOHTPACTHI 3aco0u, aHTHOIOTUKH, 110 YNHSATH CUIIBHY
He(POTOKCUYHY [Iif0 (TeHTaMiluH Ta iH.).

[Tpu ogHOYACHOMY 3aCTOCYBaHHI 3 IesIKUMHU JTiIKAPCHKUMHU 3ac00aMy IYKPO3HUKYBAIbHUM e(heKT
MOXKe SIK IIOCUJIIOBATUCS, TaK 1 3MEHIIyBaTUCS. PeTeNlbHe CIIOCTEPEXXEHHS 3a CTAHOM IIallieHTa Ta
KOHTPOJIb PiBHS LIYKPY B KpOBi HE0OXigHi ¥ pa3i ogHOYaCHOTO 3aCTOCYBaHHS 3:

- IpenapaTaMy, 1[0 MOCHUIIOITh LIyKPO3HUKYBalbHUN edeKT: iHCYITiH, CyNnbdaHiiaMigy, IpenapaTu
cynbdoHinCeYOBMHM, METTIITUHIAX (pemariiHig Ta iH.), iHribiTopu o-rniko3upgasu (akapbo3a Ta iH.),
aHabomiyHi cTepoifu, T'yaHeTULKH, calinuiaTy (acmipyH Ta iH.), 6JI0KaTOpu P-agpeHOpPeLeNnTOPiB
(mpompaHoo Ta iH.), iHridiTopu MAO, iuribitopu AIL®;

- IpelapaTaMy, 110 3MEeHIIYIOTh IYKPO3HUKYBaNbHUM eheKT: afipeHallid, CHMIIaTOMIMETHYHi 3aco0u,
KOPTUKOCTEPOIIM, TOPMOHHU IIMTOBUIHOI 3271034, ECTPALioll, eCTPOTeHH, IIepOopaibHi KOHTPAlIEIITUBRY,
Tia3uOM Ta iHIII JiypeTHKH, mipa3uHaMifl, i30Hia3up, HiIKOTUHOBA KUCIO0Ta, PeHoTia3nuHu, PEeHiTOiH,
6110KaTOPU KasblliEBUX KaHAaliB, B-2-aroHicTH (canpbyTaMorn, popMoTepOI Ta iH.).

I'7i6ypud. Ilig yac mociigXKeHHS B3a€MOfii 3 OMHOKPATHUM BBEJEHHSM 103U IIpernapaTy XBOPUM Ha
1ykpoBuit miabet II TUNy omHO4YacHe MpHU3HaYeHHS MeThOPMiHY Ta TIibypumy He MPHU3Beso [0
JKOJHUX 3MiH aHi y (papMaKOKiHeTHIli, aHi y papmMakoguHamili MeThopMiny. Crioctepiranocs
3MEHIIeHHS IO Imif hapMaKOKiHeTUYHOIO KPUBOIO «KOHIIeHTpalris/4ac» (AUC) i MakcuMaIbHOI
KOHIIeHTpallil B cupoBaTili KpoBi (C,,,,) Tibypuny, ske 6yio 0OCUTh BapiabenbHUM. Y 3B'SI3KY 3 THM,
IO IIifl Yac AOCTiAKeHHS IpenapaT BBOAKUBCS OMHOKPATHO, @ TaK0XK Yepe3 BiICYTHICTh KOpensllii
MiX piBHSIMU MeT(HOPMiHY B KPOBi Ta 10r0 papMakofuHaMiyHUMY eeKTaMu, HeMa€ BIIEBHEHOCTI y
TOMY, IO 1151 B3a€EMOis Ma€ KIiHiuHe 3HaYeHHS.

@ypocemid. I1ig yac mOCTiAKeHHS B3a€MOfiM MixkK MeTPOopMiHOM Ta PypoceMifnoM 3 OHHOKPaTHUM
BBEJEHHSM [I031 IIpenapaTy 3M0POBUM NOOPOBOIBISIM OyJI0 IIPOLEMOHCTPOBAHO, 1110 OTHOYACHe
IpU3HAYEHHS X JTiKapCchKuX 3aco0iB BIIMBAE Ha iX ¢papMaKoKiHeTuuHi mapameTtpu. dypocemin
36inbimuB C,,,, MeThopMiHy B ma3mi KpoBi Ha 22 %, a AUC kKpoBi - Ha 15 % 6e3 Oyab-SIKUX iCTOTHUX



3MiH HEPKOBOTO KiipeHcy MeTdopminy. [Ipu 3acTocyBanHi 3 MeTdhopmiHoM noka3Huku C,,. Ta AUC
dbypoceminy 3um3unucs Ha 31 % ta 12 % BiANOBIAHO MOPIBHAHO 3 MMM IIOKa3HUKaMU Ha (POHi
MOHOTeparii ¢ypoceMifioM, a TepMiHaIbHUY ITepiof HaiBBUBENEHHS 3HU3UBCS Ha 32% 0e3 Oyab-
SIKUX iCTOTHUX 3MiH Y HUPKOBOMY KJlipeHCi pypoceMiny. [HpopMariisi mpo B3aeMofil Mixk
MeT(pOopMiHOM Ta PypoceMifoM Ipu TPHUBAJIOMY 3aCTOCYBaHHI BiICYTHS.

Higeodunin. Tlig yac gocmimkeHHs B3aEMOiM Mix MeThOopMiHOM Ta HidemumiHoM 3 OMHOKPATHUM
BBE[IEHHSIM [I03H IIperapary 3I0POBUM J0OPOBOJIBIIM OyJI0 IPOIEeMOHCTPOBAHO, II0 OJHOYACHE
IpU3HadYeHHS Hipegumniny nigsuiye mokasuuku C,,. Ta AUC meTdopminy B mma3mi KpoBi Ha 20 % Ta
9 % BigmMOBiOHO, a TAaKOXK 30i/bIIYE KiNbKiCTh IIpenapary, 10 BUBOAUTLCS 3 cedero. BiACcyTHiN BIINUB
Ha 4Yac [0 OOCATHEeHHS MaKCUMaJibHOl KoHIleHTpalil (T,,,) Ta Ha nepion HamiBBUBEOEHHS
MeTdopMiny. BcTaHoBneHo, 110 Hipenumin nocumniosaB abcopOirito MeTGopMiny, a MeTGopMiH Maiixe
He BIIJINBaB Ha (h)apMaKOKiHETUKY Hipeauminy.

KamioHHi npenapamu. KaTioHHi npemapaTy (HallpuKJIad aMiJIopun, TUTOKCHH, MOPGiH, MpoKaiHaMif,
XiHiVH, XiHiH, paHITUANUH, TpiaMTepeH, TPUMETOIPUM, BAHKOMILIMH), 1[0 BUBOASATLCS HUPKaMU
IIJITXOM KaHaJbIIEBOI CEKpellii, TEOPETHYHO 37aTHi M0 B3aeMoii 3 MeT()OPMiHOM BHACITIIOK
KOHKYPYBaHHS 3a CIIiIbHY KaHaJbIIeBY TPAHCIIOPTHY CUCTEMY HUPOK. TaKa B3a€EMOMisI MiXK
MeThHOPMIHOM Ta IIUMETHOUHOM IIPU IIepOpaJbHOMY 3aCTOCYBaHHI CIIOCTepiranaacs Iifg 4ac
OOCIIXKeHb B3a€EMO/Iii MiK MeT(GOpPMiHOM Ta IUMETUAWNHOM 3 OQHOKPATHUM Ta OaraToKpaTHUM
BBE[IeHHSM IIpeliapaTiB 300poBUM Ho0poBonblsaM. Li mocmigKeHHS TPOAeMOHCTPYBaIH 30ibIIeHHS
Ha 60 % C,,,, MeThOpMiHY ¥ IIJIa3Mi KpPOBi i 3araibHUX KOHIIEHTpPALliX B KPOBi, @ TAaKOXK 30ibIIIEHHS Ha
40 % AUC meTdopMiny y mnma3Mi i y Kposi. [1ig yac gocnifKeHHs i3 OMHOKPAaTHUM BBEJEHHIM
npernapary He Oy70 BUSIBIEHO 3MiH y TPUBAJIOCTI Iepiofly HamiBBUBeneHHSI. MeThOpMiH He BIIJIUBaB
Ha (papMaKoKiHeTHKY IuMeTUANHY. He3Baxkaiouu Ha Te, 110 TaKi B3aEMOil TEOPETHYHO MOXKIIMBI (3a
BUHSATKOM LIUMETHUAUHY), CIi IPOBOAUTH PeTeNIbHE CIIOCTEPEXKEHHS 3a IMallieHTaMU Ta KOPUTYBaTH
mo3u MeThopMiHy Ta/abo TiKapchKoro 3aco0y, I0 3 HUM B3aEMOIi€, y pa3i IpuiioMy KaTiOHHUX
IpenapariB, sIKi BUBOOATHCS 3 OPraHi3My LIJITXOM CeKpellil y TPOKCUMabHUX KaHaJbISX HUPOK.

THwi. Tlig 9yac gocmifXeHHS B3a€MOLil 3 ODHOKPATHUM BBEIEHHSIM IIpenapaTiB 30POBUM
noOpoBobLSM (hapMaKOKiHeTHKa MeT(GOPMiHYy Ta IIPOIIPAHOJIONY, a TAaKOXK MeTHOpMiHy Ta
ibynpodeny npu omHOYACHOMY 3aCTOCYBaHHI I[UX IIperapaTiB He 3MiHUTIACH.

Crymins 3B’s13yBaHHS MeThOPMiHY 3 GiTKaMu IJ1a3MU KPOBi € He3HAYHUM, OTXKe, OoT0 B3aEMOMIs 3
nperapaTaMy, SKi MaloTh BUCOKUM CTYIiHb 3B’s3yBaHHS 3 OiTKaMu I1JIa3MU KPOBi, TAKUMHU SIK
casiuumaTy, cyiabbaHinamiay, xnopaMm@eHikos, mpoOeHeIu A, MEHII iMOBipHa MTOPIBHSIHO 3 MOXigHUMHA
Cynb(OHINICEUYOBUHH, SKi MalOTh BUCOKUY CTYIIiHb 3B'I3yBaHHS 3 OilKaMu Ia3Mu KpPOBi.

MeTtdopMiH MOXKe 3MEeHIIyBaTH aHTUKOATY/ISIHTHUY e(peKT (EeHIIPOKYMOHY. 3 OT/IAAY Ha Lie
PEKOMEHYEThCA PeTeibHUM KOHTPOJIb MHB (MiKHapomHOT0 HOPMaJsli30BaHOTO BiTHOIIEHHS).

JIeBOTMPOKCHH MOXKe 3MEeHIITyBaTH I[yKPO3HUKYBaIbHUN e(PeKT MeTPopMiHy. PEKOMEHAYETHCS
KOHTPOJIb PiBHIB I'JIIOKO3U B KPOBi, 0CO0IMBO Ha I0YaTKy ab0 Ipyu IPUNKHEHH] TiKyBaHHS TOPMOHAMHU
IMXTONOAI0OHOI 3a103H, i 3a HeOOXiTHOCTI CIify KOPUTyBaTU K03y MeTHOpMiHy.

TpaHcnopmepu opeaHiyHux kamioHie (OCT).
MeTtdopmin € cybcTpaToM g Tpancnoptepis OCT1 i OCT2.
OpHOYacHe 3aCTOCYBaHHS MET(QOPMiHY 3

e Taribitopamu OCT1 (TakuMu SIK BepalaMin) Moxke 3HUXKYBaTH e(PeKTHUBHICTh METHOPMIHY.



* Iugykropamu OCT1 (TakuMu K prudaMIIinuH) MoXKe IIOCUIII0BaT! BCMOKTYBaHHSA MeT(OPMIHY y
IIIJTYHKOBO-KUIITKOBOMY TPaKTi Ta 306ibIIyBaTH H0T0 eEeKTUBHICTS.

e Taribitopamu OCT2 (TakuMu K UHMETUANH, JOIyTeTpaBip, paHo/ia3uH, TPUMETOIPUM, BaHMETaHi0,
i3aByKOHAa30JI) MOXKe 3MEeHIIIyBaTH BUBENEHHSI MeT(OPMiHy HUPKAMU i, TAKUM YMHOM, IPU3BOAUTH IO
30inbINeHHS KOHIIeHTpallil MeTGopMiHy B my1a3Mi KpOBi.

* Inri6iTopamu sk OCT1, Tak i OCT2 (TakuMH SIK KpU30TUHIO, onanapu®) Moxke 3MiHIOBaTH
e(peKTUBHICTh MET(QOPMIiHY Ta KOTO BUBEEHHS HUPKaMHU.

Y 3B'AI3KY 3 IIUM PEeKOMEHAYETHLCS JOTPUMYBATUCS 06€peKHOCTi IPU OMHOYACHOMY 3aCTOCYBaHHI I[UX
mpernapariB 3 MeThOPMiHOM, 0COONMMBO Yy MAIIEHTIB 3 MOPYIIEeHHIM (QYHKIIIi HUPOK, OCKIJIbKY 116 MOXKe
30inbIIyBaTH KOHIIEHTPAIlilo MeTGOpPMiHY B my1a3Mi KpoBi. 3a He0OXiIHOCTI MOXKHAa POITISHYTU
IOIIIBHICTE KOPUTYBaHHS 03U MeT(POpMiHy, ocKinbku iHTiOiTOpH/iHOyKTOPU OCT MOXKYTH
3MiHIOBaTH e(PEKTHUBHICTb MET(QOPMIHY.

Ocob6.1ueocmi 3acmocye8aHHs.
Ocob.1usi 3anobidcHI 3axodu

[TpoTATroM MepIoro TUXKHS JIiKyBaHHS MOTPiOeH peTeNbHUM MOHITOPUHT CTaHy NallieHTa Yyepes
MiOBUIIEHNY PU3UK BUHUKHEHHS TiMOrIiKeMil. PU3MK BUHMKHEHHS TiNOTIIiKeMil iCHY€E y TaKUX
HaIfieHTiB a00 MpY TaKWX CTaHAX:

- HeOaxxaHHS ab0 He3OaTHICTH MallieHTa [0 CIiBIIpalli 3 jJikapeM (JacTille malieHTH JIiTHbOTO BiKY);
- He[IO1laHHs, HEPEeTyIsIpHe Xap4yyBaHHS, IPONYCK IPUIOMIB 1XKi;

- pucOanaHc MiX (Qi3MYHUM HaBaHTaXKEHHSIM Ta CIIOKUBAHHSIM BYTJIEBOMIB, TSXKKUN MiOKiHES;

- BXKUBaHHS aJIKOT0JII0;

- IOpyIIeHHs QyHKIIiI HUPOK (MOXKe MTPU3BECTH [0 MiABUIIEHOI YYTIUBOCTI OO I[YKPO3HUKYBATBHOTO
eekTy rimemnipuny);

- TSIXKKe TOpYyIIeHHS QyHKII] NeYiHKy;
- Iepeflo3yBaHHs IIpenapary;

- OesIKi HeKOMIIeHCOBaHi 3aXBOPIOBAHHSA €HIOKPUHHOL CUCTEMHU (HAllpUKJIaf IOPYIIEHHS QYHKIIil
IIUTOBUIHOI 3271031 Ta afeHorinodizapHa abo agpeHOKOPTUKaIbHa HEAOCTATHICTD), IKi MOXKYTh
BIIJIUBATH Ha BYTJIEBOOHUU 0OMiH Ta KOHTPPETYJIALII0 TinorIikeMil;

- OMHOYaCHe 3aCTOCYyBaHHS AEeSKUX iHIINX JTiKapChKUX 3aco0iB (AUB. po3min «B3aemopia 3 iHKUMU
JiKapChKUMHU 3acob6aMu Ta iHIIi BUAKM B3aEMOIiN»).

[Tpu HAsIBHOCTI TaKux (PaKTOpIB, IO MiABUIIYIOTh PU3UK PO3BUTKY TillOTIIiKeMii, CITif CKOPUTYBaTH
no3y mpemapaTy AMapun® M 2 mr/500 Mr a6o BCIO cxeMy JTiKyBaHHs. Lle HeoOXiqHO 3pOGUTH TaKOXK y
pa3i 6yb-IKOT0 3aXBOPIOBaHHS ab0 3MiHU crioco0y KUTTS manieHTa. CUMITOMHU Tinmorikewmii, 1o
CIIPUYMHEH] agpeHeprivHo0 KOHTPPETYiicto (IUB. po3min «3aranbHi 3amobixkHi 3axonu»), MOXYTb
OyTu 3rnamxkeHi abo 30BciM BificyTHI TOMi, KOJU TinorTikeMiss pO3BUBA€ETHCS MOCTYIIOBO: Y JIITHIX



TIALliEHTIB, Y XBOPUX HA BETeTAaTUBHY HEUPOTMATiio ab0 B TUX, XTO OOMHOYACHO OTPUMYE JTiKyBaHHS
CUMIMATOJITUKAMHU.

3aeaavHi 3anobidcHi 3axodu

linormikeMmisa

I3 mocBimy 3acTOCYBaHHS IHIIKX IIpenapaTiB CylIb(GOHIICEYOBUHHU BiIOMO, 1110, He3BaXkKalo4yu Ha
TIO4YaTKOBUH YCITiX BXKUTHX 3al00i2KHUX 3aX0[IiB, MOXKJIKBI TIOBTOPHI eni3ofu rinoriikeMii. ¥ 3B's13Ky 3
IIUM IalliEHT IIOBUHEH IepebyBaTH Iifi peTeIbHIUM CIIOCTEPEKEHHSIM.

o MOXKIMBUX CUMIITOMIB TillOTJIiKeMil HaJlekaTh I'OJIOBHUY 0ifib, CUITbHE BiIUyTTS TON00Y («BOBUUM»
ameTuT), HyAoTa, OII0BaHHS, MigBUINeHa BTOMJIIOBaHICTh, COHIUBICTE, anaTis, 0e3COHHS, TIOPYIIeHHS
CHY, HECIIOKi#, aTPEeCUBHICTh, OPYIIEHHS KOHIIEHTPAIlil yBard, 3HUKEHHS MMUIBHOCTI Ta MIBUAKOCTI
peaxiiil, gemnpecisi, CIIyTaHICTh CBIIOMOCTI, IOPYLIEHHS MOBJIEHHS, adalis, IOpyIeHHS 30Dy,
TPEeMOp, lTlape3y, NOPYLIEHHS YYT/IUBOCTI, 3allaMOPOY€EHHs, BTpaTa CaMOKOHTPOJIIO, Jelipii, CyaqoMu
IIeHTPaJbHOT0 I'eHe3y, BTpaTa CBiIOMOCTi, KOMa, TOBEpXHeBe OuxaHHA Ta Opapukapmis. Kpim Toro,
MOKJIMBi 03HAKM agpeHepriyHol KOHTPPETyJIsllil: HagMipHe TOTOBUAIIEHHS, JINTKa IIKipa,
TPUBOXKHICTh, TaXikappisl, apTepianbHa rinepTeH3is, mocuieHe cepuebuTTs, Halag CTeHOKapHil Ta
cepleBi apuTMil.

KniniyHa kapTuHa TIKKOTO €Mi30[y TinoriikeMil Moxke HarafyBaTH iHCY/bT. TaKKa Tinornikemis
BMMara€ HeTalHOTO JiKyBaHHS ITiJ HATJISIIOM JIiKaps, a 3a MeBHUX 00CTaBUH - i rocmiTasmisarrii
narieHTa. MaixKe 3aBXKAy TiMOTJIIKEMiI0 MOXXHa IIBUOKO YCYHYTH, HerauHO IIPUMHSBIIN BYIJI€BOOU
(rmoko3y abo IyKop, HAllpUKJIIaM, y BUTTISAL IIMaTOYKa LyKPYy, PPYKTOBOTO COKY i3 IIyKpoM a6o
iZICOJIOM?KEHOT0 Yai). [I71g IIboT0 XBOPHI MMOBHHEH 3aBXKAU MaTH IIpu cobi He MeHIe 20 T IyKpy.
[TarienTy Ta iX poouHU MaloTh OyTHU MpoiHdopMOBaHi Tpo HeOE3MEKY, CUMIITOMHU, CIIOCOOU JTIKyBaHHS
Ta pakTOpH PU3UKY POIBUTKY rinmoriikemii. 71 YHUKHEHHS YCKIagHEHb MAIliEHTy Moxe OyTu
noTpibHa mormoMora CTOpPoHHix oci6. IIITyuyHi migconomXKyBadi He BUSIBIISIOTh JKOTHOTO eheKTy Ha
KOHTPOJIb PiBHS LYKPY B KPOBI.

JlakToaIumoos

JlakToaIumos - pigkicHe, ane cepio3He MeTabosiyHe YCKIagHEHHS, 110 PO3BUBAETHCS BHACIINOK
KyMyJIs1il MeThOPMIHY Iif Yac JTiKyBaHHS IIUM IIpemapaToM. fKINo Iiei CTaH BUHUKAE, TO Malike y
50 % BUMAOKiB BiH 3aKIHUY€ETHCA JIeTaJIbHO. JIaKTOAIM03 TaK0XK MOXKe BUHUKATHU IIPU JeAKUX
nato¢izionoriyHux ctaHax, y TOMy YHCIIi IpU yKpoBoMy AiabeTi, a TakoxK Ha (OHi 3HAYHOI
rinonepdysii TKaHWH i TiMoKceMil.

[ln1s makTOaIUOo3y XapakKTepHe MiABUIIEHHS PiBHA JaKTaTy B KPOBi (> 5 MMOb/1), 3HUXKEHHS pH
KPOBi, TIOPYIIIEHHS eJeKTPOIITHOr0 OanaHCy 3i 30iNbIeHHSIM aHIOHHOT0 iHTEepBasy Ta 30ibIIeHHS
CIIiBBITHOIIEHHS JIaKTAT/MipyBaT. Y pa3i KoM IaKToaluA03 CIPpUYNHEeHUY MeTHOPMiIHOM, PiBEHb
MeT(OpMiHy y I1a3Mi KPOBi, K IPABUJIO, IEPEBUILYE 5 MKI/MIL.

YacToTa 3apeecTpOBaHUX BUMAAKIB JIaKTOAIUA03Y Y MAIl€HTIB, AKi NIpUiiMaau MeTQOpMiHy
rimpoxmnopup, nyxke HU3bKa (mpubau3no 0,03 Bumaakis/1000 mamieHTiB Ha PiK i3 mpuOIM3HOI0
KinbKicTio metanbHux BunanakiB 0,015/1000 narfieHTiB Ha pik). 3apeecTpoBaHi BUMIAgKW BUHUKAIIN
IepeBakHO y XBOPUX Ha I[yKPOBUH fiabeT i3 BUpakeHO00 HUPKOBOIO HEOCTATHICTIO, CIPUYHNHEHOI0
SIK BJIaCHe ypaykKeHHSIM HUPOK, Tak i rimonepdys3ieio HUPOK, 9YacTo - IPU YUCJIeHHIN CyNyTHIA
TepaneBTUYHIN/XipypriyHiil maTosIorii Ta MPUIOMi BEIMKO1 KiJTbKOCTI JTiKapChKUX 3aC00iB.



Pu3uK BUHUKHEHHS JIaKTOAIU03y 3POCTa€ MPOIOPLINHO [0 CTYNEeHs TAKKOCTI HUPKOBOI AUCHYHKIIi1
Ta BiKy nmarieHTa. OgHaK PU3UK BUHUKHEHHS JTaKTOAUXUO03Y Y Malli€HTiB, SKi IPUUMATh MET(QOPMIH,
MOXKHa 3HAQYHO 3HU3UTHU NUISIXOM IOCTIMHOTO CIIOCTEPEXKEHHS 3a (PYHKIIIOHYBaHHSIM HUPOK Ta
3aCTOCyBaHHS MiHiManbHUX e(PeKTUBHUX 003 MeThopMiHy. KpiM Toro, mpu BUHUKHEHH] OyIb-IKUX
CTaHiB, SIKi CyIIPOBOMXKYIOThCS TillOKCeMi€lo, ierimparalli€io abo cenTuileMieio, MpuiioM mpemnapary
CITil HeTalHO MPUIIUHUTH.

Y 3B’sI3Ky 3 TUM, ILI0 TIPU NOPYILIEHH] MeYiHKoBol GYHKIIil 3MaTHICTh 0O BUBENEHHS JTAKTaTy MOXKe
3MEHIIUTHCS, TIPellapaT He CIIiJ MpuiMaTy MallieHTaM i3 KJTiHiYHuMY a00 1abopaTOPHUMHU 03HaKaMU
3aXBOpIOBaHHS Me4viHKY. [lalli€HTiB CIIifg 3aCTeperTy Big HaAMIpHOTO BXKHWBaHHS aJIKOTOJ0 (K
Pa30BOTo, TaK i XpPOHIYHOr0) Mif Yac JIiKyBaHHS UM IIPenapaToM, OCKITbKY aIKOT0JIb IOCHUITIOE
BIIJIUB MeTGhOpPMiHYy Ha MeTabos1i3M j1akTaTy. TakKoXK MpUitoM IIperapary Cifl TUM4YaCOBO IPUIIUHUTHU
nepeq MpoBefeHHSAM Oyab-IKUX NOCTiIXKEHb i3 BHYTPIIIHbOCYTUHHUM BBEJEHHSIM
PEHTTeHOKOHTPaCTHUX 3ac00iB i mepen Oyab-IKUM XipypriYHUM BTPY4YaHHSIM.

IocuTh 4acTo TaKToAUXg03 NOYNHAETHCA MalkKe HEeIIOMITHO Ta CYIIPOBOOXKYETHCS TiNbKU
HecnelupiyHUMY CUMIITOMaMU, TAaKUMU 5K 3arajibHe He3[yKaHHS, Miajrisi, pecripaTopHU# IUCTPeC-
CHHOPOM, ITIOCUJIEHHSI COHIUBOCTI Ta Hecneuudiuunui abmominanbHui guckomdopt. [Ipu 6inbin
BApaXEHOMY allu[1031 MOXKYTh CIIOCTEPIraTUCA IinoTepMis, apTepiabHa rinoTeH3isa Ta pe3UCTeHTHa
Opapmiaputw™mis. I marienT, i mikap MOBUHHI yCBimOMIIOBaTH, HACKiIbKYM BaXKJIMBUMU MOXKYThL OyTH Taki
cuMIITOMHU. TOMY CJIifi TPOiHCTPYKTYBATHU IAIli€HTa, 11100 BiH HeralHO MMOBiAOMIISB JIiKaps IIPO MOSBY
MIOMiOHUX CUMIITOMIB.

I71s BUSBIIEHHS JTAKTOALKU03Y M0oXKe OyTH KOPUCHUM [IOCTII>KEeHHS TaKUX IIOKA3HUKIB, K PiBEeHb
€JIeKTPOJIITiB Ta KETOHOBUX TiJI y IIJTa3Mi KPOBi, piBeHb LYKPY B KPoBi, pH KpoBi, KOHIIeHTpallis
JaKTaTy Ta MeThopMiHy B Kposi. [Ticia mocaraeHHs crabinmizanii mpu mpuioMi 6ymb-saKol 4o3u
npenapaty AmMapuia® M 2 mMr/500 Mr IITyHKOBO-KMIIKOBA CUMIITOMATHKA, IKa YaCTO CIIOCTEPIracThCs
Ha [MOYaTKy Teparii MmeTdhopMiHOM, HalliMOBipHilIe, He Gy/ae MOB’I3aHOIO i3 3aCTOCYBaHHIM
npenaparty. [II1yHKOBO-KUIIKOBI CHMIITOMH, 1110 BUHUKIIY ITi3Hillle, MOXKYTb OyTH CIIPUYUHEH]
JIAKTOALK030M a00 iHIIUM Cepio3HUM 3aXBOPIOBAHHSIM.

PiBeHb makTaTy y mi1a3Mi BEHO3HOI KPOBi HaTIIIE, 110 ITEPEBUIIYE BEPXHIO MEXKY HOPMH, ajie HUXKYe
5 MMOJIB/N, V TIALIiEHTIB, SIKi IPUAMalOTh 1iel Ipemnapar, He 000B’I3KOBO 03HaYa€ HEMUHYYY ITOSIBY
JIaKToauuao3y. BiH MoXe MOSICHIOBATUCS IHITMMU MeXaHi3MaMy, TAaKUMU SK, HallPUKIIaf,
He3aJ0BiIbHUM KOHTPOJIBb IYKPOBOTO HiabeTy ab0 0KUPiHHS, iHTeHCHBHE (Pi3nyHEe HaBaHTAXKEHHS,
abo X mpo6rieMaMy TEXHIYHOTO XapaKTepy IPU IPOBENEeHHi aHasli3y KpoBi.

BuHUKHEHHS JTaKTOAIIMO03Y CIIif Mig03pIoBaTy y OyIb-SKOr'0 XBOPOT0 Ha LYKPOBUY HiabeT, y SKOT0
HAsIBHUM MeTaboTiYHuH allug03, a 03HaKKM KeToalumo3y (KeTOHYpis Ta KeTOHeMis ) BiICyTHi.

JlakTOAUMA03 € HEBIAKTaAHAM CTAaHOM, 110 BUMAara€ CTalliOHAPHOTO JTiKyBaHHSA. [latieHTam 3
JIAKTOAIMA030M, sIKi OTPUMYIOTH LieH IIperapart, U0ro CJIi HeraiHo BIIMIHUTU Ta O4Pa3y BXKUTU
HeOoOXiIHUX 3arajbHUX MiITPUMYIOUNX 3aX0MiB. Y 3B’I3Ky 3 TUM, II0 MET(POPMiHY TiZpOXJIOPHLI
BUBOIUTHCS IIJITXOM Hiani3y (mpu KiipeHci go 170 Mi/XB 3a yMOB HaJle?kHOI TeMOMHAMIKH),
PEKOMEHIY€EThCSI HerahHO IIPOBECTH IeMOfiai3 3 MeT0I0 KOPEKIIil allio3y Ta BUBeIeHHS
HaKoMmu4eHoro Mmetgopminy. Taki mikyBanbHi 3aX0¥ YaCTO MMPU3BOMASTH [I0 IMIBUOKOTO 3HUKHEHHS
CUMIITOMIB Ta YCyHEHHS JIaKTOalUg03y.

- OnTUManbHUM PiBeHB IIYKPY B KPOBi CIIif MATPUMYBATH IIJITXOM OOHOYACHOTO NOTPUMAHHS [i€TH
Ta JOCTATHHOTO PiBHS (i3MYHOTO HAaBAaHTAXKEHHS, a TAKOXK, SIKII0 HEOOXiTHO, IIUITXOM 3HUKEHHS
MacH Tila Ta 3a JOIOMOTOK PEryJspHOro mpuitomy npemnaparty AMapun® M 2 mr/500 mr. KnigiunuMu
CUMIITOMaM¥ He3a[0BIJIbHOI0 KOHTPOJIIO PiBHS LYKPY B KPOBI € OJIIrypis, cipara, NOJIiJUIICis, CyXiCTh



IKipH.

- Ha novatky nikyBaHHS MAaI[i€HTIB CJIif TPOiH(GOPMYBaTU PO KOPUCTH Ta MOTEHI[INHUN DPUIUK,
TI0B’sI3aHMH i3 3aCTOCYBaHHAM Ipenaparty AmMapuia® M 2 mMr/500 Mr, a TaK0X IIPO BazKJIMBICTh
NOTPUMaHHS Oi€TU Ta PETYAIPHOT0 (pi3MYHOT0 HaBaHTaxeHHS. CJIiff HaroJIOIIyBaTU Ha BaXKIMBOCTIL
IIO3UTHUBHOI CIiBIpalli IalieHTa.

- HeoOxifHO CTEXUTH 3a peakli€lo malieHTa Ha BCi METOMHU JIiKyBaHHS IIYKPOBOTO AiabeTy MIIsIxoM
nepioguYHOr0 BUMipIOBaHHS PiBHS IIYKPY B KPOBi HATIIE Ta IIIKO3UIbOBAHOT'0 TeMOTJIO0IHY 3 METOI0
INOCSATHEHHST HOPMAaJIbHOTO PiBHS IMX IOKa3HUKIB. [I0Ka3HUK TTiKO3UIHOBAHOTO TeMOTIIO0IHY MOXKe
O6yTy 0cOONMMBO KOPUCHUM IIPH OLIHIIi TPUBAJIIOr0 KOHTPOJIIO TIIiKeMil.

- {IK1110 mami€eHT JIiKyeThCA B iHIIOTO JiKaps (HanpHKiaf, Mif Yac rociiTanilallil, BHACIiIOK
HeI[aCHOT'0 BUMAOKY, 3a He0OXiMHOCTi 3BePHYTHCS 110 MEOUYHY JOTIOMOTI'Y Y BUXi[IHI OHi), BiH IOBUHEH
000B’sI3KOBO ITOBIIOMHUTH NP0 YMHHY CUTYallil0 3 KOHTPOJIIO IIyKPOBOTO AiabeTy Ta Ipo JiKapChKi
3acobu, sIKi TpuiManucs nalieHToM paHile.

- 'Y BUHSITKOBUX CTPECOBUX CUTYalisX (HapuUKiaj, IPU TpaBMi, XipypriYyHoOMy BTPy4YaHHI,
iH(peKLiNHOMY 3aXBOPIOBaHHI 3 BUCOKOIO TEMIIEPATYPOI0) PETYIIALis PiBHS I[yKPY B KPOBi MOXKe
noripiryBaTucs i ayis 3a0e3neyeHHs HaJleXKHOTo MeTab0J1iYHOT0 KOHTPOJTI0 MOXKe BUHUKHYTHU
HeoOXiIHICTh Y TUMYACOBOMY IIepeBefieHHi NallieHTa Ha iHCYIIiH.

- JlixyBanHs npemnapatoM Amapun® M 2 Mr/500 Mr criif po3IOYMHATH 3 MiHIManbHEX [03. I1ifg yac
JMiKyBaHHS LIUM IIpenapaToM HeoOXigHO peryisipHO KOHTPOJIIOBATH PiBEHb I'JIIOKO3U B KPOBI Ta cedi.
Kpim 115010, peKOMEHIYETHCSA BU3HAYATH PiBEHD IJIiIKO3UTbOBAHOTO reMornodiny. HeobximHo Takox
OLIiHIOBaTH €(EeKTUBHICTH JIIKyBaHH4, i, AKILIO BOHA € HEJOCTATHLOIO, CJIii OOpa3y XK IepeBeCcTu
[IalfieHTa Ha 1HIIY Tepalio.

- MoxXmrBe 3HMKEHHS yBaru Ta MIBUAKOCTI peakilil, cCmpuyuHeHe Tino- abo rinepriikemieio, 0co611Bo
Ha I0YaTKY JIiKyBaHHS, IIPU IEPEXO0fli 3 OOHOTO JIiIKapChKOTr0 3aco0y Ha iHmmi abo mpu
HeperyIapHoMy IpuiioMi npenapaTy Amapun® M 2 mMr/500 mr. Lle MoXe HeraTMBHO MO3HAYUTHCS Ha
3MATHOCTI KepyBaTu aBToMOGiieM abo ImpaloBaTy 3 iHIUMY MeXaHi3MaMH.

- KouTpons GyHKIII HUPOK: BioMo, 1110 MET(GOPMiH BUBOOUTHLCS MEPEBAaXKHO HUPKAMU, TOMY PU3UK
M0T0 KyMYJIAIlil Ta PO3BUTKY JIaKTOAIMA03y 3POCTa€ MPOMOPLUIMHO A0 CTYIEHS TIKKOCTI HIPKOBOL
naTosoril. Yepes lie mali€eHTaM, y SKUX piBeHb KpeaTUHIHy B CHPOBATIIi KPOBi IEPEBUIIYE BEPXHIO
BIKOBY M€Ky HOPMHM, He MOXKHa IIpUiMaTu 1el npemnapar. [[71g namieHTiB TiTHROTO BiKy MOTpibHE
obepexkHe TUTPyBaHHA [03M Hpemnapaty AMapun’ M 2 mr/500 Mr miist Toro, mo0 BU3HAYUTH
MiHiMabHY [03y, 110 BUSBIISE HaJIeXKHUM TIiKeMidHUM e(eKT, OCKIIbKY 3 BiKOM (PYHKIIiS HUPOK
3HUKYETHCS. Y MAIiEHTIB JIITHHOTO BiKy CJIifi peTyIsSPHO KOHTPOIIOBATH (PYHKIII0 HUPOK, a Ier
Ipemnapar 3a3Buyall He CIiJ] TATPYBaTH 0O MaKCUMasbHOI fo3u. HeoOxifHO oIiHIOBaTH Ta
MigTBepAXKYyBaTH HOPMaJIbHUM CTaH (DYHKIIil HUPOK IIepeq II0YaTKOM JIiKyBaHHS Ta He piflle pa3y Ha
piK mic/Is moYaTKy JiKyBaHHS npenapaToM Amapun® M 2 mMr/500 mr. [ DaLieHTiB, y AKUX
OUiKy€eThCSI PO3BUTOK IOPYIIEHHS HUPKOBOI QYHKIIii, il CTAH CIIif mepeBipsATH YacTillle Ta, SKII0
3’ABMSAIOTHCS OOKa3M 11 MOPYIIEHHS, IPUIKHSITHA 3aCTOCYBaHHS 1IbOTO IIperapary.

- OgHOYacCHe 3aCTOCYBaHHS iHIIMX JTiKapChKUX 3aC00iB, SKi MOXKYTh HETaTUBHO IIO3HAYUTHUCS Ha
HUPKOBiN PyHKIII ab0 hapMakoKiHeTHUIi MeThHOPMiHY: OMHOYACHUM IIPUIOM JTiKapChKUX 3ac00iB, 110
MOXKYTh HETaTHBHO ITO3HAYUTUCS Ha HUPKOBiX PyHKIII ab0 COPUYMHATH 3HaYHi 3MiHU B
reMofyHaMili, abo X BIUIMHYTH Ha GapMaKOKiHeTHKy mpenapaTy Amapun® M 2 mr/500 Mr, 30KpeMa
KaTiOHHI ImpemapaTy, HeoOXiTHO 3aCTOCOBYBATH 3 00€PEXKHICTIO, OCKINTbKY 1X BUBEIEHHS
3MiCHIOETBCS HUPKaAMH IIUISTXOM KaHalblleBOoi cekpelril. OcobnrBa 00epexkHiCTh HeoOXifHa y



CUTYalligX, 3a SKUX MOXKE PO3BUHYTUCS MOPYLIEHHS QYHKIII HUPOK, HAIIPUKJIag Ha I0YaTKy
aHTUTINEPTEH3UBHOI Teparii abo NTiKyBaHHI AiypeTUKaMu 4 HECTEPOITHUMU IIPOTU3aNaIbHUMU
penapaTami.

- ia6eTomnoniGHi cuMoTOMHM: IpenapaT AmMapuna® M 2 mMr/500 Mr HOTpiGHO NpU3HAYATH JIMIIE
nalieHTaM 3 fiarHo30M IyKpoBui piabet II tumy. TakoX ciig 3BepTaTH yBary Ha 3aXBOPIOBaHHS, SIKi
CYTIPOBOMXKYIOThCS AiabeTonomiOHUMY CUMIITOMaMK: HUPKOBA TJIIOKO3YPisi, BiKOBi MOPYIIEHHS
MeTa00J1i3My I'/II0K034, IUCYHKIIiA MUTOBUIHOL 3aJI03U TOIO, BKII0YA04M IOPYIIeHHS
TOJIEPAHTHOCTI [0 TJII0KO3U Y¥ HASABHICTE IJIIOKO3U Y CEUi.

- KopurysasHs fo3u npenapaTy Amapun® M 2 mr/500 MT: A1l OKpeMHUX HAaI[i€HTiB MoxXe OyTH
HeoOXiIHUM NMPUNMHEHHS 3aCTOCYBaHHS ITepopabHUX IPOTUAia0e TUUHUX IIpenapaTiB a0 3HUKEHHS
ix go3u. [In51 6araThoX Malli€HTiB e(eKTUBHICTh TepOpaibHUX NPOTHAia0e TUUHNX IIpelapaTiB
3HUKYETHCS 3 YaCOM Yepe3 NMPOTPeCcyBaHHS OCHOBHOT'O 3aXBOPIOBaHHS ab0 BUHUKHEHHS iHGEKIIHHIX
yCcKnagHeHb. TaKMM YMHOM, PillleHHS 100 MIPONOBXKEHHS JIIKyBaHHS 1M IIperapaToM, BUOOPY #oro
[03U Ta OMHOYACHOTO IPHM3HAYEeHH iHIIOTO IpenaparTy CJIif IPUMMaTHh Ha OCHOBI TaKuX (PaKTOPiB, K
pallioH xap4yyBaHHS, 3MiHa MacH TiNla, piBeHb I[yKPY B KPOBi, HaABHICTh iH(eKIIii TOIIO.

- linokcu4Hi cTaHU: CepleBO-CyIUHHUIM Koalc (1110K) Oyab-SKOT0 I'eHe3y, ToCTpa 3acCTiiHa ceplieBa
He[OCTaTHICTh, TOCTPUY iH(GapPKT MioKapOa Ta iHIII CTaHM, O/ SKUX XapaKTepHa TilmoKceMis,
MOXKYTb CYIIPOBOMXKYBATUCSI PO3BUTKOM JIaKTOALU03Y, @ TaKOXK MOXKYTh CIIPUYNHUTH IIpepPEeHaIbHy
a3oTeMio. AKINo y NalieHTiB, AKi npuiMaTs AMapun” M 2 Mr/500 Mr, BUHUKHYTb NOAi0HI
CTaHW, IIpernapar CJIifl HeraHO BiIMIHUTH.

- BxxuBaHHS aIKOTOJI0: BilOMO, III0 aJIKOT'0JIh IIOCUITIOE Iif0 MeT(HOPMiHy Ha MeTaboI1i3M TaKTaTy.
ToMy mali€eHTiB CJIig 3aCTEPerTy Bif HaAMIPHOTO Pa30BOT0 YU PETyISIPHOTO BXKUBAHHS aTIKOTOJII0 ITif
yac npuitomy npenaparty AMapun® M 2 mr/500 mr.

- PiBHi BiTaMiHy B,,: il 4aC KOHTPO/IbOBAHUX KIIHIYHUX [OCIiAXKEHbD, 1110 TPUBAIX BIPOJOBXK 29
TUKHIB, TPUOIU3HO ¥ 7 % Talli€eHTiB, AKi MpruiiMany MeTPOpPMiH, CIIOCTepiranocs 3HUKeHHS PiBHS
BiTaMiHy B,, y cupoBaTIii KpOBL HUX4Ye HOPMU, KE He CYIIPOBOIXKYBAJIOCS KOOHUMU KITIHIYHUMU
posiBaMy. HMIMOBIpHO, Ile 3HMXKEeHHS 06YMOBJIEHO BINIMBOM KOMILIEKCY BiTaMiH B,,-BHyTpimHiii
¢daxTop Ha abcopOIito Bitaminy B,,, IpoTe BOHO AyKe PiIKO CYIPOBOAKYETLCSA aHEMIEIO i Ipu
IPUNIMHEHHI TPUIAOMY HaHOTO IIpenapaTty abo mpu nIpu3HadyeHHi BiTaMiHy B, IIBUAKO 3HUKAE.
TMamienTaM, sKi npuiiMaioTs AMapun” M 2 mr/500 Mr, peKOMeHAY€EThCS MIOPiYHO POOUTH aHai3
KPOBI, a Ipu BUSIBJIEHHI BiIXUJIEHDb Bifl HOPMU - ITPOBOJUTHU HE0OXimHe 00CTEXKEHHS Ta JIiKyBaHHS. Y
mestkux oci0 (i3 HeocTaTHIM piBHEM CITOKKMBaHHS a00 3aCBOEHHS BiTaMiHy B,, 4 KambIliio)
CIIOCTEPIraeThCA CXUJIBHICTE N0 3HUXKEHHS PiBHA BiTaMiHy B,, HuXK4e HOpMU. [I71g TaKUX Nali€HTIB
Moxke OyTH KOPUCHUM PETYIsSIpHe, KOXHi 2—3 pOoKU, BU3HAYEHHS PiBHS BiTaMiny B,, y cupoBaTii
KPOBI.

- 3MiHa KJIiHIYHOTO CTaHy MallieHTa 3 paHille KOHTPO/IbOBAaHUM I[yKPOBUM [iabeTOM: BUHUKHEHHS
BigxuIieHb Tab0opaTOPHUX ITOKA3HUKIB Bi HOpMU a00 KITIHIYHUX 03HAK He3[yKaHHS (0COOHMBO TaKUX,
SIK MiIBUIIIeHa BTOM/TIOBaHiCTh, HEUITKO BUpaXKeHe 3aXBOPIOBAHHS) Y MAIiEHTA, B IKOTO paHimie 6yB
MOCATHYTHIM KOHTPOJIb Hafl epebirom mykpoBoro niabeTy mpu 3acToCcyBaHHi Tab1eToK MeThOpMiHY,
BHMMara€ HeraliHOTO 00CTeXKEeHHS 3 MeTOI0 BUKJTIOYEHHS KeToanuao3y abo makroanuno3y. HeobxigHo
BU3HAQUYUTY KOHLEHTPALiI0 eJIEKTPOJIITIB 1 KETOHOBUX TiJI y CHPOBATL KPOBi, PiBEHb I'NIIOKO3U B KPOBI,
a TaKOX, SIKINIO € ToKa3aHHS, pH KpoBi, piBHI nakTaty, mipyBaty Ta MeTdopMiny. [Ipy BUHUKHEHH]
Oymb-gK0l GOPMH anumo3y npuiioM npenapaTy Amapun® M 2 Mr/500 Mr ciif HeraifHO IPUIHAHUATHY Ta
po3moyaTy iHmIi HeoOXiHI 3aX0K KOPUTYBAHHS.

- BTpaTa KOHTPOJIIO 3a piBHeM TJIIOKO3H B KpOBi: MOXe CHOCTepiTaTI/ICH TUM4YaCOBa BTPAaTa KOHTPOIIIO



3a piBHEM TJIIOKO3U B KPOBi, SIKIIO TMAIli€HT ¥ cTa0inbHOMY CTaHi Ha (PoHi Oyab-sIKO1 CXeMH JIiKyBaHHS
3a3Ha€ CTpecy, HalpUKJyaz, V TaKUX CUTYallifX, K BUCOKa TeMIlepaTypa Tila, TpeMop, iHdexuis abo
XipypriuHe BTpy4YaHHs. Y TaKHUX BUIIagKaX MOXKe BUHUKHYTH HEOOXiOHICTh BiIMiHHTH IIPUHOM ITHOT'O
IIperapaTy Ta TUMYacOBO IIPU3HAYUTH IHCYIIiH. [Ipy IOBTOPHIN BTpPaTi KOHTPOJIIO IIPU JIiIKyBaHHI
npenapaToM Amapun® M 2 Mr/500 Mr HEOOXigHO PO3TJISHYTH iHIII CXeMU JIiKyBaHHS,
BKJ/II0UAIOYH [T0YATOK iHCYJiHOTEepaIii.

- [TanieHTH 3 0COGIMBAMU YMOBaMU pOOOTH: NAlliEHTH, SIKi IIPAIlol0Th Ha BUCOTi a60 KEPYIOTh
aBTOMOOGinieM, TIOBUHHI O0yTu 00epekKHUMH, OCKIJTbKY 3Pifika MOXKYTh BUHUKATH TSXKKUHU TaKTOAIUI03
abo TskKa mi3H4A rinornikemis. Taki maiieHTy Ta IXHI pOAWHY NOBUHHI OyTH ¥ MOBHIN Mipi
norepeakeHi mpo Hebe3meKy, OB I3aHy 3 JIaKToauumo30M abo rimormikemieio, Ta OyTH 0COOIHBO
YBaKHUMM.

[MarmienTis cnig inGopmyBatu npo 6e3neky, eeKTUBHICTh Ta albTEPHATUBHI CIIOCOOU JIiKyBaHHS IIPU
3acTocyBaHHi penapaTy Amapun® M 2 mMr/500 mr. Ix ciif Takox iHpopMyBaTH PO BasK/IUBICTE
PETyIIpPHOTO IPUMOMY 1Ki Ta JOTPUMAaHHS OiE€TH, PETYISIPHOTO0 BUKOHAHHS (Di3WYHUX BIIPaB, a TAKOXK
PO HeoOXiAHICTh 3MiliCHIOBATU PETYISPHUM KOHTPOJIb 3a PiBHEM IIYKPY B KPOBI, TIiKO3UTbOBAHUM
reMorno0iHOM, HUPKOBOIO QYHKIIi€I0 Ta TeMaTOJIOTIiYHUMY IT0Ka3HMKaMU. [1allieHTH 3 0KUPIHHSAM
IIOBUHHI JOTPUMYBATUCS HU3bKOKAIOPINHOI Ji€TH.

[TamieHTaM CJIifi TIOSCHUTH, B UYOMY TO/Isira€ HeOe3reka BUHUKHEHHS JIaKTOAIUA03y, SKUMU
CUMIITOMaMU BiH CYIIPOBOOXKYETHCS i IKi CTaHU CIPUSIOTH MOTO PO3BUTKY, 5K Ile 3a3HA4YEHO B
po3minax «Oco0nuBi 3axonu 6e3meku» Ta «3aranbHi 3amobixkHi 3axomu». [TanieHTaM HEOOXiTHO
IIOPafuTH HeTaHO IPUNMHUTHY IPUUOM L[bOT0 IIpernapaTy Ta Ogpa3y 3BepHYTHUCS [0 JliKaps y pasi
BUHUKHEHHS TaKWX CUMIITOMIB, K TiIEePBEHTUIAIS HE3 SCOBAHOTO ITOXOIKEHHS, Mialris, 3araibHe
He3yKaHHS, He3BUYHa COHJIUBICTh abo iHIIi Hecnenr}iuHi cUMITOMH, SIKi He MOXKHA IOSICHUTH.
ITicna mocsrHeHHs crabinisanii npu npuiioMi 6ymp-aKoi mo3u npenapaTy AmMapun® M 2 mMr/500 mr
IITYHKOBO-KMIIIKOBa CUMIITOMATHKa, SIKa YaCTO CIIOCTEPIraeThCS Ha IOYaTKy Tepallii MeTGopMiHOM,
HaWiMOBipHiIe, He Gy[e MOB’sI3aHOI0 i3 3aCTOCYBaHHAM Ipemnapaty. [IIIyHKOBO-KUIITKOBI CUMIITOMH,
1110 BUHUKJIY Ti3Hillle, MOXKYTh OyTU CIIpUYMHEHI TaKToauuno30M abo iHIINM cepiio3HUM
3aXBOPIOBAHHSM.

Jlikap IOBUHEH ITOSICHUTY MAlliEHTY Ta HOro POJKHI, B YOMY IMonsArae HeOe3rneka BUHUKHEHHS
rinormikeMii, SKUMU CUMIITOMaM¥ BOHA CYTIPOBOMXKYETLCS 1 SIKi CTaHU CIIPUSIOTH 11 IOSIBI.

[TarfieHTiB Cif 3acTeperTy Bi HAAMIPHOIO BXXMBaHHS aJIKOT'0JII0, SIK pa30BOr0, TaK 1 PEryasapHOro,
Tifl yac JiKyBaHHSA mpemapaToM AMapun® M 2 mr/500 Mr.

JIikyBaHHS MallieHTiB 3 gedinuToM ImoKo30-6-pocdarmerinporeHasu npemnapaTamMu
Cynb(pOHITICEUOBUHU MOXKE IIPUBECTH A0 FeMOIITUYHOl aHeMil. OCKiIbKY TIiMenipuy HaleXuTh 00
MOXiIHUX CYb(GOHINICEYOBUHY, CIIifl BUSABIATHA 00€PEeKHICTh MO0 TAKUX IMAIliEHTIB Ta 3BaKUTH
OOLIIBHICTE IPU3HAYEHHS aJIbTEPHATUBHOTO JIIKYBaHHS, 110 HEe MICTUTH [TOXiTHUX
CynbGhOHINICEYOBUHU.

PexoMeHOyeThCS PETyIAPHO KOHTPOIOBATU PiBHI TUPEOTPONHOro ropMoHy (TTT') y marjieHTiB 3
TiIOTHPEO30M.

3acmocysadHHA nauicHMaMu AimHb020 8IiKY

Bepyuu [0 yBaru 3HMKEHHS HUPKOBOI GYHKII y NiTHIX 10fge, HeoOXigHO IifdupaT K03y
MeThHOPMiHY 3 YpaXyBaHHSAM CTaHy (YHKIII HUPOK Ta 3a HEOOXiMHOCTI 3MiliCHIOBATH CIIOCTEPEKEHHS
3a (pyHKIi€I0 HUPOK. Bimomo, mo MeT(hOpMiH Ta TTiMelipuy BUBOOATHCS I€PEeBaKHO HUPKAMU.



OCKiNbKY PU3UK PO3BUTKY TSXKKHUX IOGIYHMX peakiii Ha AmMapun® M 2 Mr/500 MT y HallieHTiB 3
NOpPYIIeHHAM HUPKOBOI (PYHKIIil 3HAYHO BUIINM, IIperapaT MOXkKHa 3aCTOCOBYBATH TiJIbKY IMallieHTaM 3
HOPMAaJIbHOK (PYHKITI€I0 HUPOK.

3acmocysdHHA dimam

Beamnexka Ta e(eKTUBHICTh 3aCTOCYBaHHS IIpenapary OiTaM (0o 18 pokiB) He BCTaHOBIIEHi.
HocnigXeHHS 3aCTOCYBaHHS Ipenapary Ipu IyKPOBOMY [iabeTi JOPOCIOro TUIY Y MOJIOAUX
(Maturity-Onset Diabetes of the Young, MODY) He nmpoBogunucs.

Mem@opmiH K MOHOMepanis

o moyatKy niKyBaHHS MeThOpMiHOM He0OXigHO MiATBEPOUTH, IO MAIliEHT CTPaXAaE Ha IIyKPOBUMN
miabet II Tumy. Xo4a omHOPiYHE KOHTPOIbOBaHe KIIiHiYHEe JOCTiXKeHHs TiATBEPAUIIO, 110 MeT(POPMiH
K MOHOTepAIllis He BUABIISIE HETaTUBHOI'O BIUIMBY Ha PICT Ta CTaTeBe NO3piBaHHSA IIAlll€HTIiB, Hapasi
BifICYyTHi pe3ynbTaTy JOBTOCTPOKOBUX NOCIiAKEHb 3 OLIHKY X CIIelU(pigyHNX acleKTiB. Y 3B'3Ky 3
IIUM PEKOMEHIYETHCS PETENTbHO KOHTPOIIIOBATH BIINIUB MeTGOPMIHY Ha IIi TapaMeTpH, KOJIU Ipemapar
IPU3HAYAETHCS HiTSAM, 0COGIUBO OiTSIM, SKi HE HOCSTIHM My0epTaTHOTO BiKY.

Y KOHTPOJIbOBAHOMY KJIiHIYHOMY LOCIiIXKeHHi 3aCTOCyBaHHS MeT(QOPMIiHY OiTIM, IKi 3HAXOOATLCS Y
(dasi pocTy, B3sinu y4dacTh nuie 15 mamienTiB BikoM Big 10 mo 12 pokiB. Xo4ya epeKTHBHICTD Ta
6e3neka MeThoOpMiHY s miTei BiKoM o 12 poKiB He BiIpi3HANMKCS Bif TaKuX IS OiTel BiKoM Bim 12
POKiB, HeoOXiHO OTPHUMYyBaTUCSI 00ePEKHOCTI MpU NMpU3HaYeHH] MeTdopMiny miTsam BikoM Big 10 go
12 poxkis.

[Hwi epexkmu

Bnaus Ha macy miaa. IIpenapat Amapun® M 2 mr/500 Mr mae Ginble mepesar Ipy 3aCTOCYBaHHI
MIOPiBHSIHO 3 iHIMMMU JTiKapChKUMM 3acobamu (moxigHi cynbGoHiICeYOBUHY, Tia30 IiHAIOHU TOIIO), SKi
3a3BUYal IpU3HAYAIOTh [JI9 3HUKEHHS PiBHSA I'JIIOKO3H, OCKIIbKHY 1€ IpelapaT He MPU3BOOUTE [0
30inbIIIeHHS MacH Tifa y Malli€eHTiB, SAKi XBOpiloTh Ha LyKpoBul miaber II tumy. Ctabinisalis abo
3HMXKEHHS MacH Tifla IIPU 3aCTOCYBaHHi IIbOTO IIpenapaTy 00MeXKyIOTb HECIIPUSTIIMBUY BIIIUB iHIITAX
(baKToOpiB PU3UKY, OB’ I3aHUX 3i 30ibIIIEHHSIM MacH Tina. [Tpu TpUBasoMy 3aCTOCYBaHHI IIpemapary
mocAaraeThcst Oinbi cTabimbHUM TIiKeMIiYHUY KOHTPOJIb Ta 3HUXKEHHS PU3UKY HiabeTUUHUX
ycknagHeHs. [Ipenapat AMapun® M 2 mr/500 Mr mif 9ac KIiHIYHKEX JOCIIAKEHb IPOSEMOHCTPYBaB
ITOKPAIIaHHS TJIIKeMiYHOT0 KOHTPOJIIO 0e3 30ibINeHHsT MacH Tisa a00 HaBiTh i3 HEBEJTUKUM
3MEHIIIeHHSIM MacCH Tijla MallieHTiB.

3n0821cuBaHHA npenapamom abo po3sumok 3asedxcHocmi. MeTdopMiny rigpoxmopup He Ma€ aHi
MIePBUHHMX, aHi BTOPUHHUX (hapMaKOOUHaMiYHUX BJIaCTUBOCTEM, SIKi MOT/IM O IIPU3BOAUTH IO HOTO
HEeMEeIUYHOTO 3aCTOCYBaHHSI SIK PeKpealitHOro HapKOTUKY ab0 M0 BUHUKHEHHS 3a/Ie2KHOCTI.

JIlabopamopHi aHanisu

Heo0OxigHo nmepioguyHO KOHTPOJIIOBATH IMOKA3HUKK KPOBi (HampuKiIag reMorio0iH/rTeMaTOKPHT i
€pUTPOLMTAPHI TOKa3HUKM) Ta QYHKIIiI0 HUPOK (KpeaTuHiH Ija3My KPOBi), mpuHaiMHi mopiuno. [Ipu
3aCTOCYBaHHI MeT(popMiHy Meranobi1acTHa aHeMis CIIOCTepiraeThCs PigKo, OfHAK SKINO € Migo3pa Ha
ii BUHMKHEeHHS, He0OXiqHO BUKITIOUUTH MOXKJIMBHUY medinuT BiTaminy B,,.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Amapun® M 2 mMr/500 Mr He MOXKHa IIPUAMATH IIif] Yac BariTHOCTI Yepe3 iCHYIUHH PU3KK
IIKiJIMBOTO BIIJIMBY Ha PO3BUTOK OUTHHU. BariTHi nalieHTKY Ta MallieHTKH, SKi MJaHyIOTh BariTHICTH,
IIOBUHHI OBIAOMJIATHU IIPO Lie JIiKaps [AJis 3MEHIIEeHHS PU3UKY BPOAKEHUX Baj PO3BUTKY IIJIOAA,
CIIPUYMHEHOT0 HagMipHUM PiBHEM TJII0KO3U V KpOBi. TaKKX MaIliEeHTOK 110 MOXKJIMBOCTI HEOOXioHO
[IepeBeCTU Ha iHCYIIH O/ MiATPUMaHHS HOPMAaJIbHOTO PiBHS I'JIIOKO3U B KPOBI.

[ITo6 yHUKHYTH MOTPAIISHHS TTiMenipuay i MeTgopMiHy pa3oM i3 rpygHHM MOJIOKOM B OpraHiaM
OUTUHY, MOTO He CJIif mpuiiMaTu XKiHKaM B Ilepiod roayBaHHA TPyanio. 3a HeoOXiMHOCTI NallieHTKY
CJIi[l IepeBecTH Ha iHCyIiH a0 MOBHICTIO BITMOBUTUCS Bifi TONYBaHHS TPYLLIO.

KaHuepoeeHe3, MymazeHe3, nopyweHHs pepmuibHocmi

Laimenipud

- JocnigkeHHS Ha LIypax i3 3aCTOCyBaHHAM TIiMenipuay B fo3ax A0 5000 MinbHOHHUX YacTHUH (IO
npubnu3Ho y 340 pasiB Bullle MaKCUMaIbHOI PEKOMEHI0BaHOI 103U 15 JIIONWHYU B IepepaxyHKy Ha
IIJIOIY IIOBEPXHI Tijla) IpU MOBHOLIHHOMY Xap4yyBaHHI IpoTaroM 30 MiCAILB He BUSBUIIU
HiATBEPAKEHb KaHIIEPOTE€HHOCTI Ipenapary. Y MUIllel 3aCTOCyBaHHS TIiMeNipyuay NpoTarom 24
MiCsI11iB TPU3BEJIO OO 3POCTAHHS YAaCTOTH PO3BUTKY HOOPOSKICHOI afleHOMU MIifIITyHKOBOI 3aJI03H.
Lleit edeKT € 00303aIeKHUM Ta BBAXKA€ThCS HACIIIKOM XPOHIYHOT0 CTUMYJIIOBAHHS MiAIITYHKOBOL
3aJ1034. MaKCcuMasbHa [103a, IKa He MPU3BOAUTE [0 KONHUX criocTepexyBanux edektis (NOEL), y
ITbOMY IOCJIIKEHHi PO3BUTKY afieHoMH y Mutiiel 6yna 320 MiTbHOHHUX YaCTUH NIPU ITOBHOIIIHHOMY
XapuyBaHHi, a0o 46—54 Mr/Kr Macu Tina/Ha go0y. Lle mpubnu3Ho y 35 pasiB BuUllle MaKCHMaIbHOI
PEKOMEH[I0BaHOI I03U A7 JIIOAUHM (8 MI 0fuH pa3 Ha 1o0y) B epepaxyHKy Ha IJIOIIy IIOBEPXHi Tina.

-V mocnigeHHSIX MyTareHesy in vitro Ta in vivo TiMemnipup He BUSIBUB MyTareHHOI fil.

- BB Ha QepTUIBHICTE caMIiB MUIIEeH IPHU 3aCTOCyBaHHI 703 0o 2500 Mr/kr Macu Tina (>1700
MaKCHUMaJIbHUX PEKOMEHOBAaHUX 03 [JIs JIIOAWHU B IepepaxyHKy Ha IJIOIIY ITOBEPXHi Tisa) 6yB
BigcyTHiIM. ['miMenipup He BIJIMBaB Ha PEPTUNIBHICTD CaMIIiB Ta CaMOK IIypPiB IIpU 3aCTOCYBaHHI 403
no 4000 mr/kr macu Tina (mpu6nu3ro 4000 MakCcUMaNbHUX PEKOMEHOOBAHUX [03 I TIOOUHU B
IepepaxyHKy Ha IJIOLy IIOBEpXHi Tina).

MemdaopmiH

- [JOBroCTPOKOBI HOCTiIXKeHHS KaHIIepOTeHHOCTi MeTdopMiny Oyiu mpoBeeHi Ha IIypax i Mullax i3
TPUBAJIICTIO 3aCTOCyBaHH4 Ipenapaty 104 TuxHi Ta 91 TuXKageHs BignosigHo. [Ipu pomy
3acTtocoByBanucs 0o3u ao 900 mr/kr/goby Ta 1500 Mr/kr/moby BigmoBimHO. OOUABI mO3U Maiixke
BTPUYi TepeBUIlyBaIl MaKCUMalbHy PEKOMEHIOBaHY T000BY 03y [Jis JIIOOWHY B IePepPaxXyHKY Ha
IIJIOIY ITOBEPXHi Tina. AHi y caM1iB, aHi y caMOK MHUIlle! 03HAKK KaHILIePOTeHHOI [iil MeTQOpMiHYy He
Oynu BUsBIEHI. AHAJIOTiYHO y caMIIiB ITypiB He OyB BUSIBIIEHU!N TyMOPOTEeHHUY MOTEHIIial
MeTdopMiny. OgHaK y caMoK IIypiB Ipu 3acTtocyBaHHi 703 900 mr/kr/mo0y crocTepiranocs
3pPOCTaHHS YaCTOTH BUHUKHEHHS NOOPOSKICHUX IIOJIiliB CTPOMHU MaTKH.

- O3HaK MyTareHHoCTi MeThopMiHy He OyJI0 BUSBJIEHO IIiff Yac KOLHOTO 3 TaKUX TeCTiB: TecTy EiiMca
(S. typhimurium), TeCcTy Ha TeHHY MyTallilo (KIiTUHY JTiMOMU MUIIT), TECTY Ha XPOMOCOMHI abepatiil
(miMmponuTy TIOOUHY) Ta MIKPOSIEPHOT0 TECTY in Vivo (4epBOHUM KiCTKOBUY MO30K MUIIIEN).

- MeTdopMiH He BIIMBaB Ha (GePTUILHICTh CAMIIiB i CaMOK LIypiB ¥ H03aX, 110 [OCITaln



600 Mr/kr/moby, To0TO y mo3aX, 1o MpuOIM3HO BOBiYi IepeBUIlyBalil MaKCUMaIbHy PEKOMEHIOBaHY
1000BYy O3y [JIs JIIOAUHY B ITepepaxyHKy Ha IJIOLy IIOBEPXHi Tina.

30amHicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo pobomi 3
IHWuUMU MexaHiamamu.

TTaIfieHTiB CITifg MOmepequTH IPO HeoOXimHICTh OyTH 00epeXHUMH IIPH KePyBaHHI TPAHCIOPTHUM
3aco6oM Ta Imif yac po0oTH 3 iHIIUMU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.

o3u npoTtuniabeTHYHUX JTiKapChKUX 3ac00iB MOTPiOHO BU3HAYATH B iHAUBIMyaIbHOMY IOPSIOKY,
3aJIeXHO Bifl piBHSA ITII0OKO3U B KPOBI IAIlieHTa. {K IPaBuUiIo, JIiKyBaHHSA PEKOMEHYETLCS TIOYNHATH 3
HaliMeHI0i e(eKTUBHOI N03U Ta 30iNbIITyBaTH O03Y 3 YpaxyBaHHSIM IIpPelaparTiB, SKi Hapa3i oTpuMye
TAIiEHT, @ TAKOXK 3aJIeXKHO Bifl piBHS I'TFOKO3H B KPOBi marieHTa. [IJ1s 1[boro HeoOXigHO ITPOBOOUTH
peryisipHe CIIOCTEPEXXEHHS 3a PIBHEM I'JIIOKO3U B KPOBI.

[ToyaTkoOBa [03a IpenapaTy y KIiHIYHOMY OOCTIAXKEeHHI cTaHoBWIa 2 Mr riaiMenipuny/500 mr
MeT(OpMiHy, sIKa MOCTYIoBo 36inmbInyBanacs mo 8 mr riaiMmenipumy/2000 mr meTdopMiny, 3anekHO
Bi] pe3ynbTaTiB KOHTPOJIIO PiBHIB LyKPY Y KPOBi. X04a IIpX MOHOTepaIlIil TMIiMenipuaoM JoaaTKOBI
edekTH, K mpaBuio, 6y MiHiManTbHUMMU, KOJIM TIpenapaT 3aCTOCOBYBaBCA ¥ Ho3ax 4 MT Ha o6y abo
BHUIIE, Y OeSIKUX MallieHTiB CIIOCTepiraaocs MoinieHHs MeTaboIivHOr0 KOHTPOJII0 TPy 30i/bIlIeHH]
go3u mo 6 Mr (abo 8 mr).

[TpemapaT 3aCTOCOBYIOTh BUKJTIOYHO [IOPOCTIHUM IalliEHTaM.
[Tpemapart ciig 3actocoByBatu 1 abo 2 pa3u Ha goOy mo abo mim yac mpuromy ixi.

Y pagsi nepexony 3 KoMOGiHOBaHOI Tepartii riaiMenipumoM Ta MeTGOPMIHOM y BUTTISIAI OKPEMUX
TabJIeToK AmapI/m® M 2 mr/500 Mr mpr3Ha4a0Th 3 OTJISIAY Ha Ti 103U Ta CIOCi0 BBEIeHHS
TTiMemnipuay Ta MeTGOPMiHY TiIpoXIopuay, SKi BKe OTPUMYE Ialli€HT.

Y Bunapky IIponycKy IonepenHbol 03K He CiIif 30inbllyBaTH 4eproBy O3y LIbOTr0 Ipenapary.

Limu. Be3neka Ta eeKTUBHICTb 3aCTOCYBaHHS NIperapaTy AiTSM He BCTaHOBIIEHi. [J0CTigKeHHS 3
BUBYEHHS JIiKyYBaHHS IIperapaToM iHCyIiHOHe3alexXkHOoro giabeTy JOPOCIOro TUITY Y MOJIOOUX
(MODY) HEe npoBOAUTIHUCS.

ITepedo3yeanus. OCKiNbKY LY IpenapaT MiCTUTH IJIIMeIipuf, Iepeno3yBaHHs MOXe
IIPU3BECTH [0 Tinormnikemii. HeoOximHO HeBigKIagHO 3BEPHYTUCS [0 JiKaps ofpa3y X Iicis
BUSIBJIEHH [Iepeno3yBaHHA riiMenipugoM. [lallieHT TOBUHEH HeraliHO IPUUHATU LIYKOD, 3a
MOXKJIMBOCTi — y (OpMi I'/TIOKO3H, 3a BUHSATKOM BUIMAAKIiB, KOJIX Jlikap caMm Oepe Ha cebe
BiIMOBimaIbHICTH 3a JIiKyBaHHS Iepeno3yBaHHs. JIerky rimoriikemiio 6e3 BTpaTH CBiIOMOCTi
Ta HEBPOJIOTIYHUX MOPYIIeHs HeOOXiMHO aKTHBHO JIiKYBaTH 3a HOIIOMOT0I0 IIEPOPAIbHOTO
IPUIOMY TJIFOKO3Y Ta KOPEKIIil 103U MpenapaTy Ta/abo mietu. [lyxKe BaXKIMBO IPOJIOBXKYBATH
peTesbHe CIIOCTepPexKeHHsT 6e310CepeIHkO M0 TOTO MOMEHTY, KOJIM JiKap BIIEBHUTHCS, 1110



Iali€HT 3HaXOAUThLCA M03a HeOe3neKow. JIiKkyBaHHS MOJIITa€ TOJIOBHUM YMHOM Y
3anobiranHi agcopOiiii mpenapaTy MIISX0M iHIYKIIil 0110BaHHS 3 IOMaIbIINM ITPUIOMOM
COJIOOKUX HeaJIKOTOJIbHUX HaroiB a0o BOOu, IO MiCTSATh aKTUBOBaHe BYTinis (agcopbeHT) i
cynbdar HaTpiio (mpoHOCcHeE). Y pa3i abcopOilil JOCUTH BENIMKOI KiTbKOCTI Ipemnapary
HeoOXigHO MPOBECTU MPOMUBAHHS IIJTYHKA 3 IMOOAJIBIINM IIPUAOMOM aKTUBOBAHOT'O BYTiIA i
cynbdaTy HaTpilo.

Bunapku 3Ha4HOr0 Iepego3yBaHHS Ta TIXKKHUX Peaklliil 3 TaKMMHU 03HaKaMH, SIK BTpaTa CBilOMOCTI
Ta iHIIi cepi03Hi HEBPOJIOTiYHi OPYIIEHHS, € HEBIOK/TaAHUMY MEeIUYHUMU CTaHaMH, IKi MOTpebyoTh
HeralHOro JTiKyBaHHS i rocmiTani3aliil naumieHTa. fAKIo AiarHocToBaHa ab0 Mi03PI0ETHCS
rinoryikeMiyHa KoMa, MaIlieHTy He0OXiqHO BBECTH Y BUTJISOI IIBUIKOI BHYTPIIIHHOBEHHOI iH’€KITi1
KOHIIeHTpoBaHu# (50 %) po3uuH rimoko3u abo 40 Mt 20 % Po3YuHY ITIOKO3H, a MOTiM IPOBOAUTH
TpHBaJje iH}Yy3iliHe BBeIeHHS MeHII KOHIIeHTPoBaHOTO (10 %) po34uHy I'/II0KO3HU 3i MIBUAKICTIO, AKa
3abe3rneyye migTpuMaHHs cTaOiNbHOTO PiBHS I'/II0K03U B KpoBi Buiile 100 Mr/mmn. 9K anbTepHaTUBY
IOPOCIIMM MOXKHa ITpHM3HavaTH B/B, B/M abo0 I/K TJII0KaroH, Hanpukian y fgo3ax 0,5—1,0 Mr misgxom
BHYTPIIIHEOBEHHOI a00 BHYTPIMIHBOM 30B01, @00 MmiAmKipHOl iH eKIIil. 3a NalieHTOM Heo0XiTHO
PETeNnbHO CIOCTepiraTy NpoTATroM He MeHIlle 24 —48 rofuH, OCKiIbKY IiCIs SBHOTO K/IIHIYHOTO
IIOKPAIaHHS CTaHy MallieHTa TillorIikeMis MOXe 3’ IBUTUCS 3HOBY.

Y pasi po3BUTKY TinoriikeMil BHACTiLOK BUNIaAKOBOT0 IPUIOMY TIiMeNipuay HEMOBIATAMU Ta AiTbMU
MOJIOAIIOTO BiKy HeOOXimHMI TyXKe peTenbHuy minbip o3 III0K03H, 110 BBOAUTHCS, Ta YBaXKHE
CIIOCTEPEXKEHHS 3a PiBHEM T'JIIOKO3HU B KPOBI.

Yepes HasgBHICTh y IbOMY IIpenapaTi MeT()OPMiHy MOKIIMBUY PO3BUTOK JTaKTOanuao3y. [licis
npuiioMy MeT(HOPMIHY TiIPOXJIOPUAY Y H03ax A0 85 T rinoriikeMis He crocTepiraerbcsa. MeThopMin
BHUBOUTHCS LIIAXOM Hianidy (mpu KiipeHci mo 170 Mii/xB 3a yMOB 3a[I0BiIbHOI reMOAHaMiku). ToMy
IIpU Iifo3pi Ha epefo3yBaHHSA MeTHOPMiHOM IIPOBENEHHS reMofiai3y € Haubinbin e)eKTUBHIM
3aX0[I0M [J151 BUBEIEHHS 3 OpraHi3aMy HaKOIMUYEHOI'0 IIpemnapary.

[Tpu mepeno3yBaHHI MeTHOPMiHY MOKE PO3BUHYTHUCS MTAHKPEATHT.

ITo6iuni peakuii.

Jlakmamauudo3: nuB. po3minu «OcobIUBOCTI 3aCTOCYBaHHI» Ta «[Iepemo3yBaHHS».

linoesikemia: nuB. po3pinu «OcobIUBOCTI 3acTOCyBaHHS» Ta «[lepeo3yBaHHI».

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: IITYHKOBO-KHUIIIKOBI CHMIITOMY (miapes, HymoTa, OIF0BaHHS,
3OyTTS XKHUBOTA, BICYTHICTE alleTUTy, OUCIIETICis, 3amop, 0inb y KKUBOTI) € HaUOiNIbII YaCTUMU
peakuisiMu Ha npuiioM MeTopMiHy Ta Ha (HoHi MOHOTepatil MeTQOpPMiHOM 3yCTpidanucs Mauxke Ha
30 % yacTime, HiX y mauieHTiB, AKi npuiiManu miane6o, 0co6IUBO Ha IOYaTKYy JiKyBaHHS. Li
CUMIITOMMU I[IEPEeBaKHO € TPAH3UTOPHUMHU Ta MHHAIOTh CaMOCTIMHO IIPYU NIPOJOBXKEHHI JIiKyBaHHSA. B
OKpeMUX BUIIafIKax MoxKe OyTH KOPHCHUM TUMYacoBe 3HMKEHHS [03u. [1i yac KmiHiYHUX
mocyigKeHb MeTHOPMiH [OBeNIoCs BiIMiHUTH 4epe3 BUHUKHEHHS peakiliil 3 00Ky LIITyHKOBO-
KHMIIKOBOT'O TPAKTy y npubnu3no 4 % malieHTiB.

Ockinbku cuMnToMu 3 60Ky IIITYHKOBO-KUIIIKOBOI'O TPAKTY Ha [TOYATKY JIIKyBaHHS € N0303aJIe2KHUMY,
X IPOSIBM MOXKHA 3MEHIINTH IIJITXOM IIOCTYIIOBOTO MigBUINEHHS NO3U Ta IPUIOMY IIpenaparTy Imif
yac ixi. OCKinbKy 3Hauyllla fiapest Ta/4u OI0BaHHS MOXKYTh IPU3BOOUTH [0 AeTifpaTallii opraniamy
Ta pepeHaNbHOl a30TeMil, y TaKill CUTyallil IPUIOM IIpemnapaTy CJIifi TAMYacOBO IPUITNHUTH.



BuHuKHEHHS Hecneln(pivyHuX MITyHKOBO-KUIIKOBUX CUMIITOMIB V IAIiEHTIB, SIKi MPUIMalOTh
cTabineHi [o3u npenapaty Amapun® M 2 Mr/500 Mr, MoXKe OyTH [OB’A3aHO i3 CyIyTHIMH
3aXBOPIOBaHHSIMHU ab0 JTAKTOAIM030M, a He i3 3aCTOCYBaHHSAM IIperapary.

JIikyBaHHS TIiMenipuaoM iHKOJIM MOXKe CIIPUUYMHUTY HYOTY, OII0BaHHS, BiDUyTTs 30yTTS a060
HAIPY2KEHOCTi B emiracTpasnbHil mingHi, 6i7b y XKUBOTI Ta fiapeto.

3 60Ky opaaHig yymmas: Ha TIOYaTKY JIiKyBaHHS MeTHOpMiHOM npuOnu3Ho 3 % mallieHTiB MOXKYTh
CKapKUTHUCSA Ha HEIPUEMHUN a0 MeTasieBUil MpUCMaK y pOTi, AKUY 3a3BUYall 3HUKA€E CaMOCTINHO.
Ha nmovaTky niKyBaHHS MOXKYTb CIOCTEPiraTyuCs TPaH3UTOPHI IIOPYIIEHHS 30PY, 3yMOBJI€H]I 3MiHOI0
PiBHS T'JII0KO3H B KPOBi, 0COO/IMBO Ha IOYaTKY JiKyBaHHS. [3 HOCBiAy micaspeecTpalliitHoro
3aCTOCyBaHHS BijOMO IIPO BUHMKHEHHS AMCTeB3ii micg mpuiiMaHHs riiMenipuny (4actota
HeBigoMa).

Peakuii 3 60Ky wKipu ma zinepuymaugicms: iHOIi MOXYTh CIIOCTEPIraTUCS anepriyxi abo
TICeBoaepriuni peakiii (HampuKiap ierka eputeMa (myxe pigko — 0,01%), cBepOixk, KpOIUB'THKA
abo BucumnaHHs). BinbLUIicTh TaKUX peakliil Jerki, aje MOXKYTh IIPOrPeCyBaT 40 CEPUO3HUX Ta
CYIIPOBOOXKYBATUCS 3aQUILIKOI0 Ta MagiHHAM apTepiaJbHOr0 TUCKY, IHOML 0 PO3BUTKY LIOKY. [1pu
BUHUKHEHHI KPONIMB THKY CJIiJ] HeTalHO 3BEPHYTHUCS [0 JTiKapsd. MoX/INBi IepexpecHi anepriuxi
peaxtii 3 cynbQoHiICe4oBUHOI0 ab0 cynbdaHiiaMifioM Yu iX MOXiTHUMH.

3 60Ky nokasHukie kposi: PiIKO MOXKJTMBa TPOMOOLIUTOIIEHIS, B OKPEMUX BUITAAKaX -
TIEUKOIUTOIIeHis ab0 TeMOoliTUYHa aHeEMist, EpUTPOLUTOIEHIS, TPaHyIOUTOIEHiS,
arpaHyJoIuTO3, MaHIUTONeHisA. [1oTpibeH peTenbHUY KOHTPOJb 3a CTAHOM ITalli€EHTa,
OCKIJIbKH TIif] Yac JiKyBaHHS IpenapatoM Amapuia® M 2 mr/500 Mr pa3oM 3 iHIMMu
IpernapaTamMu Cy/Ib(pOHiNICeYOBUHM OyIM 3apeeCcTpoBaHi BUMIagKy aljlacTU4yHol aHeMil. [Ipu
BUHUKHEHHI I[UX SABUIL IIPUNOM IIperapaTy CIIif IPUIMHUTY Ta PO3I0YaTH BigIOBIAHE
nikyBaHHA. I3 JOCBify micIapeecTpamiifiHOro 3acToCyBaHHs npenapary AMapun® M

2 mr/500 Mr Bigomi BUIIAQKK TSKKOI TPOMOOIIMTOIEHI] 3 KiTbKiCTIO TPOMOOITUTIB
<10 000/mK1 Ta TPOMOOLUTOIIEHIYHOI MyPIIypH (YacToTa HeBifmoMa).

Y namieHTiB, SKi TpUBaIui 4ac IpuKMMaad MeT()OPMiH, CIIOCTepiraay 3MeHIIeHHS BCMOKTyBaHHS
BiTaMiHy B,, Ta 3HMXKEHHIM HOT0 PiBHIB B CUPOBATLi KPOBi, 3arajoM Iie sBUIlle € KIiHIYHO
He3HauymmM (< 0,01%). [IpoTe y Xomi micnsgpeecTpauiifHOro JOCBiAY 3aCTOCYBaHHS IIpenapaTy
MIOBIAOMJISITIOCS IIPO BUIMAOKM PO3BUTKY NepudepudHol HelpoIaTil y nauieHTiB 3 gedinuToM BiTaMiHy
B,, (uactoTa HeBimoMa).. PiBeHb (posTieBOI KUCIIOTH B IJIa3Mi KPOBi iCTOTHO He 3HMXKYBaBcs. [Tim yac
npuitoMy npenapaty AMapun® M 2 mr/500 Mr Gynia 3apeecTpoBaHa TiIbKM Merano0IacTHa aHeMis
6e3 30ibIIIeHHS YaCTOTH CUMIITOMIB HEBpoOMaTii. ¥ 3B’s13Ky 3 IMM HeoOXigHO peTeIbHO
KOHTPOJTIOBATH piBeHb BiTaMiHy B,, ¥ cupoBarTiii KpoBi abo mepiogruyHO OOaTKOBO BBOOUTH
IapeHTepasbHO BiTaMiH B,,.

ITopyweHHsA 3 60Ky NeyviHKu ma #co8408UBIOHUX WA5Xi8: B OKPEMUX BUIMaIKaX MOXKJIMBE IiIBUIIEHHS
aKTUBHOCTI [TIeYiHKOBUX (PEPMEHTIB Ta MOPYyIIeHHS QYHKIIl TeYiHKY (HampuKiIag X0necTas i

JKOBTSIHHMIIA), @ TAKOXK T'ellaTUT, SIKKAM MOXKe IIPOrPecyBaTH [0 MeYiHKOBOI HeloCTaTHOCTI. [Tpu
3aCTOoCyBaHHI MeT(HOPMiHYy HafXOAWIN TTOBIfOMJIEHHS IIPO BiAXUJIEHHS BiJ HOPMU ITOKA3HUKIB QPYyHKITiI
medinky abo BUMMAOKY TeMaTUTY, 1[0 MUHAM TiCIs BigMiHM MeT(QOpPMiHYy.

[HWi peakuii: B OKpeMUX BUIIaIKaX MOXKYTb CIIOCTEPiraTUCs alepriyHui BaCKYJIiT, Tinep4YyTIuBiCTh
IIKipY [0 CBiT/Ia Ta 3HUXKEHHS PIBHA HATPilO B CUPOBATLI KPOBI.

Kpim niporo, BuHMKay 1 iHmi mo6ivHi sSBUIA, YacToTa AKUX Oyia HEBigoMa:



- 3HUKEHHS PiBHA TUPOTPOIIHY Yy MaIliEHTIB 3 TiMOTUPE030M;

- ritoMar#e3emisi Ha ¢oHi giape];

- eHuedamonaris;

- aromeltis, 36ibIIeHHS MacH Tina (micyisg mpuiMaHHS TTiMeIipuny).

Y pa3i BUHUKHEHHS BUIIeBKa3aHUX MO0IiYHUX peakIlii abo iHmmx HeOaxkaHUX peakilii uu
HeOouiKyBaHUX 3MiH CTaHY ITallieHT IIOBUHEH HeTralHO IIOBiJOMUTH IIPO 1ie Jikaps. [IeBHi HebaxkaHi
peaxiiii, y ToMy 4mCIIi TSIKKa TinoriaikeMis, fesiki 3MiHK TOKa3HUKIB KPOBi, TSAXKKi anmepriudi abo
TICeBMOAJIepPriyHi peakilil Ta Ie4iHKOBa HEOCTaTHICTh, 3a IEBHUX YMOB MOXKYTh CTAHOBUTH 3aTrpo3y
01 KUTTS HallieHTa. Y pa3i BAHUKHEHHS TaKKUX Peakliiil MallieHT TOBUHEeH HeramuHo MOBiIOMUTH PO
1e JIiKaps Ta IPUIMHUTY IONAJIbIIKI IpUiioM Ipenapary AMapua® M 2 mMr/500 Mr [0 OTpUMaHHS
IHCTPYKIIN Bif iKaps.

Henepen6aueni no6iuni peakiil Ha I1ey mpenapar, 3a BUHSITKOM yXKe BiIOMMX peaklliil Ha riimMenipun
i MeThOpMiH, ITig Yac MiCIeBUX KITIHIYHUX HOCTigXKeHb | ¢ha3u Ta Bigkputux gociigxkens I da3u He
CIIOCTEpiranucs.

Hebaocani asuw,a y dimet npu 3acmocys8aHHi memgopminy sk moHomepanii., HebaxkaHi sBuIia,

SIKi CIIOCTepIiraaucs B X0Ai KJIiHIYHOTO JOCTIIXKEHHS y HEBEJIUKOI KOTOPTH AiTeu BikoM Bif 10
no 16 pokiB, sIKi OTpuMyBaiu MeTQOPMiH IPOTATOM 1 POKY, a TaKoXK HebaXkaHi SBUIIA, ITPO
SIKi TTOBimOMJIANOCS ¥ MyOJTiKaIifax Ta ¥ y nepiog moCTMapKeTUHTOBOTO HaTlsARy, Oymu
NOfiOHMMU 3a CBOIMU XapaKTepPUCTUKaMU Ta CTyIeHeM TAKKOCTI HeOaKaHUX SBUIL,
3apeeCTPOBaHUX Y HOPOCIIHUX.

HebaotcaHi AsuuLa 3a pe3y1bmamamu NOCMmMAapkemuH208020 HA2/150Y.

YacToTa BUHUKHEHHS HeOaXKaHUX SBUII, HE3aJIeKHO Bifl MPUYNHHO-HACIITKOBOT'0 3B I3KY i3
3aCTOCYBaHHAM [OCJIIIXKYBAHOTO IIpernapaTy, B X041 JOCIIAXKEHHSI V paMKax
II0CTMapKETUHI0BOT'0 HArJISINY 3 IIOBTOPHOI'O BUBYEHHS IIpenapaTy TPUBAJIICTIO 6 POKIB 3a
yuacTio 1235 mailieHTiB 3 iHCyTiHOHE3aneXHUM LyKpoBuM aiabetom (II Tumy) cTaHOBUIaA
2,75 % (34/1235 mamnienTis, 35 Bumagkis). Lli HeGaxkaHi gBUIIA BKIIOYAIX TaKi, gK: IioriikeMisa 3
yactoToio 0,8 % (10/1235 mamienTis, 10 Bunagkis); 6inb y &KuBoTi - 0,57 % (7/1235 nauienTis, 7
BUIIQ[IKiB); 3myTTs KuBOTA - 0,49 % (6/1235 marrienTis, 6 BumaakiB); 60BaHHS Ta AUCIEICIS - 10
0,16 % xoxHe siBuie (2/1235 martjieHTis, 2 BUNagKu); rinepTpodisa nepefMixypoBol 3a103H,
TIOCHUJIeHEe CeplieOuTTs, 3allaMOPOYEHHSI, Miapes, HyJ0oTa, HaOpsK HUXKHIX KiHI[IBOK, 3yIIMHKA CEPIId Ta
pak npsamoi kuwku - mo 0,08 % koxHe sBuie (1/1235 maiienTis, 1 Bumamok). YacToTa BUHUKHEHHS
HeOaXXKaHMUX PeakIlii Ha JIiKapChKuM 3aci0, mIs SKUX TPUYMHHO-HACTIIKOBHM 3B 30K i3
3aCTOCYBaHHSIM JOCIIKYBAHOTO TIpernapaTy He Moxe OyTH BUK/IIOUeHU, cTaHOBUAA 2,02 %
(25/1235 manieHTiB, 26 BUIIQAKiB), B TOMY YHKCIIi: rinorjiaikeMis - 3 4actoTtoo 0,8 % (10/1235
nairienTis, 10 BUNaaKiB); 3OyTTs XKUBOTa Ta 6inb y KuBOTi - 110 0,48 % KoxkHa peakis (6/1235
nali€eHTiB, 6 BUMAAKIiB); moCcUieHe cepliebuTTs, 6II0BaHHS, QUCIEICis Ta 3anamMopoyeHHs - 1o 0,08 %
KOxKHa peaknis (1/1235 namienTis, 1 Bumanok). Cepiio3Hi HebaxkaHi SBUILA BKITIOYAIKA 3YIUHKY CepIIs
Ta pak npsaMoi Kumku 3 4acTtotor 1o 0,08 % mnsg koxHoro sBuitia (1/1235 namienTis, 1 Bumamox),
JKO[HE 3 AKUX He MaJio IPUYUHHO-HACIIIIKOBOr'0 3B A3KY 13 3aCTOCYBaHHAM [OCIIIIZKYBaHOI'O
npemnapaty. HeouikyBaHi HeOaxaHi sIBUI[a BKJI0YaIu gucIenciio 3 4actotowo 0,16 % (2/1235
TaLiEHTIB, 2 BUMAAKK); TinepTpodilo nepeaMixypoBoi 3amo3u, HabpsiK HUKHIX KiHIIIBOK Ta pak IPsiMoi
KUMKA - 110 0,08 % misa koxkHoro ssuitia (1/1235 manieuTis, 1 Bunanox). 3 HuX HebaxkaHOoI0
JKapChKOI0 PEAKINEIo, IS IKOI He MOXKHA BUKITIOYUTH IPUUYMHHO-HACITIIKOBUH 3B 130K 13



3daCTOCYBaHHSIM IBOT'O HiKapCbKOFO 3aco6y, 6yna OUCIIETCis.

HebaosicaHi as8uula npu 3acmocyeaHHi eaimenipudy (0414 nepopdabH020 NpuliomMy) AK
MOHOmMepanii 3a pe3ya1bmamamu N0OCMMApPKemuH208020 Ha2/50Y

YacToTa BUHUKHEHHS HeOaXKaHUX SBUII, He3aIeXKHO Bifl TPUYMHHO-HACIIITKOBOTO 3B’ I3KY 3
3aCTOCYBaHHAM [OCJIIIXKYBAHOTO IIpenaparTy, B X041 JOCIIAXKEHHS V paMKax
II0CTMapKETUHI0BOI'0 HArJISIAy TPUBAJIICTIO 6 POKIB 3a yyacTio 12 056 malieHTiB CTaHOBUIIA
1,2 % (149/12 056 namienTiB, 181 Bunamok). HaiiyacTime cepen HeOaxKaHUX SBUII]
criocTepiranacs rinormikemis - 3 4actoTtoio 0,75 % (90/12 056 martrienTis, 102 Bumagku); mari B
MOPSOKY 3MEHIIeHHS 4aCTOTH PO3TallloBaHi BepTuro (3amamopouenss) - 0,08 % (10/12 056
namienTis, 10 BumapkiB); puchynkuis nevinku - 0,07 % (8/12 056 namieHTiB, 8 Bumaakis) ta 6inb y
x&uBOTi - 0,06 % (7/12 056 mamieHTiB, 7 BUMagKiB). 3 HUX HOBUMH HeOaXKaHUMU SBUIAMH, SIKi paHiie
He CIIOCTepiranucs B XOmi KITiHIYHUX [IOCHiIXKeHb, TPOBENEHUX B IOPeECTpalliiitHui nepion, Oymu
apTparis, mucmencis, Habpsk 06muyys (1Mo 2 BUMAAKHU OIS KOXKHOTO SIBUINA), iIMIIOTEHIIisI, alomelris,
rimepeMist Ta racTput (1o 1 BUMIaAKYy AJIST KOXKHOTO SBUIIA).

Km0 BUHUKHYTH Oy[Ib-SIKi i3 3a3HaUeHUX BUIlle TOOIYHMX peaklii, iHim HeOaxkaHi peakuii abo
HeOuiKyBaHi 3MiHH, TallieHTaM HeoOXiIHO HeraHO 3BePHYTUCS OO CBOro Jikapd. [eski mobiuHi
peaxiiii, B TOMy YUCIIi TSKKa rinormikemis, cnernudivyni 3MiHu 3 60Ky MOKa3HUKIB KPOBi, TAXKKI
anepriuni abo rceBpoanepriuxi peaxiii Ta NeYiHKOBa HEIOCTATHICTh, 3a IIEBHUX YMOB MOXYTh OyTH
HeOe3MeyHuMH [ KUTTS. TOMy IIPO TakKi peakilil, marieHTaM He0OXiqHO HEraiHO MOBIIOMUTH CBOT'O
JIiKaps Ta IPUNUHUTY IPUKMMaHHS [IpeliapaTy 40 OTPUMaHHS BKa3iBOK Bif JiKaps.

Tepmin npudamHocmi. 3 poxu.

YMmoBH 30epirannsi. 30epiraté y HefJOCTYIIHOMY OJ1s1 miTei Micii. 36epiraTy mpu TemiepaTypi He
Buie 302 C.

YnakoBka. Ne 30 (10x3): mo 10 TabneTok y GmicTepi, mo 3 6micTepu B KapTOHHIN KOPOOITi.

Kareropis Bigmycky. 3a pernenTom.

Bupoouuk. Xeunnoxk IHk., PecrnyOnika Kopesi/Handok Inc., Republic of Korea
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