IHCTPYKUIA
AN MeJMYHOI0 3aCTOCYBaHHS NiKapCbKoro 3acoby

FTIOKODAXK XR
(GLUCOPHAGE® XR)

Cknag:

Aitoya peyosmHa: metformin;

1 TabneTtka, BKpUTa 060/10HKOH, MICTUTL MeT(OPMIHY rigpoxnopuay 1000 mr;
[ONOMI>KHI pe4OBMHU: HATPIO Kapmeno3sa, rinpomenosa 100 000 cPs, marHito cteapar.

Nikapcbka hopma. TabneTky NPoIOHroBaHoT Aii.
OCHOBHI (pi3VKO-XiMiYHI BNacTUBOCTI: 6ifli a60 MaiiXke 6iN0ro Kobopy KancynoBuaHi ABOONYKNI TabneTkM 3 rpaBipyBaHHAM «1000» 3 ogHoro 6oky 1a «sMERCK > -
3 IHWoro.

dapmakoTepaneBTUYHa rpyna. MNepopasnbHi rinornikemivyHi 3acobu, 3a BUHATKOM iHCY/IHIB.
Kog ATX A10B AQ2.

dapmakosoriyHi B1acTmBOCTI.

dapmakogyHamika.

MeTdgopmiH — 6iryaHig 3 aHTUriNepraikeMiyHUM eDeKTOM. 3HMXKYE PiBEHb [IHOKO3M Y Na3Mi KPoBi SK HaTLe, Tak i nicns npuinomy Ki. He cTUMyntoe cekpewito
IHCY/TIHY | HE CMIPUYMHSAE FiNOrNiKeMiYHOI0 e(YEKTY, ONOCEPeAKOBAHOMO LM MeXaHi3MOM.

MeTopMiH fiie TpbOMa LLNSAXaAMU:

— MPY3BOANTb [0 3HVXKEHHA NPOLYKYBAHHS [IHOKO3MY NeYiHLi 3a paxXyHOK iHTi0yBaHHS INIFOKOHEOreHe3y Ta rNiKOreHosisy;

— MOKpaLLye YYTAUBICTb A0 IHCYNIHY Y M’A3aX, WO NPWU3BOANUTL 40 MOJIMNLWEHHA NePUMEPUYHOrO 3aX0MN/IEHHA Ta YTUAI3aLiT rHoKO3N;

— 3aTPMMYE BCMOKTYBaHHS INIFOKO3UY KNULLEYHUKY.

MeTgopMmiHy rigpoxnopua CTUMYNHOE BHYTPILLHbOKNITUHHWIA CUHTE3 FNIKOreHy, BNIMBAKOUM Ha FNiKOreHCMHTeTasy. 36i/bLUYe TPAHCNOPTHY 3A4i6HICTb YCiX BigOMMX
TUMiB MeMOPaHHMX NepeHOCHMKIB rnoko3n (GLUT).

dapmakoanHaMiYHi ePEKTHN.

KniHivHi gocnigpkeHHs nokasanu, Wo OCHOBHOK A€t MeT(HOPMiHY, OKPIM rinorfikeMivHoi, € cTabinizayis abo He3Ha4yHa BTpaTa Macu Tina.

He3anexHo Big CBOET AiT Ha rNiKeMito, TabneTKn MeT(OPMiHY 3 HeraiHWM BUBISIbHEHHAM MPOSIBNATL NO3UTUBHUIA eqieKT Ha MeTaboniam ninigis. Liei edekT 6yB
[OBeleHNA NpU 3aCTOCYBaHHI TepaneBTUYHUX [03YBaHb Y KOHTPO/IbOBAHUX CepefHbO- ab0 AOBroTPUBAINX KNIHIYHUX LOCNIIKEHHSAX: TabneTkn MeT(popMiHy 3
HeranHUM BUBINIbHEHHAM 3HVXXYIOTb BMICT 3arasibHOro XonecTepuHy, NinonpoTeiHiB HU3bKOI LWiNIbHOCTI Ta Tpurniuepuais. MogibHuM edekT He criocTepirascs npw
3acToCyBaHHI Tab/IeTOK MPOSIOHIOBaHOT Ail, IMOBIPHO, Y 3B’A3KY 3 3aCTOCYBaHHAM npenaparty BBeuepi. Yepes Le TakoX MOXe CnocTepiraTucs nigBULLEHHS BMICTY
Tpurniuepuais.

KniHiuHa e(eKTUBHICTb.

3HWKEHHSA pY3MKY abo 3aTprMKa NMOYaTKy LYKPOBOro fiabeTy 2 Trny.

Mporpama npoginaktnkn giabety (DPP) y gopocnnx 6yna 6araToUeHTPOBMM, paHAOMi30BaHMM, KOHTPO/IbOBAHUM KNiHIYHUM [LOCNIIKEHHAM, B SKOMY OLiHOBa/IM




eheKTVBHICTb BNPOBa)KEHHSA aKTMBHOIO CMOCOOY XWUTTA abo 3aCTOCYBaHHSA MeT(OPMIHY 4115 NnonepeXeHHs abo 3aTpYMKM PO3BUTKY LIYKPOBOrO Aiabety 2 Tuny.
KpuTepisiMu BKNOUEHHS GynK BiK =25 pokiB, IMT =24 kr/mM2 (=22 Kr/M2 ans ameprKaHLiB a3iiicbKOro NOXOMKeHHS), Ta MOPYLUEHHS TONEPAHTHOCTI A0 T/10KO3M
NAKOC piBeHb rOKO3M HaTwe 95-125 mr/gn (abo <125 mr/an ans amepykaHCbKuMx iHAiaHuiB). MayieHTam 6yno NpusHaveHWin akTUBHWIA CNOCI6 XUTTS, 2x850 Mr
MeT(OPMIHY NIOC CTaHAAPTHI 3MiHM CNOCOBY XUTTS, ab0 nnauebo Naoc CTaHAapPTHI 3MIHU CMOCOBY XXUTTS.
CepefHi BUXigHi 3Ha4yeHHsa ans yvacHukis DPP (n=3,234 ans 2,8 pokiB) 6ynun HacTynHMMKM — BikK 50,6+10,7 pokiB, piBeHb [HOKO3M B Mna3mi KpoBi HaTwe 106,5+8,3
M/, piBeHb FNIHOKO3M B Na3Mi KPoBi uepes Bi FoAuHM Nicas NpuiAiomy roKo3u nepopanbHo 164,6+17,0 mr/an Ta 34,0+6,7 Kr/m2 IMT. BnpoBafyKeHHs akTUBHOIO
CNOCOBY XUTTS pa3oMm i3 3aCTOCYBaHHAM MET(QOPMIHY 3[4aTHI 3HAYHO 3MEHLLNTY PU3VK PO3BUTKY LYKPOBOTrO fiabeTy B NOPIBHAHHI 3 Nnaue6o, 58% (95% [l 48-66%
) Ta 31% (95% Al 17-43%), BiANoBiAHO.
MepeBara BNPOBaKEHHS 3MiH CNOCOOY XUTTS Haj, 3aCTOCYBaHHAM MeT(OPMiHY 6yna 6iNbLLO Y MITHIX NaUieHTIB.
MaLlieHTy, WO OTPUMaN HainbiNbLLIy KOPUCTb Bif NiKyBaHHsS MET(OPMiHOM 6y BikoM Bif 45 pokiB i3 IMT, 1o = 35 Kr/M2, y SKux 6a30Buii piBeHb F0KO3M vepes 2
roguHu ctaHosms 9,6-11,0 mmonb/n, 6a3osuii HbA1C = 6,0%, abo naLjieHT 3 rectauiiiHUm giabeTom.
[ns 3an06iraHHa 04HOro po3BUTKY LIYKPOBOIO AiabeTy Ha NpoTA3i TPbOX POKIB y rpynni nauieHTis DPP, 6,9 nayieHTiB 6ynu y rpyni akTMBHOI0O CNocoby XUTTs Ta
13.9 - y rpyni MeTopmMiHy. ToUKa JOCATHEHHSA KYMYNATUBHOI YaCTOTU BMHUKHEHHSA LLYKPOBOIO fiabeTy, fAka fopiBHIOE 50%, 6yna 3aTpumaHa npubansHo Ha Tpu
POKW B rpyni MeTopPMiHYy MOPiBHAHO 3 Mnaue6o0.
JocnifpkeHHs oUiHKM pe3ynbTaTiB nporpamu npodinaktnku aiabety (DPPOS) — ue gosrotpuBane cnocTepexxeHHsi DPP, wo Bkntovae B cebe Ginbll HX 87%
noyatkosux DPP navieHTiB 411 No4asbLioro 4OBroTPMBa/IOro CNoCTEPEXEHHS.
Cepep, yyacHukiB DPPOS (n = 2776), KyMynsTMBHa 4acTOTa BUHMKHEHHSA LyKPOBOro fiabety Ha 15-My poui cTaHoBMTb 62% Yy rpyni nnaye6o, 56% B rpyni
MeT(opMiHy Ta 55% y rpyni BNpoBafXeHHA aKkTUBHOI0 CMOCO0Y XUTTA. 3arasibHi KoegiLieHTV cTaHoBNATL 7,0, 5,7 Ta 5,2 Bunagkis giabety Ha 100 nauieHTO-poKiB
cepeg rpyn nnaue6o, MeThopMiHy Ta aKTMBHOIO CNOCOOY XXMTTS BiAMOBIAHO. Y NOPIBHAHHI i3 rpynoto nnaue6o y rpyni MeTopMiHy pu3uK aiabeTy 6yB 3MeHLLEHWA
Ha 18% (koedivieHT pusunky (KP) 0,82, 95% Al 0,72-0,93; p=0,001) Ta Ha 27% (KP 0,73, 95% Al 0,65-0,83; p<0,0001) y rpyni akTMBHOro cnocoby »xuTTa. LLoao
CYKYNHOT MiKpOLMPKYNATOPHOI KiHLEBOT TOYKM Hedponartii, peTuHonartii Ta Heponartii pe3ynbTaTyi He BIAPI3HANNCb 3HAYHO MK rpynamu, ane s yYacHUKIB, Y
SIKNX He PO3BMHYBCS LyKPOBWUiA aiabeT npotarom DPP/DPPOS NowMpeHiCTb MiKPOCYANHHMX YCKNaaHEHb Byna Ha 28% HMXUYOK, HIXK Y TUX, Y KOO PO3BMHYBCS
niabet (koedilieHT pusmky 0,72, 95% [l 0,63-0,83; p<0,0001). Hemae »0AHNX NOPIBHANBHUX AaHWX LLOAO BNAUBY METHOPMIHY Ha MaKpOCYAMHHI YCKNaAHEHHS Y
nauieHTiB i3 MTI Ta/abo MNMIH Ta/abo nigsuweHHUM HbA 1c.
Ony6nikoBaHi hakTopy puU3NKy AiabeTy 2 TUMNY BK/IKOYatOTb: MOHIO/OIAHE Y/ HErpoigHe NMOXOMKeHHS, BiK MoHay 40 pokiB, Agucninigemis, rinepTeHsis, OXXUPIHHA Yn
HagMipHa Maca Tina, BiK, POAMHHMI aHamHe3 (1 CTyniHb CiMeHOI CNOpPigHEHOCTI i3 XBOPUM Ha LyKpOBWIA fiabeT, rectauiiHuii LyKpoBuiA fiabeT B aHamHesi, Ta
CUHAPOM MOJIKICTO3HUX AeuHuKiB (CIMKSA).
JiKyBaHHS LYKPOBOr0 AiabeTy 2 Tuny.
MpocnekTuBHe paHgomizoBaHe (UKPDS) focnigkeHHs BCTaHOBW/IO repesary norfmbaeHoro KOHTPO/IKO PiBHA T/FOKO3M B KPOBI Y XBOPUX Ha LyKpOBWIA fiabeT 2
TUNY 3 HAAMIPHOK Macoko Tina, Wo oTpMMyBasiv MeTOPMIHY FiapOXIopug HeraliHoro BUBINIbHEHHSA SIK Tepanito NepLuoi MiHiT psay nicns Toro, SiK AieTa BUSBUNACh
HefieBOH. AHani3 pe3ybTaTiB XBOPUX 3 HAAMIPHOK Maco0 Tina, AKi OTPUMYBa/IM MeT(OPMIHY rigpoxnopug nicns Toro, AK Aieta BUSBUIACL HEAIEBOKO, NMOKa3aB:
3HaYHe 3HVXEHHS abCOMOTHOIO PU3KKY BYAb-AKOr0 YCKIaLHEHHS, NOB’A3aHOI0 3 LLYKPOBUM AiabeToM, B rpyni MeTdopMiHy rigpoxnopugy (29,8 sunasky
/1000 nauieHTO-pOKiB) MOPIBHSAHO 3 FPYNOoK NauieHTIB Ha aieTi (43,3 Bunaaky/1000 nauieHTo-pokiB), p=0,0023, Ta NOPIBHSAHO 3 rpynaMn KOMGiHOBaHOT Tepanii
I3 CY/Ib(HOHINICEYOBUHOK Ta MOHOTepanii iHcyniHom (40,1 Bunaaky/1000 nauieHTo-pokiB), p=0,0034.
3HaYHe 3HMXKEeHHSA abCOMOTHOroO PU3MKY NOB'A3aHOT 3 AiabeTOM CMepPTHOCTI: MeT(opMIH rigpoxnopug 7,5 sunaaky/1000 nauieHTo-pokKiB, nwe fieTa —
12,7 sBunapaky/1000 nauieHTo-pokis, p=0,017;
3HaYHe 3HVXXeHHS abCOMOTHOrO PU3NKY 3arajibHOi CMEPTHOCTI: Yy rpyni MeTqopMiHy rigpoxnopuay 13,5 sunaaky/1000 nayieHTO-pOKIB Y MOPIBHAHHI 3
20,6 Bvnaakis/1000 navieHTo-pokis (p=0,011), y rpyni nayieHTIiB Ha AI€TI, Ta NOPIBHAHO Y rpyrni KOMOIHOBAHOT Tepanii i3 Cy/Ib(OHI/ICEYOBNHOKO Ta MOHOTEpPanI|




iHcyniHowm; 18,9 Bunazkis/1000 navieHTo-pokis (p=0,021);
3HAYHe 3HWKEeHHSA abCOMOTHOIO PUSMKY IH(PAPKTY MioKapaa: MeTqopMiH rigpoxnopua 11 sunagkis/1000 nayieHTo-pokKiB, nuiwe gieta — 18 sunaakis/1000

nawieHTo-pokis (p=0,01)
[na MeTgopmiHy rigpoxnopuay, Lo 3aCTOCOBYETLCA K Tepanis Apyroro psay, y KoMbiHauii 3 cynb(OHINCeY0BMHOLO, MepeBara Wo40 KNiHIYHUX pe3ynbTaTiB He
6yna nokasaHa.
Mpu piabeti 1 TMny Kom6iHauisa MeT(OPMIHY rigpoxnopuay Ta iHCYiHy BUKOPUCTOBYBa/aCh y OKpPEMUX MaLieHTIB, ane KiHivyHa nepesara Liei KoMbiHauii He 6yna
o(iLiiHO BCTaHOB/NEHA.
PapmMaKkoKiHe TuKa
BCMOKTYBaHHS.
[Micns nepopanbHOro 3actocyBaHHA 1 Tabnetkm IMnokodaxk XR 1000 Mr nawieHTamy nicns npuiiomy HKi Ta HaTLLEe MaKCUMabHa NniasMoBa KOHLEHTpaLis CTaHOBUTb
1214 Hr/mn | gocsaraeTbea B cepefHboMY 3a 5 roguH (Big 4 fo 10 roguH).
MakcumanbHa KoHueHTpauist (Crhax) Ta Mnowa nig kpysoto AUC npenapaty nokodax XR 1000 Mr € 6ioeksiBaneHTHUMM fo3i 1000 mr npenapaty Mnokogax XR
500 mr y 340p0oBUX JO6POBO/LLIB AK NiCNA NPUAOMY DKI, TaK | HaTLLe.
bioekBiBafleHTHWIA NpenapaT Mae HaCTYMHI BNacTUBOCTI.
Mpn piBHOB&XXHOMY CTaHi, AK i Mpy 3acTOCyBaHHi TabMETOK i3 HeranHUM BUMBINIbHEHHAM, MakCUMasibHa KOHUeHTpauis (Cpa) Ta nuiowa nig kpusoto AUC

36i/bLUYOTLCS HEMPOMOPLIAHO A0 BBEAEHOI BHYTPILWHLO A031M. AUC nicnsg ofHOPa3oBOro NpuinomMy BHYTPIWHLO 2000 Mr MeT(OpMIHY rigpoxnopuay y Burnsgi
Tab/1eToK i3 NPOMIOHrOBaHUM BUBINbHEHHAM aHanoriyHe AUC, wo cnocrtepiraetbea nicna npuiiomy 1000 Mr MeTqopMiHy rigpoxnopugy y Burnsagi tabneTok i3
HeraHVMM BUBINIbHEHHAM [1Ba pa3uv Ha o6y .

KonueaHHsa C,5 Ta AUC B oKpemux Cy6’eKTiB y BuUNagKy NpuiioMy Tabnetok MeT(hopMiHy rifpox/nopuay 3 MpOSIOHrOBaHNM BUBIIbHEHHAM Y MOPIBHAHHI 3

KONMMBAHHAMM, SIKi CNOCTEPIraloTbes y BUNaAKy npuinomy TabneTok MET(OPMIHY rigpoxnopuay i3 HeralHUM BUBINIbHEHHAM, 3iCTaBHI.

Micnsa 3acTocyBaHHA TabMETOK i3 MPONOHTOBaHUM BMBiNbHeHHAM 1000 Mr nicna npuiiomy ixi crnioctepiranocsa 36inblueHHs AUC Ha 77 % (Cyax NiABYLLYBAOCA Ha
26 % i T pax NOAOBXYBaNOCA A0 1 roguHm).

BcMoKTyBaHHS MeT(hopMIHY rigpoxnopuay 3 TabneTok i3 NPOonoHroBaHNM BUBIfIbHEHHAM He 3MIHIOETLCS 3a/1eXHO Bif Cknafdy DKi. He cnocTepiraetbcs Kymynsauii
npu 6aratopaszosomy npuiiomi go 2000 Mr MeT(OPMIHY FiAPOXI0pUAY Y BUrNAAI TabNeToK i3 NPOIOHr0BaHUM BUBIIbHEHHSIM.

Posnogin.

3B’A3yBaHHA 3 6iflkaMK Mn1a3mMy KPoBi He3HayHe. MeT(opMiH NPOHWKAE B epuTpouMTU. MaKcuManbHa KOHLEHTpaUisi Y KPOBI HWXKYa, HXK MakcuMabHa
KOHLIeHTpaLisa y nnasmi KpoBi, i JocAraeTbCAd NPUOIM3HO 4vepe3 TOW cammil yac. EputpouuTy, iMOBIpHiLLe 3a BCe, NMPeACTaBNAatOTb APYry Kamepy po3noginy.
CepepaHiin 06’em po3noginy (Vd) KonmBaeTbeay fiana3oHi 63-276 1.

MeTabonism.

MeTopMiH BUBOAUTLCA Y HE3MIHEHOMY BUT/IAAI 3 ceyeto. MeTaboniTiB y NHOAVHN HE BUSBEHO.

BrBefeHHA.

HupkoBwit KnipeHC MeTqopMiHy cTaHOBUTL > 400 MA/XB. Lle BKa3sye Ha Te, L0 MeT(opMiH BUBOAMTLCSA 33 paxyHOK KyB0UKOBOI (inbTpauii Ta kKaHa/bLeBOT CeKpeLLi.
Micns nepopasibHOro NpuiioMy [03W Mepiog HaniBBMBEAEHHS CTaHOBUTb 6/M3bKO 6,5 roguHu. Mpu nopyLueHHi (YHKUIT HAPOK HUPKOBUIA KNIPEHC 3HMXKYETLCS
NPONopLinHO A0 KNipeHCy KpeaTuHiHY | TOMY nepiof HaniBBMBeAEHHS 30iMbLUYETLCS, WO NPU3BOANTL [0 36iNbLUEHHS PIBHA MET(HOPMIHY Y NiasMi KPOoBi.

Oco6/uBi rpynv nawieHTIB.

HupkoBa HeOCTaTHICTb.

HasBHi 06MeXeHi AaHi Woao NawieHTiB i3 MOMiPHUM CTYNeHeM HUPKOBOT HEAOCTATHOCTI, TOMY HEMOXX/TMBO TOUHO OLLIHATU CUCTEMHY €KCMO3ULLiH0 MET(OPMIHY B LLil



rpyni NauwieHTiB NOPIBHAHO 3 MalieHTamMmy 3 HOPMa/IbHOK (PYHKLIIEKD HAPOK. TOMY HeobXifHe KOPUTyBaHHA 03U 3riAHO 3 KIHIYHOK e(DeKTUBHICTIO/MEPEHOCUMICTIO
(ams. po3gin «Cnoci6 3acToCyBaHHA Ta [03U»).

KniHiYHI XapaKTepuUcTuKM.
Noka3aHHA.
SHMXKEHHS pU3MKy abo 3aTpMMKa noyaTky LyKpOBOro fiabety 2 Tuny y AOPOCAMX NauieHTiB 3 HagmipHow Baroto T1a 3 MTIM* Tta/abo MIH* Ta/abo
nigsuweHnm pisHem HbA1C, aki MaroTb:
- BUCOKWIA PU3MK PO3BUTKY SIBHOrO (MaHiheCTHOr0) LIyKPOBOro AiabeTy 2 Tmny (AmB. po3ain «dapmMakoamHamiKa);
- MPOrpecyoyi NOpPYLLEHHS BYT/1eBOAHOr0 06MiHY, He3BaXkakoumM Ha MOAMGIKaL,ito aKTUBHOIO CNOCOBY XUTTS Ha NPOTA3i Bif 3 A0 6 MicAuiB.
JlikyBaHHSA npenapatom 'nrokodak XR MOBUHHO 6y TK 3aCHOBaHe Ha OLiHL PU3MKY, WO BK/HOYAE BIAMOBIAHI 3aX04N KOHTPO/IKO FNiKeMiT Ta CBi4YEHHS BUCOKOI0O
PU3NKY 3 6OKY CepLeBO-CYANHHOT CUCTEMMN.
MapanenbHO 3 MOYaTKOM 3aCTOCYBaHHS MET(OPMiHY NOTPIGHO NPOLOBXYBATW 3MiHM CMOCOBY XXUTTS, 38 BUHATKOM TUX BUNALKiB, KOMW NaLieHT HECPOMOXHMI
[0 TakuX 3MiH 3 MEAUYHUX MPUYMH.
*MTTI: MNopyLueHa TonepaHTHICTb A0 rAoKo3n; MIH: MNopyLueHa rnikemMis HaTLLe.
JlikyBaHHS LLyKPOBOIro AiabeTy 2 TUNy y A0OPOCANX, 0COB/MBO Y XBOPUX 3 HAAMIPHOK Macot Tifa, Konv nuile gieTotepanisi Ta (hisvyHi HaBaHTaXXEHHS He
3a6e3neyytoTb aIeKBaTHUI INiKEMIUYHWIA KOHTPO/b.
I"mokodaxk XR MoXKHa 3aCTOCOBYBATU AK MOHOTEPANito ab0 y KOMOIHALIT 3 IHLWMMW nepopasibHUMKU NpoTULiabeTuyHMMM 3ac06aMm, abo CyMICHO 3 IHCYIIHOM.

IMpoTnnoKasaHHA.

— MMigsuLLEeHa YyTAMBICTb A0 MeT(opPMiHY abo 40 6yAb-AKOr0iHLLION0 KOMMOHeHTa npenapary;

— By Ab-SKMIA TUM rOCTPOro MeTabonivyHOro aumao3sy (Hanpuknag, nakroaunaos, AiabeTMyHUin Ketoaunaos);

— fiabeTnyHa npekoma;

— HMPKOBa HEAOCTATHICTb TAXXKOM0 CTyrneHs (LUBUAKICTb KNy604KoBoT inbTpayii (LUK®) < 30 mn/xB);

— roCTpi CTaHu, LLIO NPOTIKaKTb 3 PU3MKOM PO3BUTKY NOPYLUEHb (YHKLIT HUPOK, TaKi SIK: 3HEBOAHEHHS OpraHiaMy, TSXKKI iH(EKLiAHI 3aXBOPIOBaHHS, LLOK;

— 3aXBOPHOBAHHS, L0 MOXYTb NPW3BOAUTU 40 PO3BUTKY FIMOKCIT TKAHWMH (0CO6MBO rocTpi 3aXBOPHOBAHHA ab0 3arOCTPEHHS XPOHIYHOI XBOPOOW): AEKOMMEHCOBaHa
cepueBa HeOCTaTHICTb, AnXabHa HeOCTaTHICTb, HELLLOAABHO NepeHeceHni iHhapKT MioKapAa, LLOK;

— MeYiHKOBa HeJOCTATHICTb, FOCTPe OTPYEHHS alKOro/1em, afiKoronism.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amm Ta iHLWi BUAW B3aEMOLIN.

Komb6iHauii, Wwo He peKOMeHAYEThCA 3aCTOCOBYBATY.

ANKOronb. ANIKOro/ibHa iIHTOKCUKaL,isfl aCOLiIF0ETLCS 3 MiABULLEHUM PU3NKOM NaKToalMao3y, 0C06/IMBO Y BUNagKax ronofyBaHHsA abo SOTPUMaHHSA HU3bKOKaNOpPIHOT
AIETW, a TAKOX NMpPY NEeYiHKOBI HeOCTAaTHOCTI.

100BMiCHI PEHTTEHOKOHTPACTHI PeuoBmMHU. MNaLjieHTam 3aCTOCYBaHHS METQOPMIHY CAif, NPUNUHATK [0 a60 Mif Yac NPOBEAEHHS AOCNIMKEHHS | MOHOB/IOBATM He
paHille HiXX Yyepe3 48 roguH nicna JOCNIAKEeHHS i e nicns NOBTOPHOI OLiHKM Ta OTPUMaHHSA HOPManibHOro pesynbTaty (YHKLIT HUPOK (amB. po3ainu «Crocib
3aCToCyBaHHA Ta J03u» Ta «OCOBNMBOCTI 3aCTOCYBAHHSA).

Komb6iHauii, Wwo cnif 3acTocoByBaTU 3 00epe>KHICTHO. [leski NikapcbKi 3acobu, Hanpuknag, HecTepoigHi npoTusananbHi npenapaty (HM3IM1), BKAoYakoum
CEeNEeKTUBHI IHri6iTopn umknookcureHasn (LLOI) 11, iHri6iTopn aHrioTeH3MHNEePETBOPIOBa/IbHOrO epMeHTy (AlM®d), aHTaroHicTM peuenTopiB aHrioTeH3uHy Il i
LIYPETUKN, 0COBNMBO NET/IbOBI LiYPETUKMN, MOXYTb HEraTUBHO BIIMHYTA Ha (DYHKLIKO HUPOK, L0 MOXe 36i/bLUNTY PUSUK BUHWKHEHHS NakToaumao3sy. Ha noyatky



NiKyBaHHA BULLe3a3Ha4YeHMI NiKapCbKUMKM 3ac06aMmn abo X 3aCTOCYBaHHSA B KOMOiHaLIT 3 MET(hOPMIHOM HEOOXiAHO 34iACHIOBATI PETE/IbHUIA KOHTPO/b (PYHKLIT
HMPOK.

NikapcbKi 3ac006M, WO YNHATD rinepraikeMiyHy Aito (rOKOKOPTUKOCTEPOianN CUCTEMHOIT Ta MiCLeBOT Ail, CMMNaToMIiMeTUKN).

HeobxifHO YacTille KOHTPO/MOBATK PiBEHb [/IOKO3M Y KPOBI, 0CO6/IMBO Ha MoyaTtky NikyBaHHA. Iig yac i nicna NpuUnuHeHHs Takol CyMmiCHOT Tepanil HeobXiAHO
Kopurysatu gosy npenapary I'nokopax XR.

TpaHcnopTepyu opraHiuHux kaTioHis (OCT)

MeTdopmiH € cybeTpaTtoM 060x TpaHcnopTepis OCT1 i OCT2.

CynyTHe 3aCTOCYBaHHS MET(OPMIHY 3:

- iHri6iTopamy OCT1 (TakvMK SIK Beparnamis) MOXe 3MEHLUUTU ePeKTUBHICTb MET(OPMIHY;

- iHgykTopammn OCT1 (Taknmu K pycamniyyH) Moxke 36iMbLINTY LWNYHKOBO-KULLIKOBE BCMOKTYBaHHS Ta e)eKTUBHICTb MET(POPMIHY;

- iHrioitopamm OCT2 (Takumy SK LMMETUAWMH, AONyTerpasip, paHOMas3uH, TPUMETOMNPWUM, BaHAEeTaHib, i3aBYKOHA30/1) MOXe 3HWU3UTW HUPKOBE BUBEAEHHS
MeT(OPMIHY 3 HACTYMHMUM 36i/IbLLIEHHAM KOHLEHTpaLiT MeT(opMiHy B Nniasmi KPoBi;

- iHriéitopamu 060x OCT1 i OCT2 (TaknMu SK KpU30TKHIO, onanapnb) Moxke BIIMHYTU Ha ePEKTUBHICTb Ta HUPKOBE BUBEAEHHS METHOPMIHY.

TOMy peKOMeHAYETLCA BUABNATM 0COBNMBY 06epPeXHICTb MPU CyNnyTHbOMY 3aCTOCYBaHHI LMX npenapaTis 3 MeT(OpMiHOM, 0COBNMBO Y MaLiEHTIB 3 MOPYLUEHHAM
(DYHKLIT HUPOK, OCKINIbKN KOHLIEHTpaLiT MET(OPMIHY B Nsia3Mi KPOBi MOXKYTb 3pOCTW. Mpy HEOBXIAHOCTI CAif 3BT MOXMBICTb KOPUTYBaHHSA 103U METHOPMIHY,
OCKiNbKK iHri6iTopu/iHaykTopyn OCT MOXYTb BN/IMHYTU Ha eIeKTUBHICTb METDOPMIHY.

Oco6MBOCTI 3aCTOCYBAHHSA.

NakToaymnaos.

NakToaunaos € Ayxe PpigKicCHAM, ane TSHKKUM MeTaboniyHMM  YCKMafHeHHAM, WO HalyacTille BWHWKAE NPU roCTPOMY MOriplieHHi  (yHKUIT HUPOK,
CepLieBO-/IereHeBOMY 3axXBOPHOBaHHI abo cencuci. MMpy roctpomy MOripLweHHi (PYHKLUIT HMPOK BifOYyBAETbCA HAKOMWYEHHS MeT(OPMiHY, WO 36iNblUYE PUSUK
PO3BUTKY /laKTOALMNA03Y .

Y pa3si 3HeBOAHEHHA (CWNbHOT fiapei abo Ont0BaHHSA, rapsAvykM abo 3MEHLLUEHHSI BXMBAHHA PIAMHM) PEKOMEHLYETHCA TMMUYACOBO MPUMUHUTL 3aCTOCYBAaHHS
MeT(OPMIHY | 3BEPHYTUCA 38 MeMYHOI LOMOMOrOHO.

AKWO NauieHT oTpUMye METQOPMIH, CNif 3 06EPEeXHICTIO PO3NoYMHaTK NiKyBaHHS 3aco6amu, WO MOXYTb FOCTPO MOripWMTU (hYHKLiH0 HUMPOK (Hanpuknag,
rinoTeH3VBHUMM MpenapaTamu, ceyoriHHnmMm 3acobamu ta HIM3MM). 1HWi GakTopy pu3nKy BUHUKHEHHS NaKToaLMA03Y BKIKOYAHOTh HAAMIPHE BXWBaHHSA a/lKOrosio,
MeYiHKOBY He[JOCTaTHICTb, HeJOCTaTHLO KOHTPO/IbOBAHWUI LLYKPOBUIA fiabeT, KeTo3, Tp1Basie ronofdyBaHHs i 6yb-AKi CTaHW, NOB’A3aHi 3 MMNOKCIEH, a TAKOX CYNyTHE
3aCTOCyBaHHS NiKapCbKMX 3ac06iB, WO MOXYTb NPU3BECTU [0 NakToaunaosy (ave. po3ginm «poTunokasaHHs» Ta «B3aemogis 3 iHWMMK NiKapCbKMMK 3acobamu Ta
iHLI BMAW B3aEMOSIN»).

MauieHTV Ta/abo ocobu, WO AOrnNafatoTb 3a HUMK, MatoTb BYTU NPOIH(OPMOBAHI NPO PU3MK PO3BUTKY NIaKTOALMA03Y. XapaKTepHUMIN 03HaKaMKn NakToaumaosy €
auMaoTMYHa 3aauLlKa, 6iflb Y XXMUBOTI, M’A30BI CYJOMW, aCTEHIA Ta rinoTepMis, Hafani MOX/IMBUIA PO3BUTOK KOMW. Y pasi MosiBu Oy/b-KOro CUMNTOMY BUHUKHEHHS
NaKToauMao3y NauieHT NOBMHEH MPUNUHUTM 3aCTOCYBaHHA MET(OPMIHY i HErainHo 3BepHYTUCS [0 NiKaps.

[iarHoCTUYHI pe3ynbTaTi 1abopaTopHUX AOCNIAKEHb — 3HMXKEHHS pH KpoBi (< 7,35), NiABULLEHHS CUPOBATKOBOT KOHLEHTpaLil naktaty (> 5 Mmonb/n) i 36inbLeHHSs
aHIOHHOr0 NPOMIXKY Ta CrMiBBIAHOLLEHHSA faKkTaT/nipysar.

HupkoBa HeOCTaTHICTb.

LLIK® cnig ouiHoBaTV A0 NOYaTKy NiKyBaHHS i perynspHo nicns oro 3aeeplueHHs (AMB. po3fin «Cnocib 3acTocyBaHHS Ta [03U»). 3aCTOCYBaHHA MeT(OpPMiHY
npoTunokasaHe nauieHTam 3 LUK® < 30 mn/xB i mae 6yTV TMM4YacOBO MPUMMHEHE 3a HAasBHOCTI 3aXBOPHOBaHb, L0 3MIiHIOKOTb HUPKOBY (DYHKLiKO (4MB. pO34in
«[MpoTnoKasaHH:»).



CepueBa (yHKLUiS.

MayieHTn i3 cepLeBO0 HEAOCTATHICTIO MarTb 6iflbll BUCOKUA PU3MK PO3BMTKY TiMOKCIT Ta HUPKOBOI HeaocTaTHOCTI. MauieHTam 3i CTabiflbHOK XPOHIYHOK
CepLEeBO0 HEAOCTATHICTIO MET(OPMiH MOXHa 3aCTOCOBYBaTU MPWU PerynspHOMY MOHITOPUHIY CepueBOi Ta HUPKOBOI (hyHKUiT. MeT(hopMiH NpoTUNOKa3aHWi
nawieHTam i3 rocTpoto Ta HeCTabifIbHOK CepLEBOO HEAOCTATHICTIO (AMB. PO3A4iNn «1POTUMOKA3aHHSA»).

MauieHTW NiTHLOrO BiKY.

Uepe3 o6MeXKeHHi faHi LWoao TepaneBTUYHOT eEKTUBHOCTI 3MEHLLUEHHS PU3MKY BUHUKHEHHS LLKPOBOro AiabeTy 2 Tuny abo 3aTpUMKM MOro noyvatky y nauieHTis
BIKOM Bif] 75 pOKiB, TaKMM NalieHTam Mnpu3HavyeHHs MeT(POPMiHY He peKOMeHJ0BaHe.

1l0,0BMiCHI peHTTeHOKOHTpacTHi 3aco6Mu.

BHYTpPILLUHbOCYAMHHE BBELEHHS MOAOBMICHUX KOHTPACTHUX PEYOBUH MOXEe BUKIMKATW KOHTPacT-iHAYKOBaHy Hegponatito, L0 MPU3BOAWUTL [0 HAKOMUYEHHS
MeT(HOPMIHY i 36i/bLLEHHSA PU3NKY PO3BUTKY NlakToaumaosy. MNauieHTam 3acTocyBaHHA MeT(OPMIHY Clig NPUNUHATK A0 abo nig vyac NpoBefAeHHS AOCNIAKEHHS i
MOHOB/NIOBATW He paHille HiX yepe3 48 roauH nicnd AOCNILKEHHS | iMLe Nicig NOBTOPHOI OLHKM Ta OTPUMaHHSA HOPMalbHOro pesynbTaty (yHKLIT HUPOK (AMB.
po3ginm «Cnoci6 3acTocyBaHHSA Ta A03n» i «B3aeMOgis 3 iHWMMM NiKapCbKUMUK 3ac06amMu Ta iHLWI BUAW B3aEMOLIN»).

XipypriyHi BTpyyYaHHs.

Heo6XiAHO NPUNUHUTK 3aCTOCYBaHHA MET(OPMIHY Mif Yac XipypriyHoro BTpy4YaHHs, iKe NMPOBOAATH Nif 3araibHON, CMiHAbHOK abo enifypaibHO aHeCTesIer, |
MOHOB/IOBATN He paHille HiXX Yepe3 48 roauH nicnsa NpoBefeHHs onepauil abo BifHOBNEHHSA MepopasibHOro XapyyBaHHS i nue Micns OUiHKM Ta OTPMMAaHHA
HOPMasIbHOr 0 pe3y bTaTy QyHKLiT HUPOK.

IHWi 3ano6i>KHi 3axoau.

MayieHTaM HeobXigHO AOTpMMYyBaTMCA AIETWU, PIBHOMIPHOrO MPUIAOMY BYTNEBOAIB MPOTArom Ao6w. MauieHTam i3 HagMIpHOK Macok Tifna cfif NpPoAOBXYBaTU
LOTPUMYBATUCA HA3bKOKaNOPINHOT fieTy. Heo6XiZHO perynsapHO KOHTPONtOBaTH 1ab0paToOPHi MOKa3HUKW PiBHA FNHOKO3M B KPOBI.

MoHoTepanis MeT(OpPMiHOM He CNPUYMHSAE TIMOrMiKeMil, Of4HaK cnif 6yTn 06epeXXHVM Mpy OAHOYACHOMY 3aCTOCYBaHHI MET(OPMIHY 3 iHCY/NIHOM abo iHLWMMU
nepopasibHUMK TiNOrNiKeMiYHUMK 3acobamMu (Hanpuknag, MOXigHWUMK CYNb(OHINCEYOBMHM abo MerniTuHigamu). MoxknnBa HasiBHICTb ()parMeHTIiB 060/I0HKK
TabneTok y ekaniax. Lie € HopManbHUM ABULLEM | He M€ KNIHIYHOMO 3HAYEHHS.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHsA rpyagto.

BariTHiCTb.

HekoHTponboBaHWi fiabeT y nepiog BaritTHOCTI (rectauiiiHWin abo NOCTIHWUIA) 36iNbLUYE PU3MK PO3BUTKY BPOKEHUX aHOMaii i NepuHaTa/IbHOT NeTaNbHOCTI. €
06MeXkeHi [laHi 3acToCyBaHHA MEeT(OPMiHY BariTHMM >XiHKaM, L0 He BKa3ytoTb Ha MiABWLLEHWIA PU3NK BPOMKEHMX aHOMasii. LOKMiHIYHI JOCNIMKEHHA He
BUSBW/IN HEraTMBHOIO BMN/MBY Ha BariTHICTb, PO3BUTOK eMOpioHa abo nnoga, nonoru Ta MicisAnoAoroBuid PO3BUMTOK. Y pasi NaHyBaHHA BariTHOCTI, a TaKoX y
pasi HaCTaHHA BariTHOCTI PeKOMEH/[0BaHO He 3aCTOCOBYBaTW MeT(OPMIH ANA NiKyBaHHS MOPYLUEHb TNiKEMIYHOrO KOHTPO/IKO abo fiabety. [Ans nikyBaHHA fiabeTy
PEKOMEH/YETLCA 3aCTOCOBYBATW IHCY/IH A4N15 NIATPUMKMN PiBHA T/IFOKO3M KPOBI MakCUMa/IbHO HabIVXKEHUM [0 HOPMa/IbHOTO, 3315 3MEHLUEHHS PU3UKY PO3BUTKY
Baj niofa.

["ofyBaHHA rpyaato.

MeTgopMiH eKCKPETYETbCS Yy FpyHe MOJIOKO, afe Yy HOBOHAPOMKEHUX/HEMOBAAT, SKi 3HAXOAUINCA Ha IPYAHOMY rofyBaHHI, NO6IYHI epeKT He crnocTepiranncs.
OfiHaK, OCKI/IbK/ HefoCTaTHbO [aHuX W00 6e3mneku 3aCTOCyBaHHS npenaparty, rogyBaHHA rPyALto HE PeKOMEHAYETLCA NPOTAroM Tepanii MeT(OopMiHOM. PilLeHHSs
OO MPUMUHEHHS TOAYBaHHA TPyAAI0 HeOOXIAHO NpuimaTh 3 ypaxyBaHHSAM nepeBar rpyAHoOro rofyBaHHS Ta MOTEHUINHOro puUsuKy MNobivYHUX edekTiB Ans
AUTUHN.

PepTUMLHICT.



MeThopMiH He BNIMBaB Ha )epTUNbHICTb TBAPWH NPK 3aCTOCYBaHHI y fo3ax 600 Mr/Kr/Ha goby, Lo malixe y 3 pas3n nepeBuLLyBain MakCUMabHY peKOMeH40BaHy
[060BY [03Y 414 NOAMHMN 3 PO3PaxXyHKY Ha M/IoLLy NOBEpXHi Tina.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

"nrokoaxk XR He BNAmMBaEe Ha LUBUAKICTb PeakLiin Npyu KepyBaHHI aBTOTPaHCNOPTOM abo Po6oTy 3 IHWMMK MexaHi3Mamu, OCKiflbKM MOHOTeparis npenapaTom He
CMPUYMHSE TINOTIIKEMIT.

OpfHakK cnif 3 06epeXxHICTHO 3aCTOCOBYBATU METQOPMIH Yy KOMOIHALIT 3 IHLUIMMM TiNOrfikeMivyH1UMK 3acob6amu (NOXiAHI CYNbQOHINCEYOBUHN, IHCYNIH, MEMNITUHIAN) Y
3B’A3KY 3 PU3NKOM PO3BUTKY FiMOrnikemii.

Cniocib 3acTocyBaHHSA Ta [03Mu.

[lopocni nauieH TN 3 HOpMa/IbHOK (PYHKLIE HUPOK (LUK® > 90 mn/xs).

3HMKEHHA pr3KKY ab0 3aTprMKa NoYaTKY LIYKPOBOro Aiabety 2 Tuny.

MeTdopMmiH cnig npusHavaTy nLLe ToAl, KoM 3MiHK B CNOCO6i XXUTTS NPOTAroM 3—6 MicsLiB He 3a6e3neyytoTb aleKBaTHOIO MMiKEMIYHOIr0 KOHTPOIHO.

JlikyBaHHS cnif noYnHaTK 3 oAHIET TabneTkn npenapaty Mnokodaxk XR 500 Mr 1 pa3 Ha Ao6y nif vyac Npuinomy iXi BBeYepi.

Uepes 10-15 gHIB NpoBeAeHOro NliKyBaHHA 403y HeOOXiAHO BifKOpWIryBaTW BiAMOBIAHO [0 pe3y/bTaTiB BUMIpPHOBaHb PIBHA T/THOKO3M B KPOBI (3HAYEHHS
OFTT (opanbHWIA rNHOKO30TONEPAHTHWIA TECT) i/abo BMICTY F/IHOKO3M B Nna3Mi KpoBi HaTlie Ta/abo HbALc noBuHHI 6yTi B HOpMI). MOBiNbHE 36iNbLUEHHS
[031 MOXKe MOKPALLMTIL MepeHoCMMICTb 3 60Ky TpaBHOro TpakTy. MakcumanbHa pekoMeH[oBaHa fo3a npenapaty Inrokogax XR 1000 mMr CTaHOBUTL 2
TabneTky (2000 mr) nig vac npuiiomy DKi BBeYepi.

PeKkoMeHAY€eTbCA PerynspHO KOHTPON0BATH (KOXHI 3—6 MicALIB) rikeMiuHWiA cTaTyc (3HaveHHA O TT (opasibHWiA TIH0KO30TONIepaHTHUI TECT) i/abo BMICTY
rII0KO3W B Nna3mi KpoBi HaTLe, i/abo HbALc), a TakoX (hakTopu pusnKy 418 NPUAHATTA PiLLEHHS W00 HEOOXiAHOCTI NPOAOBXKEHHS, 3MIHU Y/ NPUNUHEHHS
NiKyBaHHS.

Tako)X He06XiAHO MPOBOAUTM MOBTOPHY OLIHKY NiKYBaHHS, AKLLLO NauieHT 3rof4oM BrnpoBafpKye NOKpaLLeHHs XapyyBaHHS i/abo (i3nyHi HaBaHTaXKeHHs abo
AKLLO 3MiHM CTaHy 3[0pOoB’SA NauieHTa 403BONAKTb 3MIHUTW CNOCIO XUTTA.

MoHoTepanisi abo KoM6iHOBaHa Tepanisi CyMICHO 3 IHLUMMMW NepopasibHAMM TiNorniKeMiYHUMKM 3aco6amu.

MpenapaT MNokogak XR 1000 Mr 3acTocoBYyBaTW OAUH pa3 Ha 400y Nig Yac npuiiomy DKi BBeuepi. MakcumaibHa peKOMeHA0BaHa [03a CTaHOBUTb 2 TabNeTKn Ha
[o6y.

Mpenapat Mtokodaxk XR 1000 Mr 3acTOCOBYBATU K NIATPUMYHOYUY Tepanito 4719 NauieHTIB, AKi BXe NiKyBaMca MET(OPMIHOM rigpoxiopuaom y fo3ysaHHi 1000 mr
a6o 2000 mr. MNpu nepexogi fo6oBa Ao3sa npenapaTy Mnrokohax X R NoBMHHa 6y TV eKBiBaIlEHTHOK NOTOYHIN 406OBIN 4031 MET(OPMIHY rigpoxnopuay.

MayieHTaM, AKi NiKyOTbCA MET(HOPMIHOM TigpoX1opuaom y [o3yBaHHI 6inblie 2000 Mr Ha Ao06y, He PEKOMEHAYETbCS MepPexoAMTV Ha Tepanito npenapaTom
" mokoghax XR.

MayieHTaMm, aKi NikyroTbca npenapatom IMokogax XR, go3ysaHHs 2000 Mr Ha fo6Yy He i, nepeBuLLyBaTy.

[ns nauieHTiB, SKi po3noyann NikyBaHHA, 3a3BMyali NoyvaTkoBa fo3a npenapaty Iokodax XR ctaHoBUTb 500 Mr oguH pa3 Ha Aoby nig vyac npuinomy i BBeYepi.
Uepe3 10-15 AHIB NMpoBeLeHOro NliKyBaHHA 03y HeoOXifHO BIAKOPWIyBaTy BiLNOBIAHO A0 Pe3y/bTaTiB BUMIPHOBaHb PIBHA TNHOKO3W B KPOBI. MOBifIbHe 36i/1bLUEHHSA
L0311 CNPUSIE 3HMKEHHIO MOBIYHMX e(PEKTIB 3 6OKY TPaBHOI0 TPakTy.

AKLLO HeOOXiHOro piBHA rNiKEMIT He MOXHA JOCArHYTW NpK 3acTyBaHHI npenapaTy Iokodax XR y MakcuManbHiin fosi 2000 mr, sky npuiiMatoTb 1 pa3 Ha fo0y,
LIKO 103y MOXHA PO34iNnNTY Ha 2 Npuitomu Ha fo6Y (O4MH pa3 3paHKy i OAWH pa3 BBeYepi, Mif vyac npuinomy ixi).

Y pasi SKWO HeobXigHWA piBeHb TNIKEMIT 3aMLLAETLCA HEOOCATHEHWM, MOXXHa 3acTOoCOBYBaTW [/IOKOGhaX, TabneTku, BKPUTI MNMIBKOBOK O0OGO0MIOHKOM, Y
MaKCUManbHili pekoMeHAoBaHii go3i 3000 Mr Ha o6y .




Mpy nepexoai 3 Tepanii iHWKM NpoTuaiabeTMyHMM npenapaTom Ha npenapat Maokodax XR 1000 mr fo3y TMTpyBaTW i pO3NOYMHATKL 3 MpUIAOMY npenapaty
I"mokohaxx XR 500 mr.

Kom6iHoBaHa Teparnis 3 iHcyniHoM.

[N AOCATHEHHS! KpalLoro KOHTPOMK 3a PiBHEM [/IHOKO3M Yy KPOBi MET(OPMIH Ta iHCYNiH MOXXHa 3aCTOCOBYBaTW y BWIAsA4i KOMOIHOBaHOI Tepanii. 3a3Buyali
noyartkoBa fo3a I'nokodaxy XR ctaHoBMTL 500 Mr oguH pa3 Ha A006y nig vyac npuitoMy DKi BBeYepi, ToAi 403y iHCYNiHy cnif nigéupaTtu BiANOBIAHO 40 pe3ynbTaTiB
BYMIPHOBaHHSA PiBHA INHOKO3W Y KPOBI.

I"mokohaxx XR, TabneTkn nponoHrosaHoi Aii, 1000 Mr Mo)kHa 3aCTOCOBYBATU NIiC/S TUTPYBaHHA 403W npenapary.

Y nauieHTiB NiTHLOrO BiKY.

MoX/imBe MoripLIeHHs YHKLIT HAPOK, TOMY 03y MeT(OopMiHY HeobXigHO MigdmpaTy Ha OCHOBI OLIHKM (PYHKLIT HUPOK, AKY CNif NPOBOAWUTU PerynsapHo (4uB.
po34in «OCco6/IMBOCTI 3aCTOCYBaHHS»).

MepeBara 3MeHLIEHHSA PU3NKY BUHWKHEHHS LlyKPOBOIO fiabeTy 2 Trny abo 3aTPUMKM MOro novaTky He Byna BCTaHOB/IEHA Y MaLieHTiB BIKOM Bij, 75 POKiB Ta cTapLue
(avB. po3gin «PapmakoavHamika»), TOMY TakMM MNaLieHTam He peKOMeH0BaHe Npu3HayYeHHA MeT(hopMmiHy (4MB. po3ain «OcobMBOCTI 3aCTOCYBaHHA).

HupkoBa HeOCTaTHICTb.

LLIK® cnif ouiHOBaTK [0 NOYaTKY /liKyBaHHSA NiKapCbKMMK 3aco6amMu, WO MICTATb METQOPMIH, Ta MiCiA NoYaTKy NiKyBaHHA NPUHAMHI LLOPIYHO. Y nauieHTiB 3
NiABULLEHMM PU3MKOM MOAANLLIONO MPOrpecyBaHHsA HUPKOBOI HEAOCTATHOCTI Ta Y MauieHTIB MITHLOrO BiKy C/if NPOBOAUTN PeTelbHUIA KOHTPO/b (DYHKLIT HUPOK
SKOMOra yacTille, HanpukKnag KoXHi 3- 6 mMicsyiB.

WK® 3arasibHa MakcumasbHa [oaaTkoBi pekomeHgaLit

(mn/xB) n060Ba fo03a

60- 89 2000 mr Y pasi 3HWKEHHS (YHKUIT HUPOK PEKOMEHAYETbCH
PO3rNIAHYTN MOXX/IMBICTb 3MEHLUEHHS [03M.

45- 59 2000 mr Cnip, npoaHanisysatu (hakTopu, fKi MOXYTb 30i/1bLLUYBaTH

PU3MK PO3BUTKY NakToaumao3sy (ave. po3gin «OcobnmBocTi
3aCTOCYBaHHSA»), 10 MOYATKY /IiIKyBaHHA MET(OPMIHOM.
MoyaTKoBa [03a CTaHOBUTb He OGinblle  MOMNOBUHU
MaKC/MasibHOI 403N,

30- 44 1000 mr
<30 - 3acTocyBaHHA MET(HOPMIHY NPOTUMNOKa3aHe.

[iTwn. Mpenapat He 3aCTOCOBYBATU AiTAM, OCKI/IbK/ HEMAE KNIHIYHUX AaHUX CTOCOBHO LiET BIKOBOT FPYnn MNaLieHTIB.

Nepeno3yBaHHSA.

Mpwy 3acTocyBaHHI npenapaTy Y Ao3i 85 r po3BuTKY rinornikemii He cnocTepiranocs. OfHaK y LbOMY BUMaAKy CrocTepiraBcs po3BUTOK NaKToauMao3sy. 3HauHe
MePEeBULLEHHA [03M MET(POPMiHY abo CynyTHI (haKTOpy PUSUKY MOXYTb CMPUUMHATYA BUHWMKHEHHSA NakToaumaosy. J1akToaumaos € HeBigKIagHUM CTaHoM. Y
BUMaAKy PO3BUTKY NlaKToauMao3y NikyBaHHS npenapatom ntokoda XR HeobXifAHO NPUNUHUTK | TEPMIHOBO rocnitanisyBatyv XBOporo. HareeKTUBHILLIMM
3axX040M 41151 BUBELEHHA 3 OpraHi3my fiaktaTy i MeTQpOopMiHy € remogianis.

Mo6iyHi peakuil.
3rifiHO 3 AaHUMK MOCTMAPKETMHIOBMUX Ta KOHTPO/IbOBAHMX KNIHIYHMX LOCNIIKEHb NMOBGIYHI peakLil y nauieHTiB, AKi 3acTocoByBanv npenapat [Mokopax XR, 6ynu



NoLiOHNMM 33 MPUPOLOIO Ta CTYMNEHeM THXKOCTI 40 TakK1X y MaLieHTiB, fKi 3aCTOCOBYBa/IM npenapaT [Mokodax (i3 HeranHWM BUBIIbHEHHAM aKTUBHOI PEYOBUHN).
HallyacTilummMmn HebakaHUMK peakuUisMM Ha noyaTky NiKyBaHHSi € HyfoTa, 6/110BaHHS, fiapes, 6inb Y XXUBOTI, BiACYTHICTb aneTuTy. Lli cumnTtomMu y GinbLIOCTI
BMMaAKIB MUHAKOTbL CaMOCTIlHO.

HebaxkaHi epeKTr 3a 4aCTOTOK BUHUKHEHHS KNacU(iKyOTb 3a TaKUMU KaTeropisimu:

Ayxe yacto (> 1/10), yacto (> 1/100 i < 1/10), HevacTo (> /1000 i < 1/100), pigko (> 1/10000 i < 1/1000), ay>xe pigko (< 1/10000).

MMopyLUeHHA 06MiHY PeyOBYH.

[yXe pigko: naktoaumao3s (ame. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

Mpn TpmBanoMy 3aCTOCYBaHHI NpenapaTy MOXe 3HWXKYBATUCA BCMOKTYBaHHS BiTaMiHy Bqo, LLO CYNpOBOMLXKYETHCA 3HWKEHHAM MOro PiBHA Y CMpPOBaTLL KPOBI.

PeKOMeH/YETbCS BpaxOBYBaTU TaKy MOX/IMBY MPUUMHY FinoBiTaMiHO3y B, SIKLLO Y NaujieHTa HasiBHa MeranobiacTHa aHeMis.

3 60Ky HEpBOBOT CUCTEMM.

YacTo: nopyLUeHHs CMaky.

3 60Ky TpaBHOro TpakTYy.

[y>xe yacTo: po3naan 3 60Ky TpaBHOI CUCTEMMU, TaKi SIK: HyAO0Ta, 6/1H0BaHHS, Aiapes, 6iNb Y XXMBOTI, BiACYTHICTb aneTuTy. HaivacTile Ui No6iyHi SBULLA BUHMKAKOTb
Ha noyaTtKy NiKyBaHHs Ta y 6i/1bLLIOCTI BUNAAKIB CMOHTAHHO 3HWKaOTh. [/19 nonepeikeHHs BUHUKHEHHS NOGIYHUX SBULLY, 3 BOKY TPaBHOro TPaKTy pPeKOMEHAYETLCS
MOoBi/IbHe 361/IbLLIEHHSA 403K Npenapary.

3 60Ky renaTobiniapHOi CUCTEMMN.

[y>xe pifiKo: OKpeMi NOBiJOM/IEHHS L0A0 MOPYLUEHHS MOKa3HUKIB QYHKLIT NeYiHK1 abo renaTuTig, LLLO MNOBHICTIO 3HWKAKOTb NiCNA BigMiHW MET(HOPMIHY.

3 60Ky LUKIpW Ta MigWKIiPHOT KNI TKOBUHMN.

[y>Ke pifKo: LWKIpHI aneprivHi peakuii, BKIHOYaOUM eputeMy, CBEPOIXK, KPOMUB’ SHKY.

TepMiH NpUAaTHOCTI.
3 POKMW.

YMoBWU 36epiraHHs.
36epiraTy Npy TemnepaTypi He BulLe 25° C. 36epiraTv y HeAOCTYNHOMY As AiTeii Micui!

YnakoBKa.
Mo 10 Tabnetok y 6nicTepi; no 3 a6o no 6 6icTepiB y KapTOHHI KOPOBLL.

KaTeropis Bignycky.
3a peuenTom.

Bupo6HMK.
Mepk CaHte, ®paHuis/Merck Sante, France.
Mepk Xenckea KlNaA, HimevyunHa/Merck Healthcare KGaA, Germany.

Micue3HaxomkeHHs BUPOOHMKaA Ta agpeca MicLsi NPoBafKeHHS A0ro 4isifIbHOCTI.
2 pto ato Mpeccyap Bep, 45400 Cemya, ®paHuis/2 rue du Pressoir Vert, 45400 Semoy, France.



®paHkdypTep LLTpacce 250, 64293 AapmwTaar, HimeuumHa/Frankfurter Strasse 250, 64293 Darmstadt, Germany .



