IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OIATINOH® TYPBO
(DIALIPON TURBO)

Cknag:

Aitoya peyosmHa: o-/inoesa KMUCoTa,;

1 MN1 pO34MHY MICTUTb MErItOMIHOBOT CO/i afib(ha-Ninoesol Kncnotu 23,354 mr, Lo Bignosigae 12 Mr anbga-ninoesoi KACN0TH;
[ONOMI>KHI PEYOBUHW: MErIKOMIH, nonieTuneHrnikonb 300 (Makporon 300), Boda Ans iH’eKLiiA.

NikapcbKa hopma. Po3unH Ans iHQys3ii.
OCHOBHI (pi3MKO-XiMiYHI BNaCTUBOCTI: MPO30pa XX0OBTO-3e/1EHOr0KONbOPY PignHa.

dapmakoTeparneBTUYHa rpyna. 3acobu, Lo BNMBaKTh Ha TpaBHy cucteMy i MeTaboniyHi npouecn. Kog ATX A16A XOL1.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

a-NinoeBa KMCMoTa € PEYOBUHOK, KA CUHTE3YETLCA B OpraHi3Mi i BUKOHYE (PYHKLIT KOEH3MMY B OKUC/IOB/IbHOMY [eKapbOKCUNOBaHHI O-KETOKMCOT; Bifirpae
BaXX/IMBY PO/ib Y MPOLECi YTBOPEHHSA eHepril B KNiTUHI. CNpusie 3MeHLLEeHHIO PIBHS LYKPY B KPOBi Ta 30i/bLLUEHHIO KiNIbKOCTI rNiKoreHy B nediHui. Hectaya a6o
MOPYLLEHHS 06MIHY -NiNOEBOI KACNOTK (TIOKTOBOI KUCNOTWN) BHACNiAOK IHTOKCMKALLiA ab0 Haf/IMLIKOBOro HaKOMWYEHHS AesiKUX NPOAYKTIB po3nady (Hanpuknag
KETOHOBUX Ti/l) NPU3BOANUTL A0 MOPYLUEHHS aepoBbHOro rAikonisy. O-Ninoesa KMUCI0Ta MOXe iCHyBaTW Yy ABOX (Pi3i0fIONIYHO aKTMBHUX (popmax (OKMCHeHa Ta
BiZIHOB/IEHA), AKMM MpUTaMaHHa aHTUTOKCMYHA Ta aHTUOKCMAAHTHa Aii. 0-NiN0eEBa KMUCN0Ta BNIMBAE Ha 06MIH XonecTepuHy, 6epe yyacTb Yy perysntoBaHHi inigHoro
Ta BYr/1€BOAHOr0 06MiHiB, NOMINLYE PYHKLit0 NeYiHKN (BHACMIAOK renatonpoTeKTOPHOT, aHTUOKCUAAHTHOT, Ae3iHTOKCMKaLINHOT Ail). a-ninoesa K1cnoTa nogibHa 3a
(hapMaKooriYHMMM BNaCTUBOCTAMM [0 BiTamiHIB rpynu B.

PapmakoKiHe TuKa.

a-/1inoeBa KUCNOTa 3a3Hae 3HAYHWX 3MiH MpU NEepBUHHOMY MPOXOKEHHI Yepe3 nedviHKy. CnocTepiratoTbCA 3HAYHI MDKCY6’€KTHI KONMMBaHHSA Yy CUCTEMHIlN
[OCTYMHOCTI O-/1iNOEBOT KMUCNOTU. BUBOAUTLCA HUPKaMU NEPeBaXHO Y BUMNAAI MeTaboniTiB. YTBOPeHHS MeTaboniTiB BigbyBaeTbCs Y pe3y/bTaTi OKUCHEHHS
6OKOBOT0 NaHLtora Ta KoH toratii. Mepiog HaniBBuBeaeHHs AianinoHy® Typ6o i3 CvpoBaTKM KPoBi CTaHOBUTbL 10—20 XBUMNH.

KniHIYHI XapaKTePUCTUKW.
lNoka3aHHA.
MopyLIeHHA YyTANBOCTI NpwW AiabeTUyHil noniHeponarii.

lNpoTunnoKasaHHS.
MigBuLLEHA YYTAMBICTb [0 O-NiMNOEBOT KMCNOTK ab0 A0 IHLLIMX KOMIMOHEHTIB /TiIKapCbKOro 3acoby.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.



a-NiNoeBa KMUCM0Ta MOXE NOCU/IIOBATU LYYKPO3HVKYBa/IbHUIA eqpeKT iHCYNiHY Ta/abo iHWMX NpoTuAaiabeTMyHuX 3aco6iB, TOMY 0CO6/MBO Ha MOYaTKYy NMiKyBaHHS
TIOKTOBOK KMC/IOTOO (O-/TINOEBOKD KMC/OTOKD) NOKA3aHUIN PerynsapHnii KOHTPOb PIBHA LYKPY B KPoBi. [ns 3anobiraHHs nosiBi CUMNTOMIB Tinornikemii B OKpemMmnx
BMMaZKax MOXe BUHMKHYTU NoTpeba y 3HMXKEHHI 403K iHCYNiHY abo nepopanbHOro NpoTuAiabeTMYHOro 3acoby.

ETaHo/ 3MeHLYe TepaneBTUYHY e()eKTUBHICTb O-/iMOEBOT KAC/OTU.

Monepei>KeHHsA: perynspHe BXMBaHHA alKOro/to € CYTTEBUM (DAKTOPOM PU3MKY PO3BUTKY | MPOrpecyBaHHs KAIHIYHOT KapTUHKW HeAponarii i, TaKUM YMHOM, MOXe
HeraTVBHO BM/MBATM Ha Npouec NiKyBaHHA npenapatoM. TOMy nNauieHTaMm 3 fiabeTUYHOK Heilponartielo 3a3BMyail PeKOMEHLYETLCA YTPUMATUCA Bif BXMBaHHA
a/IKoronto. O6MeXeHHS BXMBaHHSA a/lKOr0/1t0 CTOCYETbCA TaKOX NEPEPB MiXK KypcaMu NiKyBaHHS.

Oco6MBOCTI 3aCTOCYBAHHSA.

Mig yac BHYTPiLLHLOBEHHOIO BBEEHHS NiKapcbKoro 3acoby AianinoH® Typ6o cnif 3acTOCOBYBATU CBITNI03aXUCHI YOPHI NAKETW, AKi HAAAraloThCs 3BePXY Ha (haKOH.
["0/I0BHUM YNHHUKOM e(heKTUBHOTO NliKyBaHHS fiabeTUYHOT NoniHeponarii € onTUManbHa KOPeKLis piBHSA LKPY B KPOBI XBOPOTO.

Mpy napeHTepanbHOMY 3acTOCyBaHHi npenapaTy AianinoH® Typ6o icHYe pU3NK BUHWUKHEHHS anepriyHuX peakLii, BKIHOUatouM aHaginakKTUUHWIA LLIOK, TOMY
nauieHTiB CMif MepeBipsATU Ha HasBHICTb TakuMX peakuii. Y pasi MosBWM TakMX O3HaK, SIK CBepODK, Hy[0Ta, He3Ay)aHHs, CNij HeraHO NPUNUHUTUA BBEAEHHS
npenapary i BXUTK HeoOXiAHMX TepaneBTUUYHUX 3aX04iB.

Y NOOAMHOKMX NauieHTiB 3 LeKOMMeHCOBaHUM ab0 HeafeKBaTHO KOHTPO/IbOBAHWM LyKPOBWMM fiabeToM Ta MOTipLUEHHAM 3ara/lbHOro CTaHy 3[0pPOB’S MOXYTb
PO3BUHYTUCS TSXKKI aHahinaKTUUHi peakLii, MoB’s3aHi i3 3aCTOCYBaHHAM NlikapcbKoro 3acoby AianinoH® Typ6o.

IMig Yac nikyBaHHs noniHe/ponaTil BHACNIAOK pereHepawiiHNX MPOLECIB MOX/INBE KOPOTKOYACHE NMOCUIEHHS YYTMBOCTI, O CYMPOBOMKYETLCA MapecTesieto 3
BIAUYTTAM «MOB3aHHA MypPaLLOK>.

MeBHUM 0BMEXEHHSM A/11 BHYTPILLHBOBEHHOI 0 BBELEHHS NpenapaTis a-1inoeBoT KACMOTK € NiTHIN BiK (NOHaZ 75 pPoKiB).

Mpn NiKyBaHHI O-NINOEBOKD KMUCMOTOK NOBIJOM/SANOCA NPO BUNAAKW ayTOIMYHHOrO iHCYNiIHOBOro CUHAPOMY. XBOpPi 3 NMEBHUM FEHOTUMNOM aHTUreHy NeMKoUUTIB
nognHn HLA (neikouuTapHi aHTUreHn nioguHu), takum sk HLA-DRB1*04:06 Ta HLA-DRB1*04:03, 6inblU CXWbHI O PO3BUTKY ayTOIMyHHOIO iHCYNiHOBOIO
cUHApoMmy (po3naf ropMOHIB, SIKi PerysolThb [IHOKO3Y B KPOBI 3 BUPAKEHUM 3HUMXKEHHSAM PIBHS LYKPY B KPOBI) NpW NiKyBaHHI A-NiMOEBOKD KMUCOTOK. Anenb
HLA-DRB1*04:03 (BiAHOLUEHHS LIAHCIB YyTAMBOCTI [0 ayTOIMYyHHOrO iHCY/1IHOBOrO CMHAPOMY 1,6) B nepLuy Yepry 3yCTpiyvaeTbCs Y NpeAcTaBHUKIB €BPONEOILHOT
pacu i nowwpeHuid B TMiBAeHHIA €Bponi 6inblle, HK y [MiBHIYHIA €sponi; anens HLA-DRB1*04:06 (BifZHOLUEHHS LLAHCIB YyT/IMBOCTI LO ayTOIMyHHOrO
IHCYNIIHOBOr 0 CMHAPOMY 56,6) 3yCTpivaeTbCA NepeBaXXHO Y NaLieHTiB 3 AMNOHIT Ta Koper.

MO>XXNMBICTb ayTOIMYHHOrO IHCYNIHOBOIO CUHAPOMY CAif, MaTW Ha yBasi Mpu Pi3HMX AiarHo3ax CrOHTaHHOI Tinornikemil y nauieHTiB, SKi OTPUMYIOTb O-/1INOEBY
KUCNOTY.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.
Hemae foCTaTHLOrO JOCBiAY 3aCTOCYBaHHS /iKapCbKOro 3acoby Y nepiog BariTHOCTI abo rogyBaHHS rpyaato, TOMY MOro He Ciif Npu3HavaTuy Ui nepioau.

30aTHICTb BNMBATM Ha LWBMAKICTb peaku i’ Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMU MexaHi3MmaMmu.
IMig yac 3acTocyBaHHA npenapaTy HeobXiAHO 4OTPUMYBATNCA 06EPEXXHOCTI NPU KepyBaHHI aBTOTPAHCMNOPTHUMM 3aC06aMK 1 IHLLIMX MOTEHLIAHO Hebe3neYHnX Bungax
BIANbHOCTI, WO NOTPebYHOTH NiABULLEHOT KOHLEHTPALLIT yBaruv i LUBUAKOCTI NCUXOMOTOPHUX peakL,iil.

Cnoci6 3acTocyBaHHs Ta L03W.
Mpenapat BBOAWUTU 6e3nocepeHb0 3 priakoHa (TO6TO 6e3 PO3UMHHIMKA) Y BUTNAL4T BHYTPILLUHLOBEHHOT KpanMHHOT IHQY3iT gopocnum y fo3i 600 Mr Ha goby (Bmict 1
(hnakoHa) NPOTArom LWwoHaimeHLLe 30 XBU/VH.



Y 3B’S13Ky 3 TUM, LU0 O-NiN0€EBa KMCNOTa YyTAnBa 4o Ail CBiTNa, (hnakoHm cnif 36epiraT y KapTOHHI ynakoBL,i 40 6e3nocepegHbOro ix 3aCTOCyBaHHS.
Ha nouatky Tepanii BBOAWTMW BHYTPILLHLOBEHHO NiKapcbKuii 3aci6 AianinoH® Typ6o. TpuBanicTb Kypcy — 2—4 TUXHI.
[ns nofanbLuol Tepanii BUKOPUCTOBYBATU NepopasibHi (hopmuy npenapartis 0-N1inoesoi knucnotu y fosi 300-600 mr Ha fo6y.

aiTn.
EheKTUBHICTb | 6e3neKa 3aCTOCyBaHHS NiKapCbKOro 3acoby AiTaM He BCTAHOB/EHI, TOMY MOro He CAif npu3HadaTy Lild BiKOBIl KaTeropii nawieHTiB.

Nepeno3yBaHHS.

CuMNTOMMW: MOXNUBI HY[O0Ta, 6/1t0BaHHSA | FONOBHWIA Ginb. Ipn 3acTocyBaHHI Ay>e BUCOKMX f03 Big 10 Ao 40 r a-ninoeBoi KUCNOTU Y MOEAHAHHI 3 afKoronem
CMOCTePIracTbCA TAKKA IHTOKCUKALiS, WO MOXeE CMPUYUHUTI NeTanbHUA Hacnigok. KniHivyHa KapTuHa OTPYEHHS Ha NoYaTKy MNPOABASETLCA MCUXOMOTOPHUM
30ypKeHHSAM ab0 MOpYLLEHHAM CBILOMOCTI | Aasii NPOTIKAae 3 HanafaMmn reHepanizoBaHuX CyLoM i PO3BUTKOM NlakToaumao3y. Hacnigkamm iHTOKCUKaLiT MOXyTb OyTu
rinornikemis, WoK, pabaomionis, remonia, roCTPUn HEKPO3 CKENETHMUX M’A3iB, ANCEMIHOBAaHE BHYTPILLUHbOCYANHHE 3ropTaHHS KPOBI, MPUIHIYEHHS KiCTKOBOIO MO3KY
Ta My/bTUOPraHHa HeJOCTaTHICTb.

NikyBaHHs. Mpy Nigo3pi Ha 3Ha4Hy IHTOKCKKauito (npuitom 6000 Mr ans Aopocnoil NlAMHN Ta > 50 Mr/Kr Macu Tina Ans AUTUHK) NoKasaHa HeraHa rocnitanisayis
Ta NPOBEEHHS 3ara/lbHONPUHATUX 3aX0AiB. JliKyBaHHA HanaaiB reHepanizoBaHUX Cy0M, TaKToaunao3y Ta iHWNX HACNiAKIB IHTOKCUKALLiN, WO 3arpoXyHOTb XXUTTHO
XBOPOro, MOBMHHO BiAMOBiAaTV Cy4YaCHUM NPUHLMNAaM IHTEHCUBHOI Tepanil Ta NPOBOAMTUCS CUMMNTOMATUYHO. Ha Leil Yac AaHux Npo AOuiNbHICTb 3aCTOCYBaHHS
remogianiay, MetogiB remornepysii abo remodinbTpauii y pamkax hopcoBaHOro BUBEAEHHS 0O-/1iINOEBOT KMCNOTU HEMAE.

Mo6iyHiI peakuil.

KpuTepii BU3HAUYEHHS 4acTOTM NOGIYHMX peakLi: gyxe vacto (= 10 %), yacTto (= 1 % — < 10 %), iHogi (= 0,1 % — < 1 %), piako (= 0,01 % — 0,1 %), Ayxe piaKo
(< 0,01 %), yacToTa HeBifoma.

Peakuiiy micui BBefeHHA. [ly>Ke pigKo: peakuii y MicLi BBeleHHS NiKapCbKOro 3acoby.

3 60Ky iMyHHOT cMcTemMun. YacToTa HeBioma: iHCYTiIHOBUIA ayTOIMYHHWIA CUHAPOM.

Peakuii rinepuyTanBOCTI: anepriyHi peakuil WKipw, WKIPHI BUCUNMK, KPOMUB’AHKA, CBEPOIXK, eK3eMa, a TaKOX CUCTEMHI peakLii aX A0 PO3BUTKY aHadinaKTUYHOro
LLIOKY .

3 60Ky LeHTpasibHOT HEPBOBOT CMCTEMU. [ly>Ke piAKO: 3MiHa ab0 NMOpPYLLUEHHS CMaKOBUX BifUYTTIB.

[icns BHYTPILUHLOBEHHOI 0 BBELEHHS O-/1INOEBOT KMCNOTU AYXKe PifKO CNOCTepirananca cyaomMu, ABOIHHS B oYax (aunnonis).

3 60Ky CMCTEMM KPOBi: MicNs BHYTPiLUHbOBEHHOI O BBEIEHHS O-/TINOEBOT KMCNOTU [y)Ke PifKO cnocTepiranncs remoparivHi Bucunu (nypnypa), Tpombonarii.
3aranbHi NOGIYHI peakuii: Npu LWBUAKOMY BHYTPILLUHBOBEHHOMY BBEAEHHI [yXXe 4acTO MOXYTb CroCTepiratuca NiABULLEHHA BHYTPILUHLOYEPENHOrO TUCKY,
pecnipaTopHUin AUCTPEC-CUHAPOM — Lji CUMMNTOMW MUHAKOTb CaMOCTIHO.

BHacnifoK noninweHoro 3aCBOEHHA M/IIOKO3W Y [efKMX BUMaKaxX MOXKE 3HVKYBATMUCA PiBEHb LIKPY B KPOBI, NPU LbOMY AYy>Ke PiLKO CroCTepiraloTbCa CUMNTOMMU,
NOLIOHI 0 CUMNTOMIB FiNOrNikemil, Taki K 3anamopoyeHHs, NiABuULLEeHa NITANBICTb, FONI0BHWIA 6iflb, po3nasm 30py.

TepMiH NPMAATHOCTI. 4 POKW.
He 3acTocoByBaTtu npenapar nic/is 3akiHYeHHsA TepMiHY NPUAATHOCTI, 3a3HAYEHOr0 Ha YMaKoBL.

YMmoBM 36epiraHHsA. 36epiratv B OpUriHanbHili ynakosLi npy TeMnepartypi He BuLe 25 °C.
36epiraTv y HeOCTYMHOMY AN AiTel MicCLi.



HecyMiCHICTb.

a-ninoeBa KuMcnota pearye in vitro 3 IOHHUMW KOMMJEKCaMn MeTaniB (Hanpuknag 3 uucnnatMHoMm). 3 MOSieKy/naMu LYKPY O-1inoeBa KUCNOTa YTBOPHE
BXXKOPO3UMHHI KOMMNEKCHI CNONYKWN (HanpuKiag po3ynH NeBynosn).

PO34MH O-NiNOEBOI KUCNOTU HECYMICHWIA 3 PO3YMHOM [/1HOKO3M, pO3YMHOM PiHrepa Ta 3 po3umHamu, fKi MOXYTb BCTYMaTu B peakuito i3 SH-rpynamu a6o
ANCYNbMILHUMUN 3B’ A3KAMU.

He MOXXHa 3aCTOCOBYBaTW pa3oM 3 NpenapaTamu, SKi MICTATb MeTaiv (HanpuKiag npenapatu 3aisa, MarHito).

Mpu HEOBXiAHOCTI TifIbKU CONMbOBUIA PO3UMH MOXKHA BUKOPUCTOBYBATU IK PO3UMHHIK ANs BBEiEHHS po3unHy AdianinoH® Typ6o.

YnakoBka. o 50 mn y ¢pnakoHi. Mo 1 abo 10 ¢hnakoHiB y nayi.
KaTeropis Bignycky. 3a peLenTom.
BupobHuK. AT «Dapmak».

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micusa NPOBagpKeHHS AisiNIbHOCTI.
YKpaiHa, 04080, m. Kuis, Byn. Kupuniscbka, 74.



