THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

TJTIOKO®AXK®

(GLUCOPHAGE®)

Cknao:
Oitoua pevosuHa: metformin hydrochloride;

1 TabneTKa, BKpHUTa IIiBKOBOIO 000710HKOI0, 10 500 Mr mMicTuth 500 Mr MeThOpMiHy TigpoXI0puUay,
akui Bignosigae 390 mr meTdopMiny;

1 TabneTKa, BKpHUTa ITiBKOBOIO 000710HKOI0, 10 850 Mr mMicTuth 850 Mr MeThOpMiHy TiIpOXI0pPUay,
SIKWUH Bipnosigae 662,90 Mr MmeTdopMiHy;

1 TabneTka, BKpHUTa IIiBKOBOI 000710HKO0, 10 1000 Mr Mictuth 1000 Mr MeTdopMiny rigpoxmopuny,
KUY Bignosigae 780 mr MmeThopMiHy;

donomidcHi pevosuHu: ioBimoH K 30, marHito cTeapar;
naiekosa 060.10Hka 0451 mabaemok no 500 me, 850 me: rimpomenosa;

naiekosa 060.10Hka 0451 madsemok no 1000 me: onmagpai Kiia (rimpomernosa, Makporon 400,
Maxkporoi 8000).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiuHi 8 1acmugocmi:

TabneTKH, BKPUTI IIiBKOBOIO 00010HKOI0, 10 500 Mr, 850 Mr: TabneTku KpyTriiol ¢popMu 3
IIBOOITYKJIO0 ITOBEPXHET0, 6i/I0ro KOIbopy, BKPHUTI IIIBKOBOIO 000I0HKOIO;

Ta0NeTKH, BKPUTI IIiBKOBOIO 00010HKOI0, 10 1000 Mr: TabmeTku 0BasiibHOI (OPMU 3 JBOOIIYKIIOIO
TI0BepXHEI0, 61710r0 KOIbOPY, BKPUTI ITiIBKOBOI 000JIOHKOI0, 3 PUCKOI0 3 060X OOKIB Ta
rpaBipyBaHHSIM «1000» 3 ogHOTO GOKY.

dapMakoTepaneBTHYHA rpymna. 3aco0u, 110 BIUIMBAIOTh Ha TPaBHY CUCTeMY i MeTabomi3Mm.
Autupgiabetnuni npenapatu. [lepopanbHi rinoriaikeMiuHi 3aco0u, 3a BUHATKOM iHCYIiHIB. biryasigu.
Kopm ATX A10B A02.

dPapmakon02iuHi e1acmusocmi.



®apmakoOuHamika.
Mexatism 0ii.

MeTdopMiH € GiryaHifioM 3 aHTUTINIePTIIiKeMiuHUM e(eKToM, K Ha Tinmepriikemiio HaTIile, Tak i
nicns npuiioMy ixi. He cTuMymioe cekpeltito iHCYyiHy i He CIPUYUHSIE TiNorIiKeMiuHOro eeKTy.

MeTdopMiH 3HUKYE TiNepiHCyIiHeMil0 HaTIle, a B KoMOiHallii 3 iHCy/TiHOM 3HUXKYE OTPedy B
iHCYymiHI.
MeT¢hopMiH YUHUTH aHTUTINIEPIIIKEeMiUHU e(PEeKT 3a JOIMOMOT0I0 KiTbKOX MeXaHi3MiB:

- MeT(hHOPMiH 3HUXKYE IIPOAYKYBaHHS TTIIOKO3H y IEYiHIl, MeT(HOPMIiH IOJIETIIye
nepudepryHe 3aXOIJIEHHS Ta yTUIi3allilo TJII0K03H, YaCTKOBO 3a PaXyHOK IIOCUJIEHHS [ii iHCymiHy;

- MeT(OpMiH 3MiHIOE 0OMiH TTIIOKO3U B KHAIIKIBHUKY: IOTJIMHAHHS 3 KPOBOOOIry
30iNTbIIYETHCS, @ BCMOKTYBaHHS 3 1Ki 3HUXKY€EThCS. [lo0aTKOBI MexXaHi3Mu, IIOB’s13aHi 3 KUIIKiBHUKOM,
BKJTIOYAlOTh 30i7bIIeHHST BUBITbHEHHS TioKaronononionoro nentuny 1 (I'TII-1) i 3HUXKEHHS
pe30pOiii KOBYHUX KUCTIOT. MeTdhopMiH 3MiHIOE MIKpO6iOM KUIIEUHUKA;

- MeT(pOpMiH MOXKe MOKPALIUTH JTilifHui Tpodink y Mali€eHTiB 3 rinepinigeMiero.

Y xomi KNMiHIYHUX [OCTiAXKEHD i Yac 3aCTOCyBaHHSA MeT(OPMiHYy Maca Tifla MallieHTiB 3a/IuIlanacs
cTabinbHOI a00 MOMipHO 3HUXKYBAJIaCs.

MeTdhopMiH € aKTUBATOPOM afieHO3MHMOHO(DOochaTnpoTeinkiHa3u (AMPK) i migBuIlye TpaHCIOPTHY
3[aTHICTh ycix TuMIiB MeMOpaHHUX IepeHOCHUKIB riaoko3u (GLUT).

dapmakoKiHemuxka.
BcmoxkmyeaHHA.

[Ticns mepopanbHOTO NMpuitoMy MeTOPMIiHY Yac HOCATHEHHS MaKCUMalbHOI KoHIeHTpaiii (C,,,,)
CTaHOBUTH 013bKO 2,5 rogunu (T,,,). AbcomoTHa 6iogocTynHicTh MeTGopMiHy ¥ hopMi TabneTok
500 mr a6o 800 Mr craHoBUTE MpubNMU3HO 50-60 % y 3mOpoBUX K06POBOLLIB. [Ticsa mepopanbHOTO
3acTocyBaHHS (pakliis, 10 He BCMOKTaJacs Ta BUBOAUTHLCSA 3 KajoM, cTaHOBUTH 20-30 %.

[Ticns mepopanbHOTO 3aCcTOCyBaHHSA abcopb1isi MeTHOPMiHY € HACUUYBaHOIO i HETIOBHOIO.

[Tepenbava€eThCs, 110 MOTIMHAHHSA MeTHOPMiHY € HemiHiitHUM. [Ipu 3acToCcyBaHHI MeThOPMiHY B
PEKOMeHJ0BaHUX [03aX i pekuMax J0o3yBaHHS cTabillbHa KOHIIEHTPAIlis y IJ1a3Mi KPOBi JOCATAETHCS
npoTsaroM 24-48 rogvH i CTaHOBUTH MeHIe 1 MKT/MIT. Y KOHTPOIbOBAHUX KITIHIYHUX JOCTIIXKEHHIX
MaKCHUMaJbHi piBHI MeTdopMiny y mia3Mi Kposi (C,,,,) He TepeBUIyBaIl 5 MKI/MJI HaBiTh IPH
3aCTOCYBaHHI MaKCUMAaJIbHUX [103.

[Tpu ogHOYacHOMY IpuitoMi iki abcopObilis MeTGopMiHy 3HUKYETHCS i JEII0 YIOBITbHIOETHCS.

[Ticrs mepopanbHOTO 3aCTOCYyBaHHA ¥ 7031 850 MTI criocTepiranocsi 3HUKEHHSI MaKCUMaJlbHOl
KOHIIeHTpallil y mma3mi KpoBi Ha 40 %, 3meHmmenHs AUC - Ha 25 % i 36inbieHHs Ha 35 XBUJIMH 4acy
IOCATHEHHST MaKCUMaJIbHOI KOHI[eHTpallil y nia3Mi Kposi. KitiHiuHa 3HaYyIIicTh XX 3MiH HEBigoMa.

Po3nodia.

3B’si3yBaHHS 3 OiIkaMu I1a3MU KPoBi He3HauHe. MeThOpMiH MPOHUKAE B €PUTPOLIUTH.



MaxkcumasnbHa KOHIIEHTpallisl y KpoBi HMK4a, Hi’K MaKCUMaJibHa KOHIIEHTpallis y 1y1a3Mi KpoBi, TOfmi
K 4Yac JOCSATHEHHS Mpu0IM3HO OOHAKOBUU. EpUTpouMTH, HaiMOBipHiIlle, IBIIAIOTH CO6010
BTOPUHHUYN KOMIIAPTMEHT po3mofiny Metdopminy. CepenHiit 06’em po3nominy (Vd) KonuBaeThCs y
Oiarmas3oHi 63-276 1.

Memaboaism.
MeTtdopMiH BUBOIUTHCS ¥ HE3MIHEHOMY BUTJISAAL 3 cedelo. MeTaboJIiTiB y MI0OOUHYU He BUSBIIEHO.
BugedeHnHs.

Hupkosuii kipeHC MeThopMiHy cTaHoBUTh > 400 mii/xB. Lle BKa3ye Ha Te, 1m0 MeTHopMiH
BUBOJUTLCS 3a PaXyHOK KJIy004KOBOI ¢inbTparii Ta KaHambIeBoi cekperii. ITicis mepopaabHOTo
IPUHOMY Iepiof HalliBBUBENEHHS CTaHOBUTH MPUOIU3HO 6,5 roguuu. [Ipu mopyieHi GyHKIII HUPOK
HUPKOBUY KJIipEHC 3HUXKYETHCS IIPOMOPILINHO 00 KJIIPpeHCY KpeaTUuHiHYy i TOMY nepiof
HalliBBUBEMeHHS 30iNbIIyETHCS, 1110 IIPU3BOOUTE [0 30iNblIeHHS PiBHSI METQOPMIHY Y IIJ1a3Mi KPOBi.

Oco6nuBi TpyNy Nallie€HTiB.

Hupkosa HedocmamHicme.

HasBHi o6MexeHi maHi 110710 MallieHTiB i3 TOMipHUM CTYIIeHEM HUPKOBOI HEOCTATHOCTI, TOMY
HEMOXKJIMBO TOYHO OLIIHUTH CUCTEMHY €KCIIO3HUIIiI0 MET(OPMIiHY B Iili I'PYIIi MalliEHTiB MTOPIBHSIHO 3
nalieHTaM{ 3 HOPMaJbHOI0 QYHKIliEI0 HUPOK. ToMy HeoOXiflHe KOPUTYBaHHS 103U 3TifHO 3 KJIiHIYHOI0
eekTUBHIiCTIO/IEpeHOCUMICTIO (IUB. po3ain «Crocib 3acTOCyBaHHS Ta JO3U»).

Himu.

B pesynbTaTi npoBegeHHS AOCTIIXKEHHS OgHOKPaTHOL 703U 500 Mr MeThOPMIiHY TifpOoXIOpPUAY
bapMaKoKiHeTUUHUYN TPODiNb y MaIlieHTIB MefiaTPUYHOI Momysiii 6yB aHalIOTiYHUM TaKOMY Y
3[0POBUX [TOPOCIIUX.

IaHi momo 3acTocyBaHHS OaraTopa3oBuX 403 00MexkKeHi OMHUM AOCTiAKEeHHSIM.

[Ticnsa moBTOpHOTO BBemeHHS 500 Mr MeTdopMiny aBiui Ha J00y MPOTATOM 7 [HIB y IAlli€HTIB
neiaTpUYHOI MOMYJIAI] MiKoBa KOHIIEHTpalis y mia3mi kposi (C,,,,) Ta cucreMHa ekcrno3utis (AUCO-
t) 3umkyBanucs npubnu3no Ha 33 % Ta 40 % BiAMOBiAHO MOPIBHAHO 3 TAKUMHU Y IOPOC/IMX IMAIli€HTIB,
XBOPHUX Ha LYKPOBHUY miabeT, sKi oTpuMyBau MOBTOPHI fo3u 500 M [Ba pa3u Ha JeHb IpoTarom 14
[HiB.

OcCKinbKY [03a TUTPYETHCS IHAUBIAYaIbHO Ha OCHOBI I'JIIKEMIYHOT0 KOHTPOJIIO, BUIlle3a3HayeHa
indopmarlisa mae o6MexeHe KIiHIiYHE 3HaYEHHS.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

LlykpoBuii miabet 2 Tumy npu HeeeKTUBHOCTI OieToTeparii Ta pexumMy Gi3MYHNX HaBaHTaXKEeHb,
0C00IMBO y XBOPUX 3 HAMIJIUIIKOBOIO Macoo Tina:

- K MOHOTeparis abo y cknazni KoMOGiHOBaHOI Teparil 3 iHIIMME TepopaJIbHUMMU TillOTIiKeMiYHIMU
3acob6aMu 4yH 3 iHCY/TiHOM OIS JIIKYBaHHS [OPOCIIHX;



- sIK MOHOTepanisa abo y cknafi KoMOiHOBaHOI Teparil 3 iHCy/TiHOM A1 JIiKyBaHHSA HiTel BikoM Big 10
POKIiB Ta MiAIiTKIiB.

[I71s 3MeHIIeHHS YCKIaAHEHD I[yKPOBOT0 AiabeTy Yy JOPOC/INX NallieHTiB 3 IyKPOBUM Aia0eToM 2 THUILY
1 HAgIUIIKOBOI Maco0 TiNla SIK IIpenapar Mepiol JiHil micig HeeeKTUBHOL Ai€TOTepaIil.

IIpomunokKa3aHHsi.
- TligBuIinieHa 4y TIUBICTh 00 MeThHOPMiHY ab0 J0 Oyab-IKOT0 iHIIIOTO KOMIIOHEHTA IIpelapary;

- OyIOb-IKUH THI TOCTPOT0 MeTaboIiYHOT0 allia03y (HanpuKIIaf JIaKTOalua03, HiabeTHIHUN
KeTOoalluao3);

- miabeTHYHA MPEKOMa;
- HAUPKOBA HEIOCTATHICTh TSAXKKOTO CTYIEeHs (IIBUAKICTH Kiy0oukoBoi ¢inbTpatii (IHK®) < 30 mi/xB);

- TOCTPi CTaHM, 110 IMPOTIKaIOTh 3 PU3UKOM PO3BUTKY IOPYIIEHb QPYHKIIiI HUPOK, TaKi SK:
3HEeBOJHEHHS OpraHi3My, TAXKKi iH(eKIIiliHI 3aXBOPIOBaHHS, LIOK;

- 3aXBOPIOBAHHS, III0 MOXKYTh MPU3BOOUTH N0 PO3BUTKY TiMOKCii TKaHUH (0COOIMBO IOCTPi
3aXBOPIOBAHHS ab0 3arOCTPEHHS XPOHIYHOI XBOPOOH): TeKOMIIEHCOBaHa CepIieBa HeIOCTATHICTE,
ouxajbHa HEJOCTATHICTh, HEIIOJlaBHO NepeHeceHn iHpapKT MioKapaa, II0K;

- MeYiHKOBa HEMOCTATHICTb, TOCTPE OTPYEHHS aJIKOT0JIEM, aJIKOTOJTi3M.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.
KombiHauii, u,0 He pekomeHOyeMubCs 3acmocosysamu.

A1K0201b. ATTKOTONTbHA IHTOKCHUKAIIiS acOLil0EThCS 3 MiABUIIEHUM PH3UKOM JIaKTOAIU03Y, 0COOIMBO
IIpU TOJIONyBaHHi, HefoifaHHi ab0 MeYiHKOBiil HEJOCTaTHOCTI.

HodosmicHi peHmMezeHoKOHmpacmui pevyosuHu. [1amieETaM 3aCTOCyBaHHSI MET(QOPMIHY CITif
IPUNIMHUTH [0 a0 IIif Yac mpoBeOeHHs MOCIiIXKEeHHS Ta He ITOHOB/IIOBATY PaHillle HiX yepe3

48 TrouH MiCIsg OOCIiIXKEeHHS i THIIle IicIs TOBTOPHOI OLIHKK Ta BCTAHOBIIEHHS CTa0iIbHOTO CTaHy
GbyHKIiil HupoK (auB. po3ninu «Crmocib 3acTocyBaHHS Ta H0o3u» Ta «OCOBIMBOCTI 3aCTOCYBAHHS»).

KombiHauii, ujo ¢sai0 3acmocosysamu 3 obepedcHicmio. Jleski mikapchbKi 3aco0u, HalTpHUKIaL
HecTepoigHi mpoTu3amnanbhi npenapatu (HII3II), BKIoYa0yn ceTeKTUBHI iHTibiTopu
mukiookcurenasu (LIOT) II, iuribiTopu aHTioTeH3UWHIIEPETBOPIOI0YOT0 GpepMeHTy (AIID), aHTaroHictu
petieniTopiB aHrioTeH3uny Il i giypeTuku, 0co6IMBO METILOBI iypeTUKH, MOXKYTb HETaTUBHO
BIIJIMHYTH Ha QYHKIII0 HUPOK, 1[0 MOXKe 30iTbIINTY PU3UK BUHUKHEHHS JTaKToauugo3y. Ha mo4aTky
JIiKyBaHHS BUIle3a3HaYEHUMH JTiKapChbKUMHU 3aco0aMu abo y pasi Ix 3acTocyBaHHS B KoMOiHalril 3
MeT(HOPMiHOM HEOOXiIHUN PETeNbHUN KOHTPOJIb (QYHKIII HUPOK.

Jlikapcoki 3acobu, w,0 YuHsAMb 2inepeaikeMiuHy 0ito (2/10KOKOpmukKocmepoiou cucmemHoi ma
micyesoi 0ii, cumnamomimemuxu). HeoOXxifmHO "acTillle KOHTPOJIIOBAaTH PiBeHb I'TFOKO3U Y KPOBI,
0co0/IMBO Ha MOYaTKY JiKyBaHHS. [1ig 9ac i micysg npunuHeHHs TaKoi CyMicHOI Teparii HeoOximHO
KOPUTYBaTH f03y ['mokodaxy".



Tpancnopmepu opzaHiyHux kamiouig (OCT)

MeTtdopMmin € cybcTpaToM 000x TparcmopTepiB OCT1 i OCT2.

CynyTHE 3aCTOCYBaHHSI MET(QOPMIHY 3:

- inri6itopamu OCT1 (TakuMHU SIK Bepalamin) Moxe 3MeHIIUTH e)eKTUBHICTE MeTGOPMiHY;

- inpykTopamu OCT1 (TakuMu SIK pudaMminmH) Moxe 30iTbIIUTH ITYHKOBO-KUIITKOBE BCMOKTYBaHHS
Ta e(peKTUBHICTb MeT(HOPMIiHY;

- inribitopamu OCT2 (TakUMHU SIK IUMETUAWH, JOIyTErpaBip, paHoia3uH, TPUMETOIIPUM, BaHIeTaHi0,
i3aByKOHA30J1) MOXKe 3HU3UTH HUPKOBE BUBENEHHS MEeT(QOPMiHY 3 IMOAAIbIINM 36iTbIIeHHIM
KOHIIeHTpaIlil MeTQOpMiHy B IJIa3Mi KPOBi;

- inri6itopamu i OCT1, i OCT2 (TakuMM SIK KPU30THUHIO, oylanmapu0) MOXKe BIJIMHYTH Ha e(eKTUBHICTh
Ta HUPKOBE BUBEIEHHS MeT()OPMIiHY.

ToMy peKOMEHIY€EThCS BUSBISATA 0COOIUBY 00€pEeKHICTL TP CYNyTHBOMY 3aCTOCYBaHHI LIUX
Ipernaparis 3 MeTGOPMiHOM, 0COOIMBO IIONO MAIiEHTIB 3 MOPYIIEeHHAM (GYHKIIil HUPOK, OCKIJIbKI
KOHIIEHTpallis MeThHOPMiHY B IJTa3Mi KPOBi MoXkKe 3pPOCTH. 3a HeOOXiTHOCTI CITiJl 3BazKUTH MOKIIUBICTh
KOPHUTYBaHHS 103U MeThOopMiHy, ockinbku iHribiTopu/ingykropu OCT MOXKYThH BIJIUHYTH Ha
e(peKTUBHICTh METPOPMiHY.

Oco6 1ueocmi 3acmocy8aHHs1.

Jlakmoauudo3 € myXxe pioKiCHUM, ajie TSKKUM MeTabO0liuHUM YCKIagHEeHHSM, 1[0 HalyacTile
BMHUKAE IIPU TOCTPOMY IOTipIneHHi QyHKII1 HUPOK, CEePIieBO-I1ereHeBOMY 3aXBOpIOBaHHi ab0 CEeICHCi.
[Tpu rocTpoMy noripieHHi GYHKII HUPOK BinOyBa€eThCs KyMYJIAIis MeTHOPMiHY, 110 36iIbIlye pU3UK
PO3BUTKY JIaKTOALUO3Y.

Y pazi 3HeBogHEHHS (CUIbHOI miapei abo OT0BaHHS, rapsiuyKy ab0 3MEHIIEeHHS CIIOXKHUBAHHS PiIUHM)
PEKOMEHIYEThCSI TUMYACOBO IIPUITMHUTHU 3aCTOCYBAHHS MeTHOPMiHY i 3BepHYTHUCS 3a MEIUYHOIO
LOOIIOMOT0I0.

[TamieHTaM, Ki OTPUMYIOTh MeTHOPMiH, CITif 3 00epexkKHiCTI0 PO3MOYMHATH JTiKyBaHHS 3ac00aMH, 1110
MOXKYTb F'OCTPO MOTIPUIUTHA (PYHKIII0 HUPOK (HaIpUKJIaf rinoTeH3UBHUMU IIpellapaTaMy,
cevorinauMyU 3acobamu Ta HIT3II). [H1i hakTOpM PU3UKY BUHUKHEHHS JTaKTOAIM03y BKITI0YAI0Th
Ha[MipHE CIOXKUBaHHS aJIKOT0JIl0, IeYiHKOBY HEJOCTATHICTh, HEIOCTaTHHO KOHTPOJIbOBAHUM
IIyKpOBUH fiabeT, KeTo3, TpUBaje rojoayBaHHs i 6yab-aKi CTaHU, ITOB’sI3aHi 3 TiMOKCi€0, a TaK0XK
CYTIyTHE 3aCTOCYBaHHS JTiIKAPChKUX 3aC00iB, 110 MOXKYTh MPU3BECTH A0 JIAKTOALUIO03Y (OUB. PO3Tinu
«IIpoTunoka3aHHs» Ta «B3aemofis 3 iHIIUMHY JTiIKapCHKUMH 3aco0aMu Ta iHI BUOU B3a€EMOMIN»).

[MTauienTu Ta/a6o ocobu, 110 3MINCHIOITL 38 HUMH OIS, Mal0Th OyTH MPoiHGOpPMOBaHi IIPo PU3UK
PO3BUTKY JaKTOAIMA03y. XapaKTePHUMHU O3HAKaMM JIaKTOAIUI03Y € alluJ0TUYHA 3aiuIIKa, Oi/lb y
JKMBOTI, M'5130Bi CyIOMHU, aCTeHisd Ta TiIoTepMis, y I0JaIbIIOMy MOXKJIMBUY PO3BUTOK KOMU. Y pasi
05IBU Oyb-IKOT'0 CUMIITOMY JIaKTOAI[MA03Y MAaI[i€HT TOBMHEH IIPUIMHUTH 3aCTOCYBaHHS MeTHOPMIHY
1 HeraHO 3BEPHYTUCS OO JliKaps.

JlakTOaIMA03 XapaKTepHU3y€ETHCA [iarHOCTUUHUMY 1a00paTOPHUMHU NMOKa3HUKaMU: 3HUKEHHS PiBHSA
pH kpoBi (< 7,35), migBullleHHs CUPOBATKOBOI KOHIIEHTPallil TaKTaTy Y MJIa3Mi KpoBi (> 5 MMOIB/N),



MiJBUIIIEHHS aHIOHHOTO iHTepBaly Ta MiJBUIIEeHHS CIiBBiIHOIIEHHS BMICTy NaKTaT/IipyBar.

ITauienmu 3i ecmaHosieHuMu abo ni0o3pr8aAHUMU MiMOXOHOPIANbHUMU 3AX80PHBAHHAMU.
[TarrienTaM 3i BCTaHOBIIEHUMHU MiTOXOHApiaJbHUMU 3aXBOPIOBAHHSIMY, TAKUMU SK MiTOXOHApPiaabHa
eHIedasnonaris 3 JaKTOAIUA030M Ta iHCyIbTOmomiOHUMY emizogamu (cuHgpoM MELAS
(Mitochondrial Encephalopathy with Lactic Acidosis, and Stroke-like episodes)) Ta
MiTOXOHApiambHUM ycnagkoBaHuy miabert i rmyxota (Maternal inherited diabetes and deafness
(MIDD)) Ta MiTOXOHApianbHUY ycllagKoBaHu fiabeT i rmyxora (Maternal inherited diabetes and
deafness (MIDD)), 3acTocyBaHHSI MeT(HOPMiHY He PeKOMEHIYEThCS Yepe3 PU3UK 3arOCTPEHHS
JIAKTOAIIMO03Y Ta HEeBPOJIOTIYHUX YCKIagHEHb, 1[0 MOXKYTh IIPU3BECTH [0 MOTipIIeHHs nepediry
3aXBOPIOBAHHS.

AKmo micg 3acToCyBaHHS MeT(QOpPMiHy BUHMKAIOTh 03HAKY i CHMIITOMH, ITI0 CBig49aTh PO CUHAPOM
MELAS a6o MIDD, nikyBauHs MeTGOPMiHOM CJIil HeTalHO IPUIMHUTY Ta IIPOBECTHU IIBUKY
O1arHOCTHUYHY OLIHKY.

OyHKyisa Hupok. IHK® cip owiHoOBaTH A0 MOYATKY JIIKYBaHHS 1 PETYJISPHO IICJIS KOT0 3aBepIIeHHS
(muB. po3min «Croci6 3acTocyBaHHS Ta 0O3U»). 3aCTOCYBaHHS MeTHOPMiHY ITPOTUIIOKa3aHe
nanienTaM 3 [IIK® < 30 myi/xB i Ma€ OyTH THM4YaCOBO IIPUINIMHEHE 3@ HAsIBHOCTI 3aXBOPIOBaHb, 1110
3MIiHIOIOTh QYHKIIiI0 HUPOK (OUB. Po3Ain «[IpoTUokasaHHg»).

Cepuesa ¢yHkuis. [1alieHTH i3 cepiieBoi0 HeJOCTAaTHICTIO MalOTh OiNTbII BUCOKUM PU3UK PO3BUTKY
rimokcii Ta HUPKOBOI HegocTaTHOCTI. [TamienTaM 3i cTabilbHOI0 XPOHIYHOIO CEPILIEBOI0 HEIOCTATHICTIO
MeT(hHOPMiH MOXKHA 3aCTOCOBYBATH IIPH PETYISIPHOMY MOHITOPUHTY CEPIIEBOI Ta HUPKOBOI QYHKIIII.
MetdopmiH npoTUNoKa3aHUY MallieHTaM i3 TOCTPOI0 Ta HeCcTabiTbHOI0 CEPIIEBOI0 HEJOCTATHICTIO
(muB. po3min «IIpoTUIOKAa3aHHSI»).

HodosmicHi peHmeeHokoHmpacmi 3acobu. BEYTpilIHEOCY IMHHE BBeJ€HHS HOMOBMICHIX
KOHTPaCTHUX PEYOBUH MOXKe BUK/IMKATH KOHTPACT-iHAYKOBaHY He(hpONaTiio, 110 IPU3BOTUTH 0
HaKONM4YeHHS MeThHOPMiHY i 30ibIIIeHHS PU3UKY PO3BUTKY JTaKToalumo3y. [lamieHTaM 3aCcToCyBaHHS
MeT(QOpPMiHY CITif IPUIUHUTH [0 abo Iif Yac MpoBedeHHS OOCIigKeHHs Ta He TIOHOBJIIOBATH paHillle
HiK 4yepe3 48 roguH Iicis HOCTigXKEeHHS i JTHIIle TicsIsg TOBTOPHOI OLIHKK Ta BCTAHOBIIEHHS
ctabinpHOTO cTaHy QYHKII HUPOK (IuB. po3minu «Crocib 3acToCcyBaHHS Ta [03u» i «B3aemopmis 3
iHIITIMM JTiIKapChKUMHM 3aC00aM¥ Ta iHII BUOM B3aEMOIii»).

XipypeiuHi empyyaHHsa. HeoOXifHO MPUIMHUTH 3aCTOCYBaHHS MeT()OPMiHY Iif Yac Xipypriuuoro
BTPY4YaHHS, SIKe IIPOBOMSTS ITif] 3arajibHOI0, CIIiHAIbHOIO a0o emifypanbHOI0 aHecTe3i€lo, i He
ITOHOBJIIOBATH PaHiIlle HiXK yepe3 48 ToguH Iics IPoBeaeHHs onepairil abo BimHOBIEHHS
IIepopajIbHOTO XapyyBaHHS i JIUIIIe IIiCyIs ITOBTOPHOI OI[iHKM Ta BCTaHOBJIEHHS CTa0iIbHOTO CTaHy
GYHKIII HUPOK.

Himu. o mo4aTKy 1iKyBaHHSI MeTGOpMiHOM Mae OyTH IiATBepIOKEHUU OiaTHO3 I[yKPOBOro OiabeTy 2
TUMY. 3a pe3yJibTaTaM{ OGHOPIYHUX KOHTPOJIbOBAHUX K/TIHIYHUX [OCIIIIXXKEHb HE BUSBIEHO BIIJIUBY
MeT(OpMiHy Ha PiCT i cTaTeBe H03piBaHHA y OiTell. OmHAK HEMAa€E JaHUX IIONO Hil MeTQOpPMiHy Ha picT
i ctaTeBe mo3piBaHHS IIPU OiNbIN TPUBAJIOMY 3aCTOCYBaHHI MeTHOPMiHY, TOMY PEKOMEHIOBAHO
yBazKHe CIIOCTEPeXkEeHHS 3a IIUMU ITapaMeTpaMu y HiTei, sKi MiKyiThcst MeTHOopMiHOM, 0COOIUBO V
IIepiof CTaTeBOrO [03PiBaHHA.

Limu sixom 8i0 10 do 12 pokis. 3a pe3ynbTaTaMi KOHTPOJIbOBAHUX KIIiHIYHUX AOCIiXKEHb 3a y4aCTIO
15 pmiteit BikoM Big 10 mo 12 pokiB e(eKTHUBHICTS i Oe3MeKa 3aCTOCyBaHHS MeTHOPMIiHY [ Ii€l TPyIu
NallieHTiB He BiAPi3HANKCS Bif Takol [ HiTel cTapInoro BiKy Ta migmiTkis. [Ipemapar crig
IpU3HAYaTH 3 0CO0IMBOI0 06epekHiCTIO miTsaM BikoM Big 10 mo 12 poxkis.



IHwi 3acmepedicHi 3axodu. TlarienTamMm HEOOXigHO JOTPUMYBATUCS Hi€TH, PiIBHOMIPDHOTO IPUIOMY
BYTJIEBOMIB mpoTsaroM mobu. [TamieHTam i3 HaIMipHOIO MACOI0 Tila CJIif ITPOOOBXKYBaTH
NOTPUMYBATHUCS HU3bKOKAIOPiHOI mieTu. HeoOXimHO perynsipHO KOHTPOJIIOBATH ITOKA3HUKH
BYTJIEBOOHOTO OOMIiHY IaIli€HTiB.

MeTdopMiH MOXKe 3HUKYBATH piBeHb BiTaMiHy B,, y cCHpoBaTIli KPOBi. PU3KMK HU3BKOT0 PiBHS BiTaMiHy
B,, 3pocTae 3i 306inbineHHSIM 0031 MeT(hHOPMiHY, TPUBAJIOCTI JTiKyBaHHS Ta/ab0 y pa3i HasiBHOCTI y
naifieHTa (GakTOpiB PU3UKY, SKi, IK BiIOMO, CIPUYUHAIOTh AediuuT BiTaminy B,,. V pasi migo3pu Ha
nedinuT BiTaminy B,, (Hanpuknaz, aHemiss abo HeWpomaTist) C/Iif KOHTPOIIOBATU piBeHb BiTaMiHy B,y
cupoBaTii KpoBi. [TanieHTaM 3 akTOopaMu pu3ukKy medinuTy Bitraminy B,, Moxke OyTu nmoTpiOHUN
MOHITOPHUHT piBHA BiTaMiny B,,. Tepamito MmeTopMiHOM CIif IPOJOBKYBATH OO THUX IIip, IOKU BOHA
IIEPEHOCUTHCA 1 He € IPOTUIIOKA3aHa, a BiIIOBigHE KOpeKIiliHe JTiKyBaHHA AedinuTy BiTaminy B,
HaZla€ThCS BIAMOBITHO [0 IMIOTOYHMUX KITIHIYHUX pPEKOMEHOallin.

MosoTeparis MeThOpMiHOM He CIIPUYMHSIE TinornikeMii, ogHak ciig 6yTu 06epexXHUM IIpu
OJHOYAaCHOMY 3aCTOCYBaHHiI MeTPopMiHy 3 iHCyniHOM ab0 iHIIMME IepOPaTbHUMH TiNOTTiKEMiYHUMHE
3acob6aMu (HampUKiIam MOXiTHUME CYIbGOHINICeY0BUHY ab0 METTiTHHITaMu).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaeimHicmb. HeKOHTpOIbOBaHa rinepriikeMisa y NIPeKOHIENUIMHNY [1epiof Ta Iif Yac BariTHOCTI
II0B’S13aHa 3 MigBUIEHUM PU3UKOM BPOIKEHUX aHOMasIil, BTPaTX BariTHOCTI, TilepToHil,
CIIPUYMHEHO] BariTHICTIO, IpeeKIaMIICil Ta TepruHaTalbHOl CMEPTHOCTI. BaxnuBo migTpuMyBaTi
piBeHb I'TIOKO3H B KPOBi STKOMOra 0/1uK4e 10 HOPMAJIbHOTO IIPOTSATOM BCi€l BariTHOCTI, 11100 3HU3UTH
PU3UK HECTIPUSTINBUX HACHINKIB rimepriikemii amis MaTepi Ta ii gUTUHM.

MeTdhopMiH MPOHUKAE Yepe3 IJIaleHTy y KiTbKOCTSX, SKi MOXKYTb OyTH TaKUMU K BUCOKUMHU, 5K
KOHIIeHTpallil y MaTepi.

Benuka KinbKicTh JaHUX PO BariTHUX XKiHOK (6inbire 1000 pe3ynabTaTiB BIJIMBY) 3 KOTOPTHOTO
IOCTiAKEeHHS Ha OCHOBI PEECTPiB Ta omy0/IiKOBaHUX pPe3yJIbTaTiB MeTaaHali3iB i KITiHIYHUX
OOCIiIKeHb BKA3y€E Ha BiACYTHICTb MiIBUIIIEHOT0 PU3UKY BPOAKEHUX aHOMaik abo TOKCUYHOCTI OJIs
TIJI0fa/HOBOHAPOKEHOT0 BHACTIIOK BIJIMBY MeTGOPMIHY Y epUKOHUENUiNHUY nepion Ta/abo min
YacC BariTHOCTI.

€ mesiKi HemiATBepAXKEH] JaHi PO JOBIOCTPOKOBUM BIIMB MeT(OPMiHy Ha Bary HiTel, Ki 3a3HaIu
BHYTPIIIHEOYTPOOHOTO BIIUBY. CxX03Ke, 110 MeT(HOpMiH He BIJIMBAE Ha PYXOBHUM Ta COI[iaTbHUN
PO3BUTOK MiTEM BiKOM [0 4 POKiB, SIKi 3a3HaNIK BHYTPIITHLOYTPOOHOT0 BILIMBY, X04a HaHi 11070
IOBTOCTPOKOBUX HACIiOKiB 00MeKeHi.

Y pagzi kniHiuHOI He06XiMHOCTI 3acTOoCyBaHHS MeT(hOPMiHY IIifi Yac BariTHOCTI Ta Y TPEKOHIENIIINHUAN
nepiofi MOXKJIMBe SIK NOTIOBHEHHS abo K albTepHATHBA iHCYiHY.

I'odyeaHHA 2py00t0. MeTHOPMiH €KCKPETYETHCI Yy TPy[HE MOJIOKO, aje y
HOBOHAPOIKEHUX/HEMOBIIAT, sIKi 3HaXOOWINCS Ha TPyAHOMY rofyBaHHi, M0o0iYHi eheKTH He
cnocTtepiranucsg. OfHaK, OCKiTbKY HeJOCTaTHLO AaHUX 100 Oe3MeKU 3aCTOCYBaHHS IIpernapary,
TOOyBaHHS I'PYALI0 HE PEKOMEHAYEThCSA NPOTATOM Tepallil MeTdopMminoM. PimerHs mopo
NPUNUHEHHS TONYBaHHS TPYANI0 HeoOXiqHO IpuiiMaTi 3 ypaxyBaHHSIM IepeBar I'pygHOT0
TOflyBaHHS Ta IOTEHIIMHOTO PU3UKY MOOIYHUX eDeKTiB Oy TUTUHU.



®epmusavHicms. MeThopMiH He BIIKMBaB Ha QEPTUNBHICTL TBAPHH ITPYU 3aCTOCYBaHHI y m03aX
600 mr/kr/Ha go0y, 110 Maiixke y 3 pa3u IepeBUIlyBaii MAaKCUMAJIbHY PEKOMEeHIOBaHY HOOO0BY 03y
IJ1s JIIOOVHY 3 PO3paxyHKY Ha IIJIOIIy OBEPXHI Tija.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

MonoTeparmis MeT(pOpMiHOM He BIJINBA€ Ha MIBUIKICTh Peakllii Ipu KepyBaHHI aBTOTPaHCIOPTOM abo
po0oTi 3 iHIIMMY MeXaHi3MaMu, OCKiJIbKM IpenapaT He COpUYuHse rinornikemii. Oguak ciig 6yTu
o0epexXHUM IIPU 3aCTOCYBaHHI MeTdopMiny y KoMOiHallil 3 iHIKXMYU TimornikeMivHUMEU 3aco0aMu
(moximHi cynmbhoHINICEYOBUHY, iHCYITIH a60 METTITUHIAN) Yepe3 PU3UK PO3BUTKY TillOTIIiKEMil.

Cnoci6 3acmocyeaHHss ma do3u.
OpOCIIi IallieHTH 3 HOpManbHO QyHKITie0 HUPOK ([ITK® = 90 Mii/xB).
Monomepanis abo kombiHoBaHAa mepanis 3 iHWUMU NEpPopaAbHUMU 2ino2aiKemMidyHuUMU 3acobamu.

3a3Buyail moyaTKoBa mo3a craHoBuTh 500 Mr a6o 850 mr (['mokodax”, TabIeTKH, BKPUTI IIITiBKOBOIO
oboronkoio, mo 500 Mr abo 850 Mr) 2-3 pa3u Ha o0y mix yac abo micnis mpuruoMy ixi.

Yepes 10-15 pgHiB 03y HE0OXiMHO BiIKOPUTYBATH BiMOBIAHO 0O pe3yibTaTiB BUMipiOBaHb PiBHS
TJIFOKO3U Y CUPOBATIIL KPOBI.

[ToBinbHe 36iNbIIEHHS N03U CIIPHs€E 3HUXKEHHIO M06iYHNX eeKTiB 3 60Ky TPaBHOTO TPAKTY.

[Tpu nixyBaHHi BucokuMu go3amu (2000-3000 mr Ha 0o0y) MOKIMBE 3aMillleHHS KOKHUX 2-X
TabneTok npenapaty ['mokodax®, 500 mr, Ha 1 TabneTky npenapaty ['mokodax®, 1000 mr.

MakcumarnbHa peKoMeHioBaHa fno3a ctaHoBUTh 3000 Mr Ha o6y 3a 3 IpuHoMH.

Y pasi nepexopy 3 iHuoro npotugiabeTuyHoro 3acoby HeoOXiIHO MPUIUHUTH IPUNOM I[LOTO 3aC00y
Ta IPU3HAYUTH METPOPMiH, SK 3a3HAYEHO BUILE.

Komb6iHosaHa mepanis 3 iHCYAiHOM.

[n1g mocArHEHHS Kpaloro KOHTPOJIIO 3a piBHEM I'/II0OK03H ¥ KPOBi MeT(HOPMIH Ta iHCYJIiH MOXKHa
3aCTOCOBYBATH y BUTTIAAi KOMOiHOBaHOI Tepamil. 3a3Bu4ai moyaTKoBa f03a cTaHoBUTH 500 Mr abo
850 Mr meTdopMiny rigpoxnopuny 2-3 pasu Ha o0y, ToOi K 0o3y iHCYIiHy ciig nigbupaTu
BI[ITTOBIIHO [0 pe3yJibTaTiB BUMIPIOBAaHHS PIBHSA IJIIOKO3U Y KPOBI.

Y nauienmis 1imHb020 iKYy MOXKIIMBE 3HUKEHHS QYHKIII HUPOK, TOMY 003y MeThopMiHy HeoOXigHO
nigOupaT Ha OCHOBI OI[IHKM (QYHKIIl HUPOK, Ky HEOOXiTHO ITPOBOAUTH PETYIAPHO (IUB. PO3MiN
«Oco0IMBOCTI 3aCTOCYBaHHS»).

Hupkosa Hedocmamuicmy. IIIK® criif omiHIOBaTH [0 IOYATKY JIiKyBaHHS JiKapChKAMU 3ac00aMH, 1110
MiCTSTh MET(QOPMIiH, Ta IPOTATOM JIiKyBaHHS IPUHAUMHI mopiuHo. [TalieHTaM 3 migBUIIEHUM
PU3UKOM MOAAJIBIIOr0 MPOrpPecyBaHHS HUPKOBOI HEJOCTATHOCTI Ta MallieHTaM JIITHBOTO BIiKY CIIif
IIPOBOOUTY PETEIbHUI MOHITOPUHT (YHKIII HUPOK SKOMOTIa YacTillle, HallpUKiIaz KOXHi 3-6 MicsALiB.



[MTK® 3arajbHa MaKCcHUMaibHa 1o0oBa mo3a ITomaTkoBa iH(opmarlis
(m11/xB) (Mae 6yTu po3pmineHa Ha 2-3 TPUNOMHU)
60-89 3000 mr Y pa3i 3HuXKeHHS QYHKIil HUPOK
PEKOMEHIYETHCS PO3TIIIHYTH
MOXKJIMBICTh 3MEHIIEHHS JO3M.
45-59 2000 mr [lepen mo4aTKOM 3aCTOCYyBaHHS
MeT(QOPMIHY CITif] PO3TITHYTH
(bakxTopH, M0 MOKYThb 30iMBIUINTH
PU3UK PO3BUTKY JIaKTOAIUI03Y
(muB. po3min «OcoO6nmuBOCTI

30-44 1000 mr 3aCTOCYBaHHS»).
[ToyaTKOBa 403a CTAHOBUTL HE
Oi/IbINe IMOJIOBUHKM MaKCHMAaJIbHOI
MO3M.

<30 - 3acTocyBaHHS MET(HOPMIHY
MPOTUIIOKA3aHe.

Himu.

MoHomepanis abo kombiHoBaHa mepanis 3 iHCYAiHOM.

IIpenapat 'mokodax® 3aCTOCOBYIOTh AiTAM BiKOM Bif 10 poKiB Ta mifmiTkaM. 3a3Brdail MO4YaTKOBA
mo3a cTaHoBuTh 500 Mr a6o 850 Mr npenaparty I'mokodax” 1 pa3 Ha fo0y mif gac abo micns
IPUHOMY 1XKi.

Yepes 10-15 pgHiB 03y HEOOXiMHO BiIKOPUTYBATH BiAMOBIAHO 0O pe3yibTaTiB BUMipIOBaHb PiBHS
TJII0KO3U Y CUpOBaTIli KpoBi. [IoBinbHe 30iMblIeHHS J03U CIPHUSE 3HUKEHHIO T00iYHUX e(eKTiB 3 OOKY
TPaBHOTO TPakTy. MakcuManbHa peKOMeHI0BaHa f103a cTaHoBUTh 2000 Mr Ha o6y 3a 2-3 mpuioMu.

Ilepedo3yeanHsi.

[Tpu 3acTocyBaHHI IIpenaparty y 4o3i 85 T po3BUTKY rinoriikeMii He cnoctepiranocs. OfHaK y IbOMy
BUIIAJKY CIIOCTePiraBCcs PO3BUTOK JIaKTOALUA03Yy. 3HaYHE MTePeBUILEHHS 1031 MeThopMiHy abo
CynyTHi (haKTOPH PU3UKY MOXKYTh IPU3BOOUTH [0 JAKTOAUUA03Y. JIaKTOAnINI03 € HEBIAKIIaNHUM
CTaHOM 1 HOTO CIIif JIiKyBaTH y cTalioHapi. Halile(eKTUBHIIIIMM 3aX00M [JI BUBEEHHS 3 OpraHi3aMy
JaKTaTy i MeTQopMiHy € remMopiaris.

ITo6iuni peakuii.

Haruacrimumy HebaXKaHUMY peaklliiMU Ha II04YaTKy JIiKyBaHHA € HynoTa, OoBaHHS, Aiapes, 6inb y
JKUBOTI, BigCyTHICTh aneTuTy. Lli cuMnToMu y OinbIIOCTi BUMIa[KiB MUHAIOTh CAMOCTINHO. [714
TIOTIepeiKeHHsT BUHUKHEHHS 3a3HaueHUX M00iYHUX SBUIL PEKOMEHIYEThCS MOBiNTbHE 30iTbIIeHHS
MO3yBaHHS Ta 3aCTOCOBYBAHHS J00OBOI O3 Mpernaparty 3a 2-3 MpUioMu.

Heb6axaHi eekTr 3a 4aCTOTOI0 BUHUKHEHHS KJTaCU(iKyIOTh 32 TAKUMHU KaTETOPisIMHU:



oyxe 4acto (> 1/10), vacto (> 1/100 i < 1/10), HewacTo (> 1/1000 i < 1/100), pigko (> 1/10000 i
< 1/1000), myxe pigko (< 1/10000).

Y K0KHOMY CUCTEMHO-OPTaHHOMY KJlaci mo0iuHi peakilil 3a3Ha4eHO y MOPSIAKY 3HUKEHHS IXHbOTO
KJIIHIYHOTO0 3HAUYEHHS.

ITopyweHHA 06MiHY peuoB8uUH.

YacTo: 3HMKEHHS piBHS/OediunuT BiTaMiny B,, (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).
Iyxe pigko: MakToanugo3 (ouB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

3 60Ky Hepsosoi cucmemu.

YacTo: IOpyILIEHHS CMaKy.

3 bokxy mpasHoi cucmemu.

Iyxe "acTo: po3jagu 3 60Ky TpaBHOI CHCTEMHU, TaKi K HyHoTa, OI10BaHHS, Oiapesi, Oifib y XKUBOTI,
BifmCyTHiCTH aneTtuTy. Haituacrimie 11i mo6iuHi sBUIla BUHUKAIOTh Ha IIOYATKY JIiKyBaHHS i y GinbIIOCTI
BUIIQ[IKiB CIIOHTAHHO 3HWKAIOTh. [I7151 TTonepeKeHHSI BUHUKHEHHS 00iYHUX SBUI 3 60Ky TpaBHOI
CHCTeMU PEKOMEHAYEThCS MOBiIbHE 30iIbIIeHHS JO3YBAHHS Ta 3aCTOCYBaHHS NO00BOI 103U
npenapary 3a 2-3 NpUUoMHU Iif 4ac abo micis mpuioMy ixi.

3 60Ky neviHKu ma d#o84o8u8iOHUX W sxia.

IyXe pifKo: MOpyLIeHHS IOKa3HUKIB QyHKIil IeuiHku ab0 renaTuTy, 1[0 TOBHICTIO 3HUKAIOTH IiCNIS
BigMiHM MeT(OpMiHYy.

3 6oky wkipu ma nidwKipHUX MKAHUH.

IyXe pigko: IMIKipHi peakiiii, 1[0 BKI0Yal0Th ePUTEMY, CBEPOiK, KPOIIUB' THKY.

Himu.

B omy61ikoBaHUX i TOCTMAapKETUHTOBUX JAHUX Ta KOHTPOJIbOBAHUX KIIHIYHUX OOCTiIXKEHHSIX B
oOMexkeHol nemgiaTpuyuHoi momnysiii Bikom 10-16 pokiB, sika oTpuMyBaja MeThOpPMiH mpoTsarom 1
POKYy, TIOBifoMJIeHHS PO Mo6iuHi epeKTH y miTeil Oy/IK CXOKUMH 3a XapaKTEpPOM i TAXKKICTIO 3
IIpOsIBAMH, 1110 Bifl3HAYa/IUCs y JOPOCIIHX.

[ToBigomieHHS PO Mimo3pioBaHi HebaXkaHi MOOiYHiI peakirii

[ToBimomneHHs mpo 1mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
ITe nae 3MOry IpOBOAUTYA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM IIPeCTaBHUKAM CJIi[ TIOBiTOMJISITH IIPO YCi BUMTAAKHK MMiT03PI0BAaHUX MOOIYHUX Peakilii Ta
BificyTHOCTI e(heKTHUBHOCTI JIiKapchKOT0 3aco0y yepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dbapMmakoHarasAny 3a nocunaHHsaM: https://aisf.dec.gov.ua/.

Tepmin npudamuocmi.



TabmeTKH, BKPUTI IIiBKOBOIO 000710HKOI0, 10 500 Mr, 850 MT - 5 pOKiB.

TabmeTKH, BKPUTI IJIiBKOBOIO 000710HKOI0, 10 1000 MT - 4 poKw.

YmMmoBH 30epirannsi. He motpeOye oco6nuBux yMoB 30epiranHs. 30epiraTé y HeAOCTYITHOMY [JIS
miTeu miciri!

VYnaxoBka.

Tabaemku, skpumi naiekoeo 06010HK00, no 500 me. ITo 15 TabneTok y 6iicTepi; mo 2 abo 1mo
4 6ricTepu y KapTOHHIiM KopoOiri. ITo 20 TabneTok y 6micTepi; mo 3 61icTepu y KapTOHHIN KOpPOOLIi.

Tabaemku, skpumi naiekoeo 06010HK00, no 850 me. ITo 15 TabneTox y 6iicTepi; mo 2 abo 1mo
4 6rictepu y KapToHHiM KopoOiri. ITo 20 TabneTok y 6micTepi; mo 3 61icTepu y KapTOHHIN KOpPOOLIi.

Tabaemku, skpumi naiekoeoto 06010HkK00, no 1000 me. ITo 15 TabneTox y 6icTepi; mo 2 abo 1mo
4 6ricTepu Yy KapTOHHIN KOPOOITi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHK.
Mepk Cante, Opanmisi/Merck Sante, France.

Mepk, CJI, Icnania/Merck, SL, Spain.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaJIXKeHHs HOro JisIbHOCTI.
2 pro mio IIpeccyap Bep, 45400 Cemya, ®pantis/2 rue du Pressoir Vert, 45400 Semoy, France.

[Tpom3ona Mepk, 08100 Monnet gens Bannec (bapcenona), Icnanisi/Poligon Merck, 08100 Mollet del
Valles (Barcelona), Spain.



