[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

CIO®OP® 1000

(SIOFOR® 1000)

Cknao:
ditoua pevosuHa: MeT(POPMiHY TiTPOXJIOPUL;

1 TabneTka, BKpHTa IIiBKOBOIO 000JI0HKOIO0, MiCTUTh MeTdopMiny rigpoxnopuny 1000 mr, 110
BifmoBifae MeThopMminy 780 Mr;

donomidicHi pevyosuHu: rimpomeno3a (15000 mIla-c ta 5 mIla-c), moBigox (K 25), MarHito cTeapar,
nonietunenriaikons 6000, Tutany giokcup (E 171).

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 000JI0HKOIO.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: 6iJIOT0 KOIbOPY AOBTacTi TabJeTKH, BKPUTI IIJIiIBKOBOIO
000JI0HKOI0, 1110 MalOTh KITMHOBUOHE 3ariaubiaeHHs «snap-tab» 3 omHOTO 60Ky Ta PUCKY OJIs
PO3MOLiy - 3 iHIIOTO.

dapMmakoTepaneBTHYHA rpyna. [Iporungiabetnyni 3acobu. 'imornikemisyoui npemnapaTtu 3a
BUHATKOM iHCYiHIB. Biryanigu. Kog ATX A10B A02.

dPapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

Mexani3M mii

MetdopMmin — 1e GiryaHin 3 aHTUTinepriIikeMiuyHOIO [icto K Ha 0a3asibHY, TaK i Ha MOCTIPAHIiaIbHY
rinepriikeMito. BiH He CTUMYJIIOE CEKPELII0 IHCYIIiHY, 1 TOMy He BUK/IMKAE TiNOrIiKeMil.

Metdopmin 3HUKYE Ga3anbHy TinepiHcyniHeMito, a B KoMOiHalii 3 iHcyiHOM 3HUXKY€E MOTPeby B
IHCYIIiHi.

AHTHTITIEPTrIIiKEeMiYHY [i0 MeTHOPMiH YMHUTE 3a OOIIOMOTOI0 IEeKiIbKOX MeXaHi3MiB.
MeTdopMiH 3MeHITy€e TPOAYKYBaHHS IIIOKO3U y MEYiHII.

Metdopmin monerurye nepudepryHe MOTIMHAHHS Ta YTUITi3allil0 TJIIOKO3HM, YaCTKOBO 3a PaXyHOK



OCUIEHH] Ail iHCcyniHy. MeThopMiH 3MiHIOE 00ITr ITI0KO3Y B KUIIEYHUKY: IIOTIMHAHHS 3 KPOBOOOITY
36inbIIyeThCS, @ BCMOKTYBaHHS 3 1Ki 3MeHIIyeThCs. Cepeq| IOMaTKOBUX MeXaHi3MiB, OB’ sI3aHUX i3
KHWIIeYHUKOM, — 30i/bIlIeHHST BUBiITbHEHHS T'TI0KaroHonomionoro nentuny 1 (I'TITI-1) Ta 3MeHIIeHHS
pe30p0i1iii KOBYHUX KUCIIOT. MeTGOopMiH 3MiHIOE MiKp0OGiOM KUIIIEUHUKY .

MeTdhopMiH MOKe IIOKpaIlyBaTH JinigHui mpodink y ocib 3 rimeprimigemMiero.

V k7iHIYHUX JOCTIIXKEHHSIX 3aCTOCYBaHHS MeTHOPMiHY acollitoBanocs a0o 3i cTabimbHOI0 MaCO0 Tifna,
abo 3 MOMipHOI0 BTPATOIO BarH.

Metdopmin akTUBY€E afeHo3uHMOHObOChaT-TpoTeinkiHady (AMPK) i 36inbIye TpaHCIIOPTHY
3MaTHICTh yCiX BiMOMUX Ha ChOTOMHI TUIIIB MeMOpaHHUX TpaHCIOPTepiB rioko3u (GLUT).

Kniniyna ebekTHBHICTh Ta 6e3meka

Y xomi mpocnekTuBHOTO paHmomizoBaHoro mocuimxkenHs (UKPDS) 6yna BcTaHOBIIEHA TPUBAJla
KOPHUCTh PETYJISPHOr0 KOHTPOJIIO PiBHS T'IIOKO3U B KPOBi ¥ IOPOC/IMX TAIiEHTIB 3 I[yKPOBUM fiiabeToM
II Tuny.

AHani3 gaHuX, OTPUMAaHUX Y MAIliEHTIB 3 HAAMIPHOIO MacoIo Tia, SKUM MeThHOPMiHy rinpoxmopup 6yB
IIpU3HAYEeHUH IIiC/Is TOTO, SIK Ji€eTOTepallis [ HUX BUSBUIIAcSI Hee(eKTUBHOIO, I0Ka3aB:

- CTAaTUCTUYHO 3HAYYIIle 3MEHIIEeHHS abCOMIOTHOTO0 PU3UKY PO3BUTKY Hia0e TUUHHUX YCKIIATHEHb Y
MAIl€HTIB, SIKi 3aCTOCOBYBanu MeTGopMiHy rigpoxnopup (29,8 sunaaky/1000 namieHTO-POKiB)
IIOPIBHSAHHO 3 OKPEMO B3TOI0 gieToTeparnieto (43,3 Bunagky/1000 nauienTo-pokis), p = 0,0023, i
IIOPIBHAHHO 3 CyMapHUMU [TI0Ka3HUKAMHU Ialll€HTIB, Kl 3aCTOCOBYBaIX MOHOTEPAIIiI0 ITOXITHUMU
cynbdoHinceuoBunu Ta incyninom (40,1 sunaagky/1000 mauienTo-pokis), p = 0,0034;

- CTAaTUCTUYHO 3HaUyIlle 3MeHIIeHHS a0COMIOTHOTO0 PU3UKY JIETAIbHOCTI, TI0B'I3aH01 3 IIyKPOBUM
miabetom: meTdopminy rigpoxmopun— 7,5 Bumagky/1000 maIfieHTO-pOKiB; TiMbKM mi€TOTEparisi—

12,7 sunagky/1000 mauienTo-pokKis (p = 0,017);

- CTAaTUCTUYHO 3Hauyllle 3MeHIIeHHS a0COII0THOTO PU3UKY JIETaJIbHOCTI 3 YCiX IPUYUH: y MTalli€HTiB,
SKi 3acTocoByBanu MeThopMiny rigpoxnopun— 13,5 Bunaaky/1000 namieHTO-pOKiB MOPIBHIHO 3
OKpeMoO B34TO00 mieToTepaniero— 20,6 Bunagky/1000 mauiento-pokis (p = 0,011), i nopiBHaHO 3
CyMapHUMHU MOKa3HMKaMU MAalli€HTiB, Ki 3aCTOCOBYBaJId MOHOTEPAIIi0 MOXiTHUMHI
cynbdoHince4oBUHH Ta iHCyniHOM— 18,9 Bumanky/1000 namienTo-pokis (p = 0,021);

- CTAaTUCTUYHO 3HAUYIle 3MEeHIIeHHS abCOMIOTHOTO0 PU3UKY PO3BUTKY iHPapKTy MioKapaa:
MeThopMiHy rigpoxmopua— 11 Bunapaky/1000 mauieHTO-pOKiB; TIMBKH Ai€TOTEpAIii—

18 Bumapgkis/1000 narienTo-pokiB (p = 0,01).

[TepeBary MeTdopMiHy rifpoxIOpUAY, 3aCTOCOBYBAHOIO K IIpenapaT Apyroro Bubopy B KoMbiHallii 3
OXiAHUM CYJIb(OHIICEYOBHMHHU, 3 TOUKH 30pPY KIiHIYHOTO pe3y/bTaTy He MiATBEPAXKEHA.

Y mesikux matlieHTiB 3 IyKpoBUM AiabeToM I Tumy MeTGOpMiHY TigpoXIopus 3aCTOCOBYBAJU Y
koMOiHarii 3 iHCy/miHOM, ogHaK KiIiHigHa rmepeBara Takoi Kom6iHOBaHOI Teparil odimiiHo He

BCTaHOBJIEHA.

Himu ma nioaimku



3a maHMMY KOHTPOJIbOBAHUX KIIiHIYHUX BUNPOOYBaHb, y X0l SKUX IIpenapaT IpoTsaroMm 1 poky
3aCTOCOBYBa/IM HEBEJIMKIiN KiTbKOCTI miTew i migmiTkiB BikoM Big 10 mo 16 pokis, eheKTUBHICTE
Ipenapary o0 KOHTPOJII0 PiBHS IYKPY KPOoBi Oyna npubau3Ho Tako X, K i y JOPOCIIHUX.

dapmakokiHemuka.

BcMokTyBaHHA

[Ticra mepopanbHOTO 3aCTOCyBaHHA MeTHOPMiHY rifpoximopuny T,., (MakcumanbHa KOHIEHTpallisi
mpernapary) y ia3Mi KpoBi focsaraeThbest yepes 2,5 roguau. A6comoTHa 6i0goCcTynHiCTh MeThOpPMiHY
rimpoxmopuny y nikapcekint popmi Tabnetku mo 500 mr Ta 850 Mr y 3m0poBUX T0OPOBOIIBIIIB
ctaHoBuTh 50-60 %. ITicns mepopaibHOro 3acTOoCyBaHHS HeabcopOoBaHa ¢Gpakilisi, 0 BUMIMSAETLCS 3
¢dexamniamu, ctanoBuTs 20-30 %.

[Ticrsa mepopanbHOTO 3aCTOCYBaHHSA BCMOKTYBaHHSA MeT(HOPMIHY TiIpOXJIOPUAY Ma€E HaCUUyBaHUU Ta
HETIOBHUM xapakTep. [IpunyckaeTbcs, mo hapMaKoKiHeTHKa 0T0 BCMOKTYBaHHS HeJTiHilHa.

[Tpu pekoMeHOOBaHMUX 403aX Ta CXeMaX 3aCTOCYBaHHS MeT(QOPMiHY TigpoXJI0pUay piBHOBaXKHAa
KOHIIEHTpAllid y IJIa3Mi KpOBi fOCATAETHCS NPOTAToM 24-48 TOOUH Ta, IK IPaBUio, He IIePeBUILye

1 Mkr/mn. Y mpoBeneHux gocuipxkeHHsx C,,, (cepegHe 3HaueHHS MaKCUMaJIbHOI KOHIIEHTpallil) y
N7Ta3Mi KPOBi He IIepeBUINyBaio 4 MKI/MJI HaBiTh IPH 3aCTOCYBaHHI MaKCUMabHAX A03. [XKa
CKOPOYYE CTYIIiHb Ta OelI0 - MIBUAKICTh BCMOKTYBaHHS MeT(QopMiHy. [1ic/sa nepopaabHOr0 IPUAOMY
tTabneTku MeTGopMiHy Trigpoxnopuay 850 Mr mikoBa KOHIIEHTPAIlis y IJ1a3Mi KpOBi 3MeHIIIyBaiach Ha
40 %, nnoma mix hapmMakokiHeTHYHOI0 KpuBoio (AUC) 3MeHIIyBasnacs Ha 25 %, a 4ac JOCATHEHHS
IIiKOBOI KOHI[EHTpAIlil y IIj1a3Mi KpoBi 30inbmryBaBcs Ha 35 xBuiInH. KiiHiuHe 3HaUeHHS MOHi0OHNX
e(eKTiB He BCTAHOBJIEHO.

Posmonin
3B’g3yBaHHs MeT(opMiHy 3 OinKaMu II71a3My KPOBi HE3HAUHE.

MeTdopMiH rigpoxIopus NPOHUKAE B ePUTPOLIUTH. MaKcuMaibHa KOHLIEHTpallisd IIpernapaTy B KpPOBi
HUJK4a Biff 100 MaKCHMMaJlbHOI KOHIIeHTPallil ¥ IIJla3Mi KPOBi, IPOTe JOCATAETHCI IPUOIU3HO Y TON
caMum 4ac.

IMOBIpPHO, EPUTPOIIUTH IPEACTABISIIOTh CO00I0 APYTY (Pa3y pos3mominy.
CepeqHiii 06’em po3noginy (Vd) Bapitoe Big 63 go 276 1.
BioTpacdopmariis

MeTdhopMiH BUBOTUTLCS Y HE3MiHEHOMY CTaHi 3 cedelo. Mloro MeTabosmiTi B OpraHiaMi MoguHu He
BUSBIIEHI.

BuBenenus

HupkoBui KiipeHc MeThopMiHy cTaHOBUTE ~ 400 MJI/XB, IO CBiUMTE IIPO HOTO BUBEOEHHS 3a
paxyHoOK Kiny0ouKoBoOi (inmbTpallii Ta KaHasnblleBoi cekperii. [Ticysg mepopanbHOro 3aCTOCYBaHHS
mepion HaliBBUBEIEHHS CTAHOBUTH MPUONMM3HO 6,5 TOOUHU.

[Tpu nopymeHHi QyHKIlI HUPOK HUPKOBUM KITipEHC CKOPOUYYETHCS IIPOIOPIIIHO 00 KIIipeHCy



KpeaTuHiHy, 0 30ibIIye mepiof 10oro HaliBBUBEAEHHS Ta BifIOBiIHO IPU3BONUTH [0 MifBUIIEHHS
piBHA MeT(OpMiHy y I1a3Mi KpPOBi.

Himu ma nioaimku

BunpoOyBaHHS 3 pa30BUMU [03aMU: ¥ AiTeH Ta MifAJiTKiB, SKUM OGHOPA30BO 3aCTOCOBYBaIN
MeT(OopMiHy rigpoxyiopuf y fo3i 500 Mr, ¢papMakoKiHETUYHI TapaMeTpu Oy CX0XKi 3 TaKUMU y
3[I0POBUX [IOPOCIIUX.

BunpoOyBaHHs 3 OaraTopa3oBUM 3aCTOCYBaHHSAM: faHi 00MeXkeHi TiTbKu OOHUM BUIIPOOYBaHHSM.
[Ticns 3acTocyBaHHSA MeT()OPMIHY TiAPOXTIOPUAY HiTAM i mifTiTKaM NOBTOPHO y £03i 500 Mr 2 pa3u Ha
no0y mpoTsiroM 7 OHIB CITOCTepirasiocs CKOpOUeHHsS MaKCUMaJIbHOI KOHIIEHTpalil y mi1a3Mi Kposi
(Cmax) i 3aranbHoro BmuBy (AUC,,) npubnu3Ho Ha 33 % i 40 % BigmoBigHO MOPIiBHSIHO 3 JOPOCIUMU
malieHTaMu, XBOPUMH Ha fiabeT, siKi 3aCTOCOBYBaIM IIpemapaT IOBTOPHO B [103i 500 Mr

2 pa3u Ha goOy npotsaroM 14 gHiB. OCKiNbKY [03a Ipenaparty nigdupaeThcs iHANBIAyanbHO Ha
mificTaBi BMIiCTy TJIIOKO3U B KPOBi, KJTiHiYHA 3HAUYIiCTh HABeIeHUX JaHUX oOMexeHa.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

Llykposuii miabet II Tuny npu HeeeKTUBHOCTI ieToTepanil Ta pexuMy Qpi3MYHUX HaBaHTAXKEHD,
0CO0OIMBO Y TIAI[iEHTIB 3 HAMJIUIIIKOBOIO MacoIo Tia;

- IK MOHOTeparis abo KomOiHOBaHa Tepalis CyMiCHO 3 iHIIMMU IePOPaTbHUMU TilOTTiKEMIYHUMHE
3acob6amu, abo CyMiCHO 3 iHCYJIiHOM [Jig TiKyBaHHS OOPOCIIHX;

- IK MOHOTeparis abo KomOiHOBaHa Tepalis 3 iHCYyJiHOM [7g MiKyBaHHS OiTed BikoM Bifm 10 pokiB Ta
IMiIiTKIB.

II1s 3MEeHIIIeHHST YCKIIaAHEeHDb Aia0eTy y MOPOCUX MAIliEHTIB 3 IyKPoBUM AiabeTom II Tumy i
HaJIJIMIIIKOBOIO MACO0 Ti/la SK Ipenapar IepIuoi aiHii micis HeedeKTUBHOI Mi€TOTEpail.

IIpomunoka3zaHnus.
[TigBuINeHa YYTIUBICTE [0 Aif040i peyoBuHU ab0 70 OyAb-sIKOi JOIOMiXKHOI PEYOBHHH.

Bymb-siKWii TUII TOCTPOTO MeTabO0TiYHOT0 aIfuA03y (JTaKTalua03, JiabeTHYHUN KeToalluno3),
miabeTuyHa IMpeKoMa.

HupkoBa HEOOCTATHICTh TSKKOTO CTYyIeHs (IIBUAKICTh KITy00uKoBOi ¢inbrpamii (IIK®) < 30 M1/xB).

TocTpi cTaHu, 30aTHI HETaTUBHO BIJIMHYTU Ha (PYHKIIi0 HUPOK, HAIIPUKJIA[, JeTifpaTalis, TIXKe
iH(eK1iliHe 3aXBOPIOBAHHS, IIIOK.

3axXBOPIOBAHHS, 1[0 MOXKYTb IPU3BOAUTH 0 PO3BUTKY TilOKCil TKaHUH (0COBIUBO rOCTpI
3aXBOPIOBaHHS ab0 3arOCTPeHHST XPOHIYHOI XBOPOOU): MEKOMIIEHCOBaHa CeplieBa HEJOCTATHICTb,
nuxanbHa HENOCTATHICTh, HEIIOMABHO MTepeHece i indapKT MioKapya, LIoK.



[TeyiHKOBa HEIOCTATHICTh, TOCTPA AJIKOI0JIbHA iHTOKCHKALIisI, aJIKOTOJTi3M.

B3aemodin 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

OpnoyacHe 3dCTOCYBAHHSA HE PEKOMEHOYETHCA.

EmaHoan.

Y pasi rocTpoi ankoronbHOI iIHTOKCHUKALl MiABUAIITYETHCS PU3UK JIAKTOAIMI03Y, 0COOIMBO Y BUMIAAKY
TOJIONYBaHHS, HEJOCTAaTHHOTO XapyyBaHHs ab0 Me4iHKOBOI HEAOCTATHOCTI.

BXuBaHHS aJIKOTOJII0 Ta 3aCTOCYBAaHHS €TAaHOJIBMiCHUX JIiKapChKUX 3aC00iB CITiJ YHUKATH.
HoodoemicHi KoHmMpPacmui pe4osuHU.

3acTocyBaHHs MeT(opMiHy HeoOXimHO MPUNUHUTY Ha Yac Ipolenypu abo mo ii mpoBeneHHs, i
BiDHOBUTHU HE paHille HixX yepe3 48 roguH micis 3aBepileHHs IPOIeTyPH 3a YMOBH, 110 OyB
IIPOBEEHUY KOHTPOJb (QYHKIIIl HUPOK, Y pe3yabTaTi SKOT'0 BCTAHOBJIEHO, 10 QYHKIIiT HUPOK
crabinpHa (muB. po3min «Cmocib 3acTocyBaHHS Ta [03u», «OCOOMMBOCTi 3aCTOCYBAHHS»).

BHyTpilIHbOBEHHE 3aCTOCYBaHHS MOJOBMICHUX PEHTT€HOKOHTPACTHUX PEYOBUH MOXKE CIPUYUHUTU
HUPKOBY HEJOCTATHICTH, i, IK HACJIiAOK, aKyMyJIALii0 MeTGOPMIHY Ta MifBUIIEHHS PU3UKY PO3BUTKY
JIaKTOAIUO03Y.

OpnoyacHe 3dCTOCYBAaHHJ, IO BUMaArae 0c06111BO1 IIePecTOPOry.

LeskKi nikapcvki 3acobu MOXKYTb 3[iMCHIOBAaTH HETAaTUBHUY BIIMB Ha QYHKIIiI0 HUPOK, 1[0 MOXKe
MIgBUIIUTYA PU3UK BUHUKHEHHSI JlaKTaTaluupo3y, Hanpukian, HI133, BKio4yayy CeleKTUBHI
inri6iTtopu nuknookcurenasu (ILIOI-2), inribiTopu AII®, anTaroHicty penenTtopis anrioren3uny II i
IiypeTHKH, 0COOIMBO METIhOBI AiypeTuku. Ha moyaTKy, a TakK0XK y IIPOIEeci JTiKyBaHHS TaKUMHU
npenapaTtamMu y KoMmOiHatil 3 MeThopMiHOM HeoOXifHUM PeTeNbHUM MOHITOPUHT (YHKIIil HUPOK.

Jlikapcuki 3acobu, 30amHi cnpuyuHumu 2inepeaikemito (Hanpukaao, 2A0K0OKOPMuKoiou (cucmemHe
ma Micuyese 3acmocyB8aHHs) i cumnamomMimemuku. Moxe BUHUKHYTA HEOOXiAHICTE ¥ YacTiioMy
KOHTPOJIIO PiBHS TJIIOKO3U ¥ KPOBi, 0COOMMBO Ha IOYaTKY JIiKyBaHHS. [Ipu HeoOxigHOCTI 103y
npoTtuaiabeTHUHOro0 3aco0y CIIif BiTKOPUTYBaTH Ha Iepiof] 3aCTOCYBAHHS Ta IIIC/S BigMiHM LUX
Ipenaparis.

Tparcnopmepu opzaHiyHux kamiouia (OCT)

Metdopwmin € cybecTpaTom 060x TparcnoptepiB OCT1 i OCT2.

CynyTHE 3aCTOCYBaHHSI MET(QOPMIHY 3:

- inribitopamu OCT1 (TakuMM SIK Bepanamin) MoXke 3MeHIIUTH e()eKTUBHICTE MeT(POPMiHY;

- ingykTopamu OCT1 (TakuMu K prudaMItinuH) MoxKe 30iTbIIUTH MITYHKOBO-KHAIIIKOBE BCMOKTYBaHHS
Ta e(eKTHUBHICTh MET(HOPMIHY;

- inribitopamu OCT2 (TakuMU K HUMETUANH, [OIyTerpaBip, paHoia3uH, TPUMETOIIPUM, BaHIeTaHi0,
i3aByKOHAa30J1) MOXKe 3MEHIINTHA HUPKOBE BUBEeHHS MeT(QPOPMiHy 3 HaCTyIHUM 30i/IbIIIEHHIM
KOHILIEHTPaIlil MeT)OpMiHy y I1a3Mi KPOBi;



- inribitopamu 060x OCT1 i OCT2 (TakuMM SIK KPU30TUHIO, oylanmapu0) MoXKe BIIMHYTU Ha
e(peKTUBHICTh Ta HUPKOBE BUBELNEHHS MeT(HOPMiHY.

ToMy peKOMEeHIY€EThCS MPOSBIATH 0COOIUBY 00€PEXKHICTh IPU CYNIyTHBOMY 3aCTOCYBaHHI LIUX
npenaparis 3 MeTHopMiHOM, 0COOIMBO [JIA MAIEHTIB 3 MOPYIIEHHSIM QYHKIII HUPOK, OCKiNbKU
KOHIIeHTPallil MeTGopMiHy y IIa3Mi KPoBi MOXKYTh 3POCTH. Y Pa3i HeoOXiMHOCTI CIifl 3BaKUTH
MOXKJIUBICTb KOPUTYBaHHS 003U MeThOpPMiHy, ocKinbku iHTibiTopu/iHayKTopu OCT MOXKYThH BIIUHYTH
Ha e(peKTHUBHICTb MeT()OPMiHY.

Oco6 1ueocmi 3acmocyeaHHsi.

JIaKTOAInmo3

JIaKTOaImMmo3 - pigKicHe, aje cepio3He MOPYIIEeHHS 0OMiHYy PEUOBUH, 10 HalYacTillle BUHUKAE Ha
TJIi TOCTPOTO TOTipiIeHHs QYHKIII HUPOK, Kapaio-myIbMOHAPHOI aTosorii abo cemncuca.
HakonuuyeHHsT MeTGHOPMiHY BUHUKAE Ha TJIi TOCTPOTO MOPYIIeHHs GYHKIII HUPOK i 30i/bIye pusuk
BUHUKHEHHS JTaKTOAUI03y.

Y BuUnagKy 3HeBOOHEHHS (CHUIbHA Hmiapest abo 61t0BaHHS, ITPOMacHuUIlT abo 00MexkeHe BXKUBAaHHS
piguHU) JiKyBaHHS MET(QOPMIHOM CJIifi TAMYaCOBO IIPUIIUHUTH, i pEKOMEHYETHCS 3BEPHYTUCS O
JliKaps.

JIikyBaHHS Malli€eHTIB, AKi 3aCTOCOBYIOTh MET(OPMIiH, TpernapaTaMy, 3TaTHUMHU Pi3KO IOTipIIyBaTH
GYHKIIII0 HUPOK (HaNpUKJiaf rinoTeH3uBHi npenapaTH, Aiypetuku abo HII33), cimig po3nounHaTtu 3
o0epexHicTio. [HIMUMY (paKTOpaMy PHU3UKY BUHUKHEHHS JTaKTOAIMA03y € 3JI0BXKUBAHHS aJIKOTOJIEM,
TeYiHKOBa HEIOCTATHICTh, HEIOCTATHIN KOHTPOJb Aia0eTy, KET03, TPUBAJe IoJI0OAyBaHHS Ta Oymb-sKi
CTaHU, [I0B’s13aHi 3 TilIOKCi€l0, a TaKOXK CyMiCHe 3aCTOCYBaHHA IIpernaparis, [0 MOXKYTh CIIPUYUHATH
JaKTOoAIuMao3 (ouB. po3minu «IIpoTunoka3aHHs», «B3aeMopmis 3 iHIMMME JTiKapChKUMHU 3aco0aMu Ta
iHIT BUOM B3aEMOMin»).

HiazHo3

[MauienTu Ta/abo ocobu, sSKi 3MiMCHIOIOTH HATJIAM 3a MallieHTaMu, IIOBUHHI 0yTH mpoiHdopMoBaHi Ipo
PU3UK BUHUKHEHHS JTaKTOAlUOo3y. JIaKToanuao3 xapakTePU3YEThCS alligOTUYHO OUIIKOIO,
OonsiMU B IIJTYHKY, M’'I30BUMH Clla3MaMU, aCTeHI€I0 Ta TimoTepMielo, 110 IepexXoguTh y KoMmy. Y
BUIIQ[IKy BUHUKHEHHS ITif03pI0BaHNX CHMIITOMIB MAIliEHTy HEOOXiAHO MPUIUHUTHI 3aCTOCYBaHHS
MeThHOpPMiHy Ta HETalHO 3BEPHYTUCS 3a MEOUYHOIO OOTIOMOTro10. [TifcTaBoo A MigTBEPOXKEHHS
IiarHo3y € Taki 3MiHu 1ab0paTOPHUX MOKA3HUKIB IK 3MeHIneHHs pH kpoBi (< 7,35), migBuIneHHS
BMICTY JIaKTaTy y IJ1a3Mi KpoBi (> 5 MMob/m), 30i/blIIeHHST aHIOHHOTO iHTepBaJy i CIiBBiIHOIIEHHS
JIaKTaT/mipyBar.

Jlikapi ITOBUHHI NONIEPESUTH MALli€HTIB IIPO PU3UK PO3BUTKY i PO CUMIITOMHU JIaKTOALUI03Y.
ITauienmu 3i ecmaHogieHuMu abo nido3pH8aAHUMU MiMOXOHOPIAAbHUMU 3aX80PHOBAHHAMU

[TarieHTaM 3i BCTAaHOBJIEHUMHU MITOXOHApiaJbHMMU 3aXBOPIOBAHHSIMY, TAKUMU SK MiTOXOHApPiaIbHa
eHIedasnonaris 3 1aKTOAIMA030M Ta iHCynbTOmoOmiOHUMY emizogamu (cuagpoM MELAS
(mitochondrial encephalomyopathy, lactic acidosis, and stroke-like episodes)) Ta cmagkoBuii giaber i
rioyxora y marepi (maternal inherited diabetes and deafness (MIDD)), 3acTocyBaHHS MeT()OPMiHY He
PEKOMEHIYEThCS Yepe3 PU3UK 3ar0OCTPEHHS JTaKT0aIllMA03y Ta HeBPOJIOTiYHUX YCKIagHEeHb, 10
MOXKYTb ITPU3BECTH OO TMOTipIIeHHs nepebiry XxBopoou.



Y pa3i BUHUKHEHHS 03HaK i CHMIITOMIB, IO cBiguaTh npo cuHapoM MELAS a6o npo MIDD, nikyBaHHS
MeT(OPMIHOM CJIil HeTalHO IPUINHUTH Ta IIPOBECTH MIBUAKY HiarHOCTAYHY OLIHKY.

DYHKITIA HUPOK

Ockinbky MeT(QOpPMiH BUBOAUTHLCSA HUPKaMHu, ciif Bu3Hauutu [IIK® nepeq nmouaTKoM JliKyBaHHS, a
TaKO0XK IMPOBOAUTHU PETYNSAPHUAN KOHTPOJIb JaHOT0 TOKa3HUKa IIiC/Is I04YaTKY JIiKyBaHHSA (AUB. PO3MiN
«Croci6 3aCTOCYBaHHS Ta HO3U»):

- He pigme 1 pa3y Ha pik malieHTaM i3 HOpMaibHO (QYHKIIE€I0 HUPOK,

- He pigme 2-4 pa3iB Ha piK MalieHTaM i3 KJIipeHCOM KpeaTHHIHY Ha HUXKHIUA MeXi HOpMH, a TaK0XK
malieHTaM JIiTHbOTO BiKY.

MeTtdopMmin nportunokalanui namieHtaM i3 IHK® < 30 mn/xB, TiKyBaHHS IpenapaToM CIIif
THMYaCOBO IIPUMIMHUTH ¥ BUIAJKy HAasIBHOCTi CTaHiB, III0 MOXKYTh 3[iliCHIOBATH BIIMB Ha (QYHKIIiIO
HUPOK (muB. po3pin «IIpoTunokasaHHg»).

[TopyienHs QyHKIII HUPOK y MaIliEHTIB JIiITHBOTO BiKy PO3BUBAETHCS YaCTO Ta mepebirae
6e3cumnToMHO. Crig 6yTH 0co06/1MBO 00€PEeKHUM Y BUIIAKAX, KOJIM BUHUKAE PU3UK IOPYIIEHHS
GYHKIIIT HUPOK, HAlPUKJIIaf, IPY 3aCTOCYBaHHI aHTUTINTePTEeH3WBHUX a00 cedyoriHHKUX 3ac00iB Ta Ha
II0YaTKY 3aCTOCYBaHHS HECTEPOIAHUX IpoTu3ananbHux 3acobis (HI133). V Takux Bumagkax TaKoxk
PEKOMEHOYEThCS MepeBipaTH QYHKIIII0 HUPOK Iepel I04YaTKOM JIiKyBaHHSA MeT()OPMiHOM.

CepieBa GVHKITIS

[TaiieHTH i3 cepIieBOI0 HEOOCTATHICTIO MalOTh OiIbIIT BUCOKHY PU3UK PO3BUTKY TilOKCil Ta HUPKOBOI
HefmocTaTHOCTI. ITarieHTam 3i cTabiTbHOIO XPOHIYHOI CEPIIeBO0 HEJOCTATHICTIO METGOPMIH MOXKHA
3aCTOCOBYBATH IIPU PETYJIIPHOMY MOHITOPHHTY CEPIeBOl Ta HUPKOBOI pyHKIil. MeTdhopmin
IIPOTHUIIOKA3aHUH ITAIliEeHTaM i3 TOCTPOIO Ta HeCcTabiTbHOI CepIieBOI0 HEOOCTATHICTIO (IUB. PO3Mis
«[IpoTUnIOKa3aHH»).

BBepmeHHS HOIOBMiCHHUX KOHTPACTHUX PEYOBUH.

BHYyTpimHbOBEHHE 3aCTOCYBaHHST PEHTeHOKOHTPACTHUX 3ac00iB MOXKe IMPU3BECTHU [0 Hedpomarii,
CIIPUYMHEHOI KOHTPACTHOI0 PEYOBUHOIO, Y Pe3yNIbTaTi YOr0 B OpPraHi3Mi HAKOIUYYETHCS METPOPMIH i
HiIBUIIYETHCA PU3UK PO3BUTKY JIaKTOAIUI03Y. 3aCTOCYBaHHS MeT(GOPMiHy HeOOXiTHO TPUIMHUTY Ha
yac nporenypu abo [1o il mpoBefieHHSs, i BITHOBUTHU He paHillle HiXK yepe3 48 rofuH Imicis 3aBepIIeHHs
IIpOLielypPH 3a YMOBH, 1110 OyB TpOBEeNeHK KOHTPOJIb (QYHKIIiI HUPOK, Y Pe3yJIbTaTi IKOT0
BCTaQHOBJIEHO, 110 QYHKIIIS HUPOK cTabinbHa (OuB. po3min «Crnocib 3acToCcyBaHHS Ta HO3U»,
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIHU B3aEMOIIN»).

Xipypriy#i BTpy4YaHHA

3acTocyBaHHSA MeT(OPMIHY TiAPOXIOPUAY CIIif IPUIKMHUTY Ha Iepiof MPOoBeeHHS omepaliil min
3arajbHUM HapKO30M YU 3i CIiHa/lbHOI0 a0 emifypanbHOI0 aHecTe3i€n. [IpogoBKUTH Tepalliio CIif
He paHillle HiX 4yepe3 48 roguH micns XipypriyHoro BTpy4aHHS i 3a YMOBH, 1110 OYB IPOBEEHUN
KOHTPOJIb QYHKIIIi HUPOK, V pe3y/bTaTi IKOTO BCTAHOBJIEHO, 110 GYHKIIS HUPOK cTabinbHa.

Iumi 3amo0ixkHi 3axonu

Ycim nanieHTaM CIIif JOTPUMYBATUCS OIETUYHOTO Xap4yyBaHHS 3 PIBHOMIPHUM PO3IOAiIOM BYTJIEBOLIB
npoTarom pobu. [larienTaM i3 HaATUIITKOBOIO Maco0 Tijla HeOOXiTHO TOTPUMYBATUCS



HU3bKOKAJOPifHOI mieTu. CTaHOapTHI OJIs MallieHTiB Ha IyKPOBUii miabeT mabopaTopHi JOCTimXKeHHS
CJIi[l IPOBOJOUTHU PeTYASIpHO. MoHOTepatmisa MeTQOpMiHy TigpOXJIOPULOM He CIPUYMHSE TIilOTTiKeMilo,
OOHAK PeKOMeHAYEThCS OyTU 00epekHUM NpU KOMOIHOBAaHOMY 3aCTOCYBaHHI IIpenapary 3 iHCyJIiHOM
Ta iHIMKUMY [TepopaJbHUMU NIPOTUia0e THYHNMY IIpeniapaTaMy (HalpuKiIaf, IpernapaTaMu
cynbdoHinceyoBuHY ab0 MeTTiTUHITAMH).

MeTtdopMiH MOXKe 3HMKYBATHU piBeHb BiTaMiHy B,, y cHpoBaTIli KPOBi. PU3KMK HU3BKOTr0 PiBHA BiTaMiHY
B,, 3pocTae 3i 36inblIeHHIM 1031 MeTGOPMiHY, TPUBAIOCTI TiKyBaHHS Ta/ab0 y malLlieHTiB i3
(dakTOpaMu pU3MKY, GKi, K BiIOMO, CIPUYNHSAIOTH AediluT BiTaMiny B,,. ¥ pa3i nigo3pu Ha gedinut
BiTaMiny B,, (Hanpuksaz, aHeMis abo HeMpomarTis) CJlig KOHTPOJIOBaTH PiBeHb BiTaMiny By, y
cupoBaTii KpoBi. [TamienTaM i3 hakTopaMu pu3uky medinuTy Bitraminy B,, Moxe OyTu HEOOXigHUN
epioguYHUYN MOHITOPUHT BiTaMiHy B,,. Tepamnito MeThopMiHOM CIlif IPOAOBXKYBATH [0 TUX IIiP, ITOKH
BiH ITePEHOCUTLCS 1| HEMa€e MPOTUIIOKa3aHhb, a BiATIOBigHE KOPEKIIiliHe JTiKyBaHHS AePiuTy BiTaMiHy
B,, cig mpoBOOXTH BifIOBIAHO [0 MOTOYHUX KIIHIYHUX PEKOMEHalliu.

[lemiaTpuyHa NONYNIALIA
[Tepen 3acTocyBaHHSM MeTHOPMIHY TiIpOXIOPUIY CIIif MiATBEPAUTH AiarHO3 IYKPOBOTO miabeTy

II Tuny. MeTdopMiHy TrigpoxJIOpHUL He 3aMiHIOE TiETy Ta IIOAEeHHI (i3WyHi BIpaBH, IKi Tpeba
BUKOHYBATH BifIIOBIIHO [0 peKoMeHAamii. [1ig yac OqHOPIYHUX KOHTPOIbOBAHUX KITIHIUHUX
OOCIiKeHb BIJIUBY MeT(HOPMiHY Ha PiCT Ta PO3BUTOK, a TAKOXK Ha CTaTeBe [03piBaHHS He
CIIOCTepirasnocs, aje faHi 3a UMY [TI0Ka3HUKaMU IIpU TPUBAJIIILIOMY 3aCTOCYBaHHI BiICYTHI, yepe3 1110
PEKOMEHIYEThCS IX peTeIbHUY KOHTPOJIb ¥ OiTeH, IKi OTPUMYIOTh MET(HOPMIHY TiIpOXIOpHU,
0co0uBO y mybepTaTHUM IePiof.

Hitu BikoM Big 10 mo 12 pokiB

Y KOHTPOJIbOBAHUX KJTIHIYHUX [OCHII>KEHHSIX 3 y4acTIo AiTen 0yso Bchoro 15 miTel BikoM

10-12 pokiB. He3Baxxawuu Ha Te, 1[0 3aCTOCYBaHHS MeT(HOPMiHY TiIPOXJIOPUAY LUM AiTAM He
BifpisHsmocs 3a eeKTUBHICTIO Ta 0€3MEeKO0I0 Bif 3aCTOCYyBaHHS 0co0aM CTapIIoro BiKy, MpHU3HadYaTH
MeT(pOopMiHy Tigpoxyiopun gitaM Big 10 go 12 pokiB ciif 3 0co011B0I0 06€pekKHICTIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
Barirsicte

HekoHTpOILOBaHU LyKpOBUii giabeT y nepion BariTHOCTI (rectauinHuit abo mocTiliHuit) 36inbIrye
PU3KK PO3BUTKY BPOMKEHUX aHOMaJliii i mepuHaTaabHOl JIeTanbHOCTi. € 06MexeHi maHi
3aCTOCYBaHHSI MET(QOPMiHY BariTHUM KiHKaM, 1[0 He BKa3yIOTh Ha MiABUIIEHUN PU3UK BPOAKEHUX
a"HoMaJiu. [locnifXKeHHs Ha TBApUHAX He BUSBUJIA HETaTUBHOIO BIJIMBY Ha BariTHICTB,
eMOpioHaIbHUM PO3BUTOK, IIOJIOTH Ta IIiCIIANOIOTOBHAY PO3BUTOK. Y pa3i IjaHyBaHHS BaTiTHOCTI, a
TaK0XK y BUNAAKy HaCTaHHS BariTHOCTI CJIif BIIMIHUTH Tepamiio MeThOpPMiHOM, TOBIIOMHUTH JIiKaps Ta
IPU3HAYUTH iHCYIiHOTEpAIilo AJg MiATPUMaHHS PiBHS I'/IIOKO3U Y KPOBi sIKOMOra 671uK4e J0 HOPMH,
HACKIiIbKY I1e MOXKJIMBO, 11100 3MEHIIUTH PU3UK BaJl PO3BUTKY IJIOfA.

[Iepion rogyBaHHSA TPYOOI0

MeTtdopMiH npoHUKAE y TPYOHE MOJIOKO. Y HOBOHAPOAKEHUX/MalIOKiB, sIKi mepebyBaloTh Ha
TPYIHOMY T'OAyBaHHI, MaTepi SKUX 3aCTOCOBYIOTH Ipemnapar, nobiuHi eeKTy He CriOCTEPiranuch.



OpHaK OCKiNbKM IaHUX IIOA0 3aCTOCYBAaHHS IIperapaTy B MOOiOHUX BUIIa[KaX HENOCTAaTHRO, XKiHKaM,
SIKi 3aCTOCOBYIOTh MET(QOPMiH, He PEKOMEHIYETLCS TOAYBAaTH IPyAIio. PillleHHS 3a JOIIbHICTh
BiIMOBM Bifl 'PyOHOTO TOMOBYBAHHS CJIiff MpUiMaTH, 6epydu [0 YBar# sIK KOPUCHICTh TPYIHOTO
TOJI0OBYBaHHS, TaK i MOTeHIiHUY pu3UK HebaxKkaHOoI [iii mpemnapaTy Ha JUTHHY.

QepTUILHIT

MetdopMmiH He BIIMBaB Ha GEPTUIBHICTh TBAPUH IIPU 3aCTOCYBaHHi y fo3ax 600 Mr/kr/mo0y, 110
Malixke y 3 pa3u IepeBuIllyBaii MaKCUMalbHy PeKOMEeHI0BaHy 0o00BY [03y OJId IONUHY 3
pO3paxyHKy Ha IIJIOILy [I0BEPXHI Tija.

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

Momnoteparnis MeTGOpMiHY TiIPOXJIOPUAOM He CIPUYUHSE TiOTIiKeMil, TOMy He BIJIUBA€ Ha
3MaTHICTh KEPyBaTH aBTOTPAHCIOPTOM abo iHmuMu MexaHizMamu. OfHaK MHallieHT Ma€e OyTu
oiH(pOpMOBaHUM IIPO Te, LI[0 CTaHH TiNOTrJIiKeMii MOXKYTh BUHUKATH NTPU KOMOiHOBAHOMY
3aCTOCyBaHHI MeT(HOPMiHY TiIpOXIOpUAY 3 iHIMMMU IpoTURiabeTHYHUME 3acobaMu (iHCYIIiH,
npenapaTy CylIb(QOHIICEYOBUHY, METTIITUHIAN).

Cnoci6 3acmocyeaHHsi ma do3u.

Iopocni 3 HopManbHOI0 GyHKITEI0 HUPOK (IITKO®=>90 M1/xB).

Monomepanis ma kombiHauis 3 iHWUMU nepopasvbHUMu npomudiabemuyHumu 3acobamu.

[TouaTKOBa 03a CTAaHOBUTEL 1 TaONeTKY, BKPUTY IIJIiBKOBOIO 000510HKO!0, 500 Mr a6o 850 Mr
MeTdopMiHy rigpoxyopuny 2-3 pa3u Ha mo0y, SIKy CIig IpuiMaTH Iig yac abo micns igu. Yepes

10-15 mi6 mo3y ciig BimKOPUT'yBaTH 3ajIeXKHO Bifl TOKA3HUKIB PiBHS IYKPY KPoBi. [TocTymose
MigBUIIEHHS 003U IIO3UTKUBHO BIIMBA€E Ha IEPEHOCUMICTD IIpenapaTy TpaBHUM TpakToM. [lalieHTam,
SIKi 3aCTOCOBYIOTH BUCOKi 7031 MeThopMiHy rimpoxmopuny (2 abo 3 r Ha fo0y), MOKIIUBO 3aMiHUTHU
3acToCyBaHHS 2 TabNeTOK, BKPUTHX IIJIiBKOBOIO 060/10HKOM0 110 500 Mr MeThOpMiHy TifpoxIopumdy, Ha
1 TabneTKy, BKPUTY IITIBKOBOI 060110HKO0 Ciodop®1000.

MakcruMasbHa peKOMeH0BaHa f03a MeTHOPMiHY TiIpOXJIOPUAY CTaHOBUTH 3 T, PO3IOAiieHa Ha

3 npuitomu. [Ipu mepeBefieHH] 3 iHIIIOTO IIePOPaIbHOTO MPOTHUAIa0eTUYHOT0 3ac00y Ha MeTPOpPMiHy
Timpoxopup CiIif BiTMiHUTH TIONIepefHil 3aci0, a IOTiM po3MmoyYaTH Tepallilo y Bullle3a3HaueHux
mo3ax.

KombiHauis 3 iHCyaiHOM.

[t qoCATHEHHS KPaIoro KOHTPOJIIO PiBHSA TIIOKO3X Y KPOBi MET(OPMIiH Ta iHCYJIiH MOXKHa
3aCTOCOBYBATH y BUTTIAAI KOMOiHOBaHOI Tepamil. 3a3Buyaii moyaTKoBa fio3a cTaHoBUTH 500 Mr abo
850 mr MeTdopminy rigpoxnmopuny 2-3 pa3u Ha o0y, y TOH 4ac 5K o3y iHCYIiHy ciif nigbupaTtu
BIAIIOBIAHO [0 Pe3y/IbTaTiB BUMIPIOBaHHS PiBHS I'JIFOKO3U Y KPOBI.

[TamiedT TiTHLOTO BIKY.




Yepe3 MoxKIMBe NMOPYIIEHHS (QYHKIII HUPOK y MAIi€HTIB JIiITHHOTO BiKy 403y IIpenapaTy BU3Ha4YalTh
Ha OCHOBiI HUPKOBUX 1po6. HeoOXimHMit perynsapHuit KOHTPOINb GYHKIII HUPOK (IUB. PO3Ain
«0Oc06IMBOCTI 3aCTOCYBaHHS»).

Hu PKOBaA HEeIOCTaTHICTh

Cnipm BU3HAYUTH MIBUAKICTE KTy0ouKoBoOl pinbrpanii (IIIK®) nepen mouaTKoM JIiKyBaHHS
IpenapaTaMy, 0 MiCTATh MeT(OPMiH, a TAKOXK He PiflIe OMHOTO pa3y Ha piK MHic/lsA MoYaTKy
JIiKyBaHHS. Y MAIli€HTIB i3 MiABUILIEHNM PU3UKOM IIOHAJIBIIOTO YCKIagHEeHHS HUPKOBOI HEIOCTAaTHOCTI,
a TaKOXK y Talli€HTiB JIITHBOTO BiKy (PYHKIIi}0 HUPOK CJIiT ITepPeBipsATH YacTillle, a caMe - KOXHi 3-6
MiCc4IIiB.

KD 3araabHa MakKcHMasbHa JoOOBa J03a [TpumiTKH
MJI/XB (moBuHHa OyTH po3minieHa Ha 2-3 moOoBi
MO31)
60-89 3000 mMr [omycTuMe 3MeHIIEeHHS JO3U Y
3B’S13KY 31 3HUXKEHHAM (QyHKIIil
HUPOK.
45-59 2000 mr [lepen mo4aTKOM JIIKYBaHHS

MeT(HOPMIHOM CIIif IePeragaHyTH
(haKTOpH, KOTPi MOXKYTh
30iTBIITYBATH PU3UK PO3BUTKY
MTakTOAnMOo3y (IUB. PO3MiN
30-44 1000 mr «0co6MMBOCTI 3aCTOCYBaHHS»).
[TouaTkoBa A03a NOBUHHA
CTAHOBUTHU He Oinblile MOJIOBUHU
MaKCUMaIbHOL IO3H.

<30 . MeThopMiH NPOTUTIOKA3aHUM.

it
Monomepanis abo kombiHo8aHa mepanis CymMiCHO 3 iHCYAIHOM.
[Tpenapat Ciodpop® 1000 MmoKHa 3aCTOCOBYBaTH HiTSIM BiKoM Bif 10 poxkis.

3BMyYalHa IIoYaTKoBa mo6oBa mo3a ctaHoBuTh 500 Mr a6o 850 mr meTdhopminy rimpoxnopuny 1 pas Ha
noOy mim yac abo micns igu. Yepes 10-15 mi6 go3y cmipg BigKOpuryBaTu Ha OCHOBI TaHUX PO BMICT
TJII0K03H B KpOBi. [I0CTyIIOBe MigBUIIIEHHS 003U MOKPAIIyE TepPeHOCUMICTE IIpenapary 3 00Ky
TPaBHOTO TPaKTy. MakcuManbHa peKOMeH0BaHa f03a MeT()OpMiHy TiApOXIOpUAY CTAHOBUTH 2 T Ha
no0y, po3mopineHa Ha 2-3 IPUHOMH.

IHcmpyKyia w000 3acmocysaHHA. TabneTKy, BKPUTY IIJIiBKOBOIO 000I0HKO0, MOXKHA PO3MOAIIUTH

HaBIIiJ OBOMa PYKaMHu abo mokaBiy ii Ha IIJIOCKY IIOBEPXHIO MIMPOKUM KIIMHOBUOHUM 3arnu0IeHHIM
BHH3 Ta HaXKaTH BEJIMKUM IIdJIbIIEM.

Himu.



MeTdopMiHy TigpoxJIOpua MOXKHA 3aCTOCOBYBATH [JISI JIiIKyBaHHS HiTel BikoM Bix 10 pokis.

Ilepedo3yeaHHsi.

[Tpu 3acTocyBaHHI MeT(HOPMiHY TiIPOXIOPUAY Y O03aX A0 85 T rimornikeMil He cocTepiranaocs, ane
PO3BUBABCS JTaKTOAUU03. [laIlieHTH 3 03HAKaMHU JIaKTal[MA03y BUMaraloTh HeTalHOl MeJUYHOL
IIOIIOMOTH y CTallioHapHUX yMoBax. HalpieBiumm 3aco60M [1J1s1 BUBE[EHHS JIaKTaTy Ta MeTHOPMiHY €
reMomiaia.

ITo6iuni peakuii.
[Tpu aHami3i HebGakaHUX ePEeKTiB 3a OCHOBY MIPUUHSITI TaKi 3HAaYEHHS YaCTOTU BUHUKHEHHS: IyXKe
yacto (= 1/10), gacto (= 1/100 mo < 1/10), inogi (= 1/1000 go < 1/100), pigko (= 1/10000 mo

< 1/1000), myxe pigko (< 1/10000), HeBioMoO (mocTymHa iH(pOpMaIlid He TO3BOJISE OLIHUTU JaHUU
edexr).

3 60Ky 0O6MiHY PeuoBUH.

YacTo: 3unKeHHS piBHA / medinuT BiTaminy B,, (muB. po3nin «Ocobn1uBOCTi 3aCTOCYBAHHS»).
IyxXe pigko: makToauungo3 (ouB. po3ain «OcoONMMBOCTI 3aCTOCYBaHHS»).

3 boky Hepeoegoi cucmemu.

YacTo: IOpyILIEHHS CMaKy.

3 60Ky mpagHo20 mpakmy.

Iyxe yacTo: HynoTa, 67I0BaHHS, fiapes, 6i7b y XKUBOTI, BTpaTa anetuty. Li sBuilja BUHUKAIOTh Ha
IIOYaTKY JIIKyBaHHS Ta y OiNbIIOCTI BUNAAKIB MUHAIOTh CAMOBIIbHO. 3 METOI0 1X TPODiTakKTUKU J03Y
MeT(QOPMIHY CITifl PO3MOAINATHA Ha 2-3 IPUHUOMHU i 3aCTOCOBYBaTH IIif yac abo micins igu. IToBinbHe
306inbIIeHHS NO3H MTOKpallly€e IIepeHOCUMICTh IpemnapaTy 3 00Ky TpaBHOTO TPaKTY.

3 60Ky neviHKu ma H#08408uUBIOHUX WLAAXIE.

Iyxe pigKo: MOPYIIeHHS T0Ka3HUKIB QYHKII] IediHKK ab0 TelaTUTH, 1[0 MaloTh 000POTHUM
XapakTep MicJsd NPUNMHEHHS 3aCTOCYBaHHS MeT(QOPMIiHY TigpOXI0OpUay.

3 60Ky wkipu ma nidwKipHO-2CUPOBOT MKAHUHU.
Iyxe pigko: IMKipHi peakIlii, HAaIPUKJIak, MOYePBOHIHHS, CBepOikK, KPOIIUB'THKA.
Hity Ta OinmiTku

3rigHo 3 ony0iKOBaHUMY JaHUMMU, DOCBIIOM IiCIsIpEeeCTPaLlifHOTO 3aCTOCYBaHH i pe3ynbTaTaMu
KOHTPOJIbOBaHUX KJIIHIYHUX AOCHIAKEHD, ¥ XOfi IKUX IIperapaT IpoTAroM 1 poKy 3aCTOCOBYBalu
oOMexeHiit KimbKoCTi miTew i mimmiTkiB y Bimi 10-16 pokiB, mob6iuHi mil y 1iel rpymu 3a XxapakTepoM i
CTyTIeHeM TSXKKOCTi Oysu mofiOHi 10 THX, IO CIIOCTEPIranucs y JOPOCUX.



[ToBigoMIIeHHS PO MOXKNIKBI HebaXkaHi peakirii

[ToBimomIeHHS PO MOKJIKBI MO6iUHi [il mmicnsa peecTpatii TikapcbKoro 3acoly Biflirpae BakIIUBY
posib. Lle 103BOJIsIE IPOOBXKYBATU CIIOCTEPEKEHHS 3a CIIIBBIIHOLIEHHIM «KOPUCThL/PU3UK» LI0IO0
3aCTOCYBaHHS aHOTO JIiIKapChbKOTo 3aco0y. Meou4yHUM Ta apMalleBTUYHUM IIpalliBHUKAM, a TAKOXK
narieHTaM abo IXHiM 3aKOHHUM IIPeCcTaBHUKAM CJIifl IIOBiJOMIISITH IIPO BCi BUMA[KY ITiM03PIOBAHUX
no0iYHMX peakilill Ta BifCyTHOCTi epeKTUBHOCTI TiKapchKoro 3aco0y uepe3 ABTOMaTH30BaHy
indopmaliiiny cucteMmy 3 ¢papMaKoOHaragaay 3a rnocunaHusasM https://aisf.dec.gov.ua abo uepes Beb-
caiT komnasii https://www.berlin-chemie.ua.

Tepmin npudamHocmi. 3 POKHU.

YmMmoBH 30epirannsi. CrelianbHUX YMOB 30epiraHHsi He BUMaraeThcs. 36epiraTu y HeIOCTYITHOMY
IS OiTed Mmicti.

YnakoBKa. 15 TabeToK, BKPUTHUX IIJIIBKOBOIO 000JI0HKOIO y OicTepi; 2 abo 4 6micTepu Y KapTOHHIN
KOpOOTIIi.

Kareropisi Bignmycky. 3a pelemnToM.

BupoOHUK.

Bepnin-Xewmi AT'/Menapiui-®on Xevigen I'mo6X.

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca MicCusi IPpOBaJIKeHHs HOro Jis/IbHOCTI.

I'ninikep Ber 125, 12489 Bepnin, Himeuunna/Jleununirep wrpace 7-13, 01097 Ipe3pen, HimeyunHa.

3asIBHHK.

JTa6oparopi igoTTi C.1m.A.

MiCIIe3HaXOI[}KeHHH 3asiBHHKA Ta/a0do nmpeacCraBHHKaA 3adABHHKA.

Bia JliBopuese, 897, 56122 Jla Bettona (Ili3a), [Tamis.



