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IHCTPYKIIA
AJISl MEAUYHOI0 32CTOCYBAHHS JIKAPChKOI0 3ac00y

AUTJIIMET®
(AIGLIMET)

Cknao:

Oitoui peyosunu: BUTIATTINTAH, METOPMIHY TiPOXIIOPHI;

1 Tabnerka 50 mr/850 mr mictuth 50 Mr BiparminTuay Ta 850 Mr MeTdopMiHy TiApOXIOpUIY;

1 Tabnerka 50 mr/1000 mr mictuth 50 mr Biaarmintuny Ta 1000 Mr metopmiHy TiApOXIOPHULY;
00noMidICHI pevosunu: TEII0N03a MIKPOKpUCTaliyHa, KomoBimoH K 25, kpocmoBimon (tum bB),
T'iIPOKCHIIPOMINIIENIOI03a, MATHIO cTeapar; IiBkoBa obomonka — Opadry® Yellow 03F520096 (s
tabnerok 50 Mr/850 mr), Opadry® Yellow 03F520097 (mns tabnerox 50 mr/1000 mr): rimpomenosa,
tutany giokcun (E 171), 3aniza okeun sxoBtuit (E 172), makporod, TaibK.

Jlikapcbka gopma. TabieTku, BKpUTI IJTIBKOBOKO 000JIOHKOO.

OcHo8HI i3uKOo-XIMIYHI 61ACMUBOCTI:

tabnetkn 50 mr/850 mr: TabneTku oBaJIbHOI (OpPMH, TIIAJIKI 3 IBOX CTOPIH, 31 CKOIIEHUMHU KpPasMH,
BKPHTI IIIBKOBOIO 00OJIOHKOIO, dKOBTOTO KOJIBOPY 3 po3mipoM Ou3bko 20,7 x 8,8 MM;

tabnetku 50 mr/1000 mr: TabiaeTku oBajgbHOI GOPMH, IIIAJKI 3 IBOX CTOPIH, 31 CKOIIEHUMH KpasMHu,
BKPHTI IIIBKOBOIO 000JIOHKOIO, TEMHO-)KOBTOT'O KOJIbOPY 3 po3MipoM 6snu3bko 21,3 x 10,1 mm.

dapmakorepaneBTH4Ha rpyna. Ilporumiabernuni mnpenapatu. KomOiHamis nepopaibHUX
rinornikeMizyrounx npenaparis. Kog ATX A10B DO8.

Dapmakonoziuni 61acmueocmi.

Dapmakoounamika.

Ajirnimer® € KOMOIHAIIE TBOX AHTHLIIKEMidHHX PEUOBUH 13 PI3HUMH MeEXaHi3MaMu Aii, fKi
MOKPAIIyIOTh KOHTPOJIb TJIOKO3W Y Talli€HTiB 3 jgiadetom Il Tumy: BUIAArIinTHH, NPEACTaBHUK
ciMeiictBa iHTiOiTOpiB  munentuaunnentunazu-4 (AII1-4) Ta wmerdopmiHy riapoxiopun,
MPEJICTaBHUK KJIacy OiryaH1IiB.

BinparninTuH, NpeACTaBHUK KJIacy pEYOBHH, IO TMOCHIIIOIOTH POOOTY OCTPIBKOBOTO amapary
HIJIITYHKOBOI 3aJl03U, € TOTY)KHUM Ta celekTUBHUM iHriditopom JIIII-4. Merdopmin nie,
TOJIOBHUM YMHOM, [IUIIXOM 3MEHILIEHHS €HAOT€HHOI MPOAYKIIT TJIFOKO3H B MEUiHIII.

Binoazninmun

BinparninTul aie, TOJIOBHUM YMHOM, IUIsixoM npurHiueHHs JAIIT1-4, ¢depmenTy, saxkuii Bianosigae 3a
nerpazganiro  iHKkpetuHoBuX TopmoHiB [TIII-1  (rmiokaronmomibnoro mentuay-1) Ta I
(TJII0K0303aJI€KHOTO  IHCYTIHOTPOIIHOTO MOinenTuay). I[IpurHideHHs BUIIArIiNTHHOM aKTUBHOCTI
AIII1-4 mpu3BOAWTH 0 IMIBHAKOTO Ta TOBHOTO 30UIBIICHHS €HOT€HHOTO PIiBHS I1HKPETHHOBHUX
ropmoHiB ['TIII-1 ta I'llT micast BxxuBaHHS 1K1 Ta HaTIIE.



[[Insgxom 30UTbIIEHHS €HIOTCHHUX PIBHIB IMX IHKPETMHOBUX TOPMOHIB BUIJATIINTHH IiBUILYE
YyTIUBICTh OCTA-KIITHH A0 TIIOKO3HM, BHACIIJOK YOO MOJIMIIYETHCS TIIFOKO303AIEKHE BUIIICHHS
iHcymiHy. JlikyBaHHS Maii€eHTiB 13 myKpoBuM miaderom Il Tunmy BingarminTuHOM B 103ax Big S0 1o
100 mr Ha m00y 3HAYHO WOKpamwio Mapkepu (QyHKIii Oera-kiiTuH, BKiatowaroun HOMA-
(romeocTaTHYHY MOJACNb OLIHKK (DYHKIT OeTa-KIITHH), BITHOIICHHS MPOIHCYJIHY 10 1HCYJIHY Ta
MOKa3HUKH YYTJIMBOCTI OeTa-KIITHH Ipu 6araropa3oBOMY MPOBEACHHI TECTY TOJIEPAHTHOCTI 10 Tki. B
oci6 6e3 giadety (3 HOpMaJIbHUM PiBHEM TJIIOKO3H) BULAATINITHH HE CTUMYJIIOBAB CEKPEIIII0 1HCYIIIHY
YY1 3HWKECHHS PIBHA TTIIOKO3U.

[Insaxom migBumieHHs piBHa eHaorenHoro ['TII-1 BinmarminTuH 30UIbIIye YyTIUBICTh alb(ha-KIITHH
MiIITYHKOBOI 337103 JIO TIFOKO3H, BHACTIAOK YOTO 301IBIIYETHCS CEKPEIlisl TIFOKO030-BiIMOBIIHOTO
rrokarony. IlocwiieHe TiABUINEHHS CIIBBIAHOIICHHS I1HCYJIIH/TJIOKArOH IiJ Yac TinepriikeMii
00yMOBIIIOE€ 3pOCTaHHS PIBHS 1HKPETHHOBOTO TOPMOHY, IO HPU3BOAMTH IO 3HIDKEHHS MPOJIYKIIil
[VIIOKO3M y MEUiHIi B yMOBax HATLIe Ta IICJIs BXXUBAHHSA XK1, 10 MPU3BOAUTH 10 3HUKEHHS PIBHSA
[JIFOKO3H.

Binmomuii edext migsumenux pisHiB [TIII-1 13 3aTpUMKOIO0 HUTYHKOBOTO COKY HE CIOCTEPIraeThCs
NIPY JTIKYBaHHI BUIJATTIIITHHOM.

Memdeopminy 2iopoxniopuo

MetdhopMiH € TIepopaTbHUM aHTUAIa0ETUYHUM 3ac000M Kiiacy OiryaHifiiB, TIMOTTIKEMIYHUA edeKT
SKOTO IPYHTY€ETHCS, TOJIOBHUM YHHOM, Ha TIOJI0JIAHH] PE3UCTEHTHOCTI JI0 1HCYIIIHY B MIEYiHIIl 1 M s3aX.
[Ipr HasBHOCTI IHCYNiIHY BiH 3HW)XYE K OazailbHHI, TaK 1 MOCTHpaHAIATbHUN PIBEHb TIIIOKO3U B
wiazmi. MeTrhopMiH HE CTUMYIIOE CEKPEIil0 1HCYTiHy, TOMY HE MPHU3BOAUTH IO TIMOTIIKeMil Mpu
MOHOTEPAITIi.

MetdopMmiH MOXKe COPUYMHATH 3HIXKEHHS TIIIOKO3M 32 JOIOMOT'0I0 TPhOX MEXaH13MiB:

- BupoOiieHHs T1I0OKO3HM B TEYiHII 3HAYHOIO MIpOO BiJNOBIJAE 3a TIMEPrIIiKeMIl0 y CTaHi HaTIie.
MetdopMmin 3HIKYE BUPOOJICHHS TJIOKO3M B TMEYIHI, IO AaKTUBIZYETHCS PE3UCTEHTHICTIO 10
IHCYJTIHY NIISIXOM TPUTHIYEHHS TJIIOKOHEOTeHe3Y 1 TJIKOTEHONI3y, TaKUM YHHOM OJHOYACHO
OPOTUAIE TiMepriikeMiyHOMY e(eKTy TIIIIOKaroHy. 3a JOMOMOTrOI IbOTO MeXaHi3My MeT(opMmiH
3HIDKYE TIIEPrIIIKEMII0 HaTIIE.

- Iloripmene nepugepuyHe MOTJIMHAHHSA Ta HAKONHWYEHHS TJIIOKO3M B OCHOBHOMY BiJIIOBIJIAIOTH 32
NOCTIIpaHAlalibHy Tinepriikemiro. MeThopMiH MiABUILYE YYTIUBICTh KIITHH JO 1HCYINIHY,
CTHUMYJIIOIOUM aKTHUBHICTh 1HCYJIHOBHMX peLENTOpiB THPO3UHKIHA3M, THM CaMHM CHpPUSAIOUYH
NOTJIMHAHHIO TJIOKO3M Ha KJIITMHHOMY piBHI. MeThopMiH 30UIblllye NPOMYCKHY 3AaTHICTH BCIX
KIITUHHUX MeMOpaHHuX TpaHcrnopTepiB rmoko3u (GLUT). Leit edexkr merdopminy ocoOIuBO
NOMITHUM TpH rinepriikemii. BHYTPIIHbOKIITUHHUN CHHTE3 TJIIKOTeHY 30LIbIIYETHCS LUISIXOM
CTUMYJISALIT KJIFOYOBOTO (EPMEHTY, TIIKOT€HCHHTAa3u. 3a JOMOMOI0I0 OO MEXaHi3My MeT()OpMiH
3HIDKYE TIEPrIIIKEMII0 MICs BXKUBAHHS TXKI.

- Metdopmin 3HIKYe aOCOPOLII0 TIIOKO3M Y KUIIKOBOMY TPaKTi, TUM CaMHUM 3HMXKYIOUHM BIUIMB
[JIFOKO3U MICIIS B)KUBAHHS 1%K1.

VY moneit, He3alle)KHO BiJl BIUIMBY Ha IJIIKEMit0, METQOPMIHY TiAPOXJIOPUI] MAE CIIPUITIUBHNA epeKT
Ha MetabomizMm mimigiB. lle Oyno mnoka3aHo [uis TepaneBTUYHHUX J03 Y KOHTPOJIbOBAHMX,
CepeIHbOCTPOKOBUX a00 JOBIOCTPOKOBHX KIHIYHUX JOCTIIKEHHSAX: MET(OPMiHY TiIpPOXJIOpUA
3HMKY€E PIBEHb 3araJIbHOTO XOJIECTEPUHY, JINONPOTETHIB HU3bKOT IIUIBHOCTI Ta TPUTIIILIEPHIIB.

Kpim Toro, B IeSKUX TOCTIIKEHHAX OyJI0 MOKa3aHo, 1110 MeT(OPMiH MiJABHIILYE PiBEHb JIMONPOTEIHIB
BHCOKOT IIIIIbHOCTI. MeT(dopMiH Takok BUABISAE (PiOPUHOTITUUHI BIACTUBOCTI.

[TpocniektuBHe panpomizoBane nociimkeHHss UKPDS (bpurancbke NpoCHeKTHBHE AOCIHIHKEHHS
IyKPOBOTO /11a0€eTy) BCTAHOBWJIO JIOBIOCTPOKOBI IepeBaru IHTEHCUBHOTO KOHTPOJIO ITFOKO3U B KPOBI1
npu npiadeti Il tunmy. AHami3 pe3yibTaTiB y Malli€HTIB 3 HaJMIPHOIO Macoo Tila, SKi OTPUMYBAJIU
MeT(HOPMIH MICISI HETOCTaTHROI €PEKTUBHOCTI BUKJIFOUHO JII€TH, TOKA3aB:



- 3HaYHE 3HWKXEHHS a0CONIOTHOTO PU3HMKY OYIb-IKUX TMOB’SI3aHMUX 13 J11a0E€TOM YCKJIAJHCHb y TPYyIi
meThopMminy (29,8 moxiit/1000 mamieHTO-poKiB) MOPIBHSHO 3 TPYIOIO, IO OTPUMYBajla BUKIIOYHO
niety (43,3 moniit/1000 mamiento-pokiB), p = 0,0023, mopiBHSHO 3 KOMOIHOBAaHMMH TPYIIaMH, IO
OTPUMYBAIU CYJIb(OHIICEUOBUHY Ta IHCYJIH K MoHOoTeparito (40,1 moaiii/1000 nanieHTO-pOKiB), p =
0,0034,

- 3HaYHE 3HWKCHHS a0COJIFOTHOTO PU3HKY JIETAIbHUX HACIHIKIB, IOB’s3aHUX 13 qiabeToM: MeT(opmMin
7,5 nmoniit/1000 mamieHTo-pokKiB, BUKIIIOUHO AieTa 12,7 moaiit/1000 mamiento-pokis, p = 0,017;

- 3HAayHe 3HIDKEHHS aOCOJIOTHOTO PHU3MKY KITBKOCTI JIETAIbHUX BHIAAKiB: MeTrdopmin 13,5
noaiit/1000 maimieHTO-pOKiB TOPIBHSAHO 3 BUKIIOYHO mgieToro 20,6 moxiit/1000 marieHTO-poKiB
(p=0,011) i mopiBHSHO 3 KOMOIHOBaHUMH TPYIIAMH, 110 OTPUMYBAIH CYIb(OHIICEUOBHHY Ta 1HCYIIH
K MOHOTeparnito, 18,9 moniit/1000 maniento-pokis (p = 0,021);

- 3HA4YHE 3HIKEHHS a0CONIOTHOTO PU3HKY PO3BUTKY iH(apKTy Miokapaa: metdopmin 11 moxuiit/1000
MalieHTO-POKIB, BUKIIIOYHO AieTa 18 momiit/1000 nmamiento-pokis (p = 0,01).

Dapmaxokinemuxa.

Bcmoxmyeannsa

BuygarninTud 3 MeThopMiHOM

Y nocmimxeHHi O10€KBIBaJIGHTHOCTI Mpernapary BUITArTIINTHH 3 METHOPMIHOM TabNeTKU Pi3HHUX
koHueHTpauii (50 mr/850 mr i 50 mr/1000 mr) mopiBHIOBaJIM 3 KOMOIHAII€I0 OKPEMHX IpenapaTiB
BULAAMTINTHHY 1 METHOPMIHY TiIAPOXIOPUAY Y BIAMOBIAHHMX M03aX. BikuBaHHS 1K1 HE BIUIMBAJIO Ha
00’eM Ta CTyHiHb BCMOKTYBaHHS BUIAAININTHHY — JiF040i PEYOBHMHHU Tpemnapary BUIIArTINTHH 3
meropmiHoM. MakcuMaiabHa KOHIEHTpallis B 1mia3mi KpoBi (Cmax) 1 IUTOmA MMiJ KPHUBOKO
«koHnenTpamis — gac» (AUC) MeTdopMiHy TiIpoXJIOopHuIy MPpH MPUHOMI MpenapaTy BUITATIINTHH 3
meTdopMminoMm y 1031 50 mr/1000 Mr pazom i3 ixero 3HMWKyBanucs Ha 26 1 7 % BiIMOBIAHO, a yac
nocsrHeHHs (Tmax) ynoButbHIOBaBCs (3 2,0 10 4,0 ToauH).

Hwxuye HaBomsATbcsd (papMakOKIHETHYHI BJIACTMBOCTI OKPEMHUX JIIOYMX PEYOBHMH IIpernapary.
Binnarmintua

[Ticns mepopaiibHOr0 MNpPUHOMY HaTIIE€ BUIJATTINTHH IIBUJKO BCMOKTYETbCS. AOCOIIOTHA
61010CcTyNHICTh CTAaHOBUTH 85 %. Cmax ocsraeTbesi mpubnanu3Ho yepe3 1 roguny. BikuBaHHS 1K1 He
3MiHIO€ 3aranbpHy ekcrosuiito (AUC).

MetdopMiHY TAPOXIOPUT

[Ticns nepopanbHOro mnpuiiomy MeTPopMiHy Cmax IOCATa€Tbes NPUONM3HO vepe3 2,5 TOMUHH.
[lepenbauaeThCsi, 0 BCMOKTYBAHHS 3/1MCHIOETHCS B OCHOBHOMY y BEPXHIX BIJJIUIaX HUTyHKOBO-
KHIIKOBOTO TPakTy. AOGCOIIOTHA 6100CTYNHICTh MeT(GOpMIHY riapoxsopuay (tabiaetok mo 850 mr),
NPUMHATOMY HaTIE, CTAHOBUTH y 3J0pPOBUX J00poBOJbLIB Npubau3Ho Bix 50 go 60 %. Ilpuiiom
nepopaibHO 0AHOpPazoBoi 103u 500-2500 Mr oOymMOBUB MeHII HiX mponopuiiHe 30inbmeHHs Cmax,
MOJKJIMBO, BHACJI1JJOK HACH4UyBaJbHOTO MeXxaH13My. [Ipu 3BHuaiiHOMy JJ03yBaHHI Ta peXuUMi pUoMY
MeT(GOpPMIHY pIBHOB@)XHI IJIa3MaTU4YHI KOHIIEHTpallii JocAraloThes y Mexax 24-48 roauH Ta
3a3BUYail CTAHOBJISITH MEHIE | MKr/mil. Y KOHTPOJIbOBAHMX KIIHIYHUX AOCHIHKEHHSIX Cmax HE
nepeBulyBaia 4 MKI/MJI HaBiTh IIPU 3aCTOCYBaHHI MaKCUMAJIbHUX /103.

BoxuBaHHS 1K1 3HIDKYE 00’€M Ta TPOXU YIMOBUIBHIOE BCMOKTYBaHHSI MET(OPMIHY TiIPOXIJIOPUTY, TIPO
1o cBimyath mpudnau3Ho Ha 40 % menma cepenHs Cmax, Ha 25 % menma AUC, a Takox 301UIbIIEHHS
Ha 35 xB Tmax. KitiHiuHe 3HaY€HHS TAKOr0 3HM)KEHHS HEBIIOME.

Po3nooin

BinnarminTua

3B’s3yBaHHs BULIAMINTHHY 3 OUIKaMu miia3Mu KpoBi Hu3bke (9,3 %), BULAATIINTHH PO3NOALISAETHCS
OJIHAKOBO MDK I1a3Mor0 Ta eputponutamu. CepefHiii 00’e€M po3NoAuly BULAAMTINTHHY Y
CTallioOHapHii a3l micis BHYTPIIIHBOBEHHOro BBeaeHHS (Vss) craHoBUTH 71 1, 1m0 BKa3ye Ha
M03aCyAMHHUHN PO3MOILII.

MetdopMiHy TiAPOXJIOpUA




3B’s13yBaHHS MeTPOpMiHY 3 OlTKaMH TIa3Mu He3HadHe. MeT(opMiH TPOHHMKAE B E€PUTPOIUTH.

MaxkcumanbHa KOHLIEHTpAIlisl B KPOBI € HMXK4Ya, HDK MaKCHMallbHAa KOHIIGHTpALlis y IUIa3Mi KpOBi, 1

JOCATAETHCS MPUOIU3HO Yepe3 Toi camuil yac. EputpouuTt, MMOBIpHO, SBISAIOTH COO0I0 BTOPHUHHY

IUTTHKY po3noainy. CepenHiii 06’ em po3nofiny (Vd) cTaHOBUTE 63—276 JiTpiB.

Memabonizm

Binnarnintun

MeTaboi1i3M € OCHOBHUM IIIJISXOM BHBEACHHS BLIAArIiNTUHY Yy Moaer (69 % mosu). OcHOBHHI

metabomt LAY 151 € ¢papmMakonoriayHO HEAKTHBHUM 1 € MPOJAYKTOM TiIPOJIi3y 1iaHOBOTO (hparMeHTa

(57 % no3m), 3a HUM i€ OPOAYKT rifponizy amigHoro ¢parmenta (4 % no3m). Binparintun nHe

MeTaboi3yeThes pepmernTamu nuroxpomy P450.

MetdopMiny riApoXaopua

MeTtdopMiH BUBOIUTHCS 13 CEUEI0 Y HE3MIHEHOMY BUTJISAL. Y JIFOJUHA META0OITH HE BU3HAUYCHI.

Buseoenns

Binnarmintun

85 % no3u BUBOIUTHCS 13 cedero, 15 % mo3u — 3 kanom. Ilicns mepopanbHoro 3acrocyBanus 23 %

JI03M BUBOJUTHCA 13 CEUYCI0 y BUIJISAI HE3MIHEHOro BijmarminTuHy. Ilepion HamiBBHBENEHHS TMicCIs

NEepPOPaTLHOTO 3aCTOCYBaHHS CTAHOBUTH MPUOJIM3HO 3 TOTUHHU.

MetdhopMiHY TiApOXIOPUIT

MeTtdopMmin BUBOIUTHCS 3 OpraHi3My i3 cedero 06e3 3MmiH. HupkoBuii kiiperc cranoButh > 400 mi/xB,

TOOTO € MpuOIM3HO B 3,5 pa3a OUTBIIMM, HIXK KITIpEeHC KpeaTuHiHy. BiqmoBigHo, mpenapar roJoBHUM

YHHOM BHBOAMTHCS IUISIXOM AaKTHUBHOI KaHanbleBoi cekpeuii. [licms mepopambHOro mpuiiomy

KIHIICBHI TIEPi0j] HAIIIBBUBEICHHS CTAHOBUTH NMPHOIU3HO 6,5 roaunu. [Ipu npoBeneHHI BUMIpIOBaHb

y UIIbHIA KpOBI TEpioJ HAMIBBUBEIEHHS CTAaHOBUTh Onu3bko 17,6 roquHu. VY MAalli€HTIB 3

HOPMaJIbHOIO (DYHKIII€I0 HUPOK MET(GOPMiH HE HAKONMUYYETHCS B OpraHi3Mi y CTaHIApTHHX 033X

(1500 — 2000 mr).

BinnarminTua

Jinitinicmo/neninitinicmos

Cmax i BinmarmintuHy Ta AUC 30UIbIIyBaiucs Maibke MpPOMOPLIHHO JO3YBaHHIO B YChOMY

niana3oHi TepaneBTUYHUX J103.

Cmamp

He cnocrepiranu *oJHOi pi3HULI Yy (apMaKOKIHETUYHMX MapaMmeTpax BULNATIINTHHY Y 370pPOBUX

JIOOPOBOJIBIIIB YOJIOBIYOT Ta KIHOYOT CTaTi.

Bik

KonnenTparnii B ma3mi miBUIIeH! y namieHTiB ctapuie 70 pokiB, MpoTe Il 3MIHU HE BBAXKAIOTHCS

KIIIHIYHO 3HAYYITUMHU.

Ileuinkosa neoocmammuicmeo

Brnus Binparmintuny (100 mr) He migBUIyBaBcs micisi ogHOpazoBoi no3u 100 Mr y marfieHTiB 3

JIETKOI0 Ta TIOMIPHOIO TIEYIHKOBOIO HEJOCTAaTHICTIO. Y TAIEHTIB 3 TSHKKOK TE€YiHKOBOIO

HEJOCTaTHICTIO BIUIUB OyB 30inbmieHuit Ha 22 % (68 % BepxHboi Mexi ).

Hupkosa neoocmammuicmo

VY npoueci gocnipkenHs Gpapmakokinetuku AUC BuigariainTuny 30iblIyBanacs B cepeIHbomy B 1,4;

1,7 ta 2 pa3u y naimieHTtiB 3 jerkorw (kiipeHc kpeatuHiny [CrCl] 50 — <80 wmu/xB), MOMipHOIO

(CrCI30 — <50 mur/xB) Ta tspkkoro (CrCl <30 muI/XB) HHMPKOBOK HEIOCTATHICTIO BiJIOBITHO

MOPIBHSHO 31 310poBUMHU 100poBoibisiMU. AUC metabonity LAY 151 36inbmryBanacs B 1,6; 3,21 7,3

pasa, a merabomnity BQS867 — B 1,4; 2,7 1 7,3 pa3a y maui€HTiB i3 NOPYIIEHHAMHU (YHKIT HUPOK

JIETKOTO, CEPEIHBOTO 1 TSHKKOTO CTYNEHS TSDKKOCTI BiAmoBimHO. OOMEXeH1 AaHl y MaIlieHTiB 13

TEPMIHAJIBHOIO CTAJIE€I0 XPOHIYHOT HUPKOBOI HepocTtaTHOCTi (XHH) BkasyroTh Ha Te, IO MOKa3HUKU

JAaHOI TPYMU CXOX1 3 TAaKUMHU y MAII€HTIB 3 MOPYIIEHHSAMU (YHKILII HUPOK TSKKOTO CTYIEHS.

LAY151 AUC y mnanientiB i3 XHH 06yB y 6,8 paza BumMM, HDK y Mali€HTIB 3 HOPMAaJbHOIO
4




GyHKII€I0 HUPOK. BUBENEHHsS BUIIATTINTHHY TPU reMopiamidi oOMexxkeHe (depe3 4 roAvHU IiCIs
0JTHOPA30BOI0 MPUIOMY CTAHOBUTH 3 % MPH TPUBAJIOCTI MpoLEAypH OibIine 3-4 roauH).

BB MetdopMiHy: y Mali€HTIB 13 TOPYIICHHSIMH (YHKIlIT HUPOK HUPKOBHH KIIPEHC 3MEHIIYEThCS
NPOMNOPLIHHO KIIPEHCY KpeaTuHiHy, 3 TPOJOBXKEHHSIM TMEpioJy HAMIBBUBEACHHS 1 PHU3UKOM
HAKOIUYCHHSI.

Emmniuni epynu

OOMexeH1 JaHi CBiIYaTh MPO BIJICYTHICTh BIUIMBY €THIYHOI MPUHAJIEKHOCTI Ha (papMaKOKIHETHKY
BULIATTINITHHY.

Kuiniuni xapakrepucTuku.

Ilokaszanns.

Aiirmiver® nokasanuii 11 JTiKyBaHHS HallieHTIB i3 ykposuM Aiabetom II Tumy:

- JIOPOCIMX TAIE€HTIB, Y SKUX HAJICKHUH KOHTPOJb PIBHS TJIOKO3U HE MOXKE OyTH 3a0e3reucHuit
NEepOpATbHUM MPUHOMOM MET(POPMiHY SK MOHOIIPENapary y MaKCUMaJIbHO IEPEHOCUMHUX J103axX, a00
y TAI€HTIB, SKi BXKE OTPUMYBAJIH JIKyBaHHSI KOMOIHAIII€I0 BULAATTINTUHY Ta METGOPMIHY y BUTIISAII
OKpeMUX Ipenaparis;

- y KoMOiHaIii 31 cynb()OHIICEYOBHHOO (TPUKOMIIOHEHTHA KOMOIHOBaHa Teparisi) SIK 10JaTKOBHI 10
J€TH Ta BIpaB 3aci0 MpwH JIIKyBaHHI MALI€HTIB, CTaH SAKUX HE KOHTPOIIOETHCS HAJIC)KHUM YHHOM TIPH
3acTOCyBaHHI METHOPMiHY Ta CyNIb()OHIICEUOBUHH;

- JJI TIPOBEJICHHS TPUKOMITOHEHTHOT KOMOIHOBAHOI Teparii 3 iHCYJIIHOM K JTOJaTKOBUH JIO JIETH Ta
BIIpaB 3aci® i1 TOKpAIIEHHS KOHTPOJIO PIBHS TIUIIOKO3W MpHU JIIKYyBaHHI TAIl€HTIB, y SKHUX
3aCTOCYBaHHS CTaOUIBHOI O3M IHCYNiIHY Ta MeT(HOpPMiHY SIK MOHOTEpaIlii He 3a0e3neuye HaleKHOTO
KOHTPOJIIO PIBHS TJIFOKO3H.

Ilpomunokazanns.

- [ligBuimeHa 4yTIMBICTh 0 BULAATIINTHHY a00 METQOPMIiHY Tiapoxiopury, abo 10 Oyab-sKux
1HIIIMX KOMIIOHEHTIB Ipernapary;

- aiaGeTHYHMIA KeToanua03 ado iadeTuyHa IPeKoMa;

- HHMPKOBA HEJOCTATHICTh a00 MOPYIIEHHS (YHKLIT HUPOK (KIIipeHC KpeaTHHIHY <60 MI1/XB);

- TOCTpl CTaHH, sIKI MOXKYTb 3MIHIOBaTH (DYHKIIIIO HUPOK, Takl SIK JAeriapaTariis, TsDKKa 1H(eKis,
10K, BHYTPILITHHOCY/JUHHE BBEJCHHS HOJJOBMICHUX KOHTPAaCTHUX PEUOBHH;

- TOoCTpl ab0 XpOHIUHI 3aXBOPIOBAHHS, SIKI MOXKYTh NPU3BECTU J0 TKAHUHHOI TIMOKCIi, Takl SK
ceplieBa abo AMXallbHA HEJOCTATHICTh, HEIIOAaBHO MepeHeceHni iHpapKT MioKap/a, MIOK;

- TopyWeHHS (YHKIII MeUlHKH;

- TOCTpa aJIKOTO0JIbHA IHTOKCHUKAIIisl, aJIKOT0JIi3M;

- 1epioJ TOJyBaHHS IPYAJIO.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inwii 6u0u 63a€mMooiil.

OoiuiitHi  1ochiKeHHs JIIKapCchKOi B3aeMOJIl mpenapaTy BUIAArTINTHH 3 MeET(OpPMIHOM He
npoBoauiaucs. Huxkdye HaBeAeHO BIAOMOCTI MPO B3a€MOJIl JIIOYMX PEYOBMH, BUINAININTHHY Ta
MeT(GOPMIHY OKPEMO.

BinnarminTua

OckinbKM BUTIArminTuH He € cyoctpatoM (epmenTiB muroxpomy P (CYP) 450 i He ramemye Ta He
iHaykye ¢epmentu cucremu CYP 450, manoliMoBipHO, 1100 BUAAMIINTHH MPH OJHOYACHOMY
3aCTOCYBaHHI B3a€MOJIISIB i3 cyOcTpaTaMu, Hri6iTopaMu abo 1HAYKTOpaMH LIUX (PEPMEHTIB.

KniniyHi gocnikeHHs] TPOBOIUINCH 13 3aCTOCYBAaHHSM IMEPOPAIbHUX MPOTHI1a0ETUUHUX 3aCO01B Y
naiieHTiB 3 aiaberom Il Tumy abo npenapartis 3 By3bKHUM TepaneBTUUHUM BiKHOM. L1i nocmimxeHHs He
MoKa3zajau  KIHIYHO  3HAuylIux  (apMakoOKIHETUYHHMX  B3aEMOJIM 13  NEpOpaJIbHUMHU



MpOTHIIa0ETHYHUMHU 3aco0amu  (TJ10EHKIaMIIOM, TOTJITa30HOM, MET(HOPMIHOM), aMJIOJMUITIHOM,
JTUTOKCHHOM, PaMilIPUIIOM, CAMBAaCTaTHHOM, BaJICapTaHOM ab0 BappapruHOM.

MetdopMiny riapoXaopua

3nuoicenns cinoanikemiunoi echekmugHocmi

['mroxokopTHKOiTM (CHCTeMHI 1 MicieBi), Oera-2-aroHicTd, AlypeTUKH, (eHOTia3uHHM (HAIPHUKIIA,
XJIOPIIPOMA3WH), TOPMOHH IIMTOBUIHOI 3aJI03HM, €CTPOTCHH, OpaJbHI KOHTPAICNTHBH, 3aMiCHI
TOpMOHaJIbHI MPOAYKTH, (EHITOTH, HIKOTHHOBA KHCIIOTa, OJIOKATOPH KAJIBIIIEBUX KaHAJIIB, 130H1a3H]1T 1
TETPAKO3aKTHI MOXKYTh MiIBULITYBAaTH PiBEHb IIIOKO3U B KPOBI.

Tlomenyiayis cinoenikemiunoi epexmusnocmi

Dypocemi BUKIHKAE 3011bIeHHS piBHSA MeTopMiny y miiazMi (Cmax — Ha 22 %, AUC —Ha 15 %) Ta
HE 3MIHIOE HOTO HUPKOBUH KITIPEHC.

Hipenunin Bukiukae 30utbiieHHs piBHs MeTdopMiny y mia3mi (Cmax — Ha 20 %, AUC — Ha 9 — 20 %)
NUISIXOM 301TbIIIeHHST a0copOItii MeTopMmiHy.

[umetnaun 30imbiye Cmax MeTdopminy Ha 60 % Ta AUC — Ha 40 %. Bin He BIuMBae Ha mepiof
HamiBBHUBe/IeHHsI MeT(hopmiHy. [HIII aKTUBHI pEYOBUHU (aMIJIOPUA, TUTOKCUH, MOPQIH, TPOKaiHaMif,
XIHIIWH, XiHIH, PaHITHIWH, TPUAMTEPEH, TPUMETONpPHM ab00 BAHKOMIIMH), SKI BHBOJISATHCA 3a
JIOTIOMOTOF0 aKTUBHOI HHUPKOBOI KaHAJBIIEBOI CEKpeIlii, MarTh IOTEHIaJl 10 B3aeMomii 3
metdopmiHOM. BinmoBigHO, y Mami€HTIiB, SKi OTPUMYIOTh Taki JIKapChKi 3aco0H, ciix 3a0e3nednTa
peTeNbHUN KOHTPOIIb Mif] Yac JIIKyBaHHS MET(HOPMIHOM.

[ariditopu AII®D MOXyYTh 3HI)KYBATH PiBEHD TIIIOKO3U B KPOBI.

PiBeHp TIIOKO3M B KpOBI TakoXX MOXE 3HIDKyBaTHCS T Jieo Oera-O0lokaTopiB, Xoua
KapaiocenekTuBHI (OeTa-1-cenekTuBHI) OeTa-0J0KaTOpH BUSBISIOTH TaKi B3a€MO/Iii 3HAYHO MCHIIIOIO
MIpO¥0, Hi’K HEKapA10CEIEKTHBHI 3aC00H.

CroinpHe 3acTocyBaHHs iHTIOiTOpiB MAO 1 mepopalibHUX NUPOTHAIA0ETHYHUX 3ac00iB  MOXKe
MOJTIMIIIATHA TOJIEPAHTHICTD JIO TJIFOKO3H 1 301IBIITUTH TIMOTNTIKEMIYHAN e(EeKT.

CymyTHE BXXMBaHHS aJIKOTOJII0O MOXKE ITOTCHIIIOBATH TIMOTJIIKEMIUHy Hif0 MeT(HOpMiHY 1 HaBiTh
MIPU3BECTH JIO TIMOTIIKEMIYHOT KOMH.

36invuiennss abo smenulenHs 2inoenikemiynoi 0ii Mmem@opminy

Hz-aHTaroHictTi, KJIOHIAMH 1 pe3epHiH MOXYTh 30UIBIIMTH a00 3MEHIIUTH €(PEeKT MeT(POpMIHY.
[TopyiieHHsT KOHTpPOJIIO PIBHSA TJIOKO3M B KpoBi (y TOMY u4ucii rimep- abo TiNOriKeMis)
CIHOCTEpIrajaucs MiCis CIUIBHOTO BBEJICHHS XIHOJIOHIB 1 MET(QOPMIHY.

B3aemooii, axi 36inbuyroms nebasicani aeuwa memgpopminy

Liypemuku

[Topymienns: GyHKIIT HUPOK Yepe3 AlypeTHKU (0COOIMBO METIBOBI J1YPETHKH) MOXKE MPU3BECTH J10
JAKTOAIM103y. 3aCTOCYBAaHHS A1yPETHKIB MOXe MTPU3BECTH 0 MiABUILIICHHS PIBHA INIIOKO3U B KPOBI.
Hooosmicui konmpacmui peuogunu

Jns orpumanHs iH(opMalii Ipo B3aeMOJI0 3 HOJAOBMICHUMU KOHTPACTHUMH PEUOBHMHAMU 1 PU3UK
BUHUKHEHHS JAKTOALU03y AUB. po3All «OcoOIMBOCTI 3aCTOCYBaHHS.

Ankozonw

[Tpu roctpiii aaKOroybHIA IHTOKCHKALI] Y MAIEHTIB, K1 MPUHAMaIOTh MET(OPMIH, ICHYE IiIBUILIEHUIN
PHU3UK PO3BUTKY JIAKTOAIUI03Y, OCOOIMBO MICHs rOJ0AyBaHHS a00 MPH HEIOCTATHOCTI Xap4yyBaHHS
a00 nopyueHH1 QyHKIIIT MeUiHKH.

Bzaemooii, sixi eniusaroms Ha epexmueHicms iHUUX PEHOBUH

Metdopmin 3HIKYE piBeHb (ypoceminy B miaasMi (Cmax — Ha 33 %, AUC — Ha 12 %) 1 ckopouye
KiHIIEBHI Tepio]| HamiBBUBEAeHHS HA 32 %, HEe 3MIHIOIOUM HUPKOBHH KilipeHC PypoceMiny.

Jis peHnpokoyMoHy MoOke OYTH 3MEHIIEHA, OCKUIbKM MOro BUBEICHHS MPUCKOPIOETHCS Mif JIEI0
MeT(QOpPMIHY.

JocnimxenHs B3aeMmoAii 3 TJiOeHKIaMizoM, HienurniHoMm, 10ympopeHOM 1 MpONpaHOJIOIOM He
BUSIBWIM KJIIHIYHO 3HAYMMOTO BIUTMBY Ha (papMaKOKIHETHYH1 TapaMEeTPH [IUX PEUOBHH.




THwi 63aemo0ii
CUMITOMH TIMOTJIIKEMii MOXHA 3MEHIIUTH 3a JIOTIOMOTOI0 CHMIIATONITHKIB (Hampukiam, Oera-
0JIOKaTOPiB, KIIOHIIUHY, TYaHETHIUHY, PE3EPIIIHY).

Ocoobnusocmi 3acmocy8anus.

3acanvhi

AiirmiMer® He 3aMiHIO€ iHCYIIH IS iHCYTiH3aNeKHUX HalieHTiB. [Ipenapar He il 3aCTOCOBYBATH Y
naieHTiB 3 giaberom I Tumy.

Jlakmoauyuoos

JlakToanumo3 — Haa3Bu4aiiHO piakicHe (3 Bumagku Ha 100000 nr0aUMHO-POKIB), OJHAK CEpilo3HE
MeTaboJIiuyHe YCKJIaJHCHHS, TIOB s13aHe 3 BUCOKOIO KUIBKICTIO JIETAIbHUX HACIIIKIB IIPHU BiJICYTHOCTI
HEBIAKJIAAHOTO JIIKyBaHHSI. MoOke BHHHKATH B pe3yiabTaTi HaKoNMMuYeHHs MeTdopMmiHy. Bumaaku
JAKTOAM103y Yy MAI€HTIB, SKI NpuiMain MeT(GOpMiH, BUHMKAIU, TOJIOBHUM YHMHOM, Y XBOPHUX Ha
niabeT i3 BUPaK€HOI0 HUPKOBOIO HEAOCTATHICTIO. Y MAIIEHTIB 13 MOPYIMIEHHAMU (YHKLII NEUiHKA
KJIIPEHC JaKkTary Moxke OyTu oOMexkeHuMM. YacToTy BMHUKHEHHS JIAaKTOAIMI03y MOXHA 1 CIif
3HHM3WUTH, YCYHYBIIH 1HIII CYIyTHI ()aKTOPH PHU3HKY, TaKi SIK MOTaHO KOHTPOJILOBAHUHU J1iabeT, KeTo3,
TpUBaJe TOJOJYBaHHS, HAaAMIpHE BXKMBAHHS AJKOIOJO, MEYIHKOBA HEIOCTAaTHICTh Ta OyAb-sKHUN
CTaH, NOB’s13aHUH 13 Timokciero (auB. Takox po3aiu «lIpotumokazanus» ta «B3aemonis 3 IHIIUMH
JIKapChbKUMH 3ac00aMU Ta 1HII BUIU B3AEMOIIN).

[TorrepenHi 03HAKM i CUMOTOMH HE € CHEIU(IUHUMH 1 MOXKYTh TPOSIBIISATUCS Yy BHIJIAII M S30BUX
crasMmiB, IO CYNPOBOKYIOTbCS pO3J7aJaMHM LUTYHKOBO-KHMILIKOBOIO TpakTy, OojieM Yy »HBOTI,
MiJBUIICHOI0 YaCTOTOK JHXaHHS 1 BHPAXKEHOI acTeHiero. Jlikap TOBHHEH BPaxOBYBaTH IIi
cumnToMu. Jlikap MOBUHEH TakoX 1HGOPMYBATH MAII€HTIB PO MOMKIIMBI O3HAKH JIAKTOAIIUI03Y.
Hiacnocmuka nakmoayuoosy

JlakToanu103 XapakTepU3yeThCsl AalMI03HOK 3aJUIIKOI0, 00JeM Yy KHBOTI Ta TilOTepMi€ro, B
MOJAJIBIIIOMY MOYKJIMBHN PO3BUTOK KOMH. JliarHOCTHYHI 1a00paTOpHI JaHi BKIIIOYAIOTh 3HIKEHHS pH
KpOBI, piBEHb JIAKTATY Y IUIa3Mi KPOBI BUIIE 5 MMOJIB/J, @ TaKOXK 30UIbIICHHS aHIOHHOTO 1HTEPBAaIY
Ta Koe(ilieHTa JIaKTaT/mipyBar. Y BUNAAKY M103pU HA JIAKTOALU03 JIKYBaHHS JaHUM IpernapaToM
CJiJ TPUIMHUTH, a TMalieHTa HeraHo rocmitanizyBatu. Haiibinbm edexkTuBHHM cnocobom €
BHUBEJICHHS JIAKTATy 1 MET(POPMIHY IUIAXOM Temoianizy (auB. po3nin «Ilepemo3yBanHsm»).
Topywenns ¢ynxyii Hupox

Ockibku MeT(HOPMIH BUBOJUTHCS TOJIOBHUM YHHOM HUPKAMH, CJIIJI IEPE]] MOYaTKOM 1 PETYJISPHO IiJ
qac JIIKYBaHHS NEPEBIPATH KIIIPEHC KPeaTuHIHY:

- NpUHaAMHI OJUH pa3 Ha PIK Yy NAlllEHTIB 3 HOPMAJIbHOIO (YHKIIEIO HUPOK;

- Ha po3Cy[ JIiKaps y MAaI€HTIB 3 PIBHAMU y HUXKHIM MeXl HOPMaJbHOIO Jiana3zoHy ado y
MAII€HTIB JIITHHOTO BIKY, OCKUIBKH OE€3CHUMIITOMHE 3HWXEHHS (YHKIT HHUPOK dYacTo
CIIOCTEPIraeThCsl y Mali€HTIB JITHHOTO BIKY.

Crizt IposIBASTH OCOOJIMBY OOEPEKHICTh Y CUTYAIlISAX, KOJIM (PYHKIIISI HUPOK MOXKe OyTH TOpYIIIEHa,
HalNpuKiIaJ Ha IOYaTKy JIKyBaHHS TiNOTEH3UBHUMHM alo0 JiypeTMUYHUMM 3acobamMu abo IpH
3aCTOCYBaHHI HECTEPOITHUX MPOTH3AMAIBLHUX 3aCO01B.

THopywenns ¢yuxyii nevinku

BingarainTuH He ciif 3aCTOCOBYBATH Ui JIKYBaHHS MAIlIEHTIB 13 MOPYIIEHHAMU (DYHKIIT MEeYiHKH,
BKJIIOYAIOYM  TAlli€HTiB, y  AKUX  piBeHb  ajaHiHamiHoTpaHcdepazu  (AJIT)  abo
acnapratamiHorpaHcdepasu (ACT) 1o moyaTKy JIiKyBaHHS MepeBUIIY€E BepxHIO Mexy Hopmu (BMH)
OinpIiIe HIXK y 2,5 pasiB.

Konmponw pieus neuinkosux pepmenmis

[Ipu 3acTocyBaHHI BULAArTINTHHY OyJIM 3apeecTpoBaHi PIAKICHI BUMAAKH MHOPYIIEHHS (QYHKIIi
NeYiHKM (BKJIIOYAIOUM TrenaTuT). Y IUX BHIAJKaX Yy Mall€HTIB 3a3BUYail HE CIOCTepiraiucs

CHUMIITOMM Ta KIIIHIYHI YCKJIaJHEHHA 1 (QyHKUIOHAJIbHI nedinkoBi mpodu (PIII) noseprammcs 1o
2



HOPMANBHOTO PiBHA ITiCHsl MPUIMHEHHS JiKyBaHHdA. J[0 MOUYaTKy JIiKyBaHHs mpenapatoM Adirmiver®
ciig npooautu OIIIT s BU3HaYSHHS X BUXITHOTO piBHSA y marieHTiB. CIiJ MpOBOIUTH KOHTPOJIb
OIIIT xoxHI 3 MicsI i Yac JIKYBaHHS BIPOJJIOBXK MEPIIOTO POKY JIIKYBAaHHS, a TAKOXK MEPIOTAIHO
micisg nporo. IlamieHTH, y SKHX CHOCTEPIraeThesl MIABHILEHHS PIBHA TpaHCaMiHa3, MOTPEOYIOTh
MOBTOPHOI OIIHKK (DYHKINT MEYIHKHA JJIs MiATBEPHKCHHS 3MIHU MOKA3HUKIB, MICISI YOTO CIIiJT 4acTo
npoBogut DI, noKKM 3MiHEHI MOKAa3HUKM HE MOBEPHYTHCS A0 HOPMAJIBHOTO piBHA. SIKIIO
30epiraethes nepepuiieHHss BMH nokasaukie ACT ta AJIT 6inbmie HiX y 3 pa3u, peKOMEHIYEThCS
BiIMiHUTH JlikyBaHHs npenapaToM Aiirmimer®. [IlaiienTu, y SKMX PO3BHBAETHCS KOBTAHHIA a60
IHIIII O3HAKH, 10 BKA3yIOTh HA MOPYIICHHS (QYHKINI MEYiHKH, TOTPEOYIOTh MIPUITUHEHHS JIIKYBaHHS
npenapatom Aiirmiver®.

[Ticns mpuNIMHEHHS JIIKyBaHHS MpenapaTtoM AMriiMer
IIUM TIPETapaToM PO3IMOYNHATH HE CIiJI.

Cepyesa HedocmamHicms

Kniniune JociijpKeHHs BUIDArMNTUHY Yy TMalieHTIB i3 cepreBoro HexmocraTHicTio  [-IIT
dyHKIioHanbHOrO Kiacy 3a knacudikamiero Hpro-HMopkebkoi kapmiosnoriunoi acomianii (NYHA)
MOKa3aJio, 10 JIIKYyBaHHS BUINATJIINTHHOM HE OYyJ0 IMOB’S3aHO 31 3MiHOIO (pakiii BHKHIY JIBOTO
HUTYHOYKa a00 3arOCTPEHHSM HasBHOI 3aCTIHHOI ceplieBOi HEAOCTATHOCTI MOPIBHAHO 3 TL1aneoo.
JlocBig 3acTOCYBaHHSI BULAATIINTUHY Yy KIIHIYHUX JOCIIPKEHHSIX 32 y4acTIO MAalli€HTIB, SIKi MAlOTh
III-IV dynKIioHansHi k1ack 3a Kiacudikaniero Heio-Mopkebkoi kapaionoriunoi acomianii (NYHA),
BIJICYTHI, TOMY 3aCTOCOBYBATH HOTO IIMM TaIli€HTaM HE CIIiI.

MeThopMiH MPOTHIOKA3aHUI MallieHTaM i3 CEpLEBOI0 HeJOCTaTHICTIO, ToMy Aifrmimer® Takox
IPOTHUITOKA3aHUH ITUM TAIliEHTaM.

Posznaou 3 6oky wixipu

Y IOKIIHIYHMX TOKCHKOJOTIYHUX JOCHIPKEHHSIX BUIAATTINTHHY TOBIAOMIIIOCS TPO ypaskeHHS
HIKipH, BKJIIOYAIOUX YTBOPEHHS IMyXHUPIiB Ta BUPA30K HA KIHIIBKAaX TBapHUH. X04a B MPoLEeci KITHIYHUX
JOCIIJKeHb He 0YyI0 BiJ3HA4e€HO 30UIBIICHHS YaCTOTH ypaskeHHS IIKipH, JOCBIJ MO0 YCKJIATHEHb 3
OOKy IIKipU y TAaIl€HTIB 13 MYKpoBUM 1miabetrom OyB oOmexeHuil. Kpim Toro, mMamu Micue
nicsipeecTpalliiiii MOB1IOMIIEHHS PO OyiIbO3HI Ta €KC(OJIaTUBHI YpakeHHs IIKIpU. Takum yuHOM,
IOpU TPOBEJCHHI PEryJlspHOro JOMIALY 3a MallleHTaMH 3 IIYKPOBUM Jia0eTOM PpEKOMEHIYEThCS
KOHTPOJIb 3a MOPYIIEHHAMH 3 OOKY HIKIPH, TAKUMHU K YTBOPEHHS IyXUPiB a00 BUPA3OK.

® ta mopmanizanii ®I1I1 moBTOpHE NiKyBaHHS

llanxkpeamum

[Tpu mpoBeneHHI MiCIAPEECTPAlliiHOTO CIIOCTEPEKEHHS Mald Miclle HeOaXkaHi peakiii y BUTIIAMIL
roctporo mnaHkpeaTuty. llamieHTn moBuHHI OyTH NpOiH(POPMOBaHI MPO XapaKTEPHUN CHUMITOM
TOCTPOr0 MAaHKPEATUTY — CTIMKU, CHIIbHUI O11b y KHUBOTI.

[Ticist mpunuHEHHs JIIKyBaHHS BUIJAINIINTUHOM BiAOYBaJloOCs NMPUIMHEHHS NPOSBIB IAHKPEATUTY.
[Tpy migo3pax Ha MaHKpeaTUT CIiA MPUOMHUTH NPUHOM BULNATTINTHHY Ta I1HIIUX MOTEHLIHHO
HeOe3MeUHHUX 3 I[i€] TOUKH 30py MpenapaTisb.

T'inoenikemis

Tinornikemis 3a3BUYaii He BUHUKAE y MAI[€HTIB, SKi OTPUMYIOTH Tepamilo mpenapaToM Airmimer®,
ajle MOX€ BHHMKHYTH, SIKIIO KaJOpiMHICTh TKI HEAOCTATHS, SKIIO (I3WYHI HABAaHTAXXEHHS HeE
KOMITEHCYIOTHCSI JIOJJATKOBOIO KaJOPIMHICTIO 1K1 @00 Mpu BXXUBaHH1 aakoroio. Ocodu JTITHROTO BIKY,
ocnabneHi abo BHUCHAaXEHI TMAaIlleHTH, a TaKOoXX OCOoOM 3 HAJAHUPKOBOIO abo rinmodizapHoI0
HEIOCTATHICTIO a00 aJIKOTOJIBHOK 1HTOKCHUKAIIECIO € CXWJIBHUMH JI0 TirmoriikeMii. ['1IIormikeMiro Moxe
OyTH BaXKKO JIIarHOCTYBATH y JIITHIX JIFOAEH Ta MAIli€HTIB, sIKi MpUiiMal0Th 6eTa-0J0KaTopH.

Binomo, mo noxinHi cyiab(OHUICEYOBUHU CHPUYUHSIOTH Tinoriikemito. [lamieHTu, ki OTpUMyrOTh
AiirniMer® y moemHaHHi i3 Cynb(OHIICEYOBHHOW0, MAIOTh PH3MK BUHMKHEHHS rimorjikemii. Jlis
3HIDKEHHS.  PU3MKY  PO3BUTKY  TINOIJIKEMii  JOIUIBHO  3aCTOCYBaHHS  HaWHWXKYMX /103
Cynb(OHIICEYOBHHH.



Xipypeiuni empyuanms

Ockinpku AfiraiMer® MicTuTh MeT(hOPMiH, JTiKyBaHHS UM IPENapaToM CIijl HPUIMHUTH 32 48 TOIuH
JI0 TIAHOBOTO XIPYpPriYHOTO BTPYYAHHS 13 3arajibHOIO, CITIHAJIILHOI a00 eniaypaabHOI aHECTE3I€H0 1
HE CJiJ BIJHOBIIOBATH paHille HDK depe3 48 roauH Micis HbOro (3a yMOBH HOPMaJIbHOI (DYHKIIii
HUPOK Ta NEpOPAILHOTO BKMBAHHS 1XK1).

Penmeenonociuni 0ocniosxcenus

BHyTpillHbOCYIUHHE  BBEACHHS  HOJOBMICHHX  KOHTPACTHUX PEUOBMH IpPH  IPOBEJEHHI
PEHTICHOJIOTIYHHUX JOCTIDKEHb MOXE MPU3BECTH O TOCTPOro mopymeHHs (QyHKIIT HUpoK. Takum
YHHOM, 4Yepe3 BMICT MeT(hOPMiHY Cifl IPUIUHUTH TpuiioM npenapary Aiiriimer® mo abo minx uac
TAKOTO JOCIHIHKEHHS 1 BIJHOBUTH HOTO HE paHille HiXK uepe3 48 roJuH Michs TOCTIKEHHS 1 TIIbKU
32 YMOBH HOPMaJIbHOI (DYHKIIIT HUPOK.

T'inoxcuuni cmanu

CeplieBo-CyIMHHA HEJOCTATHICTH (IIIOK), TOCTpa CEpIieBa HEOCTATHICTh, TOCTPUI 1HGAPKT MioKapa
Ta 1HIII CTaHW, IO XaPaKTEPU3YIOThCA TIMOKCIEI0, TOB’S3aHI 3 BUHUKHEHHSM JIAKTOALUAO3Y, IO
MOYK€ HPU3BECTH [0 MpepeHabHOoi azoreMii. [Ipy BUHMKHEHH1 TaKMX CTaHIB Tepaiio MpernapaToM
Aiirnimer® ¢tz HeraiHO IPUIIMHKUTH.

Bnaue ankozonio

AJNKOTOJb, SK BiZIOMO, TOTEHIIOE Iif0 MeThopMiHy Ha MeTaboii3Mm Jsakraty. llamieHTiB comin
3aCTeperTy Bijl HQJMIPHOIO B)XKMBAaHHS aJIKOTOJIIO.

Bnaue na pieensv simaminy Bi2

MetdopmiH, KM BXOAUTH IO CKJIady Mpenapary, 3HHXKYe piBEHb KOHIEHTpallii BiTamMuHy Bi12
npubim3Ho y 7 % manieHTiB. TakoX 3HIKEHHSI MOYKE aCOLIIOBATHCS 3 aHEMIEIO, 111 TPOSIBH IIBUIKO
MHUHAIOTh NpPH IPUIUHEHH! JKyBaHHsA. PekoMeHJoBaHE WLIOpiYHE BU3HAYEHHS T'eMaTOJOTIYHUX
TIOKA3HUKIB y MAII€HTIB, AKi OTPUMYIOTH Hpenapat Airmimer®.

3minu y KuiHiuHOMY CaHi Yy nayicHmis i3 KOHMPOIbOBAHUM YYKposum diabemom 1l muny

3a3BUyYail cTaH MaIieHTIB J0Ope KOHTPOIIOETHCS TIPU 3aCTOCYBaHHI Mpenapaty AWriimer -, aie Tpeda
BpaxyBaTH PHU3UK BUHUKHEHHS KETOALUA03y abo JaKToaluao3y 1 HOpU MEpIIUX BIAXWIEHHSX BiJ
HOpPMH HETailHO BIAMIHMTHU 3aCTOCYBaHHS IpenapaTy Ta BXKMTH BIJIOBIIHUX 3aXO0/IiB.

Bmpama koumponio 3a pignem eniokosu

VY mnauieHTiB 31 CTabUTI30BaHUM pPIBHEM TIUIIOKO3UM Ha Oylb-IKOMY J1a0€TUYHOMY PEXHUMI MOXKeE
BiZIOyTHCS BTpaTa KOHTPOJIO 32 PIBHEM TJIFOKO3U NPU BUHUKHEHHI OYAb-SIKUX CTPECOBHUX CHUTYaLiH,
TaKUX SIK rapsiuka, TpaBMHM, 1HQEKLIHHI 3aXBOPIOBAHHS, XIpypriuHi BTpydaHHs. lIpy BUHUKHEHHI
TaKUX CUTYAIllil Cil NPU3YNMHUTH 3aCTOCYBAaHHs Ipernapary i KOHTPOJIIOBATH pIBEHb TJIKeMIl 3a
JIOTIOMOT010 1HCYJTIHY, a MicJig HopMaJi3alli CTaHy HallieHTa IOHOBUTHU 3aCTOCYBaHHS Ipernapary.

®

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHs 2pyooi0.

Bazcimuicms

JlocmikeHHsT Ha TBapHHAX IPOJIEMOHCTPYBAIM PENPOAYKTUBHY TOKCHYHICTH TMpPH 3aCTOCYBaHHI
BUCOKMX 1103 Bingarmintuny. Illogo wmerdopmiHy JocCiiUKeHHS Ha TBapUHaX HE IOKa3alH
PEeNpOAYKTUBHOT TOKCUYHOCTI. JlOCHI)KEHHs] Ha TBapuUHax, 10 Oyl MPOBEJEH! 13 3aCTOCYBaHHSIM
BUIArMiNTHHY Ta MeT(OpMiHY, HE BHUSBWIM O3HAaK TEPaTOreHHOCTi, ane Oyiau BiA3HaueHi
(deToToKCcHYHI ePEeKTH NMPU TOKCUYHUX JUIS BariTHUX caMoK j1o3ax. [loTeHmiiHui pusuk i Jroaen
HeBigomuii. Armimer® He ciij 3aCTOCOBYBATH TIif] YaC BariTHOCTI.

Ilepioo 200yearnns epy0oro

JlocnmipkeHHsT Ha TBapUHAaX IOKa3ald BUAUICHHA MeT(GOpMiHY Ta BUIJAriiNTHHY B MOJIOKO.
Hesinomo, un BUAUIAETHCA BUIIAMIINTUH y TPYAHE MOJIOKO JIOJMHH, ajle BIJOMO, 110 MeT(OpMiH
BUJUIAETBCS Y TPYAHE MOJIOKO JIIOAMHM Yy HEBEIMKiM KiIbKocTi. BpaxoByrounm mnoB’s3aHuil i3
MeT(GOPMIHOM MOTEHIIMHUIM PU3MK HEOHATAJIbHOI TiMOrIiKeMii Ta BIACYTHICTh JTAaHUX PO BIUIKB
BiarinTuny, Aifrmiver® He cItif 3acTOCOBYBaTH XKiHKaM y NEPio/l TOLyBaHHs FPYIIIO.



DepmunvHicms
Jlocri ke s 010 BILIMBY Hpenapaty Airmiver® Ha GepTUIbHICTh JIOAMHU HE TIPOBOIMIHCS.

30amuicmy enausamu Ha WBUOKICMb peakyii npu KepyeaHHi aA8MOmMpAHCNopmom abo THuUMU
Mexarnizmamu.

He mnpoBomwiucs AocChmipkeHHS BIUIMBY IIpemapary Ha IIBUAKICTh peakiii Hpu KepyBaHHI
aBTOTPAHCIOPTOM abo0 poOOTI 3 IHIIMMH MEXaHi3MaMH. TOMy XBOpi, Y SKHX MOXXE BHUHUKHYTH
3araMOpOYEHHS, TOBUHHI YHHMKATH AisTIBHOCTI, MOB’S3aHOI 3 KEpyBaHHSAM aBTOTPAHCIIOPTOM abo
po0OTH 3 MEXaHI3MaMHU.

Cnocio 3acmocysannsa ma 003u.

Jlo3yBaHHS aHTUTINEPIIIKEMIYHOTO JIIKYBaHHS sl KOHTpoiio nmiabery Il Ttumy cnig oOupartu
IHIMBITyaJlbHO HAa OCHOBI IOTOYHOTO PEXUMY Teparnii, e€PeKTUBHOCTI Ta mepeHocuMocTi. [lpwu
3acTOCyBaHHi mpemapary AlrmiMer® He CIiJ  [epeBUINYBAaTH MaKCHMalbHY J00OBY 03y
BiarminTuny (100 mr).

Cnocib 3acTocyBaHHS

Jj1s epopalibHOro 3aCTOCYBAaHHS.

PexomenioBaHa mouaTkoBa J103a mpenapary AWriiMerw MOBUHHA BU3HAYATHCS HA OCHOBI IIOTOYHOTO
PEKUMY 3aCTOCYBaHHS BUIIATIIINTUHY Ta/a00 MeT(HOpPMIHY.

Ipuitom mpenapary Aiirmiver® oaHOYaCHO 3 TKero ab0 0pa3y Micis BKMUBAHHS 1Ki MOXKeE 3HU3UTH
[UTYHKOBO-KHIIKOBI PO3JIaH, OB’ sI3aH1 13 3aCTOCYBaHHSAM MET(HOPMIHY.

Jlikypanus mpemapaTom AlirmiMer® MokHA po3mouaTd 3 mpuiiomy Tabnerok S50 Mr/850 Mr um
50 mr/1000 mr 2 pa3u Ha 100y (oaHa TablieTKa BpaHIl Ta OJHa TabJeTKa BBEUYEP1).

Tlouamxosa 0o3a 015 nayienmis, Yuil CMman He KOHMPOIIOEMbCIA HANEHCHUM YUHOM NPU 3ACOCYBAHHI
MOHOmepanii 6i10a2ninmuHoOM.

Ha mincraBi 3BU4aliHUX MOYAaTKOBUX /103 MeTPOpMiHY Tinpoxiopuay (modosa moza: 500—1000 wmr)
JTiKyBaHHS npenapaToM ARrmiMer® MoskHA po3noyaTy 3 npuiiomy Tabnerok 50 mr/850 mr 2 pasu Ha
00y, TOCTYIIOBO TUTPYIOUH J03U TICHs OLIIHKY aJ€KBAaTHOCTI BIAMOBI/I HA JIIKYBaHHS.

Hna nayienmis, yuii cman He KOHMPONIOEMbCA HANEHCHUM YUHOM NPU 3ACMOCYBAHHI MOHOmMepanii
Mempopminy 2i0pOXIOPUOOM Y MAKCUMATLHO NEPEHOCUMUX NAYIEHMAMU 003aX.

[TouaTkoBa 103a npenapaty AiirmiMer® moBMHHA CKJIajaTHcs 3 BingarminTtury 50 mr 2 pasu Ha 100y
(3arasibHa 1060Ba 11032 — 100 Mr) Ta MeThOpPMIHY Y 031, IKY TAIIEHT BXKE MPHUITMaE.

Hna nayicumie, sKi nepexodsamv 3 00OHOUACHO20 NPULUOMY GLIOA2TINMUHY MA Mem@OOPMIHY 5K
OKpemux npenapamis.

[TouaTkoBa f03a npenapaty AifriiMer® HoBMHHA Bi/INOBIAATH 103aM BiNJArTiNTHHY Ta METQOPMIHY,
AK1 3aCTOCOBYBAJIUCS 10 I[OTO.

3acmocysanns y kombinayii 3 incyninom abo cynb@oHinceuosuUHol.

Buxojsuu 3 HOTO4YHOI 103U MeThopMminy, Aifrmimer® ciix mpuitMatn y no3i 50 mr/850 mr ao
50 mr/1000 mr 2 pasu Ha 100y. Ilpu 3actocyBanHi y KoMOiHawii 31 Cylb(OHIICEYOBUHOIO CIIiJ
PO3TIISSHYTH HEOOX1JHICTh 3aCTOCYBAaHHS MEHIIOI /103U CYIb()OHUICEYOBUHHU, 1100 3MEHIIUTH PU3UK
PO3BHUTKY TiMOTITIKEeMii.

Oco0nuBi rpyny NaIi€eHTiB

Tayieumu nimuvo2o 6ixky (cmapuie 65 pokie)

Ockinibk MeT(OpMIH BUBOAMTHCA HUPKaMH, a TMAllEHTH JITHHOTO BIKY MAalOTh TEHJIEHIIIO 0
3HIKeHHs (YHKIIT HUPOK, Mijl yac mpuitoMy mpenapary AifrmiMer® BoHH HOTPe6GYIOTh PErysspHOro
KOHTPOJIIO (PYHKIIIT HUPOK.

THopywenns ¢ynxyii HUpox

AiirniMer® He ctif 3acTOCOBYBaTH ISl TiKyBaHHS MAIli€HTIB, SKi MAalOTh KJIipEHC KpeaTHHIHY HUKYE
60 Mmi/xB.

®
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Topywenns @pynxyii neuinku

Aiirmiver® He c1iji 3aCTOCOBYBATH sl JiKyBaHHS MAIi€HTIB i3 HOpyIIeHHAMM (YHKIi medinkw,
BKJIFOYarouM marlieHTiB, y akux piBHi AJIT abo ACT po modarky jikyBaHHS nepeBuiryroTb BMH
OinpIe HIXK y 2,5 pasiB.

imu.

AWrmMer™ HE PEKOMEHIYEThCS 3aCTOCOBYBATH JUIsl JIIKYBaHHS [ITed Ta MIIUITKIB (BIKOM [0
18 pokiB). besneka Ta e(eKTUBHICTH 3aCTOCYBaHHS Mpemnapary JUisl JiTed Ta MiATITKIB He
BCcTaHOBJIeH1. JlaHi BIACYTHI.

®

Ilepeoo3ysanns.

[Tpo Bumaaku nepeno3yBaHHs MpenapaTy He MOB1IOMIISIIOCS.

Binoaeninmun

[Tpu 3acrocyBanHi npenapary y no3i 400 mMr Oyno 3apeecTpoBaHO TpW BUIAAKH OO0 y M’s3ax Ta
OKpeMi BUITaJIKU JIETKOI Ta TPAH3UTOPHOI MapecTe3ii, rapsuku, HaOPSAKIB Ta TPAH3UTOPHUX ITiBUIICHb
piBas mimaszu. [Ipu mo3i 600 Mr y ogHOro mamieHTa BiaMidaau HaOpsIK CTYNEHb Ta KUCTEH, 3HAYHE
nifgBuiIeHHs piBHs KpeaTuHpochokinazu (KDK), ske cynpoBopkyBanocs 30iunbiieHHsM piBHI ACT,
C-peaktuBHOro Oinka i miornoOiHy. Y TphOX IHIIMX MHAmi€HTIB MLi€l X 1030BOI rpynu OyB HaOpSAK
000X CTyNEHb, IO CYINPOBOJDKYBABCS Yy JBOX BHIIaJKax mnapectesieto. [licias mnpunuHeHHsS
3aCTOCYBAaHHSI JIOCIIIJDKYBAaHOTO TIperapary BCi CHMIITOMH 1 3MiHH y JJAOOpPaTOPHHUX IOKa3HUKAX
MUHYJIH.

JlikyBaHHS

Y pasi NepeI03yBAHHS JMiKapchKWid 3aci0 ciijg  BIAMIHUTH Ta l'[aI_I1€HTy ciig  3a0e3neunTu
CHUMIITOMAaTUYHE 1 MATpUMYyIOYe JIKyBaHHS. BUImarminTuH HE migmaeThcs Aianily, aine OCHOBHUI
TiAPOII3HUI METa0OIT BUIJAMTINITUHY MOXE OyTH BUBEICHUI 32 JOIMTOMOTO0 IeMO/Tialli3y.
Memopmin

3adikcoBaHo nepeno3yBaHHs MeT(opMiHy npu mpuiioMi Oinbiie HiX 50 T npenapaty. ['inmormikemist
Oyna 3apeectpoBana B 10 % Bumaaki. AJjie MPUYUHHO-HACIIIKOBOTO 3B 513Ky HE OYJIO BHSBJICHO.
3HayHe mepeno3yBaHHA MeT(opMiHy (abo ICHYIOUMI PH3UK JIAKTOALUA03Y) MOXKE MPU3BECTH [0
JAKTOAIMI03y, KUK MOTpeOye HEBIOKIaTHOI MEIUYHOI JOTIOMOTH Ta JIIKYBaHHS Y MEIHYHOMY
3aKJIai.

Ilooiuni peaxuii.
Hageneni naHi cToCyOThCS CIUJIBHOTO BBEIEHHS BUITATIINTUHY 1 METOPMIHY y BUTIIAAI KOMOIHAIT
3 BUTBHOIO 200 (p1KCOBAHOIO J103010.
[Ipu 3acTocyBaHHI BUIAAMIINTHHY OYJIM 3apeecTpOBaHl PIAKICHI BHUMAJKH aHTIOHEBPOTHYHOTO
HaOpsIKy 3 TaKOK K YacTOTOO, IO 1 B KOHTPOJBHUX TIpynax. binbmmii mpoueHT BumnajikiB Oys
3apeecTpOBaHMU, KOJIM BUIAMNIINTUH MpU3HA4Yadud B KoMOiHamii 3 iHriditopom AII®. Binbmiicts
BUNAJKIB Oy/lIM JIETKUMHU Ta 3HUKAIM MpPHU TPOJOBXKEHHI 3acTOCYBaHHS Bulgarmintuny. [lpu
3aCTOCYBaHHI BUIIArIINTHHY OYylM 3apeecTpoBaHI PIAKICHI BUIMAIKU MOpPYIIEHHS (QYHKIII MEYiHKU
(BKJTFOYAIOYM TEMaTuT). Y MHUX BUMAJAKAX y MAIli€HTIB 3a3BUYail HE Oyl0 CHMIITOMIB Ta KIIHIYHHX
yCKJIaJHEeHb 1 (QYHKIIOHANbHI TEYIHKOBI MpOOM TMOBEPTANUCS [0 HOPMAJIBHOTO PIBHA MicCis
NPUIIMHEHHS JIIKyBaHHSA. B mpoleci KOHTPOJBOBAHUX JOCITI/KEHb MOHOTepamii Ta J0JaTKOBOT
Tepamnii TpUBaJicTIO 10 24 THXHIB yacToTa miaBuieHb piBHIB AJIT a6o ACT >3 x BMH (Bu3HaueHa
SK HasBHA, MPUHAWMHI y JBOX IOCHIOBHUX BHMIPIOBAaHHSAX a00 MiJ Yac 3aKJIIOYHOIO BI3UTY)
cranoBmia 0,2 % st Bingarmintuay 50 mr 1 pas Ha 100y, 0,3 % mis Bingarmintuay S0 Mr 2 pasu Ha
no6y ta 0,2 % qna Bcix mpemnapaTiB NOpiBHSAHHS. Taki HiABMINEHHS pPIBHIB TpaHcamiHa3 Oyiu
3a3BHUail 0E3CHMITOMHUMH, HE TIPOTPECYIOUMMH 33 XapaKTepOM Ta He OyJIH IMOB’sI3aHi 3 X0JIeCTa30M
Ta KOBTSHULIEIO.
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Y KOHTPOIBOBAaHUX KIIHIYHUX JOCIIDKEHHSX TIMOTIIKeMisi HEYacTO CIoCTepiraiach y Mali€HTiB, SKi
OTPUMYBJIM BULNATTINTUH y KOMOiHaIii 3 MeT(OpMiHOM, 1 B MAIIEHTIB, SIKI OTPUMYBaJIU IUIAe0o i
MeTdopmiH. BumaakiB TsHKKOI Tinmorstikemii y rpyIii BULIAMTINTAHY HE CITOCTEPIrajioch.
[InyHKOBO-KUIIIKOBI HeOakaHi SBUINA, B TOMY YHCII Jiapes 1 HYIOTa, CIOCTEPIralucs Mia dac
JKyBaHHSI METHOPMIHOM.

Y oMy, HITyHKOBO-KHMIIKOBI CHMITOMM Bim3Hadamucs y 12,9 % xBopux, fKi OTpUMYyBalu
KOMOIHAIII0 BULAAMTINTUHY 1 MeTdopMiHy, nopiBHSAHO 3 18,1 % maiieHTiB, SKi OTPUMYBAIU TIIbKU
MeThOpMiH. Y TOPIBHSIBHUX KOHTPOJBOBAHMX JOCHI/DKEHHSX MOHOTEpamii TimoriiKemis
crocrepiraiacsi He4acTo.

Hebaxani peakuii, 3apeecTpoBaHi y MAIli€HTIB, SIKi OTPUMYBAIM BUIJATIINTHH SIK MOHOTEpAIiio Ta
JIOJIATKOBY TEpaIlif0 B MPOIECI MOJABIMHUX CIIMHUX JOCHTIKEeHb, IepepaxoBaHi HUXKYE 3a KIacamH
CHCTEM OpraHiB Ta aOCOMIOTHOIO dYacToToro. [Ipu OLiHIOBaHHI YaCTOTH BHUHUKHEHHS MOOIYHUX
peaxIiii BAKOPUCTAHO TaKi KpUTEPii:

nyxke gacto (>1/10), wacro (>1/100 — <1/10), mewacto (>1/1000 — <1/100), pinko (>1/10,000 —
<1/1000), my»xe pimko (<1/10000), vacToTa HeBimOMa (HE MiAJIATAE OILIHIL 32 HASBHUMH JaHUMH).

VY koxHil 00’€nHaHIN 32 4acTOTOIO Ipymi HeOaKaHi SBUIIA MPEICTABICHI y MOPSAKY 3MEHIICHHS
CEpHO3HOCTI.

Ingpexyii ma ineasii

Hyxe pigko: iHpekuii BepXHiX AUXalbHUX HUIAXiB, HA30(DapUHTIT.

3 6oky nepsosoi cucmemu

Yacro: 3aaMOpoUYeHHS, TPEMOP.

Heuacro: ronoBHuii Oib.

3 60Ky cyounnoi cucmemu

Heuacro: nepudepuyni HaOpsKH.

3 60Ky WIYHKOBO-KUUKOB020 MPAKIMY

Yacro: HyqoTa.

Heuacro: niapes, 3amnop.

3 b6oky neuinku

Pinko: miaBuIeH1 piBHI TpaHCaMiHa3.

3 b6oky ckenemno-m 5130601 cucmemu

Heuacro: aprpanris.

Tlopywenns obminy peyouH i xapuy8anHs

Heuacro: rimoriikemis, 301IbIIEHHS MACH TiJIa.

Topywenns 3azanvnozo xapakxmepy

HeuacTo: acreHis.

Konni HeOaxkaH1 SIBUIA, 110 CIOCTEpIrajucs MpPU MOHOTepalii BUIJArNIINTHHOM, HE BUSBISIIUCH
ICTOTHO YacTillle IPU OJJHOYACHOMY 3aCTOCYBaHHI BULAAMIINITUHY Ta METQOPMIHY.
IlicngapeecTpalliiHui JOCBIA

[ToGiuHi peakuii Ha mpenapaT OyjiaM 3apeecTpoBaHI B PaMKax CHOHTAaHHUX HiCHspeecTpaliiiHux
MOBIIOMJICHB Ta B JiTepaTypl. OCKIIBKH 111 TTOBIJOMJICHHSI HAJXOMSTh B HEBU3HAYEHOI KUIBKOCTI
JOOPOBOJIBIIIB, TO HEMA€E MOXKJIMBOCTI TOCTOBIPHO OLIIHUTH iX 4acTOTY, TOMY BOHH KIACH(]IKYIOTHCS
SIK «4aCTOTa HEBIOMaY.

- 'emaTuT, 1110 MUHYB MICJIS BIIMIHM MIpenapary.

- Kponup’siHka, maHkpeaTHT, Oyab03H1 a00 ekc(oIliaTUBHI ypaXKeHHs IIKIpU, YTBOPEHHS MTyXHUPIB.
Binowmi HeGaxkaHi sSIBUIIA, COPHYUHEHI METQOPMIHOM, IPEJICTABICHI HIKYE

3 60Ky Kpo8i i nimghamuynoi cucmemu

[TooanHOKI BUMA KK JIEHKOMEH i, TPOMOOIUTONEHIT Ta TeMOJITUYHOI aHeMii.

Jyxe piako: 3HWKEHHS piBHA BiTaMiHy B12 y KpoBi.
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Topywenus obMminy peyouH i Xapuy8aHHs

[y»e gacTo: BTpara arneTury.

Hyxe pigko: nakroaruao3 (dacrora: 3 Bunaaky Ha 100000 j1roAMHO-POKIB).

3 6oky nepsosoi cucmemu

Yacro: nucressis (3 %).

HeuacTo: BTOMIIIOBaHICTb.

3 60Ky WIYHKOBO-KUUKOBO20 MPAKIMY

Yacrto abo ayke 4acTo: MUTYHKOBO-KHUIIKOBI posnamu (5—15 %), Taki sk HymoTa, OJIFOBaHHS, Aiapes i
011b y JKMBOTI (Il CHMIITOMH 3a3BMYaii BUHUKAIOTh HA MMOYATKY JIIKYBaHHS 1 B OUIBIIOCTI BHUITQJIKiB
MHUHAIOTh CHHOHTAHHO).

3 60Ky neuinku i Ho8408UBIOHUX WNAXIE

[ToonHOKI BUNAAKHM: aHOMAaJbHI pe3ynbTaTH (YHKIIOHAIBHUX MPOO TEUiHKW, HapUKIaL
MIBUILCHHS PIBHS TpaHCcaMiHa3 a00 renaTuT (000pOTHI Micis BiAMiIHA MeT(QOPMIHY).

3 6oky wKipu ma niowKipHoi Hcupo8oi KIimKosuHu

Jyxe piako: MIKipHI peakilii, Taki K epureMa, cBepOiX, KpOIUB’ THKA.

KoM06iHals BUIanHnTuHY 3 IHCYIiHOM (3 MeTdopMiHom/0e3 MeTdhopMiHY)

YacroTa rinoriikeMii y KOHTPOJIbOBAHUX KIIHIYHHMX JOCTIIKEHHSAX Oyna moAiOHOI0 B 000X rpymax
(14,0 % y rpymni BiparainTuHy nopiBHAHO 3 16,4 % y rpyni miane6o). TsOKKI rinoriaikeMiyHi sBHIIA
Oynu BiJI3Ha4eHI y 2 Mali€eHTIB y rpyMNi BUIJArIINTHHY Ta y 6 Mali€HTIB y IpyIi miane6o. 3araabHuil
BIUIMB HA CEPEIHIO Macy Tijla OyB He3HAYHUM B 000X rpymnax (+0,6 kr y rpymni Buigarmintaay ta +0
KTy Tpymi mianeoo).

HactynHi HebaXkaHi IBUIIA CIIOCTEPIraIMCs IPY NPUHOMI BULIANHIITUHY HiJT Yac IMX JOCIIHKEHD

3 60Ky Hepeoesoi cucmemu

Yacro: roioBHU OiJIb.

3 60Ky WIYHKOBO-KUUKOB020 MPAKIMY

Yacro: HynoTa, racrpoesodareanbHa pedIrokcHa XBopooa.

Heuacro: niapes, MeTeopusm.

Topywenns 3azanvnozo xapakxmepy

YacTo: 03HO0.

Jlabopamopni 0ocnioxcens

YacTo: 3HMKEHHs PiBHS IUIIOKO3M B KpoBi. BigMiHa mpenapaty depes 11l HeOaXkaHi sIBUIIA B LIJIOMY
BiI0yBasacs piJko.

Komb6inartis 31 cyabGhOH1ICEYOBUHOIO

I'inmornikemist 6ysna yactoro B 000x rpynax (5,1 % y rpymni BiaarminTul + MeTdOpMiH + MIiMenipu
nopiBHsAHO 3 1,9 % y rpymi miane6o + merdopmin + riiMenipun). OfHe TSKKE TiNOTIIKEMiuHe
ABHILE OyJIO 3apeecTpOBaHE B TPyl BUIJATIINTUHY. B KiHII 1OCHIKEHHS BILUIUB HA CEPEAHIO Macy
Tina 6yB He3HauHUM (+0,6 Kr y rpymi BuiarainTuay ta —1,0 kr y rpymni niane6o).

Hebaxxani sBMIa y MalieHTIB, fKi oTpuMyBaiu npenapatr 50 mr 2 pasu Ha 100y y KOMOiHamii 3
MeT(GOPMIHOM 1 CyIb(oHIIcedoBUHOW (h = 157):

Tlopywenns 0bMminy pevyosuH i XapuyeanHs

Yacro: rimormikemis.

3 b6oky Hepeosoi cucmemu

YacTo: 3amaMopoYeHHs, TPEMODP.

3 boky wixipu

Yacro: rimeprigpos.

Topywenus 3azanvnozo xapakxmepy

Yacro: acreHis.
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Tepmin npuoamnocmi.
2 poku.

YmoBu 30epiranus.
Januii mikapchkuid 3acid He moTpedye cremiaibHUX yMOB 30epiraHHs. 30epiratd y HEIOCTYITHOMY

JUTS JITEN MicI.

YnakoBka.
ITo 7 Tabnerok y Ouictepi, 1o 4 GicTepH y Mmadlii.

Kareropis Binmycky.
3a peuenrom.

Bupoonuk.
AT «®apmaky», Ykpaina (mepBUHHE Ta BTOPUHHE MMaKyBaHHs, MapKyBaHHs, BUITYCK cepii 3 MPOTyKIIil

in bulk ¢ipmu-Bupobrrka Oman @apmacsrotukain [Ipogakre Ko. JIUIC, Oman).

Micue3naxonkeHHs1 BAPOOHUKA TA ajpeca Micls NPOBAJKeHHS HOro AislJIbHOCTI.
VYxpaina, 04080, m. Kuis, Bysn. Kupumnisceka, 74.

JlaTta octannboro neperasay. 20.06.2024.
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