IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NIABGETOH® MR 60 mr
(DIABETON® MR 60 mg)

Cknap:

Aitoya pevyoBmHa: rniknasug;

1 TabneTka MiCTUTb rniknasmay 60 mr;

AOMOMI>KHI PEYOBMHU: NaKTO3M MOHOrigpaT, rinpoMenosa, MarHito creapar, Ma/lbTOAEKCTPUH, KPEMHIO AiOKCUA KONOTAHNIA 6E3BOAHNIA.

JlikapcbKka hopma. Tabnetku 3 MoAU(IKOBAHM BUBISIBHEHHAM.
OCHOBHI (pi3VKO-XiMiYHI BNACTUBOCTI: 6if10ro Konbopy, A0OBractoi (hopMmn TabneTkM 3 HaCiYKOK Ta 3 TUCHEHHAM «DIA 60» 3 060X 60KiB. TabneTku nignararoTb
noainy.

dapmakoTepaneBTUYHa rpyna. 3acobu, Lo BNAMBaKOTL Ha TPaBHY cUCTEMY i MeTaboniam. MNpoTungiabeTnyHi 3acobun. LIyKpo3HMKyBasibHi 3ac00M, 38 BUHATKOM
IHcyniHiB. CynboHamign, noxigHi ceyosmHu. IMiknasng. Kog ATX A10B B09.

dapmMakosoriyHi BnacTnBOCTI.

dapmakoguHamika.

MexaHi3m gii. [ia6eToH® MR 60 Mr — Lie nepopasbHUIA LyKPO3HMKYBa/IbHWIA 3aci6. [litoua peyoBrHa rNiknasug € NoxigHoK PeYoBUHO Cy/b(aHiNICEUOBUHN Ta

BIAPI3HAETLCA HAABHICTIO FeTepOLMKNIYHOrO KiflbLd, WO MICTUTb a30T Ta Ma€ eHAOUMKNIYHI 3B’A3KN.

[MiKnasug 3HWXKYE piBeHb TNHOKO3W B M1asmi KPOBI BHACMIAOK CTUMYNALUIT CeKpeuil iHCYMiHy PKNiTMHaMW OCTPiBUiIB JlaHrepraHca MifLWyHKOBOI 3a/103U.

MigBULLEHHS pIBHS MOCTMpaHAiaflbHOro [HCYNiHY Ta cekpeuis C-nentuay 36epiratoTbCA HaBiTb MiCNs 2 pOKiB 3acTocyBaHHS npenapaty. OKpiM BKazaHUX

MeTaboMiYHNX BNacTUBOCTEN, [iKNa3na Ma€ TaKOX reMOBacKy/NApHI BacTUBOCTI.

PapmakoanHaMiYHi eheKTH.

Bnnave Ha iHCyniHOCEKpeLitD. Y XBopux Ha fiabet Il Tuny raiknasug BifHOBMKOE pPaHHIN NiK iHCYNiHOCEKPeLiT Y BIAMOBIAb Ha HAAXO[KEHHS I/IHOKO3M Ta MigBULLLYE

Apyry a3y cekpewii iHcyniHy. 36ibLUeHHS BUAINEHHS IHCYNiHY CNOCTEPIracTbCa Y Bi4NOBiAb HA NPUAHATTSA DKi Y/ HABAHTAXKEHHSA INHOKO3010.

["emMoBacKy/ISiPHi BACTUBOCTI. [MNikna3ng 3MeHLLYe MIKpOTPOMO03 3aBASKN ABOM MexaHi3mMaMm, AKi MOXYTb 6yTU 3aisiHi y PO3BUTKY YCKIaAHEHb LIyKPOBOro AiabeTy:
4aCTKOBO iHribye arperawito Ta afresito TPOMOOLUTIB, 3MEHLLYE KiNbKiCTb MapKepiB akTMBaLii TpombouuTis (B-TpombornobyniH, TpoM6oKcaH B»);

BMN/IMBAE Ha PIOPUHONITUYHY aKTUBHICTb EHAOTENIH0 CyAuH (NiABULLYE aKTUBHICTb tPA).

dapmakoKiHe TVKa.

BcMokTyBaHHS. KOHUEHTpauia riiknasugy B naasMi KpoBi MPOrpecMBHO 3pOCTae MPOTArOM Neplumx 6 roguH nicns npuinomy, a gani gocarae nocTiiHOro piBHSA
(nnaro), Wo yTpuMyeThbes 3 6-1 40 12-1 roAMHU NiCNs 3aCTOCYBaHHS.

IHAMBIAYaIbHI KONMBaHHSA € HE3HAYHUMU.

I"niknasmg NOBHICTIO BCMOKTYETLCA Y LLNYHKOBO-KULIKOBOMY TPaKTi. MpuiAoM iXXi He BNAMBAE Ha LLUBUAKICTb | CTYMiHb abcopouii.




Po3nogin. 38’A3yBaHHA rNiknasugy 3 npoTeiHamu naasMm KpoBi CTaHOBUTL Npuban3Ho 95 %. O6°eM po3noginy cTaHoBMTL NpubansHo 30 .

O[iHOpa3oBwWiA Npuiiom [060BOT A03M NikapcbKoro 3acofy [iabeToH® MR 60 Mr 3a6e3nedye epeKTUBHY KOHLEHTpaLilo rniknasuay B MiasMi KpoBi NpPOTAroM
24 roguH.

bioTpaHcthopMalis. Mniknasmg MeTabonisyeTbCa NepeBaXkHO B MeYiHL Ta BUBOAMTLCA i3 ceyeto, meHwe 1 % Aito4ol pevyoBUHM BUBOAMTLCA i3 CeYero Y He3MiHEHOMY
BUrNALi. AKTUBHUX MeTaboniTiB B Nia3Mi KpoBi He 6Yy/0 BUSBNEHO.

BuBefeHHsa. MNepiog HaniBBMBEAEHHA MNiKNasuay CTaHOBUTL NPM6/n3HO 12—20 roaumH.

JIiHIAHICTb/HeNIHINHICTbL. MpKn 3acTocyBaHHI npenapaty B A03i A0 120 Mr BiA3Ha4YaeTbCA NiHINHA 3aN1eXHICTb MK NMPUAHATOKO [03010 Ta KOHLEHTpaLieto B niasMi
KpOBI.

OcobnuBi rpynuv NaLieHTIB.

MauieH TV NiTHLOrO BiKY. Y NauieHTIB NiTHLOrO BiKY HE CMOCTEPIranoch KMiHIYHO 3HaYYyLLMX 3MiH (hapMaKOKIHETUYHUX NapaMeTpiB NiKapCbKOro 3acoby.

KniHIYHI XapaKTepuUCcTUKMN.
Noka3aHHA.
Llykposuii giabet Il Tuny y gopocnmx:
e 3HVKEHHS Ta KOHTPO/Tb [/THOKO3M B KPOBI NPY HEMOX/IMBOCTI HOPMai3yBaTu piBeHb MNHOKO3W TifIbKWN AIETOH, (DI3UYHUMIM BripaBaMuy Ta 3MEHLLUEHHSIM MacK Tina.

MpoTnnNoKasaHHA.
- MigBuLLEeHa YyTAMBICTb A0 rNiKnasuay abo Ao iHWKX npenaparTisB cybhaHiNcevoBMHN, CynbhoHaMiaiB abo [0 6y/b-AKOro KOMNOHeHTa npenapary;
- LyKpoBuiA giabet | Tuny;
- AiabeTMYHa NpeKoma Ta Koma, 4iabeTUYHWIA KeToaumao0s3;
- TSXKKA HUPKOBA ab0 NeYiHKOBAa HeAOCTaTHICTL (B TaKMX BMNafAKax PeKOMeHA0BaHe 3aCTOCYBaHHS iHCYNiHY);
- NiKyBaHHA MiKOHa30/10M;

- nepioA rofyBaHHs rpyao.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

MpenapaT, AKi MMOBIPHO MiABULLLYBATUMYTb PWU3UK FiNOrNiKEMIl.

MMpoTwnokKasaHe 04HOYACHE 3aCTOCYBaHHA

MikoHa3on (4ns CUCTEMHOrO 3aCTOCYBaHHS, renb AN8 POTOBOI MOPOXHWHM) NOCUNKOE FiNOrMTIKEMIYHWIA eDEKT 3 MOXX/IMBUM PO3BUTKOM CMMMATOMIB FiMOrAiKeMil i
HaBiTb PO3BUTKOM KOMMU.

He pekomeH0BaHe OHOYACHEe 3aCTOCYBaHHSA

deHinbyTasoH (4N CUCTEMHOMO 3aCTOCYBaHHSA) MOCUIOE TNOrNiKeMiYHWUIA etheKT npenapaTis Cy/bgaHiNcevyoBUHM (3aMilliae X 3B’S30K 3 NPOTEiHaMK nna3mu Ta/abo
3MEHLLYE X BUBELEHHS).

BaxkaHO 3acToCyBaTV iHLIMIA NPOTM3ananbHWIA 3acib, a TaKoX CNig nonepeanTy NauieHTa Ta 3BEPHYTU Oro yBary Ha BaXK/IMBICTb CaMOCTIMHOIO KOHTPO/L. B pasi
HeoOXIiAHOCTI 03y NpenapaTy KoperyrTb Nif vac i nicna Tepanii npoTu3ananibHMM 3aC060M.

ANKOronb NigBuLLYe PU3MK BUHUKHEHHS TiMOrikeMidyHMX peakuiin (BHACNiLOK iHribyBaHHA KOMMEHCATOPHUX peakLiil), Lo MOXe MPU3BECTU A0 FinoriikemMiyHoi
Komu. Clifi YHUKATU BXXMBaHHSA a/IKOroio Ta NpMinomy npenapaTis, WO MICTATb aIKOro/b.

Komb6iHauiT, wo noTpebytoTb 06epedKHOCTI

Mpy OfHOYACHOMY 3aCTOCYBaHHI 3 OLHUM i3 HWXK4Ye3a3HauyeHVX npenapatie y [AesKuX BUMaLKax MOXE BWHWKHYTW TiMNOr/ikeMisi BHACNILOK MOCUIEHHS




riNOrMikeMiYHOro epekTy: IHLWI LYKPO3HMXKYBa/IbHI Npenapatu [iHCyniHW, akapbo3a, MeT(OPMIH, Tia3oNigUHAIOHW, IHTIGITOpM AMNenTUANANenTUaasun-4, aroHicTu
peuenTopiB rntoKaroHonogioHoro nentuay-1 (FMM-1)], pénokatopwn, GyKoHa30/, iHFIGITOPU aHriOTEH3VHNEPETBOPHOBA/ILHOrO (hepMeHTy (AM®) (kanTonpu,
eHananpun), aHTaroHicT Hy-peuenTopis, iHri6iTopn MoHoamiHokeuzasn (MAO), cynbhoHaMian, KNapuTPOMILMH Ta HECTEPOIAHI NPOTM3anasbHi npenapaTy.
MNpenapaTtu, SKi MOYXYTb CNPUYUHUTY FiNepriikemito

He pekomeHA0BaHe 0iHOYACHE 3aCTOCYyBaHHS

[aHazon YHUTL diabeToreHHy fito. FAKWO He MOXHa YHUKHYTW 3aCTOCYBaHHS L€l akTUBHOI peYyOBMHM, MaLlieHTa cnif nonepeauTi Ta 3BepHYTM Oro yBary Ha
BaXX/IMBICTb KOHTPO/IKO PiBHSA NHOKO3M B CeYi Ta B KPoBi. MoXe BUHUKHYTW NOTpeba Yy KOpUryBaHHI 03K aHTUAiabeTUYHOro 3acoby nifg 4ac i nicns NikyBaHHA
[,aHa30/10M.

Komb6iHauiT, wo noTpebytoTb 06epedKHOCTI

XnopnpomasuH (HelponenTuK) NPy 3acTOCyBaHHI y BUCOKMX fo3ax (noHag 100 mMr Ha fo06y) niABuLLYeE piBeHb rNHOKO3M B KPOBI (BHACNIOK 3MEHLLEHHS BUBI/IbHEHHS
iHCYyniHy). MawieHTa cnig nonepeanMT Ta 3BEPHYTU MOr0 yBary Ha BaXXIMBICTb KOHTPO/O PiBHA F/HOKO3M B KPOBi. MOXe BUHUKHYTW NOTpeba y KopuryBaHHi f03u
aHTUAiabeTUYHOT aKTMBHOI PEYOBMHM Mif Yac i nicns NnikyBaHHS HEMPONENTUKOM.

["OKOKOPTWKOIAW (4715 CUCTEMHOr0 Ta MICLEBOro 3aCTOCYBaHHA: BHY TPILLIHLOCYTI0008BI, HALLKIPHI Ta peKTa/lbHI NpenapaTu) Ta TeTpako3akTuz nigsuLLyoTb
piBeHb I/1IOKO3U B KPOBI 3 MOX/IMBMM PO3BUTKOM KeTOaLMA03Y (3MeHLLYHOTb TONepaHTHICTb A0 BYrneBoAiB). MauieHTa cnif nonepeauTn Ta 3BepHYTM MOro yeary Ha
BaXK/IMBICTb KOHTPO/IHO PiBHSA IHOKO3M B KPOBi, 0CO6/IMBO Ha NOYaTKY NiKyBaHHA. MOye BUHUKHY TV NOTpeba y KOpUryBaHHi f03u aHTUAiabeTMYHOro 3acoby nif yac i
nicnsa NikyBaHHA MFOKOKOPTUKOILAMN.

BHY TPILUHbOBEHHI: PUTOLPUH, canbbyTamos, TepbyTasliH NiABULLYIOTb PiBEHb I/IFOKO3M B KPOBI Yepe3 Bo-arOHIiCTUYHUIA edpekT. Chiifl 3BepHYTU yBary natieHTa Ha
BaXK/IMBICTb KOHTPO/IHO PiBHA I/THOKO3M B KPOBI. AKLL0 HE0OXIiAHO, CNif NepeBecT! nauieHTa Ha IHCYIH.

MpenapaTw 38ipo6ot0 (Hypericum perforatum) 3HMKYIOTL KOHLUEHTpauito raiknasugy. Cnif 38epHyTU yBary nauieHTa Ha BaXK/IMBICTb KOHTPO/O PIBHSA T/IHOKO3U B
KpOBI.

MNpenapaTu, SKi MOYKYTb CNPUYUHUTY AUCTNIKEMIO

Komb6iHaui1, wo noTpebytoTb 06epe>KHOCTI

®TOpPXiHONOHW. Y pa3i 0HOYACHOr0 3aCTOCYBaHHA 3 NliKapCbKUM 3aco6oM [iabeToH® MR 60 Mr najieHTa cnif nonepeanTyi NPO PUSKK BUHUKHEHHSA AUCTNIKEMIT Ta
3BEPHYTW Oro yBary Ha BaXXMBICTb MOHITOPUHIY PiBHA FNHOKO3M B KPOBI.

KombiHaLii, WoA0 SKUX € 3aCTEPEXEHHS

AHTUKOArynaHTW (Hanpuknag sapapuH Ta iH.). Fpn ogHOYaCHOMY 3aCTOCYBaHHI 3 aHTMKOoary/nsHTaMu npenapaty cy/bMaHifice4OBMHN MOXYTb MOTEHLiOBATU
aHTUKOArynsHTHY Ait0 OCTaHHIX. Y pasi Heo6XigHOCTI f03Y aHTUKOAry1sHTIB MOXHA BiLKOPUTyBaTu.

Oco6MBOCTI 3aCTOCYBaHHS.

linornikemis. Ller nikapcbKuin 3aci6 cnig npusHavaTy TibKKM TUM nauieHTam, SKi MatoTb MOXX/IMBICTb PErynspHO XapyyBaTucs (BK/IKOYakoUumM CHiJaHOK). Baxnueo
PErynsipHO CNOXMBATU BYINEBOAM, OCKINbKM, SKLLO DKa NPUAMAaETbCA Mi3HO, Y HeafeKBaTHI KifIbKOCTI abo AKWO U DKa i3 HWU3bKMM BMICTOM BYr/1IEBOAIB,
NiABULLYETLCA PUMK FiNOrnikemii. BUHUKHEHHS rinornikemii 6inbll iMOBIpHE NPW HU3bKOKANOPiHOMY Xap4yyBaHHi, 4OBroTpuBanomy abo cunbHoMy (isyHOMY
HaBaHTaXXEHHI, BXXVMBaHHI a/Ikorosto abo 3acToCyBaHHI KOMOGIHaLiT rinornikeMiyH1X npenaparis.

Mpy npuitomi NpenapaTiB CybMaHiNCEHYOBUHN MOXE BUHMKATY Finornikemis (aue. po3ain «MobiuHi peakyii»). IHOAI rinornikemMis MoXe 6yTU TSXKKOK Ta TPMBasIoH0.
B Takomy BunagKy moxke 6yTn HeOOXiAHOK rocniTanizayis Ta NPU3HaYeHHs rNHKO3M Ha AeKifbKa AHIB.

[N 3HKEHHSA PU3NKY BUHUKHEHHS eni3ofiB rinornikemii HeobxigHo 6paTtv fo yBaru iHAMBIAyanbHI 0COBAMBOCTI NALieHTIB, AaBaTh TM YiTKi BKa3iBKW Ta peTesibHO
nigéupatu fosy.

PakTopy, Lo MigBULLYIOTL PUSUK BUHUKHEHHS TiMOriKeMii:



—  nauieHT BiAMOBNAETLCSA ab0 He MOXXE BUKOHYBATW peKoMeHAaLiT likaps (0CO6AMBO Lie CTOCYETHCA NaLieHTIB NiTHLOrO BiKY);

—  He3a[oBiflbHe, HEPErynsapHe XapyyBaHHS, MPONYyCKu Npuiiomy 1Ki, Nepioam ronofyBaHHA abo 3MiHU LIETY;

—  aucbanaHc MiX (PI3UYHUM HaBaHTaXKEHHAM Ta BXXMBaHHAM BYT/1€BO/IB;

—  HUPKOBAa HE[OCTATHICTb;

—  TSXKKa MeYviHKoBa HeOCTaTHICTb;

—  Nepesfo3yBaHHA Mpenapary;

—  MEeBHi NOPYLUEHHS eHAOKPUHHOT CUCTEMW: MOPYLLEHHA (DYHKLIT LUMTOBUAHOT 32103, FiNoniTyiTapusm Ta afpeHanoBa HeJOCTaTHICTb;

—  0fiHOYaCHe 3aCTOCYyBaHHS NEBHMX NiKAaPCbKMX 3ac006iB (AMB. po3ain «B3aeMofis 3 iHLWUMK NiKapCbKMMKM 3ac06aMu Ta iHLI BUAW B3aEMOMIN»).
HupkoBa Ta neyiHKoBa HefOCTAaTHICTbL. dPapMakoKiHeTUKA Ta/abo (hapmakoAvHamika rniknasvay MoXKe 3MIHIOBATWUCA Y MauieHTIB i3 NEYiHKOBOK Ta THXKOH
HMPKOBOIO HEAOCTATHICTIO. ENi304m rinornikeMii'y Takux nayieHTiB MOXYTb 6yTV TpUBaIMMKU, TOMY NOTPeBYOTb BiAMNOBIAHOIO NiKyBaHHS.
IHbopmyBaHHA naLieHTa
MawieHTa Ta YneHiB MOro poAMHN NOTPIGHO NPOiIH(OPMYBaTK NPO PU3NK BUHUKHEHHSA FiNOraikeMii Ta il cumntTomu (AmB. po3ain «IMobiyHi peakuii»), Npo MikyBaHHA
Ta YMOBW, IKI MOXYTb CMPUATY 11 PO3BUTKY.
MauieHT mae 6y T NPOiHOPMOBaHMI NP0 BaXXMBICTb AOTPUMAHHSA PEKOMeHAAL I Nikaps WO4O AIETW, NPO BaXXNMBICTb PErynsipHOro BUKOHaHHS hi3nyHMX BNpas Ta
PErynsipHOro MOHITOPUHIY FNFOKO3W B KPOBI.
MoripweHHs KOHTPONO NiKeMiT Yy MauieHTiB, AKi OTPUMYIOTb LYKPO3HWKYBasbHI Mpenapaty, MoXke OyTW CNpUYMHEHO: npenapaTamu 3Bipo6oto (Hypericum
perforatum) (avB. po3gin «B3aemogist 3 iHWWMK NiKapCbKMMK 3acobamm Ta iHLII BUMAM B3aEMOMiN»), NPONAaCHWLEHD, TPaBMOK, iH(eKLieo, abo XipypriyHum
BTPYYaHHAM. Y AesKNX BUNagKax MoXe 6yTN HeO6XigHUM NPU3HAYEHHS IHCYIHY.
rinornikeMiyHa eheKTUBHICTb OY/b-KOr0 NePOpasibHOr0 LyKPO3HMKYBa/IbHOr0 3ac0o0y, B TOMY YMC/i TiKnasungy, Moxe 3 4acom nocnabntosatumcs. Lie Moxe 6yTu
HacnNigKOM NPOrpecyBaHHsA TSHKKOCTI 3aXBOPHOBaHHSA ab0 HacMiAKOM 3HMKEHHS BigMnoBifdi Ha NiKyBaHHS. Llei heHOMeH BigoMWIA SiK BTOPMHHA HELOCTATHICTb, sika
BiIPI3HAETLCA Bif NEPBUHHOT HELOCTATHOCTI, KOMW NpenapaTtu € Hee)eKTUBHUMU Bif, CamMoro no4vaTky flikyBaHHS. [epes TUM K pO6UTU BUCHOBOK LLOAO PO3BUTKY
BTOPWHHOT HELOCTATHOCTI Y MavLjieHTa, He0OXiAHO MepeBipUTN KOPEKTHICTb NMPU3HAYeHOT 403U Ta LOTPMMAHHSA NaLieHTOM JieTU.
Avncrnikemis. MNoBigoMnsn0ca Npo 3MiHW PiBHA TNHOKO3M B KPOBI, BKKOYAKOUM FINOr/iKeMItO Ta rinepriikemito, y nayieHTiB 3 fiabeToM, SKi OTpMMYBa/IN OHOYaCHY
Tepanito 3 (hTOPXiHONIOHAMK, 30KpeMa Yy MauieHTiB NiTHLOro Biky. CaMe TOMY BCiM MaljieHTam, sKi 0JHOUYacHO OTpuUMYIoThb [ia6eToH® MR 60 Mr Ta TOPXiHO/MOH,
PeKOMeHI0BaHWIA peTeibHUIA MOHITOPUHT PiBHS T/IHOKO3M B KPOBI.
JlabopaTopHi NOKasHUKK. [Nsi OLiHKN KOHTPO/O PIBHS THOKO3M B KPOBI PEKOMEH/0BaHO BU3HAYaTW PiBEHb N1iKOMi30BaHOM0 remoriobiHy (abo piBeHb FHOKO3U B
KpOBi HaTLe). Moxe TakoX 6y TV KOPUCHUM CaMOCTINHMWIA KOHTPO/Ib NaLjieHTamMy PiBHA [/IHOKO3M B KPOBI.
Y nauieHTiB i3 gediusMTOoM rnoKo30-6-hochaTaerigporeHasn (F6PLIN) 3acTocyBaHHA npenapatiB  Cy/bMaHiICEHOBUHN MOXKE CNPUUYUHUTU  BUHUKHEHHS
remMoniTUYHOT aHeMmil. OCKiNbKU rNiKnasna HaneXuTb [0 Knacy npenapaTiB CynbgaHiNce4oBUHM XiMIYHOTO NMOXOMKEHHS, CNif OYTU 0OEPEXXHUMU Ta PO3rNSAHYTU
MUTaHHA W00 NPU3HAYeHHA navieHTam 3 6P A -HefOCTaTHICTIO albTEPHATMBHOI Tepanii npenapaToMm iHLIOro Kacy.
MauieHTN 3 nopdipieto: BUNAAKN BUHUKHEHHS TOCTPOI NOpdipii onmMcaHi npu 3acToCyBaHHI [AeSKMX IHWKWX npenapaTiB Cy/NbMaHiNICEYOBMHN Y NaLieHTIB 3
nopgipieto.
[,oNOMI>KHI peyoBUHMW.
[lo cknafly nikapcbKoro 3acoby BXOAMTb NakTo3a, TOMY nauieHTam 3 piAKICHUMW CNagKoBMMU MOPYLUEHHAMW NePeHOCMMOCTI rafiakTto3u, HeJOCTATHICTIO NaKTasu
Nanna abo cvHApPOMOM Masibabcop6LLi rIFOKO3M Ta rasiakTo3n He peKOMeH0BaHO Npu3HavaTy Leld npenapar.

3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHs rpyato.
BariTHicTb. [aHi W00 3aCTOCYBaHHA rNiknasugy nifg vac BariTHOCTI BiACYTHI abo TX KifibKicTb 06MexxeHa (MeHW Hixk 300 BMNaAKiB 3aCTOCYBaHHA BariTHUMM),



TaKOXX HeLOCTaTHbO [aHWX LWO0A0 3aCTOCYBaHHA IHLUMX MpenapatiB Cy/baHinceyoBmHN. [OCNipKeHHS Ha TBapuMHaxX Mokasanu, WO rNiknasug He YMHUTL
TepaToreHHoT fii.

AK 3an06iKHMI 3axif 6aKaHO YHUKATV NPUIAOMY TNiKnasuay nif vac BariTHOCTI.

KOHTpo/nb 3a piBHEM [NOKO3W Mae OyTW [OCArHEHWI Lie A0 NnaHyBaHHS BariTHOCTI ANS1 3MEHLUEHHS PU3MKY BWHUKHEHHSI aHOManii, WO noB’A3aHi 3
HEKOHTPO/IbOBaHUM [jiabeToM.

[na nikyBaHHA fiabeTy B nepiog BariTHOCTI NpenapaTom nepLuoro BU6opY € iHCYNiH, a NepopasibHi rinorfikemiyHi npenapaTyt He € NPUAHATHUMW.

Mpu nnaHyBaHHI a60 oapa3sy Nicnis BCTaHOB/IEHHSA BariTHOCTI HEOBXIiAHO NepPeBECTM XIHKY 3 NepopasibHUX LYKPO3HWKYBa/IbHUX NpenapaTiB Ha iHCY/iH.

CoAyBaHHA rpyAa0. BiacyTHi faHi 1040 NPOHWKHEHHS TNiKnasuay abo ioro mMeTaboniTie B rpyaHe mMonoko. [ia6eToH® MR 60 Mr npoTunokasaHuii nif vac
roAyBaHHA rPyALto Yepes pUsnK BUHUKHEHHS HEOHATa/IbHOT TiMoriikeMii. He MOXXHa BUK/TIOUUTY PUSKKY [/19 HOBOHAPO)KEHUX Ta HEMOB/IAT.

PepTUNLHICTb. Y AOKNIHIYHUX OOCMIKEHHAX BMMBY Ha QepTUIbHICTL a60 PenpoayKTUBHY 3[aTHICTb CAMOK Ta CaMLiiB LLlypiB BCTaHOB/IEHO He Byro.

34aTHICTb BNAMBATW Ha LWBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo IHLLIMMKU MeXaHi3MaMu.

[ia6eToH® MR 60 Mr MOXke MaTi He3HauYHWiA BMAUB Ha 34aTHICTb KepyBaTy TPAHCMOPTHUMM 3ac06amMM a6o MpaLtoBaTh 3 iHLWIMMY aBTOMATM30BaHUMU CUCTEMAMI.
MayieHTam cnif 3HaTU CUMMTOMM TINOrIiKeMIT, BMITK TX po3ni3HaBaTh Ta y pasi X BUHUKHEHHS 6YTK 06epeXXHMM Mif Yac KepyBaHHA aBToMO6ifieM abo po6oTu 3
IHLIMMW MeXaHi3mamMm, 0C06/IMBO Ha NOYaTKY NiKyBaHHS.

Cniocib 3acTocyBaHHSA Ta [03W.

[ns nepopasibHOro 3aCTOCYBaHHS.

Mpn3HaYaeTbCA TiNIbKN LOPOCINM.

[o60Ba f103a MoXxe 3MiHtoBaTMCA Bif 0,5 a0 2 Tabnetok (Big 30 o 120 Mr Ha f06y).

TabneTka MoXe 6yTV po3fineHa Ha pPiBHI 403U,

[o6oBy 03y cnig npuiiMaTii OAHOPA30BO Mif, Yac CHifgaHKy.

MonoBuHY TabneTkn abo Liny TabneTky (TabneTkmn) cnif KoBTaTu Lok (He po3aaB/toBaThi Ta He XyBaTh).

FAKLLO XBOPUIA 3a6yB NPUIAHATY TabNeTKW, He CNif, 36i/bLUYBaTV [O3Y HACTYMHOIO AHS.

AK i BCi LyKpo3HMKyBasbHi 3aco6u, [iabeToH® MR 60 Mr noTpebye iHAWBIAyabHOTo Nia6opy 403u 3a1eXKHO Bij, BifnoBiAi nalieHTa Ha NikyBaHHS (PiBeHb FNOKO3U
B KPOBI, rNiKosizoBaHuii remorno6it HbA 1.).

MoyaTKoBa fo3a Ta Nigbdip Ao3n. PekomeHAoBaHa noyaTkosa go3a ctaHoBUTb 30 Mr (0,5 TabneTkun) Ha fo0Yy. Mpn etheKTUBHOMY KOHTPONI PIBHSA [/IHOKO3U MOXHA
MPOLOBXYBATU NiKYyBaHHA L€ [030t0. Mpu HeAOCATHEHHI aleKBaTHOTOKOHTPO/HO PIBHA T/1HOKO3U B KPOBI A060BY 03y MOXHa MOCMIA0BHO Nigsuwysatn 4o 60 mr
(1 Tabnetka), 90 mr (1,5 Tabnetkn) abo 120 Mr (2 TabneTkm). MigBULLEHHSA L4031 PEKOMEHAYETLCA MPOBOANTM NOCTYNOBO, 3 IHTEPBA/IOM B 1 MicsiLlb, OKPiM BMNAAKIB,
KO/ He CMOCTepiranocs 3MeHLUEHHS PiBHA FNHOKO3M B KPOBI MPOTArOM 2 TMXKHIB NiKyBaHHA. Y TakOMy pasi 403y MOXHa 36ifbWNTY HanpUKiHLi APYroro TUXHS
NiKyBaHHS.

MakcmmasibHa pekoMeHAoBaHa 1060Ba Ao3a — 120 Mr (2 TabneTkn).

1 7abneTka 3 MOAMMDIKOBAHUM BUBINbHEHHAM JiKapcbkoro 3acoby [ia6eToH® MR 60 Mr ekBiBaieHTHa 2 TabneTkam rniknasuay 30 Mr 3 MoAudiKoBaHUM
BUBI/IbHEHHAM.

TabneTka 3 MOAMUDIKOBAHUM BUBI/IbHEHHAM NliKapcbKoro 3acoby [iabeTon® MR 60 Mr nignarae noginy, Lo Aae MOXMBICTb 3aCTOCOBYBATY Npenapar y 4o3i 30 mr
(0,5 Tabnetku) Ta B £03i 90 Mr (1,5 Tabnetku).

MepeBeieHHA NallieHTa 3 NiKapcbKOro 3acoby, Lo MiCTUTh rniknasua 80 mr, Ha [iabeToH® MR 60 Mr, Ta6NeTKM 3 MOAMUMIKOBAHWUM BUBI/IbHEHHAM. 1 TabneTKa, Lo
MicTUTb rniknasug 80 mr, Bignosigae 0,5 Tabnetku [ia6etoH® MR 60 mr. HeobxiHO peTeNbHO KOHTPOMIOBATU MOKA3HWKKM KPOBi Mif, Yac nepeBefieHHs Ha




[Nia6eToH® MR 60 wr.
MepeBeIeHHA NallieHTa 3 iHLIOro NepopasibHOro LYKPO3HWKYBa/IbHOTO npenapaty Ha [liabeTon® MR 60 mr. Mpu nepeseaeHHi Ha [diabeToH® MR 60 Mr noTpi6HO
OpaTu [0 yBaru [o3yBaHHA Ta Nepiog HaniBBMBELEHHA NONepPeaHbOro NepopasbHOro LyKPO3HMKYBa/IbHOr0 npenapaTty. MepexigHuii nepiog 3a3suyain He NoTPiGHWIA.
Po3nounHaTy cnig 3 fo3n 30 Mr i3 NoAa/IbLLOK KOPEKL et (aMB. «loyaTkoBa 4o3a Ta nigoip fo3n»).
Mpy NepeBeAeHHI 3 LYKPO3HUKYBa/IbHOIO NpenapaTy Cyb{aHificevyoB/HU, LLIO Mae TPUBAINIA Nepio HaniBBMBEAEHHS, Nepepsa Y NiKyBaHHI Ha KiflbkKa [HiB MOXe
OYTV HEOOXi[IHOW ANS YHUKHEHHS CyMapHOro eqekTy /[BOX MpenapaTtiB Ta PO3BUTKY TFinornikemii. JlikyBaHHS flikapcbkum 3aco6om [iabeToH® MR 60 mr
po3no4YnHatoTh 3 4031 30 Mr Ha o6y (0,5 TabneTkun) 3 NOAANbLUOK KOPEKLIEH 03K i3 4OTPMMaHHAM NpaBu NoYaTKy NikyBaHHA Ta Nifgoéopy J03u (AMB. BULLE).
OfHoYacHe 3aCTOCYBaHHA 3 iHLUMMM NPOTUAia6eTMYHMMM NpenapaTamu. [iabeToH® MR 60 Mr moKHa 3acTOCOBYBATMy KOMGiHaLlii 3 6iryaHigamu, iHribitopamm
anba-rNoKo3nga3abo iHCyniHOM. Mpn HeaoCArHEHHI aieKBaTHOrOKOHTPOHO IKOKO31B KPOBi Y MallieHTiB, siKi npuiimatoTh [iabeToH® MR 60 Mr, MOXKHa po3noyaTi
OfHOoYacHyTepanito iHcyniHOMNIA peTebHUM MeAUYHUM Har S 40M.
OcobnuBI rpynu NALLIEHTIB.
MauieHTy NiTHLOro BiKy. [ns nauieHTiB BikoM NoHag 65 PoKiB PeXxuM [03yBaHHSA NiKapcbKoro 3acoby [iabeToH® MR 60 Mr € TakuM camuMm, K i ANs NaLieHTiB
BiKOM [10 65 pOKiB.
MauieHTn 3 NopyLweHHAM (PYHKUIT HUPOK. [N nauieHTIB i3 HUPKOBOK HeJOCTaTHICTIO /IEFrKOro Ta NMOMIPHOMO CTYMNeHS TSHKKOCTI PeXMM [03yBaHHA NiKapCbKOro
3aco6y [iabeToH® MR 60 Mr € TaKUM camMuM, K i 15 NaLieHTiB 3 HOPMa/IbHO (DYHKLLIEH0 HUPOK, ane NaLlieHT Mae nepedyBaTy Nif PeTeNlbHUM Har oM.
daKTOopy PU3NKY BUHUKHEHHS TINOrNiKeMmiT:

- HefoCTaTHE abo moraHe xap4yBaHHS;

- TSKKI ab0 HefoCTaTHbO KOMMEHCOBaHI MOPYLUeHHS 3 OOKY eHAOKPWHHOI cucTemu (TinoTvpeoignsM, FinonitTyitapusm Ta afpeHOKOPTMKOTPOMHA

He[oCTaTHICTb);

- BigMmiHa TpMBanOl Tepanii KOPTUKOCTepOigaMu Ta/abo Tepanisi BUCOKMMU [,03aMU KOPTUKOCTEPOIAiB;

- TSDKKi 3aXBOPHOBaHHA CyANH (TSHXKKa iLLeMiyHa XBopoba cepus, TsSXKKa NaTosoris KApOTUAHUX CyAuH, ANDY3HI 3aXBOPHOBaHHS CYAMH).
PeKOMeHAYETLCA MiHiIMasbHa novaTkoBa Ao3a 30 Mr Ha Ao6y.

aiTw.
He pekomeH0BaHO npu3HadaTy AiabeToH® MR 60 Mr AiTam Yepes BiCYTHICTb AaHMX LL00 3aCTOCYBaHHS NiKAPCbKOro 3acoby Liiit KaTeropii nawieHTiB.

Nepeno3yBaHHSA.

Mepeno3yBaHHA NpenapariB Cy/bMaHiICeYOBUHN MOXKE CIIPUYNHUTM TINOTIIKEMItO.

CumnTOoMKM NOMIpHOT rinornikemii (6e3 BTpaTy CBIZOMOCTI Ta 6€3 HEBPOMIOriYHUX CUMMTOMIB) HEOOXiLHO KOpUryBaTV 3a AOMOMOrOH CMOXWBaHHA BYINeBOAIB
(LyKpy), KOpeKUiT 1031 LYyKPO3HMXYBa/IbHOM0 npenapaTy Ta/abo AieTu. PeTeNbHWIA Harns4 3a nalieHToM Cnif NpoAoBXYBaTW, MOKKM Jlikap He 6yae BNeBHEHWN, WO
nawuieHT y 6e3snedi.

MOXNBE BUHVKHEHHSA TSHXKOT rinornikemMii 3 po3BUTKOM KOMU, KOHBY/IbCI 200 iHLLIMX HEBPOJIOTIYHMX PO3/1adiB, WO NoTpebye HeBigKNAAHOT MeAUYHOT JONOMOrK 3
HeramHo rocriTtanisauieto.

MMpy BCTaHOBNEHHI [iarHo3y rinornikemiyHoi KoMy abo mpu Migo3pi Ha PO3BUTOK KOMU MauieHTy HeobXigHO LUBMAKO BHYTPILWHbOBEHHO BBeCcTU 50 M/
KOHLIEHTPOBaHOr0 po34mHy rnroko3un (Big 20 % g0 30 %) 3 noganbluM MOCTINHWM BBEAEHHSIM MEHLL KOHLEHTPOBAaHOM0 po34mHy rntoko3n (10 %) 3 4acToTolo, sika
Oyae niaTpyMyBaTK piBeHb IHOKO3M B KPOBiI NoHag 1 r/n. HeobxigHO 3a6e3neunTy NOCTIMHMIA Harnag 3a nawieHToM. 3aieXHO Bif cTaHy nauieHTa fnikap npuiiMae
PILLEHHS LLOA0 NOAALLIOr0 MOHITOPUHTY.

I"niknasmg Mae BUCOKMIA piBeHb 3B’A3yBaHHS 3 GifIKamy niasMu, TOMY 3aCTOCYBaHHA Aiasizy € Hee(DEKTUBHUM.




Mo6iyHi peakuil.

Haii6inbll YacToto NMOBGIYHOK peakuieto Mpy 3aCTOCYBaHHI FNiKnasuay € rinornikemis. 9K i npy 3aCTOCyBaHHI IHLWMX NpenapaTiB CyNbMaHiNceyoBrHNU, NPUAoM
rNiKnasunay MoXe CrpuyYMHUTY FiNOrNiKEMIO MPY HEPEryNSPHOMY XapyyBaHHI i 0C06/IMBO Y pasi NponycKy npuiiomy Hi. MOXIMBMMI CUMNTOMaMM FiNOrikemii €:
roN0BHWUIA Biflb, CUNbHE BIAYYTTA ronogy, HyfoTa, 61t0BaHHA, BTOM/IOBAHICTb, MOPYLUEHHS CHY, 30Y/[)KEHHS, arpecuBHICTb, 3HVKEHHA KOHLUEHTpauii Ta yBsaru,
YMOBINIbHEHHA peakLiid, fenpecis, CNAyTaHICTb CBIAOMOCTI, NOPYLUEHHA 30py Ta MOB/EHHS, agasis, TpeMop, napesu, MopyLUeHHS YyTAUBOCTI, 3anamMOpOYeHHs,
BifUyTTA 6e3cunng, BTpata CaMOKOHTPO/IH0, MapeHHS, CYA0MW, MOBEPXHEBE AMNXaHHSA, bpafnKapAid, COHIMBICTb Ta BTpaTa CBiLOMOCTI, L0 MOXe NPU3BECTU 4O KOMU
Ta NIeTa/lbHNX HACNiAKIB.

Kpim TOro, MoxnvBi po3fagn 3 60Ky afjpeHepriyHoi cucTemMu: NITAMBICTb, NIMNKA LUKIpa, TPUBOra, Taxikaphis, apTepiasibHa rinepreHsida, nanbnitayis, 6inb 3a
rPYLVHOIO, apUTMIs.

3a3Buyali CUMMTOMMU FiNOrNiKeMmii 3HUKalOTb Nicns nNpuiioMy BYrneBogis (LyKpy). OfHak nNpuiioM LyKpPOo3aMiHHKKIB Y LbOMY BUMNaAKy He Oyae epeKTUBHUM. [0CBij,
3aCTOCYBaHHS IHLLMX NpenaparisB Cy/b{aHiICEHOBMHM CBIAYNTb MPO Te, L0 HaBiTb Y pasi eNEKTUBHOCTI BXXUTKX 3aX0AIB rinornikemis MoXe BUHUKHYTU 3HOBY.
AKWO eni3of rinornikeMii € TAHKKMM abo AOBroTpMBa/IMM i CTaH MalieHTa TUMYacoBO Mif, KOHTPOMEM 3aBAsSKM NPUIAOMY LYKPY, HeobXifHa HeBigKNagHa MeanyHa
foromora abo HaBiTb rocnitasisadis.

IHWIi No6iYHI peakuii.

LLINyHKOBO-KMLLIKOBI po3naay, BKAUatoun 6inb B abA0OMiHaNbHIN AiNsSHLUI, HYA0TY, 6/1H0BaHHA, AMCNencito, Aiapeto Ta 3anop. JoTpuMaHHA peKoMeHAaliin woao
npuinomy NikapcbKoro 3acoby nif Yac CHijaHKy LOMOMOXe YHUKHYTU ab0 MiHiMi3yBaTu BUHUKHEHHS LMX NPOSBIB.

PifLwe cnocTepiratoTbCa HMKYe3asHaueHi HebaxkaHi etheKTu.

3 60Ky WKipn Ta NigWKIpHOT TKaHUHW: BUCWUNAHHA, CBEPOIX, KPOMWB’AHKA, aHMOHEBPOTUYHMWIA HAOPSAK, epuTema, Makynonanynb03Hi BUCUNK, G6YNbO3HI peakLii
(Taki siKk cuHgpom CtiBeHca — [KOHCOHA, TOKCUMYHWIA enifepManbHUA HEKPONI3 Ta ayToiMyHHI Oynb0o3HI po3nagn) Ta AyXe pPiAKo — MeAMKaMeHTO3HMI BUCUN 3
eo3nHoinieto Ta cuctemHumn cumntomamu (DRESS).

3 60Ky cuCTEeMM KPOBi Ta NiMPaTUYHOI CMCTEMW: reMaToNorivyHi po3naan BUHMKAKOTb PiAKO Ta MOXYTb BKIOYATW aHEMItO, NEKOMEHIK0, TPOMOOLMTONEHItO,
rpaHynouMTONeHIt0. 3a3BMYail Li SBULLLA 3HUKAKOTb MICNS BigMIHWN NiKyBaHHS.

3 6oKy renaTobiniapHOi cMCTeMM: MiABULLEHHA PIBHA MeYiHKOBUX pepMeHTIB (anaHiHamiHoTpaHcgepasn (AJSIT), acnapTatamiHoTpaHcgepasn (ACT), nyxHoT
(pocarasm), renatuT (NOOLMHOKI BUNALKK). Y pasi BUHUKHEHHS X0M1eCTaTUYHOI XXOBTAHML,I NiIKYBaHHSA MpenapaTtoMm C/if NpUnuHUTK.

3a3HayeHi HebaxKaHi etheKTY 3a3BMYall 3HUKAIOTb MICAA BiAMIHW NpenapaTy.

3 60Ky opraHis 30py: Yepe3 3MiHV PiBHS IIFOKO3M B KPOBI MOXYTb BUHUKHYTU TUMYACOBI MOPYLLUEHHS 30PpY, 0CO6/IMBO Ha NOYaTKY /liKyBaHHS.

PeakLii, XxapakTepHi A1 Knacy npenapaTiB CyNbhaHiICEYOBUHN.

Bigomo npo BuMMagkn epuTPOLUTOMNEHIT, arpaHy/nouMTo3y, reMofiTUYHOT aHemil, MaHUUTONeHii, afepriyHoro BacKyniTy, rinoHaTpiemil, MigBULLEHHA PiBHA
NnevyiHKOBMX (DePMeHTIB Ta HaBiTb MOPYLUEHHA (YHKLUIT NeviHK1 (Hanpukiag 3 X0nectasoM Ta >KOBTSAHWULEH), renatuTy 3 perpecieto nicnsd BigMiHM npenapaTis
CynbaHiNcevoBnHM ab0 Y NOOAMHOKMX BUMaAKaX 3 NMOAAbLLIOK MeYiHKOBOK HeOCTATHICTHO, LU0 3arpoXyBasia XXUTTHO.

MoBigoMNeHHs1 Npo nigo3ptoBaHi No6iYvHI peakuii. MoBiAOMIEHHS NPO NiA03pHOBaHI NOGIYHI peakuii y nicnspeecTpauinHMii Nepiog NikapcbKoro 3acoby €
BaX/IMBUM. Lle Aae 3mMory BeCTU MOHITOPUHI CMiBBIAHOLEHHS KOPUCTI/PU3NKY 3aCTOCYBaHHA /liKapCbKOro 3acoby. Crielianictm 0XOpOHMU 340pOB’s 3060B’sA3aHi
MOBIZOM/IATY Yepes HaLioOHa/IbHY C1CTeMy (apMakoHarnsagy npo 6yab-AKi nifo3proBaHi MoGiyHI peakuil.

TepMiH NpUAATHOCTI. 3 pOKMK.

YMO0BWU 36epiraHHs.



He noTpebye 0cob6mMBMX YMOB 36epiraHHs. 36epiratv y HeJOCTYMHOMY ANs AiTein Micu,.

YnakoBKa.
Mo 15 Tabnetok y 6nictepi (MBX/antoMiHiit). Mo 2 abo no 6, abo no 8 6nicTepis y KOPO6LLi 3 KAPTOHY.

Karteropis Bignycky. 3a peLenTom.

BupobHuK.
Nabopatopii Ceps’e IHgacTpi /
Les Laboratoires Servier Industrie.

Micue3HaxomkeHHs BUPOOHMKaA Ta agpeca Micusi NPoBafKeHHS A0ro 4isifIbHOCTI.
905 pyT ae CapaH, 45520 Xigi, ®paHuis /
905 route de Saran, 45520 Gidy, France.

BupobHuK.

Ceps’e (IpnaHgis) IHgacTpic /11g /

Servier (Ireland) Industries Ltd.

Micue3HaxomkeHHS BUPOOHMKa Ta agpeca MicLsi NPOBaKeHHS A0ro 4isifIbHOCTI.
MaHineHgs, Mopeii Poya, Apknoy, Ko. Biknoy, Ipnangis /

Moneylands, Gorey Road, Arklow, Co. Wicklow, Ireland.

3asiBHUK.
NNE NABOPATYAP CEPB’E /
LESLABORATOIRES SERVIER.

Micue3HaxoLKeHHS 3asBHMKa.
50, pto KapHo, 92284 CiopeH Cepekc, dpaHuisa /
50, rue Carnot, 92284 Suresnes Cedex, France.

[nsa oTprmaHHs 6yb-aKol iHpopmaLii Wo40 Nnikapcbkoro 3acoby npocumo 3septatunca 4o TOB «CepB’e YKpaiHax 3a Ten. (044) 490 3441, dakc (044) 490 3440.



