THCTPYKIIA

IJIS MeTUYIHOI'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

TTIOKO®AXK"®

(GLUCOPHAGE®)

Cknao:
Oitoua pevosuHa: metformin hydrochloride;

1 TabneTKa, BKpHUTa IIiBKOBOIO 000710HKOI0, 10 500 Mr mMicTuth 500 Mr MeThOpMiHy TiIpOXI0pUay,
saKkuy Bignosigae 390 Mmr MeThOpMiHY;

1 TabneTka, BKpHUTa IIiBKOBOIO 000710HKOI0, 10 850 Mr mMicTuth 850 Mr MeThOpMiHy TigpoXI0pUny,
KUY Bifnosigae 662,90 Mr meTdopminy;

1 TabneTka, BKpHUTa IIiBKOBOI 000710HKOI0, 10 1000 Mr Mictuth 1000 Mr MeTdopMiHy rigpoxmopuny,
KUY Bignosigae 780 Mr MmeThOpMiHy;

donomidcHi pevosuHu: 1oBimoH K 30, marHito cTteapar;
naiekosa 060.10Hka 0451 mabaemok no 500 me, 850 me: rimpomenosa;

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

JIikapcbka ¢opma. TabmeTKy, BKPUTI I1iIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiuHi 81acmusocmi:

Ta0JeTKH, BKPUTI IIiBKOBOIO 00010HKO10, 10 500 Mr, 850 Mr: TabneTku KpyTiiol ¢popMu 3
IIBOOITYKJIO0 ITOBEPXHEI0, 0i/I0ro KOIbopy, BKPUTI IIiBKOBOIO 000I0HKOIO;

TabIeTKHM, BKPUTI MIiBKOBOIO 000710HKO0, 110 1000 Mr: TabneTku 0BaibHOI (OpMU 3 TBOOIYKIIOO
TI0BepxHelo, 6iI0T0 KoMbopy, BKPUTI ITiIBKOBOIO 000I0HKOI0, 3 PUCKOI0 3 000X GOKiB Ta
rpaBipyBaHHSIM «1000» 3 ogHOTO GOKY.

dapMakoTepaneBTHYHA rpymna. 3acobu, 110 BIUIMBAIOTh Ha TPaBHY CUCTeMY i MeTabomi3Mm.
AnTtupiabetuuni mpemnapatTu. [lepopanbHi rimormikemiuni 3aco6u, 3a BUHSTKOM iHCYiHiB. Biryanigu.
Konm ATX A10B A02.



Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.
Mexanism 0ii.

MeTdopMiH € OiryaHiioM 3 aHTUTINIEPTIIiKeMidHUM e(eKToM, K Ha Tinmepriikemiio HaTIile, Tak i
nicns npuiioMy 1xi. He cTuMymnioe cekpenito iHCYTiHY i He CIPUYUHSE TIiOTTiKeMiYHOTO e(eKTy.

MeTdopMiH 3HUKYE TillepiHCYIiHeMil0 HaTIIe, a B KoMOiHallil 3 iHCy/TliHOM 3HUXY€ OTPedy B
iHCYymiHI.
MeTdhopMiH YMHUTEL @aHTUTINIEPIiKeMiuHNN e(EeKT 3a AOIOMOT0I0 KiTbKOX MeXaHi3MiB:

- MeT(HOPMiH 3HUKY€E IPONYKyBaHHS IJII0KO3U V NEeYiHIl, MeTQOPMiH [oerurye
nepudepryHe 3aX0IJIEHHS Ta YTUIi3alliio IJII0KO3U, YaCTKOBO 3@ PaXyHOK ITOCUJIEHHS il iHCYiHY;

- MeT(hOpPMiH 3MiHIOE OOMiH IJIFOKO3U B KUIIKIBHUKY: IOTTMHAHHS 3 KPDOBOOOITY
30ibIIYETHCS, @ BCMOKTYBAHHS 3 1Ki 3HUKYEThCS. [[0MaTKOBI MeXaHi3MH, MOB’sI3aHi 3 KUIIIKiBHUKOM,
BKJ/TIOYAIOTh 30i/IbIIEHHS BUBIIbHEHHS ToKaronononionoro mentuny 1 (I'TITI-1) i 3HMXKeHHS
pe30pOirii XKOBUHUX KHUCJIOT. MeThopMiH 3MiHIOE MIKP00OiOM KUITIEYHHUKA;

- MeT(OpMiH MOXKe MOKPALUIUTH JTilifHuM Ipo(dink y Nali€eHTiB 3 rinepinigeMiero.

Y xopi KMiHIYHUX OOCHiXKEeHb IIif Yac 3aCTOCYyBaHHS MeT(OPMiHy Maca Tila MallieHTiB 3aluiianacs
cTabinpHO0 a0 IOMipHO 3HUKYBAIACs.

MeTdopMiH € akTUBATOPOM afieHO3MHMOHO(DOoChaTIpoTeiHkiHa3u (AMPK) i migBuIye TpaHCIOPTHY
3MaTHICTh ycix TUMiB MeMOpaHHUX ITepeHOCHUKIB rimoko3u (GLUT).

dapmakoKiHemuka.
BemokmyeaHHA.

[Ticns mepopaibHOTO NMpUtoMy MeT(HOPMIHY Yac HOCATHEHHS MaKCUMalbHOI KoHIeHTpaii (C,,,,)
CTAHOBUTH 01U3bKO 2,5 roguniu (T,,,,). AGcomoTHa 6iogocTynHicTs MeTGopMiny v hopmi TabreTok
500 mr a6o 800 mr craHoBUTE IpubMU3HO 50-60 % y 3mopoBuUx K06pPOBOLLIB. [Ticisa mepopaabHOTO
3aCTOCYBaHHS (pakilis, III0 He BCMOKTalacs Ta BUBOOUTHCS 3 KajioM, CTaHOBUTH 20-30 %.

[Ticst mepopanbHOro 3aCTOCyBaHHS abcop6birist MeTHOPMiHY € HACUYYBAHOIO i HETIOBHOIO.

[Tepenbada€eThes, 110 MOTIMHAHHSA MeTHOPMiHY € HemiHiiHUM. [Ipu 3acToCcyBaHHI MeTHOPMiHY B
PEKOMEHI0BaHMUX N03aX i pexXuMax [I03yBaHHA cTabilbHa KOHIIEHTPAllis y MJIa3Mi KPOBi JOCATAEThCS
npoTsaroM 24-48 rogvH i CTaHOBUTH MeHIe 1 MKT/MII. Y KOHTPOJIbOBAHUX KITIHIYHUX JOCITIIXKEHHIX
MaKCUMaJbHi piBHI MeTopMiHy y nna3mi kposi (C,,,) He IepeBUIyBalud 5 MKI/MJI HaBiTh IpU
3aCTOCYBaHHI MaKCUMalIbHUX [03.

[Tpu ogHOYaCcHOMY IipuitoMi 1Ki abcopOilis MeTHOpPMiHy 3HUKYETHCS i JEI[0 YIOBITbHIOETHCS.

[Ticns mepopanbHOT0 3aCTOCYBaHHA ¥ H03i 850 Mr criocTepiranocs 3HUKEHHS MaKCUMalbHOl
KOHIIeHTpallil y maa3mi KpoBi Ha 40 %, 3menmenHs AUC - Ha 25 % i 36inbieHHS Ha 35 XBUJIMH 4acy
INOCATHEHHSI MaKCUMaJIbHOI KOHI[eHTpallil y nja3Mi Kposi. KiliHiuHa 3HAaYymIicTh XWX 3MiH HEBigoMa.

Po3nodin.



3B’si3yBaHHA 3 OiIKaMu 11a3MHU KPOBi He3HaUHe. MeT(hOpMiH IPOHUKAE B €PUTPOLIUTH.
MakcuMasnbHa KOHIIEHTpALlid Y KPOBi HUXK4Ya, HiXK MakKCUMaJlbHa KOHI[eHTpallis y maa3Mi KpoBi, Toxl
SIK 4aC OOCSTHEHHS MpubIM3HO OOHAKOBUH. EpUTpOIMTH, HaliMOBipHiIle, SBISIOTh COO0I0
BTOPUHHUYN KOMIIAaPTMEHT po3mnofiny MeTdopminy. CepenHiit 06’em po3nominy (Vd) KonuBaeThCs y
miarma3oHi 63-276 1.

Memaboanizm.
MeTdhopMiH BUBOTUTLCS Y HE3MIiHEHOMY BUTIISAAL 3 ceuero. MeTabomiTiB y MIOOUHY He BUSBIIEHO.
BusedeHHs.

Hupkosuii kipeHC MeThopMiny cTaHoBuTh > 400 mi1/xB. Lle BKa3ye Ha Te, 1m0 MeTHopMiH
BUBOJUTLCS 3a PaxXyHOK KJIy00uKOBOI ¢inbTpalil Ta KaHabIeBol cekpetil. ITicns nepopaabHOTo
IPUHOMY Iepiof HaIiBBUBENEHHS CTaHOBUTH MPUOIU3HO 6,5 roguuu. [Ipu mopyeHi GyHKIII HUPOK
HUAPKOBHUY KJTipeHC 3HUKYETHCS MPOIOPLIKHO A0 KIipeHCy KpeaTUHIHY 1 TOMy Iepiof
HalliBBUBEJEeHHS 30iNbIIyETHCS, 1110 IPU3BOOUTE [0 30iNblIeHHS PiBHSI MEeTQOPMIHY y IIJ1a3Mi KPOBi.

Oco6nuBi TPYNY NAliE€HTIB.
Hupkosa HedocmamHicme.

HasiBHi 06MexKeHi aHi 11010 Nalli€HTIB i3 MOMipHUM CTyIIeHEeM HUPKOBOI HEJOCTATHOCTI, TOMY
HEMOXKJIBO TOYHO OLIHUTH CUCTEMHY €KCIIO3HUIIiI0 MET(OPMIiHY B Iili I'PYIIi MAlli€EHTiB IOPiBHIHO 3
nalieHTaM{ 3 HOpMaJbHOI0 PYHKIli€I0 HUPOK. ToMy HeoOXiflHe KOPUTYBaHHS [I03H 3TiHO 3 KJIiHiYHOIO
e(ekTUBHICTIO/TIepeHOCUMICTIO (IUB. po3ain «Crocib 3acTOCyBaHHS Ta JO3W»).

Himu.

B pesynbTaTi npoBegeHH AOCTIIXKEHHS OgHOKPaTHOL 703U 500 Mr MeThOPMiHY TifpOXIOpPULY
bapMaKOKiHeTUHUHHUY IPODisb y MaIliEHTIB MefiaTPpUYHOI Momysiil 6yB aHalIOTiYHUM TaKOMY Y
3[00POBUX [NOPOCIIUX.

IaHi mopmo 3acTocyBaHHS OaraTopa3oBuX 403 00MexkKeHi OMHUM AOCTiAKEeHHSIM.

[Ticnsa moBTopHOTO BBegeHHS 500 Mr MeTdopMiHy OBidi Ha 700y MPOTATOM 7 [HIB y NAlli€HTIB
nefiaTpUYHOI MOMYJIAI] MiKOBa KOHIIEHTpalis y mia3mi kposi (C,,,,) Ta cucreMHa ekcrno3utis (AUCO-
t) sHuxKyBanucs npubnu3Ho Ha 33 % Ta 40 % BigNOBiIHO MOPIBHSIHO 3 TAKUMHU Y JIOPOCIIHX IAIiEHTIB,
XBOPHUX Ha LYKPOBUY HiabeT, SKi oTpuMyBasu MOBTOPHI fo3u 500 MT [Ba pa3u Ha [ieHb IpoTsarom 14
IHIB.

OcCKinbKY [03a TUTPYETHCA IHAUBIAYaIbHO HA OCHOBI IJIIKEMIYHOT0 KOHTPOJIIO, BUllle3a3HayeHa
inbopmaris Mae oOMexeHe KITliHiYHe 3HAYEHHS.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

LlykpoBuii miabeT 2 Tumy mpu HeedeKTUBHOCTI gieToTeparii Ta pexxumy QisuyHUX HaBaHTAXKEHb,
0CO0ONIMBO Y XBOPHX 3 HAMIJIUIIIKOBOIO MacoIo Tina:

- sIK MOHOTepartis abo y ckmafi KoMOiHOBaHOI Teparii 3 iHIIMMYU ITepopaabHUMHU TillOTTiIKeMiYHUMU



3acobaMu Yy 3 iHCYIiHOM [Jis JTiKyBaHHS HOPOCIIHUX;

- sIK MOHOTepatisa abo y ckimafi KoMOiHOBaHOI Teparii 3 iHCymiHOM A1 JiKyBaHHSA HiTel BikoM Big 10
POKIiB Ta MiAIiTKiB.

[I71s 3MeHIIeHHS YCKIaAHEHD I[yKPOBOT0 fiabeTy ¥ HOPOCINX MallieHTiB 3 IyKPOBUM AiabeToM 2 THUILY
i HagIUIIKOBOI0 Maco0 Tijla SIK IIpemnapar MepIol JiHil micig HeeeKTUBHOI Ai€TOTepaIlii.

IIpomunoka3aHHs.
- TligBuIineHa 4y TIUBICTh 00 MeThHOPMiHY ab0 m0 Oyab-IKOT0 iHIIIOTO KOMIIOHEHTA IIpelapary;

- Oymb-sIKMI TUII TOCTPOT0 MeTabo iyHOor0 auuao3y (HanpuKiian JakToauugos, fiabeTuuHu
KeToalluao03);

- miabeTUYHA ITPEKOMa;
- HUPKOBA HEIOCTATHICTh TSAXKKOTO CTYIEeHs (IIBUAKICTH Kiy0oukoBoi ¢inbTparii (IHK®) < 30 mi/xB);

- TOCTPi CTaHH, 110 MPOTIKAIOTh 3 PU3UKOM PO3BUTKY MOPYIIeHb QYHKIIII HUPOK, TaKi gK:
3HEBOOHEHHS OPTraHi3My, TSIXKKi iH(eKUiliHi 3aXBOPI0BaHHS, IIOK;

- 3aXBOPIOBAHHS, 1110 MOXKYTh IIPU3BOAUTH [0 PO3BUTKY TiMOKCil TKaHUH (0COOIMBO TOCTPi
3aXBOPIOBaHHS ab0 3arOCTPEeHHST XPOHIYHOI XBOPOOU): MEKOMIIEHCOBaHa CeplieBa HEJOCTATHICTb,
OuXanbHa HEJOCTATHICTh, HEIIOJaBHO IlepeHeCceHnH iHpapKT MioKap/a, II0K;

- IIe4YiHKOBa HEJOCTaTHICTh, TOCTPE OTPYEHHS aJIKOT0JIeM, aJIKOTOJIi3M.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
KombiHauii, u,o He pekomeHOyeMuCs 3acmocosysamu.

A1K0201b. ATTKOTONTbHA IHTOKCHUKAIIiS acOLil0EThCS 3 MiABUIIEHUM PHU3UKOM JIAaKTOAIUI03Y, 0COOIMBO
IIpU TOJIOyBaHHi, HefoimaHHi ab0 MeYiHKOoBiil HEHOCTaTHOCTI.

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

48 romuH micns JOCHifKeHH i Juille MMic/Is MOBTOPHOI OLIHKY Ta BCTAHOBJIEHHS CTaOiIbHOTO CTaHy
GbyHK1il HUPOK (muB. po3pinu «Crocib 3acTocyBaHHS Ta H03u» Ta «OCOBIUBOCTI 3aCTOCYBAHHS»).

KombiHauii, u,o caid 3acmocogysamu 3 obepedcHicmio. Jleski mikapchbki 3aco0u, HaITPUKJIIaL
HecTepoigHi mpoTu3amnanbhi npenapatu (HII3II), BKIoYa0yu ceTeKTUBHI iHTibiTopu
nukiookcurenasu (LJOT) II, inribitopu aHrioTeH3MHNIEPETBOPIOI0YOTO GepMeHTy (ATID), aHTaroHiCTH
petieniTopiB aHrioTeH3uny Il i giypeTuku, 0co6IMBO METILOBI [iypeTUKH, MOXKYTb HETaTUBHO
BIUIMHYTH Ha QYHKINIO HUPOK, 110 MOXKe 30iMbINTYH PU3UK BUHUKHEHHS JTaKToanugo3y. Ha moyatky
JIiKyBaHHS BUIlle3a3HaYeHUMHU JTiKapChKUMU 3acobamu abo y pasi ix 3acTocyBaHHS B KoMOiHallii 3
MeT(POpMiHOM HeOOXigHUY peTeIbHUN KOHTPOIL (QYHKIII HUPOK.

Jlikapcuvki 3acobu, wo yuHAMb 2inepeaikemiuHy 0ito (2110KOKOpmukocmepoiou cucmemMHoi ma
micueaoi 0ii, cumnamomimemuxku). HeobxigHO dacTillle KOHTPOIIOBATU PiBeHbB I'NII0OKO3H Y KPOBI,



0Cco6MIMBO Ha IOoYaTKYy JikKysaHHA. [1if dac i mics mpunuHeHHS Takoi cymicHOI Tepamii Heo6XimHO
KOPUTYBaTH [03y ['mokodaxy”.

Tpancnopmepu opzaHiyHux kamiouig (OCT)

MeTtdopMmin € cybcTpaToM 000x TpaHcmopTepiB OCT1 i OCT2.

CynyTHE 3aCTOCYBaHHSI MET(QOPMIHY 3:

- inri6itopamu OCT1 (TakuMH SIK Bepamamin) Moxe 3MeHIIUTH e)eKTUBHICTE MeT(GOPMiHY;

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

- inribitopamu OCT2 (TakuMH SIK IUMETUAWH, JOIyTErpaBip, paHOoa3uH, TPUMETOIIPUM, BaHIEeTaHi0,
i3aByKOHA30J1) MOXKe 3HU3UTH HUPKOBE BUBENEHHS MET(POPMiHY 3 IMOAAIbIINM 36iTbIIeHHIM
KOHIIeHTpallil MeT(GOpMiHy B MyIa3Mi KPOBi;

- inri6itopamu i OCT1, i OCT2 (TakuMM SIK KPU30THUHIO, ojlanmapu0) MOXKe BIJIMHYTHU Ha e(eKTUBHICTh
Ta HUPKOBE BUBEIEHHS MEeT()OPMIiHY.

ToMmy peKOMEHIY€EThCS BUSBISTA 0COOIUBY 00€pPEeKHICTL TP CYMyTHBOMY 3aCTOCYBaHHI LIUX
IIpernaparis 3 MeTGOpPMiHOM, 0COOIMBO IIOAO MAI[iEHTIB 3 MOPYIIeHHAM (GYHKIIiI HUPOK, OCKIJIbKU
KOHIIEHTpallis MeThHOPMiHY B IJIa3Mi KPOBi MoXkKe 3pPOCTH. 3a HeOOXiTHOCTI CITifl 3BazKUTH MOKIIUBICTh
KOPHUTYBaHHS 1031 MeTGOpMiHy, ocKinbku iHribiTopu/inmykTopu OCT MOXKYTh BIJIUHYTH Ha
e(peKTUBHICTL MeTHOPMIHY.

Oco06.1ueocmi 3acmocy8aHHs1.

Jlakmoauudo3 € myxe pioKiCHUM, ajie TSXKKUM MeTabO0liuHUM YCKIagHEeHHSM, 1[0 HalyacTile
BMHUKAE IIPU TOCTPOMY IOTipIeHHi QyHKIi1 HUPOK, CeplieBO-I1ereHeBOMY 3aXBOpIoBaHHiI ab0 CEeICHci.
[Tpu rocTpoMy moripiieHHi QyHKIII HUPOK Bif0yBa€ThCI KyMysllisg MeT(QOPMiHy, 110 30i1blIye pU3UK
PO3BUTKY JIaKTOALUO3Y.

Y pazi 3HeBogHEeHHS (CUIBHOI giapei abo OT0BaHHS, rapsiuyKy ab0 3MEHIIIEHHS CITOKKUBAHHS PiIUHM)
PEKOMEHIYEThCSI TUMYACOBO IIPUITMHUTH 3aCTOCYBAHHS MeTHOPMiHY i 3BepHYTHUCS 3a MEIUYHOIO
LOOIIOMOT00.

[MamienTaM, sKi OTpUMYIOTh MeTHOPMiH, CIifl 3 00ePeKHICTIO PO3NOYMHATH JIiIKyBaHHS 3acobaMu, 110
MOXKYTbh I'OCTPO MOTIpUINTH (QYHKIII0 HUPOK (HaIIpPHUKIIaf TilOTeH3UBHUMU IIpernapaTaMy,
cevorinauMu 3acobamu Ta HIT3II). [H1i hakTOpM PU3UKY BUHUKHEHHS TaKTOAIUI03y BKITI0YAI0Th
Ha[MipHE CIOXKKBaHHS aJIKOTr0JIl0, IeYiHKOBY HEJOCTAaTHICTh, HENOCTAaTHHO KOHTPOJILOBAaHUM
IIyKpoBUii fiabeT, KeTO3, TPUBaJe TOJ0gyBaHHS i Oymb-sKi CTaHU, IOB’I3aHi 3 TilIOKCi€0, a TaKOXK
CYIIyTHE 3aCTOCYBaHHS JIiIKapChKUX 3aC00iB, 1110 MOXKYTh IPU3BECTH IO JaKTOAUUA03Y (IUB. PO3Oinu
«IIpoTunoKa3aHHSI» Ta «B3aeMofiig 3 iHIMKUMHY JTiKapChKUMM 3ac00aMu Ta iHIIN BUAY B3a€MOMii»).

[MauienTu Ta/a6o ocobu, 110 3MiNCHIOITL 32 HUMHU OIS, MalOTh OyTH MPOiHGOPMOBaHi PO PU3UK
PO3BUTKY JTaKTOAIMA03y. XapaKTePHUMHU O3HAKaMM JIaKTOAIUA03Y € alluJOTUYHA 3aiuIIKa, Oi/lb y
JKMBOTI, M'5130Bi CyIOMHU, aCTeHisd Ta TiIoTepMis, y IOJaIbIIOMy MOXKJIMBIUY PO3BUTOK KOMU. Y pasi
05IBU Oyb-IKOT'0 CUMIITOMY JIaKTOAI[MA03Y MAaI[ieHT TOBUHEH IPUIIMHUTH 3aCTOCYBaHHS MeTHOPMIHY
1 HeralHO 3BEPHYTUCS OO JliKaps.



JIaKTOaIMa03 XapaKTePU3YEThCS [iarHOCTUYHUMH JTaO0PaTOPHUMH MTOKA3HUKAMU: 3HUKEHHS PiBHS
pH kpoBi (< 7,35), migBullleHHSI CUPOBATKOBOI KOHIIEHTPAIlil TaKTaTy Y IJIa3Mi KPoBi (> 5 MMOJIb/1),
MiJBUIIIEHHS aHIOHHOT0 IHTepBasly Ta IMifBUIEeHHS CIiBBiIHOIIEHHS BMICTY JlaKTaT/IipyBar.

ITauienmu 3i ecmaHogieHumMu abo nido3pr8aAHUMU MiMOXOHOPIAAbHUMU 3aX80PHBAHHAMU.
[TarienTaM 3i BCTAaHOBJIEHUMHU MITOXOHApiaJbHMMU 3aXBOPIOBAHHSIMM, TAKUMU SK MiTOXOHApPiabHa
eHIledarsnonaris 3 7aKTOaIlMA030M Ta iHCynbTONmomiOHUMY emizogamu (cuHgpoM MELAS
(Mitochondrial Encephalopathy with Lactic Acidosis, and Stroke-like episodes)) Ta
MiTOXOHIpianbHUY ycnagKoBaHuy miaber i rimyxota (Maternal inherited diabetes and deafness
(MIDD)) Ta MiTOXOHApiaIbHUH yCllagKoBaHuH miabeT i rmyxora (Maternal inherited diabetes and
deafness (MIDD)), 3acTocyBaHHSI MeTHOPMiHY He PEKOMEHIYETHCS YePe3 PU3UK 3arOCTPEHHS
JIAKTOAIIM03y Ta HEBPOJIOTIYHUX YCKIagHEHb, 110 MOXKYTh IIPU3BECTHU [0 MOTIpIIeHHs nepediry
3aXBOPIOBaHHS.

Ao micng 3acTocyBaHHS MeT()POpPMiHY BUHMKAIOTh O3HAKH i CUMIITOMH, 110 CBig4YaTh IIPO CUHAPOM
MELAS a6o MIDD, nikyBaHHSI MeT(GOPMIHOM CJIifi HETaHO MPUIIMHUTH Ta IPOBECTU LIBUOKY
O1arHOCTAYHY OLIHKY.

Oyukuia Hupok. IIIK® crnif o1iHOBaTH OO IOYATKY JIIKyBaHHS i PETyIAPHO MiCIA M0T0 3aBepIIeHHS
(ouB. po3min «Crocib 3acTocyBaHHS Ta 4O3U»). 3aCTOCYBaHHS MeT(HOPMiHY IPOTUIIOKa3aHe
natrientaM 3 [IIK® < 30 mn/xB i Ma€ OyTH TUMYaCOBO IIPUNIMHEHE 3a HASBHOCTI 3aXBOPIOBaHb, II10
3MIiHIOIOTh (QYHKIII0 HUPOK (OUB. po3min «[IpoTunokasaHHg»).

Cepuesa ¢yHkuis. [TamieHTH i3 cepIieBo0 HEJOCTATHICTIO MAIOTh OiNTbIN BUCOKUM PU3UK PO3BUTKY
rinokcii Ta HUPKOBOI HemocTaTHOCTI. ITarieHTam 3i cTabiIbHOIO XPOHIYHOIO CEePIIeBOI0 HEMOCTATHICTIO
MeT(hHOPMIH MOXKHA 3aCTOCOBYBaTH IIPH PETYIIPHOMY MOHITOPUHTY CEPIEBOl Ta HUPKOBOI QYHKIIII.
MeTdopMiH MPOTUIIOKA3aHUH TMAIliEHTaM i3 TOCTPOIO Ta HecTabiTbHOI0 CepIIeBOI0 HENOCTATHICTIO
(muB. po3min «IIpoTunokasaHHI»).

HodosmicHi pPeHMe2eHOKOHMpPAacmHi 3acobu. BHyTpiTHEOCYqUHHE BBEIEHHS HOJOBMiCHUX
KOHTPaCTHUX PEUYOBKH MOXKe BUKJIMKATH KOHTPACT-iHAyKOBaHy HedpoIaTiio, 10 IPU3BOAUTD [0
HaKONMUYEHHS MeT(POPMiHY i 30ibINIeHHST PU3UKY PO3BUTKY JTAaKTOAIMAo3y. [1alieHTaM 3aCcTOCyBaHHS
MeT(GOPMiHY CITi IPUIUHUTH [0 a0o IIif Yac MPOoBeOeHHS JOCITiIKeHHs Ta He TIOHOBJIIOBATH PaHiIlle
HiX yepe3 48 romuH Iicis JOCTiIXKEeHHS i JIUIIIe ITic/s IOBTOPHOI OLIiHKY Ta BCTAaHOBJIEHHS
crabinpHOTO cTaHy QYHKIIII HUPOK (uB. po3ninu «Crocib 3acTocyBaHHS Ta [03u» i «B3aeMopis 3
iHITMMY JTiKapCbKUMM 3aco0aM¥ Ta iHIIN BUOY B3aEMOIii»).

XipypeiuHi empyuaHHA. HeoOxiqHO MPUIMHUTH 3aCTOCYBaHHS MeTHOPMIHY IIif Yac XipypriuHoro
BTPY4YaHHS, SIKe IIPOBOMSATS IIif] 3arajibHOI0, CIIiHAIbHOIO abo emifypanbHOI0 aHecTe3i€lo, i He
TTOHOBJIIOBATH PaHillle HixK yepe3 48 ToguH Imicis IpoBedeHHs onepailil abo BimHOBIEHHS
IIepOPaIbHOTO Xap4YyBaHHS i JIUIIE IiCJIs TTOBTOPHOIL OITiIHKM Ta BCTAHOBJIEHHS CTAa0iIbHOTO CTaHy
GYHKIII HUPOK.

Himu. [To mo4aTKy niKyBaHHS MeTGopMiHOM Mae OyTH MiATBepAKEHUI OiarHO3 IIyKPOBOTo miabeTy 2
TUMY. 3a pe3yJbTaTaMU OOJHOPIYHUX KOHTPOJIbOBAHUX KIIIHIUHUX [OCIIIIKEHb HE BUSIBIIEHO BILJIUBY
MeT(hOPMiHY Ha PicT i cTaTeBe fo3piBaHHA y OiTel. OgHaK HeMae JaHUX LIOAO0 Ail MeTGOPMiHYy Ha piCT
i craTeBe mo3piBaHHS IIPU OiNbII TPUBAJIOMY 3aCTOCYBaHHI MeTHOPMiHY, TOMY PEKOMEHI0BAHO
yBazkKHe CIIOCTEepekKeHHS 3a IIUMU [TapaMeTpaMu y HiTel, sKi MiKyiThCs MeTHOpPMiHOM, 0COOIUBO y
1epiof CTaTeBOr0 [HO3piBaHHS.

Limu eikom 8i0 10 0o 12 pokis. 3a pe3y/bTaTaMi KOHTPOJIbOBAHUX KJTIHIYHUX JOCIigKEeHb 3a y4acTio
15 mite#t BikoM Bim 10 mo 12 pokiB eeKTUBHICTS i 6e3MeKa 3aCTOCYBaHHS MeTHOPMIiHY [JIs L€l rpynu



TAIliEHTIB He BiIPi3HSAMMCS Bif TakoI AJIS OiTel CcTapIloro BiKy Ta mimmiTkiB. [Tpemapat ciif
IpU3HaYaTy 3 0co6IMBOI0 00epexkHicTIO miTsM BikoM Bim 10 mo 12 pokis.

IHwi 3acmepedicHi 3axodu. IlarienTamMm HEOOXigHO JOTPUMYBATUCS Hi€ETH, PIBHOMIPDHOTO IPUIOMY
BYTJIEBOMIB mpoTsaroM mobu. [TamienTam i3 HagMipHOIO MACOI0 Tila CJIif ITPOAOBXKYBaTH
NOTPUMYBATHUCS HU3bKOKANIOPiHOI mieTu. HeoOXimHO perynsipHO KOHTPOJIIOBATH ITOKa3HUKH
BYTJIEBOOHOTO OOMiHY Ialli€HTiB.

MeTdopMiH MOXKe 3HMUKYBATH PiBeHb BiTaMiHy B,, y CHpoBaTIli KPOBi. PU3KWK HU3BKOT0 PiBHS BiTaMiHYy
B,, 3pocTae 3i 306inbineHHIM 0031 MeT(hHOPMiHY, TPMBAIOCTI TiKyBaHHS Ta/ab0 y pa3i HasiBHOCTI y
naifieHTa (GakTOpiB PU3UKY, SKi, IK BiIOMO, CIPUYUHSAIOTh AediuuT BiTaminy B,,. V pasi migo3pu Ha
nedinut Bitaminy B,, (Hanpukiap, aHeMis abo HepomaTist) clig KOHTPOIIOBaTH piBeHb BiTaMiny B,y
cupoBaTii KpoBi. [TamieHTaM 3 hakTopaMu puU3uKy medinuTy Bitraminy B,, Moxke OyTu nmoTpiOHUN
MOHITOPHUHT piBHA BiTaMiny B,,. Tepamito MmeTopMiHOM CIif IPOJOBKYBATH OO THUX IIip, IOKU BOHA
IIEPEHOCUTHCA 1 He € IPOTUIIOKAa3aHa, a BiIIOBigHe KOpeKIiliHe JTiKyBaHHA AediuuTy BiTaMminy B,
HaJa€ThCSA BIAMOBITHO [0 MOTOYHUX KIIHIYHUX PEKOMEHIAIlii.

MosoTeparnis MeThOpMiHOM He CIIPUYMHSIE TinornikeMii, ogHak cinig 6yTy 00epexXHUM IIpU
OJHOYAaCHOMY 3aCTOCYBaHHiI MeTPopMiHy 3 iHCyniHOM ab0 iHIIMME IepOPaTbHUMU TiNOTTiKEMiYHUMHE
3acobaMu (HampuKiam MOXiTHUME CYIbGOHINICeY0BUHY ab0 MeTTiTHHITaMu).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaeimHicmb. HeKOHTpOIbOBaHa rinepriikeMis y NIPeKOHIENIIMHNY [1epiof Ta i Yac BariTHOCTI
II0B’S13aHa 3 MigBUIEHUM PU3UKOM BPOIKEHUX aHOMaslil, BTpaTX BariTHOCTI, TilepTOoHil,
CIIPUYMHEHO] BariTHICTIO, IpeeKJIaMIICil Ta TepuHaTalbHOl CMEPTHOCTI. BaxnuBo migTpuMyBaTi
piBeHb I'TIOKO3H B KPOBi SIKOMOTra 0/IMKYe 10 HOPMAJIbHOTO IIPOTSATOM BCi€l BariTHOCTI, 11100 3HU3UTH
PU3UK HECTIPUSATIMBUX HACIIOKIB TinepriikeMil g MaTepi Ta 1l AUTUHHU.

MeTdhopMiH MpOHUKAE Yepe3 IJIaleHTy Y KiTbKOCTSX, SKi MOXKYTb OYTH TaKUMU XK BUCOKUMHU, 5K
KOHIIeHTpallil y MaTepi.

Benuka KinbKiCTh JaHUX PO BariTHUX XKiHOK (6inbie 1000 pe3ynbTaTiB BIIMBY) 3 KOTOPTHOTO
IOCTiAKeHHSI Ha OCHOBI peeCTPiB Ta omy01iKOBaHUX pPe3yJIbTaTiB MeTaaHali3iB i KITiHIYHUX
OOCIiIKeHb BKA3y€E Ha BiACYTHICTD MiIBUIIIEHOT0 PU3UKY BPOAKEHUX aHOMaik abo TOKCUYHOCTI AJIst
T1JI0a/HOBOHAPOXKEHOT0 BHACIIIOK BIJIMBY MeTGOPMIHY Y TepUKOHLENUiNHUY nepion Ta/abo min
YacC BariTHOCTI.

€ mesiKi HemiATBepAXKeHI JaHi PO JOBIOCTPOKOBUM BIIMB MeT(POPMiHYy Ha Bary HiTel, Ki 3a3HaIu
BHYTPIIIHEOYTPOOHOTO BIIUBY. CxX03Ke, 1110 MeT()OpPMiH He BIJIMBAE Ha PYXOBUH Ta COI[iaIbHUN
PO3BUTOK MiTeH BiKOM [0 4 POKiB, SIKi 3a3Ha/IM BHYTPIITHLOYTPOOHOT0 BILIUBY, X04a HaHi 11070
NOBTOCTPOKOBUX HACIiOKiB 00MekKeHi.

Y pagzi kniHiuHOI He06XiMHOCTI 3acTOoCyBaHHS MeT(hOPMiHY IIifi Yac BariTHOCTI Ta Y TPEKOHIENIINHUAN
nepiofl MOXKJIMBe SIK OOTIOBHEHHS abo K ajbTepHATHBA iHCYiHY.

I'odyeaHHA 2py00. MeTHOPMiH €eKCKPETYETHCA y TPyAHE MOJIOKO, aje y
HOBOHAPOIKEHUX/HEMOBIIAT, sIKi 3HaXOOWINCS Ha ITPyAHOMY IrofoyBaHHi, M0o0iYHi eheKTH He
cnocTtepiranucsg. OfHaK, OCKiIbKY HeJOCTaTHLO AaHUX 100 Oe3leKU 3aCTOCYBaHHS IIpemnapary,
TOOyBaHHS I'PYALI0 HE PEKOMEHAYEThCSA NPOTATOM Tepallil MeThopMminoM. PimerHs mono



IpPUNUHEHHS TOOyBaHHS TPYANI0 HeoOXimHO MpUiMaTH 3 ypaxyBaHHSM IepeBar TpyqHOTO
rofyBaHHS Ta MOTEHIIHHOT0 pU3UKy N00iYHUX ePEKTIB O/ QUTHUHU.

®epmusavHicms. MeThopMiH He BIIKMBaB Ha GePTUNBHICTh TBAPKH IIPHU 3aCTOCYBaHHI y m03aX
600 Mr/kr/Ha go0y, 110 Maixke y 3 pa3u IepeBUIyBaii MAaKCUMAJIbHY PEKOMEeHI0BaHY HOOOBY 103y
[J1s JIIOOVHY 3 PO3paxyHKy Ha IIJIOILy IOBEPXHI Tija.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

MonoTeparis MeT¢GOpPMiHOM He BIIMBAE Ha IBUIKICTh Peakilii Mpu KepyBaHHI aBTOTPAHCIOPTOM a6o
po0OTi 3 iHIIMMYU MeXaHi3MaMu, OCKiJIbKM IpenapaT He COPUYUHSe rinornikemii. OgHak ciig 6yTu
o0epexXHUM IIPU 3aCTOCYBaHHI MeT(opMiny y KoMOiHallil 3 iHImKXMHU TinornikeMivHUMEU 3acofaMu
(moximHi cynmbhoHINICEYOBUHY, iHCYITIH ab60 METTITUHIAN) Yepe3 PU3UK PO3BUTKY TillOTIIiKEMil.

Cnoci6 3acmocyeaHHss ma do3u.
OpPOCIi IallieHTH 3 HOpManbHOW QyHKITie0 HUPOK ([ITK® = 90 Mii/xB).
Monomepanis abo kombiHoBaHa mepanis 3 iHWUMU NEpPopPaAAbHUMU 2ino2aiKemMidyHUMU 3acobamu.

3a3Buyail moyaTKoBa fo3a craHoBuTh 500 Mr a6o 850 mr (['mokodax”, TabIeTKH, BKPUTI IIITiBKOBOIO
o6omoHKo0, 10 500 Mr a6o 850 mr) 2-3 pa3u Ha moOy mifg 9ac abo micis IpuioMy IxXi.

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

[ToBinbHe 36iNbIIEHHS N03U CIIPHSI€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 fo3a ctaHoBUTh 3000 Mr Ha o6y 3a 3 TpUHOMH.

Y pagzi nepexony 3 iHImoro npotuaiabeTHYHOro 3aco0y HeoOXimHO MPUIUHUTY IIPUIOM LILOTO 3aco0y
Ta MPU3HAYUTH MET()OPMiH, STK 3a3HAYEHO BHUIIE.

Komb6iHosaHa mepanis 3 iHCYAiHOM.

[71g mocATHEHHS Kpaloro KOHTPOJIIO 3a piBHEM I'/II0K03H ¥ KPOBi MeT(HOPMIH Ta iHCYJIiH MOXKHa
3aCTOCOBYBATH y BUTTIAAI KOMOiHOBaHOI Tepamil. 3a3Buyai moyaTkoBa fo3a cTaHoBUTL 500 Mr abo
850 Mr meTdopMiny rigpoxnopuny 2-3 pasu Ha mo0y, ToOi K 0o3y iHCYIiHy ciig nigbupaTu
BI[IITOBIIHO [0 pe3yJibTaTiB BUMIPIOBAaHHS PIBHSA IJIIOKO3U Y KPOBI.

Y nauienmis 1imHb020 iKYy MOXKIIMBE 3HUKEHHS QYHKIII HUPOK, TOMY 003y MeThopMiHy HeoOXimHO
nigOupaT Ha OCHOBI OI[IHKY (YHKIIl HUPOK, Ky HEOOXiTHO ITPOBOAUTH PETYIAPHO (AUB. PO3Mi
«OCco6MMBOCTI 3aCTOCYBaHHS»).

Hupkosa Hedocmamuicmy. IIK® criif omiHIOBaTH [0 IOYATKY JIiIKyBaHHS JTiIKapChKAMU 3ac00aMH, 1110
MiCTSTh MET(QOPMiH, Ta IPOTIATOM JIiKyBaHHS IPUHAUMHI mopiuHo. [TalieHTaM 3 migBUIIEHUM



PU3UKOM TIOAAJIBIIOr0 MPOTrPecyBaHHS HUPKOBOI HEJOCTATHOCTI Ta MallieHTaM JIITHbOTO BiKY CIIif
IIPOBOAUTY PETEIbHUM MOHITOPUHT (YHKIIiI HUPOK SKOMOTra YacTillle, HallpuKiIag KOXHi 3-6 MicsAiB.

[MTK® 3arajnbHa MaKcHUMaibHa 1o0oBa mo3a ITomaTkoBa iH(opmarlis
(M11/XB) (Mae 6yTu po3pmineHa Ha 2-3 TPUNHOMHU)
60-89 3000 mr Y pa3i 3HuXKeHHS QYHKIIl HUPOK

PEKOMEHIYETHCS PO3TIIIHYTH
MOXKJIVBICTh 3MEHIIEHHS JO3M.
45-59 2000 mr [lepen mo4aTKOM 3aCTOCYyBaHHS
MeT(QOPMiHY CITif] PO3TIIHYTH
(baxTopH, M0 MOXKYTh 30iMBLUINTH
PU3UK PO3BUTKY JIaKTOAIUI03Y
(muB. po3min «OcoO6nMuBOCTI

30-44 1000 wr 3aCTOCYBaHHS»).
[TouaTkOBa H03a CTAHOBUTL HE
Oinbllle MOJOBMHM MAaKCHMAJIbHOL
mO3H.

<30 - 3acTocyBaHHS MET(HOPMIHY
MPOTUIIOKA3aHe.

Himu.

Monomepanis abo kombiHogaHa mepanis 3 iHCYAiHOM.

IIpenapat I'mokodax® 3aCTOCOBYIOTh AiTAM BiKOM Bif 10 poKiB Ta mifmiTKaM. 3a3BKUdail M04YaTKOBA
mo3a ctaHoBuTh 500 Mr a6o 850 Mr npemnaparty I'mokodax” 1 pa3 Ha fo0y mif gac abo micnis
IPUHOMY 1XKi.

Yepes 10-15 pgHiB 03y HE0OXiMHO BiIKOPUTYBaTH BiAMOBIAHO 0O pe3yibTaTiB BUMipiOBaHb PiBHS
TJII0KO3U Y CUpOoBaTIi KpoBi. [ToBinbHe 30iblIeHHS J03U CIPHUSE 3HUKEHHIO T00iYHUX e(eKTiB 3 OOKY
TPaBHOTO TPakTy. MakcuManbHa peKOMeH0BaHa f103a cTaHoBUTh 2000 Mr Ha moby 3a 2-3 mpuioMu.

Ilepedo3yeanHsi.

[Tpu 3acTocyBaHHI IIpenapaty y 4o3i 85 T po3BUTKY rinoriikeMii He cnocTepiranocs. OgHaK y IbOMy
BUIIAJKY CIIOCTePiraBCcs PO3BUTOK JIaKTOALUA03Y. 3HAYHE MTePeBUILEHHS 1031 MeThopMiHy abo
CynyTHi (haKTOPH PU3UKY MOXKYTh IPU3BOOUTH [0 JAKTOAUUA03Y. JIaKTOAnINI03 € HEBIOKIIaNHUM
CTaHOM 1 MOTO CIIif JIiKyBaTH y cTalioHapi. Halle(eKTUBHIIIIMM 3aX00M [JIg BUBEOEHHSA 3 OpraHi3aMy
JaKTaTy i MeTQOopMiHy € remMopiaris.

ITo6iuni peakuii.

Haituacrimumy HeOakaHUMY pPeakilisMy Ha I0YaTKy JIiKyBaHHS € Hy[0Ta, O/toBaHHS, fiapes, 6inb y
JKUBOTI, BigCyTHICTh aneTuTy. Lli cuMnToMu y OinbIIOCTi BUMIaKiB MUHAIOTh CAMOCTINHO. [714
TIoTIepeiKeHHsT BUHUKHEHHS 3a3HaueHUX M00iYHUX SBUI PEKOMEHIYEThCS MOBiNIbHE 30iTbIIeHHS
MO3yBaHHS Ta 3aCTOCOBYBAHHS J00O0BOI MO3M Mpernaparty 3a 2-3 MpUuioMu.



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

nyxe 4dacto (> 1/10), gacto (> 1/100 i < 1/10), mHewgacto (> 1/1000 i < 1/100), pigko (> 1/10000 i
< 1/1000), myxe pigko (< 1/10000).

Y K0KHOMY CUCTEMHO-OPTaHHOMY KJlaci mo0iuHi peakilil 3a3Ha4yeHO y MOPSAKY 3HUKEHHS IXHbOTO
KJIIHIYHOTO0 3HAUYEHHS.

ITopyweHHs 06MiHY PEUOBUH.

YacTo: 3HMKEHHS piBHS/medinuT BiTaMiny B,, (quB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).
Iyxke pigko: makToanugo3 (IuB. po3min «Oco0IUBOCTI 3aCTOCYBaHHS»).

3 boky Hepeoegoi cucmemu.

YacTo: IOpyILIEHHS CMaKy.

3 60Ky mpagHoi cucmemu.

Iyxe 4acTo: po3nagu 3 60Ky TPaBHOI CHCTEMHU, TaKi SK HyHoTa, O/II0BaHHS, giapesi, 0iib y KUBOTI,
BimCcyTHiCTh anetuty. Haituacrire 11i mo6iuHi sBUIa BUHUKAIOTh Ha IIOYATKY JIiKYBaHHS i y GinbIIOCTI
BUIIAJKIB CIIOHTAHHO 3HUKAIOTE. [I715 ToNepeKeHH BUHUKHEHHS [T00iYHUX SBUL 3 00KY TPABHOI
CHCTEeMU PEKOMEHAYEThCS MOBibHE 30i/IbIIEeHHS J03YBAHHS Ta 3aCTOCYBaHHS NO0O0BOI 103U
npemnapary 3a 2-3 NpUioMHU Iif 9ac abo micis mpuioMy ixi.

3 60Ky neviHKu ma H#08408UBIOHUX W.AAXIE.

IyXKe pigKo: OPYIIeHHS T0Ka3HUKIB QYHKIIl IediHKXA ab0 TrenaTuTH, 110 ITOBHICTIO 3HMKAIOTh IIiCIs
BigMiHM MeT(OpMiHy.

3 6oky wkipu ma niOwKipHUX MKAHUH.

IyXe pigko: IMIKipHi peakiiii, 110 BKJII04Yal0Th ePUTEMY, CBEPOiK, KPOIIUB' THKY.

Himu.

B omy61ikoBaHUX i TOCTMAapKETUHTOBUX JAHUX Ta KOHTPOJIbOBAHUX KIIHIYHUX OOCTiIOXKEHHSIX B
oOMexeHol nemgiaTpuyuHoi momysiii Bikom 10-16 pokiB, sika oTpuMyBajia MeThOpPMiH mpoTsarom 1
POKY, TIOBifoMJIeHHS IIPO MoGiuHi eeKTH y miTei OyIH CXOKUMU 3a XapaKTepOoM i TAXKKICTIO 3
IIpOsIBAMH, III0 Biffl3HAYaIuCs y JOPOCIIHX.

[ToBigoMIeHHS PO Mimo3pioBaHi HebaXkaHi MOOiYHi peakirii

[ToBimomneHnHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IaljieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif IOBiJOMJISITH TIPO YCi BUMTAAKU Mif03PI0OBaHUX MOOIYHNX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JIiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
dbapMakoHarnsAay 3a nocunaHHsaM: https://aisf.dec.gov.ua/.



Tepmin npudamuocmi.
TabneTku, BKPUTI MIiBKOBOIO 060710HKO10, 110 500 Mr, 850 Mr - 5 poKiB.

TabneTku, BKPUTI M1iBKOBOIO 060510HK010, 110 1000 Mr - 4 poKw.

YmoBu 30epirannas. He norpe6ye ocobmuBux yMoB 30epirants. 36epiratv y HeIOCTYITHOMY 151
niTeu micri!

VYnaxoBka.

Tabaemku, skpumi naiekoeow 06010HK00, no 500 me. ITo 15 TabneTox y GiicTepi; mo 2 abo mo
4 6rictepu y KapToHHiM KopoOiri. ITo 20 TabneTok y 6micTepi; mo 3 6icTepu y KapTOHHIN KOpPOOLIi.

Tabaemku, ekpumi nsaiekosor 060.10HKoW, no 850 me. [To 15 TabnmeTok y 6micTepi; mo 2 abo 1mo
4 6ricTepu y KapToHHiM KopoOiti. ITo 20 TabneTok y 6micTepi; mo 3 6icTepu y KapTOHHIN KOPOOLIi.

Tabaemku, skpumi naiekogoio 06010Hko10, no 1000 me. ITo 15 TabneTox y GiicTepi; mo 2 abo 1mo
4 6ricTepu y KapTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a peLenToMm.

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

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

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicCIsi IpoBaIXKeHHs HOro Tis/IbHOCTI.
2 pio m1o IIpeccyap Bep, 45400 Cemya, ®@paniis/2 rue du Pressoir Vert, 45400 Semoy, France.

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



