COKpaLleHHaA UHCTPYKLMA NO MeAULMHCKOMY NMPUMEHEHMUIO
npenapata I/1IIOKOPAXK® /IOHI*

FNIOKODANK © JIOHT (meTdopmuH). PeructpaumoHHoe ygoctosepeHue: JIM-000509.
GAPMAKOTEPANEBTUYECKASA FPYMMA: runornMkemMmnyeckoe cpeacTso rpynnbl 6UryaHUaoB 41a NepopasbHOro NpUMeEHeEHUs.
NEKAPCTBEHHAA ®OPMA U AO3UPOBKA: TabneTkM ¢ NPOOHIMPOBaHHbIM BbicBObOXAeHWeM 750 mr.

MOKA3AHMA: caxapHblit AnabeT 2 TMNA y B3POC/bIX, OCOBEHHO Y NALMEHTOB C OXKUPEHUEM, NPU HEIDPEKTUBHOCTU AMeToTEpanUM U GU3NYECKUX Harpy3oK: B Kayectse
MOHOTEPanuu; B COMETaHUN C APYTMMU NEPOPAbHBIMU TMIOTIMKEMUYECKMMU CPEACTBAMM MU C MHCYIMHOM. MoHOTepanusa npeanabeta B cayvae, eciv UsmeHeHue obpasa
YKM3HW He NO3BO/INO AOCTUYb aAEKBATHOIO IIMKEMUYECKOTO KOHTPONA.

MPOTUBOMNOKA3AHUA:

NOBbILWEHHAA YYBCTBUTENLHOCTb K METGOPMUHY MAM K Nt0BOMY BCMOMOraTesibHOMY BelecTBy; AMabeTMyecknin Ketoaumaos, puabetnyeckas Npekoma, Koma; noyeyHas
HeA0CTaTOYHOCTb MM HapyleHue GYHKLMM NoYeK (KAMpeHc KpeaTuHnHa meHee 30 mM/1/MUH); OCTPble COCTOAHMA, MPOTEKAIOWME C PUCKOM Pa3BUTMA HapyLLEHUI GYHKLMU
noyek: gervapartauma (Npyv XPOHWUYECKOW WM TAXKENON Amapee, MHOFOKPaTHbIX MPUCTYNax PBOTbl), TAMe/ble WUHPEKLMOHHble 3abonesaHua (Hanpumep, UHbEKUUK
ObIXaTe/IbHbIX NyTel, MHPEKLUM MOYEBBIBOAALLMX MYTEW), LUOK; KAMHUYECKW BbIPaXKEHHbIE MPOABAEHUA OCTPbIX UK XPOHUYECKMX 3a60/1€BaHMI, KOTOPblE MOTYT NPUBOAUTD
K Pa3BUTUIO TKAHEBOW TMNOKCUM (B T.4., OCTPas cepAeyHas HeOCTaTOMHOCTb, XPOHUYECKas cepAedHas HeAOCTaTOYHOCTb C HECTaBUIbHBIMUM NOKa3aTeNAMU TEMOAUHAMUKH,
AbIXaTe/IbHaA HeA0CTaTOYHOCTb, OCTPbIV MHMAPKT MUOKapAa); 06LWMPHbIE XMPYPrUYECcKMe OnepaLLMmn U TPaBMbl, KOTAa NOKa3aHo NpPoBeAeHUE UHCYIMHOTepanun (CMm. pasgen
«Ocobble yKasaHWUsA»); MeYyeHOYHas HeAOCTAaTOYHOCTb, HapylleHue QYHKUUWU MeYEHWU; XPOHWUYECKMIA aNKOro/M3Mm, OCTpas asikorosibHas WHTOKCWMKALMA; 6epeMeHHOCTb;
NIaKToaumMaos (B T.4. B aHaMHe3e); NpUMeHeHWe B TedeHUe meHee 48 4 10 1 B TeyeHUe 48 4 Noc/ie NPoBeAeHUA PAagMOU30TONHbIX MW PEHTTEHOIOTMYECKUX UCCeL0BaHMI C
BBEJEHVMEM MOACOAEPIKALLErO KOHTPACTHOTO BELLECTBA (Hanpumep, BHYTpUBEHHas yporpadus, aHrnorpadus) (cm. pasgen «BsavmogeincTane ¢ 4pYyruMu NEKaPCTBEHHbIMU
cpeacTBamm»); cobogeHne runokanopuitHoi auetbl (meHee 1000 Kkan/cyT); AeTCKuii Bo3pacT Ao 18 ner B CBA3M C OTCYTCTBMEM AaHHbIX MO Mo 3GPEKTUBHOCTU U
6e30MacHOCTM NPUMEHEHWA B aHHOW BO3PACTHOM rpynne.

C OCTOPOKHOCTbIO: Y NNL, cTapLue 60 NET, BbINONHAIOLWMX TAXKENYI0 GU3MYECKYI0 PabOTy, YTO CBA3AHO C NOBbILEHHbIM PUCKOM Pa3BUTUA Y HUX IAKTOALMA03]; Y NaLMEHTOB C
NOYeYHON HeAOCTaTOUHOCTLIO (KAMpeHC KpeaTuHMHa 30-59 m/1/MUH); B nepuoa rpyAHOrO BCKapMIMBAHUA.

CNOCOBb NPUMEHEHUA U A03bl: BHyTpb. TabneTkM NPOrnaTbiBalOT LLE/IMKOM, He pa3KeBblBas, 3anvuBas HeGONbLIMM KONNYECTBOM XMAKOCTW, 1 pa3 B AeHb BO Bpems
yXKUMHa. [lo3a npenapata Mtokodaxk® JloHr B popme TabaeTOK C NPONOHIMPOBAHHLIM BbICBOOOXKAEHWEM NoabupaeTca BpayoM MHAMBUAYANbHO A4 KaXK40ro naumeHTa Ha
OCHOBaHWM PE3yNbTATOB U3MEPEHUA KOHLLEHTPALMMU TIOKO3bl B KpoBU. MoHomepanua npu npeduabeme: obblyHaa Ao3a coctasader 1000*-1500 mr 1 pas B CyTKM BO BpeMSA
WK Noce npuema nuwm. PeKomeHayeTca peryispHoO NPOBOAUTL FTUKEMUYECKUI KOHTPOb 418 OL,eHKM HE0OX04MMOCTM AalbHENLIEro NPUMEHEHMA Npenapara.

MpodocumensHocmes Kypca neveHus Tnokodaxk® JIOHT cnenyeT NpUHUMaTL exeHeBHo, 6e3 nepepbiBa. B cyyae npekpalleHns nevyeHus naumueHT foMKeH coobwmuts 06
aToM Bpayy. [lponyck 0o3el B cnyyae nponycka npvema ovepesHON [03bl, MALMEHTY CaedyeT MPUHATH Clefylolyio 403y B 06bl4HOe Bpemsa. He cnefyeT npvHUMMATb
L,BOVIHYI0 f03y npenapata Mtokodak® JIoHr.

*MNpun HeobX04MMOCTM NPUMEHEHWA AaHHOM A03bl HE06X0AMMO MCMOb30BaTh Npenapat MoKodak® JIOHr B COOTBETCTBYHOLLEN 403UPOBKE.

NOBOYHbIE AEVICTBMH*: CO CTOPOHbI HEPBHOM CMUCTEMBI: Y4aCTO - HapyLUeHWe BKyca (MeTanMyeckuii NPUBKYC BO PTy); CO CTOPOHbI KT: o4yeHb YacTo - TOLWHOTA, PBOTa,
aunapesn, 60nu B }KuBoTe 1 oTcyTcTBME anneTuTa. Hanbonee 4acto oHM BO3HMKAIOT B HaYasIbHbIN Nepuoa nevyeHnsa n B 60bLIMHCTBE CyYaeB CMOHTAaHHO NPOXOAAT.

[na npepoTBpalleHUA CUMNTOMOB PEKOMEHAYETCA MPUHUMATb MeTGOPMUH BO Bpemsa npuema nuwn. MeaneHHoe yBeMYeHUEe [03bl MOXKET YNYYLLMTb KeNyAOo4YHO-
KMLLIEYHYIO MepeHoCMMOocCTb. HepocTtaTouyHOCTb BMTamuHa B12. Mpu obHapy:KeHuM meranobnacTHOM aHeMUM HEOBXOAMMO YYMTbIBATb BO3MOMKHOCTb TaKOM 3TUOJIOTUM.
MNepeyeHb Bcex N060YHbIX 3PDEKTOB NPeACTaBleH B UHCTPYKLNN MO MEAULIMHCKOMY NPUMEHEHUIO.

OCOBbIE YKA3AHUA*: /lakToaumMa03 ABAAETCA PeAKUM, HO CEPbE3HbIM OC/NOMKHEHUEM, KOTOPOE MOXKET BO3HUKHYTb M3-3a KyMyaauumn metdopmuHa. Caydam nakroaumaosa
npu npueme MeTGOPMMHA BO3HUKANM B OCHOBHOM Y BO/bHbLIX CaxapHbiM AMAabeToM C BbIpaXKEHHOM MOYEYHOM HeaoCTaTOYHOCTbIO. MpPU NOJO3PEHMM Ha NaKToauMao3
Heob6XoAMMO NPeKpPaTUTL NpMem npenapaTta U HemeaneHHo obpaTUTbCA K Bpady. MpumeHeHne meTdopmMmHa A0NKHO BbITb NpeKpaLLeHo 3a 48 4 40 NpoBeaeHUA NAAHOBbIX
XUPYPrMYECKUX Onepaunin 1 MoXKeT ObiTb NMPOLO/IKEHO He paHee Yem yepe3 48 4 nmocse Npu yCAOBUW, YTO B XoAe 06cnefoBaHUA noyeyHas OyHKUMA Gblna npusHaHa
HOpMasibHOM. MOCKONbKY MeTPOPMUH BbIBOOUTCA MOYKAMM, Nepes HayaloM NIeYeHUA U PEryaAapHO B nocieayollem HeobXxoAnMMO onpeaenaTb KANMPEHC KpeaTUHUHA: He
pexe 1 pasa B rof y NauMeHToB C HOPMaNbHON GYHKLMEN MOYEK, Kaxkaple 3-6 MecALes Y NAaLMEHTOB C KJIMPEHCOM KpeaTuHMHa 45-59 MA/MUH U Kaxabli 3 Mec y NaLMeHToB ¢
KAMpPeHCOM KpeaTuHuHa 30-44 m1i/MuH. B cnyyae KampeHca KpeaTuHuHa meHee 30 Ma/MUH NPMMEHEHWE npenaparta NpoTUBOMOKa3aHo.

YC/NIOBUA OTNYCKA: oTnycKatoT no peuenty

CPOK rOAHOCTMU: 3 roza.

MpeTteH3uun notpebuteneit n MHGOPMALMIO O HeXKeNaTeNIbHbIX ABIEHUAX C/leAyeT HanpasBaATb MO agpecy:

000 «Mepk», 115054 MockKBsa, yn. Banosas, 4. 35, Ten.: +7 495 937 33 04; dakc: +7 495 937 33 05, e-mail: safety@merck.ru.

*MonHaa MHGopMaLMa No NpenapaTy COAEPXKUTCA B UHCTPYKLMM MO MEAULUHCKOMY NPUMEHEHUIO.

JlaHHas sepcusa Kpamkoli UHCMPYKUUU Mo medUuyUHCKOMY NMpUMeHeHUro 015 003uposKu 750 me delicmeumesnsHa ¢ 13 dekabps 2021 e.
Coomeemcmeyem CCDS V 9.0
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