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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

AP
(AIGLIP)

Cknap:

Aitoya pevyoBmHa: BingarninTuH;

1 TabneTka MiCTUTb BingarninTuHy 50 mr;

[OMOMIDKHI  PEYOBMHW:  LIeN0N103a  MIKPOKPUCTaNivyHa, /lakTto3a 6e3BofHa, rigpOKCMNpOoninuesnonosa
HM3bKO3aMilLeHa, MarHito cTeapart.

JlikapcbKa thopma. Tabnetku.
OCHOBHI (0i3VKO-XiMiYHi BNacTUBOCTI: TabneTkn KPyrni, 3 NJIOCKOK MOBEPXHEHD, 3i CKOLLEHUMU KpasiMu, Bif
6in10ro A0 CBIT/10 XXOBTYBATOr 0 KO/IbOPY .

dapmakoTepaneBTUYHa  rpyna.  [inNornikemiyHi  CMHTETMYHI  Ta  iHWI  3acobu.  IHri6iTopu
annentuamnnentugasu-4. Kog ATX A10B HO2.

dapmMakosoriyHi BnacTmneoCTI.

dapmakogyHamika.

BingarninTmH HaneXxxutb [0 Kacy PevyoBWH, WO MOCUNIOKTbL PO60TY 6eTa-KMiTMH OCTPIBKOBOro anaparty
MiALLTYHKOBOT 331031, € NOTYXXHUM Ta CE/IEKTUBHUM IHTI6ITOpOM Avnentugunnentuniasn-4 (DPP-4).
3acTocyBaHHA BIfAArfiNTUHY MPU3BOAWTL [0 LUBUAKOrO Ta TMOBHOFO MPUNUHEHHA akTuBHOCTI DPP-4.
IHri6yBaHHs BingarninTuHom DPP-4 cnpyynHse NigBWLLEHHS €HAOreHHOrO PiBHS FOPMOHIB IHKpeTuHY IMTM-1
(rntokaroHonogioHuii nentug 1) ta Il (rNHOK0303a/1eXHWIA IHCYNIHOTPOMHUIA NenTug) Nif Yac ronojysaHHsA
Ta MiCNs BXMUBAHHA XK.

BHacnifok nigBuLLEHHA eHAOreHHUX PiBHIB LMX FOPMOHIB IHKPETUHY BiNZarfinTuH MOKpallye YyTaMBICTb
6eTa-K/MiTUH 40 TNHOKO3M, WO MPU3BOAMTL A0 MOCWUNEHHSA CeKpeLii r/TH0K0303a/1eXHOr0 iHCYNIHY. JTiKyBaHHSA
nauieHTiB i3 giabetom Tmny Il npenapatom y gosax Big 50 4o 100 mr Ha Ao06y CyTTEBO MOKpaLlyBano [ito
MapKepiB (PYHKLUii 6eTa-KniTuH, BkIoyaroum HOMA-B (romeocTaTyHy MOZENb OLIHKM (YHKLIT B-KMITUH),
BiZIHOLLIEHHA MPOIHCYNIHY A0 IHCYNiHY Ta NOKa3HUKW YyTAUBOCTI 6eTa-KNiTUH Npu 6aratopa3oBoMy MPoBeAeHH
TECTy TOMIEPaHTHOCTI A0 Ki. Y NauieHTiB, He XBOPUX Ha LlyKPOBWUI AiabeT (3 HOpMaslbHUM PIBHEM [/IHOKO3M Y
KpOBI), BINZArNINTUH He CNIPUYUHAE CTUMYNALIT CEeKpeLiT IHCYNiHY ab0 3HUXKEHHS PIBHIB I/1HOKO3M.

BHacnifok nigBuweHHs eHaoreHHuX piBHiB MTIM-1 BifngarninTUH TakoX MOCU/IKE YYTAMBICTb aflb(ha-KNiTHH
[0 T/IOKO3UW, WO MPU3BOAMTL A0 NIABULLEHHSA T/IFOKO303a/1€XKHOI CeKpeLii roKaroHy. 3HauHe 3pOCTaHHSA
CMiBBIAHOLUEHHS [HCYNIH-T/IIOKAroH Nif Yac rinepriikemil, CNpuYMHeHOT MiABULLEHUMU PIBHAMU TOPMOHY
IHKPETUHY, MPU3BOAUTL A0 3HWKEHHS NPOAYKLIT MIFOKO3M Mif vac ronofyBaHHs Ta Micis BXMBaHHI Xi, WO
BUK/IMKAE CKOPOYUEHHS FTIKEMIT.

Bigomuin Bnane nigsuweHoro pieHa IMM-1, wo nonsrae y NOAOBXeHHI eBaKyauii BMICTY LIIyHKa, He
CnocTepiraeTbCs Nifg vac NikyeBaHHA BingarninTUHOM.

dapmakoKiHeTVKa.

Abcopbuis

Micna nepopanbHOro MpUIOMy HaTle BingarninTuUH LWIBMAKO abCcopOyeTLCS, MaKCUMasibHa KOHLEHTpaLia y
nnasmi KpoBi (Cpyax) CNocTepiraeTbea Yepes 1,7 roguHu. OfHOYaCHWIA NPUINOM 3 KK He3HaYHO 3aTPUMYE Yac

pocArHeHHA Coax Y Nasmi Kposi - [0 2,5 roAuHu, ane He BM/MBaE Ha 3araibHy ekcnosuuito (AUC).
3acTocyBaHHS BIfAArMiNTUHY 3 DKeto NPU3BoAUTL 40 3HWKEHHA Crax (19 %). HesBaxarouu Ha e, BennynHa


mailto:

3MiH He € K/iHIYHO 3HauyLLot, TOMy Arnin® mMoxHa npuiiMaTii He3anexHo Bij npuiiomy Tki. AGCOMOTHA
6i0f0CTYNHICTb CTaHOBUTL 85 %.

Posnogin

KoedilieHT 3B’A3yBaHHS BingarninTUHy 3 npoTeiHaMyM Mna3mMu KpoBi HM3bKWIA (9,3 %); BingarninTuH
PO3MNOAINAETLCA PIBHOMIPHO MiXK N/1a3MOK0 KPOBi Ta eputpouutamun. CepeaHiin 06’em po3noAiny singarninTuHy
Ha CcTafii nnato Micns BHYTPILHbOBEHHOro BBefeHHA (Vg CTaHoBWUTL 71 niTp, WO rOBOPUTL MPO
eKCTpacyAMHHWIA po3nogin.

MeTabonism

MeTab0/1i3M € OCHOBHMM LU/ISIXOM BUBEAEHHS BINAArNiNTUHY Y NHOAMHM, L0 CTaHOBUTb 69 % NpUIAHATOIT A03N.
OcHoBHMiIN MeTaboniT, LAY151, (hapMaKonoriyHo HeaKTUBHWIA i SIBASE COO0K0 NPOAYKT rifgponisy CKnagoBol
LiaHy, L0 CTaHOBUTbL 57 % 031 Ta CYNPOBOLKYETLCA IMIOKYPOHIAHUM (BQS867) Ta amigHuUM rigponizom (4 %
[03K). [aHi, oTpuMaHi y npoueci JoCMipKEHHA B YMOBaX in Vitro y MiKpocomMax HUPOK /IIOAMHK, BKa3yTb Ha
Te, WO HUPKM MOXYTb GYTW OAHUM i3 OCHOBHUX OpraHiB, KW Cnpuse rigponisy BingarninTuHy Lo Moro
OCHOBHOr0 HeakTMBHOro MeTaboniTty, LAY151. DPP-4 yacTKoBO Gepe y4yacTb Yy rigponisi BifngarninTuHy, wo
Oyno NiATBEPAYKEHO AOCAIKEHHAM in Vivo Y WypiB i3 gegiuntom DPP-4.

BingarninTuH He MeTab0ni3yeTbCs €H3MMaMu UMTOXpoMy P450 B Takomy 06’eMi, fKuiA 61 MOXHa 6yno
BU3HAYMTWN. TaKMM YMHOM, HEe OYIKYETbCSH, L0 CYNYTHIN NPUIAOM NiKapCbKMX 3aco6iB, TakMX SK iHriGiTopu Ta
/abo iHgykTopn CYP450, BnAvBaTMMe Ha MeTaboMiyHuiA KnipeHC BingarnintuHy. JOCNifKeHHs in vitro
NPOAEMOHCTPYBa/N, WO BiNAarninTUH He iHriobye i He IHAYKYE eH3MMKn uuToxpomy P450. Takum YMHOM,
BiNAArninTWH, HalliMOBIpHiLLE, HE BMNIMBAE Ha MeTabONIYHWUIA KNIPEHC 0HOYACHO 3aCTOCOBYBaHMX MiKapCbKUX
3aco0iB, o metabonisytotbess CYP 1A2, CYP 2C8, CYP 2C9, CYP 2C19, CYP 2D6, CYP 2E1 a6o CYP 3A4
/5.

BrBeeHHA

Micns nepopanbHoro npuitomy [14C]-singarninTuHy npruénmnsHo 85 % [031 BUBOAWUTLCA i3 ceveto i 15 % a03m
— 3 Ka/IoM. HupKoBe BUBELEHHS HE3MIHEHOr0 BifgarninTuHy CTaHoBUTb 23 % MepopasibHO MPUIAHATOT LO3W.
[Micna BHYTPILUHbOBEHHOIO BBEAEHHS 3[40POBMM [06POBO/bLSAM 3arasibHUM NIa3MOBWIA Ta HUPKOBUIA KNipeHC
BifAarninTMHy ctaHoBUTL 41 N1 Ha rogvHy Ta 13 1 Ha rofguHy BignosigHo. CepefHild nepiof HaniBBUBELEHHS
nicns BHYTPILIHbOBEHHOrN0 BBEAEHHA CTaHOBWUTL MPUOAN3HO 2 roauHu. [epiof HaniBBUBELEHHA MiC/s
nepopasibHOro NPUIOMy CTaHOBUTL MPUBAN3HO 3 FOAUHN.

NiHIAHICTB/HENIHIAHICTb

Cmax 419 Bingarnintdy ta AUC 36inbLUytoTbCA MaiiXke MponopuiiiHO [03yBaHHIO MpW BCbOMY [iana3oHi
TepaneBTUYHOr 0 [03YBaHHS.

Okpemi rpynu naLieHTiB

CtaTtb

He cnocTepiranocs Hiskvx BigMiHHOCTEN Yy (hapMakKOKIHETMLI NpenapaTty Yy 340p0oBUX OO6POBO/IbLIB HOM0BIHOT
Ta XKIHOYOI CTaTi Pi3HOro BiKYy Ta 3 Pi3HWM iHAekcom Macu Tina (IMT). IHrieysaHHs DPP-4 npenapatom
Arnin® He 3anexuTs Bif cTaTi NalieHTa.

3axBopOBaHHA MeYiHKK

Bnnve nopylueHb (YHKLIT NeYviHKM Ha (apMakOKIHETUKY BindarninTuHy AOCMiApKYBaBCcA Yy NaLieHTIB i3
He3Ha4YHUMU, NOMIPHUMU Ta CEPMO3HMMU MOPYLUEHHAMM (DYHKLIT MeYiHKM Ha OCHOBI OLiHKM 3a LLKa/o
Knacudikayii Yannga-M’vo (Big 6 Ansa HesHayHoro o 12 Ans Cepilo3HOro MOPYLUEHHS) MOPIBHSHO 3
nauieHTaMM 3 HOPMaslbHOK (DYHKLiE MneyiHkW. Ekcnosuuis BingarninTuUHy nicns npuiomy pasoBoi [03u
nagieHTamMmy 3 He3Ha4YHUMM Ta MOMIPHUMU NOPYLLEHHAMUN (DYHKLIT NeviHkn 6yna 3HmkeHow (Ha 20 % Ta 8 %
BIZANOBIAHO), TOAI K eKCMO3ULLiA BinAarninTUHy y NauieHTIB i3 Cepno3HMMI NOPYLLEHHSMI 36iNbLUyBanaca Ha
22 %. MakcumarnbHa 3miHa (36iNbLUEHHS ab0 3MEHLUEHHS) eKCrno3unLiT BinaarninTuHy ctaHoBMNa nNpnénmnsHo 30
%, L0 He BBAXKAETLCA K/IHIYHO CYTTEBUM. He By0 BUABMIEHO 3a/1eXKHOCTI MK TSXKKICTHO MOPYLUEHHS (YHKLIT
MeYiHKKN Ta 3MiHamu eKCno3uuii BingarninTuHy.

3axBopoBaHHA HUPOK

Bigkpute pocnigkeHHs 3 6aratopas’oBuM 3acTOCYBaHHAM npenaparty Oyno MpoBefeHO 3 METOK OLiHKU
(hapMaKOKIHETUKN HaNHMKUMX TepaneBTUYHUX A03 BingarnintuHy (50 mMr oamH pa3 Ha Aoby) y nauieHTis 3
PI3HUM CTYyMeHeM XPOHIYHOro MopyLUeHHs (YHKLIT HAPOK, L0 BM3HAYaBCA 3a K/IPEHCOM KpeaTuHIHY (nerke
MOPYLLEHHSA PYHKLIT HMPOK Big 50 ao < 80 Mn/XB, NOMipHe NOPYLLUEHHS PYHKLIT HAPOK Big 30 Ao < 50 Mn/xB Ta
TSHKKE NOPYLUEHHS (DYHKLIT HPOK < 30 M/I/XB), NOPIBHAHO 3 KOHTPO/IbHOKO FPYMot0 YYaCHUKIB AOCNIAKEHHS 3
HOPMa/IbHOH (PYHKLIIEHD HUPOK.

Y nauieHTiB i3 HE3HAYHMMM, MOMIPHUMW Ta CEPUO3HMMU NOPYLLUEHHAMKU PYHKLIT HAPOK AUC BingarninTuHy



36inbLUyBanacA MOPIiBHAHO 3 MalieHTaMX 3 HOPMa/lbHOK (PYHKLiEt0 HUPOK. MokasHukn AUC meTtaboniTis
LAY151 ta BQS867 36inbluyBannca B cepeHbOMY npubnnsHo B 1,5, 3 Ta 7 pasiB y NauieHTIB 3 NErKNUMU,
MOMIPHUMM | TSHKKAMU MOPYLUEHHAMU (DYHKLIT HMPOK BignoBigHO. O6MeXeHi [faHi LWOA0 nauieHTiB 3
HMPKOBOK HefOCTaTHICTIO B TepMiHanbHiin cTagii (HHTC) nokasytoTb, WO €eKCno3uuisi BiNAarninTuHy €
CXOXOK Ha eKCno3uuito npenapaTty y NauieHTIB 3 THKKUMKU NOPYLUEHHAMM (YHKUIT HUPOK. KOHUeHTpauii
LAY151 6ynm npubnnsHo B 2-3 pasun BULLMMU, HXX Y NALLIEHTIB 3 TAXXKUMU MOPYLUEHHAMU (YHKLIT HUPOK.
BingarninTuH BUBOAMBCA 3 OpraHiaMy 3a [OMOMOrO reMogianisy B 06MexeHili KinbkocTi (3 % npotarom 3-4-
FOAMHHOIO remogianisy, SKMin NoYnHaM NPOBOAUTM Yepes 4 rogUHM NI/ 3aCTOCYBaHHA npenapary).
MayieH TV NiTHLOrO BiKY

Y 30,0p0BUX 3a IHLLIMMW NOKasHMKamu navieHTis (Y Bili Bif 70 pokiB) 3arasibHa ekcnosuuis singarnintuHy (100
M OAMH pa3 Ha fo6y) 36inbluyBanaca Ha 32 %, a Ciha — Ha 18 % MOpIiBHAHO 3 MOMOALUMMUK 340POBUMU
no6posonbuUaMK (Bikom Bif 18 fo 40 pokiB).

LLi 3MiHK, OfiHaK, HE BBXXAKOTLCA KMIHIYHO 3HauyWwmumu. IHribiyis DPP-4 BingarninTMHOM He 3a/1eXUTb Bif BiKy
navyieHTIB y JOCNIIKYBaHWUX BIKOBUX rpymnax.

Paca

OO6MexkeHi fjaHi cBifyaTtb Npo Te, L0 pacoBa MPUHANIEXHICTb He Mae 3HaYyLLOro BnANBY Ha PapMakoKiHETUKY
BiNAArNinTuHy.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

JlikyBaHHSA LOPOCAUX NALIEHTIB 3 LyKPoBUM fiabeTom Tuny 1.

K MOHOTepanis:

- NAUiEHTIB, Y AKMX 3aCTOCYBaHHA Ti/IbKM AIETU Ta (hi3UYHUX BrpaB He 3a6e3neyvye [OCTaTHLOr0 KOHTPOSO, a
TaKOX [18 NauieHTIB, Yy AKMX 3aCTOCYBaHHS MeET(OPMiHY BBaXAETbCA HEMPUAHATHUM 4epe3 HasBHICTb
NpOTUMOKasaHb abo HenepeHOCUMOCTI.

Y cKnagi nofginHoT nepopanbHOT Tepanii y KombiHauii 3:

- MeT(OpMiHOM [NA NauieHTIB i3 HeAOCTaTHIM TNIKEMIYHUM KOHTPOJIEM, HEe3BaXKaruuM Ha 3acTOCYBaHHSA
MaKCUMa/lbHO NepeHOCUMOI [03M NPU NPoBeLeHHI MOHOTeparnii MeT(hopMiHOM,;

- CY/Ib(DOHI/ICEYOBWNHOIO A1 NALIEHTIB I3 HEAOCTATHIM FNiKEMIYHUM KOHTPO/IEM, HE3BaXKArUM Ha 3aCTOCYBaHHSA
MaKCUMa/lbHOT NepeHOCUMOI 03U CY/bOHINCEYOBUHW, Ta A4/1 MALIEHTIB, Y AKUX 3aCTOCYBaHHA MeT(OPMIHY
BBaXKAETbCA HEMPUAHATHUM Yepe3 HasBHICTb NPOTUNOKa3aHb abo HenepeHoCUMOCTI;

- Tia3oMiAMHAIOHOM NS MauieHTiB i3 HefoCTaTHIM [IKEMIYHUM KOHTPOJIEM, [ANA AKUX 3aCTOCYBaHHA
Tia3oniANHAIOHY BBXKAETLCS MPUAHATHUM.

Y cknagi noTpiiHOT nepopasibHOT Tepanii B KOMGiHaLiT 3:

- CYNb(OHINCEYOBMHOK Ta MET(OPMIHOM, KOAW AieTa i (i3nYHI BNpaBM pa3oM i3 MNOABINHOK Tepanieto LyMu
NiKapcbK1MmM 3acobamu He 3a6e3neyyroTb af|eKBaTHOIO INiKEMIYHOI0 KOHTPOHO.

Y KOMOGiHauii 3 iHCyniHOM (3 MeTqopmiHOM abo 6e3), Konu Aieta Ta (isvyHI BrpaBn pa3oM 3i CTabibHO
[03010 IHCYNiHY He 3a6e3neyytoTb aleKBaTHOMO rNiKeEMiYHOr0 KOHTPO/HO.

IMpoTnnNoKasaHHA.
Bigoma rinepuytameicTb 4o BingarninTuHy abo A0 6yab-aKoi JOMOMI>KHOT PEHOBUHM.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSIiA.

BingarninTuH mMae HU3bKWIA NOTeHUian ANa B3aeMOAIT 3 iHWMMK npenapatamn. OCKiNbKW BiNAarninTUH He €
cybcTpaTom eH3umMy LmToxpomy P450 (CY P) i He € iHri6iTopom abo Katanizatopom eH3umiB CY P 450, To iioro
B3aEMO/iA 3 IHWWMMK npenapatamu, siKi € cybcTpatamu, iHri6iTopamm abo KatanizaTopamy LMX €H3UMIB,
MasioiMOBIpHa.

Komb6iHaLis 3 niornitasoHoM, MeT(hopMiHOM Ta ribypuaom

Pe3ynbTaTv JOCNI[KEHb, MPOBEAEHUX 3 LUMMWU MepopasibHUMK NpoTuaiabeTMYH1MK 3acobamu, He Mokasanu
KMIHIYHO 3HaYyL Ol (PapMaKOKIHETUYHOT B3aEMOSII.

AurokcunH (cyoctpat Pgp), BapdapuH (cybctpar CY P2C9)

KniHiuHi gocnifkeHHs, NpPoBefeHi 3a y4acTH 3[40pPOBMX A06POBOMbLLIB, HE MOKa3ain K/IHIYHO 3HaYyLoi




(hapmakOKiHETUYHOI B3aeMogii. MpoTe Lie He 6y10 BCTAHOB/IEHO B LiiNIbOBIM NONY ALl

Komb6iHaList 3 aMn1oauniHoOM, paminpuaom, BancapTaHoOM abo CMMBACTaTUHOM

JocnimpKeHHs NikapcbKoi B3aEMOAIT 3a y4acTio 340p0BUX A06POBO/LLIB OynM NPOoBeAeHi 3 amnoauMiHOM,
paminpuiom, BasicapTaHOM | CMMBACTaTMHOM. Y XOf4i UMX AOCMIAKEHb MicNd OAHOYAaCHOr0 3acTOCYBaHHAX
BKazaHUX MpenapatiB 3 BifAarninTUHOM KAiHIYHO 3HaYyLWMX (hapMakKOKIHETUYHUX B3aEMOAIA BUABMEHO He
oyno.

KombiHauis 3 iHribitopamu Ao

Mpn ofHOYaCHOMY 3aCTOCYyBaHHI 3 iHribiTopamu AMN® € 6inbLL BUCOKWIA PU3MK PO3BUTKY aHriOHEBPOTUYHOIO
HabpsKy (anB. po3ain «Mob6ivHi peakuir).

AK | WoA0 IHLWKMX nepopanbHUX NPOTUAIabEeTUYHUX NiKapCbKMX 3ac006iB, NEBHI aKTUBHI PEYOBMHM, BKOYAKUU
Tia3nan, KOPTUKOCTEpPOIiAM, npenapaT TFOPMOHIB LUMTOBUAHOT 3a/1031 Ta CUMMATOMIMETUKM, MOXYTb
3MeHLLYBaTW FinornikeMivyHWi eheKT BingarninTuHy.

Oc061MBOCTI 3aCTOCYBAHHA.

3arasibHi

Arnin® He € 3aMiHHUKOM iHCYNiHY ANs iHCYNiH3aNeXHMX NaLlieHTiB. MpenapaT He cnif 3acTOCcoBYBaTW ANs
NiKyBaHHA NawieHTiB 3 giabeTom TMNy | abo AiabeTMYHNUM KeToalMa030M.

MopyLUeHHs PYHKLIT HUPOK

[ocsif 3acTocyBaHHA npenaparty A/19 NiKyBaHHA NaLieHTIB 3 NOMIPHUMW 260 TSXXKUMU NMOPYLLEHHAMUN QYHKLT
HUPOK, a TakoX nauieHTiB i3 HHTC Ha remogianisi 06MexeHwnii. ToMy 3acTocyBaHHS npenapaty Anrnin® He
PEKOMEHJ0BaHO LM rpynamM nauieHTiB.

MopyLUeHHs YHKLIT NeYiHKu

AIrnin® He pekomeH0BaHUIA /1S 3aCTOCYBaHHS MaLjieHTaM i3 MOpYLIEHHAMU (YHKLT NeYiHKK, y TOMy umchi
nagieHTam, y AKX [0 NikyBaHHsA piBeHb AJIT abo ACT 6ifblie HiX Yy 3 pasun nepeBuLLyBaB BEPXHIO MeXy
HOpMU.

KOHTPO/b PiBHIB (DEPMEHT B MEYIHKM

PifKO MOBIZOMAANN NPO NOPYLUEHHSA PYHKLIT NeYiHKM (BKIOYA0UM renatuT). Y Takux BUMnagkKax y nauieHTis
nepeb6ir ycknafHeHHs 6yB nepeBaXKHO 6e3CUMMNTOMHUM, 63 KNiHIYHUX HACMiAKIB, @ NOKAa3HUKM TECTIB (DYHKLT
nediHkn (TPIT) micna NPUNUHEHHA JlIKYBaHHA MOBEPTA/INCA [0 HOPMaSIbHUX pPIBHIB. [lepes moyaTkom
niKyBaHHs npenapatoM Airnin® cnig nposoanTn T 3 METOH BU3HAUEHHS Y NaLlieHTa BUXi[HMX NMOKA3HUKIB.
Cnif nNpoBOAWUTM MOHITOPUHT pe3ynbTatie TP nig yac NikyBaHHSA NpenapaTtoM NPOTATOM MepLloro poky
NiKyBaHHA 3 IHTEPBA/IOM OAMH Pa3 Ha TPU-YOTUPK MICALL, a TAKOX MepiofMYHO Mi3HiLle.

[nd nauieHTIB, y AKMX CNOCTepirannca NiABuLLeHi piBHI TpaHcaMiHa3, cif NPOBOAWUTN NOBTOPHUI MOHITOPUHT
(OYHKUIT NeYiHKK AN9 NigTBEPIKEHHA Pe3y nbTaTiB, a TakKoX MoAaNbLUNA MOHITOPUHT 3 4aCTUM NPOBELEHHSM
TECTiB (PYHKUIT MEeYiHKW, [JOKW MOPYLUEHi PIiBHI He MOBEPHYTLCA [0 HOPMaslbHUX MOKa3HWKIB. HAKLLO
nigBuLLeHHs piBHA AJIT abo ACT y 3 abo Ginblue pasiB BULLE 3a BEPXHIO MEXY HOPMU, TO PEKOMEH/YEThCS
MPUMUHUTKA NiKyBaHHA npenapatoM AWrAin®. Mpu BUHWKHEHHI YXOBTAHWULI a00 iHLIMX O3HAK MOPYLLEHHS
(YHKLii NeyiHKy Cnif MPUNWHUTK 3aCTOCYBaHHA Mpenapaty AWrnin®. Micns npunuHeHHS NiKyBaHHS Ta
HopMmartizauii pesynbTartis TP nikyBaHHA BiNZArNinTUHOM He C/if PO3noYMHaTK 3HOBY.

CepueBa HefoCcTaTHICTb

KniHiuHe [ocnifpkeHHs 3acTOCyBaHHA BINJarninTuHy  nauieHTam i3 cepueBol0 HepocTatHIicTio  I-111
(PYHKLIOHaIbHNX KnaciB 3a Knacugikauietro NYHA nokasano, Wo MikyBaHHS BifigarninTMHOM He NoB’s3aHe 3i
3MiHOK (YHKLIT NiBOrO LUMYHOUKA ab0 3 MOripLLIEHHAM HasBHOT 3aCTiHOT CepLeBOi HeAoCcTaTHOCTI. KniHivHWiA
[OCBif, 3aCTOCyBaHHA npernaparty nauieHTam i3 cepueBord HepocTtaTHICTIO Il (oyHKLUiIOHa/IbHOMO Knacy 3a
Knacudikauieto NYHA Bce Le 06MeXeHWiA, a pe3ynbTaTh HE NEPEKOHNBI.

Jocsif 3acTocyBaHHA BinAarninTUHY Nif Yac KAHIYHUX AOCNifKeHb naujieHTaM i3 CepLeBOt0 HeAOCTATHICTIO
IV (yHKUioHanbHOrO Knacy 3a kKnacugikauieto NYHA BigcyTHild, TOMy 3aCTOCOBYBaTM MNpenapar LUM
nalieHTam He peKOMeHAYETbCS.

Posnaam 3 60Ky LWKipK

Y [OKMIHIYHMX TOKCUKOMOTIYHMX LOCNILKEHHAX MOBILOMAN NPO BUMNAAKN YPAKEHHS LLKIpPW, BKIOYaKOun
YTBOPEHHS MyXWpIiB Ta BMPa30K Ha KiHUiBKax Yy MaBMn. Xo4ya y Npoueci KAiHIYHMX AocnifXeHb He 6yno
Bil3HaYeHO 306i/IbLLUEHHA YaCTOTU YPAKEHHS LUKIpW, LOCBIA LWOAO YCKNaAHEHb 3 OOKY LUKIpW y MauieHTiB i3
LIyKPOBWM f1iabeTOM 0OMEXEHWIA.

Kpim TOro, y nocTMapKeTUHIOBUIA Nepiog, 3aCTOCYBaHHA npenapaTy NoBigoM/IsAM Npo BUMNaAKy 6ynb03HOro Ta
eKConiaTMBHOIO YPaXKEHHS LLIKIPW.



Takum YMHOM, BI4NOBILHO 4O CTaHZAPTHOrO AOrNA4y 3a nauieHTamu 3 LYyKPOBMM fiabeToM peKOMeHAYETbCH
CMOCTEPEXEHHSA A/ BUABNEHHS MOPYLUEHb 3 60KY LUKIpK, TaKMX K YTBOPEHHSA NyXMpiB abo B1pasoK.
MaHkpeaTUT

3acTocyBaHH# BiNgarninTUHY NoB’A3aHO 3 PU3MKOM PO3BUTKY FOCTPOro NaHkKpeatuTy. MayieHTn NoBUHHI 6yTH
NPOIH(OPMOBaHI MPO XapakKTePHi CUMMTOMM FOCTPOro NaHKpeaTuTy.

AKLLIO MiLO3PHOETLCA PO3BUTOK MaHKPeaTWUTy, 3aCTOCYBaHHA BINAArMINTMHY He CAij NpoAoBXysaTW. Y pasi
NiATBEPMKEHHA AiarHO3y roCTpuUiA NaHKpeaTuT 3aCTOCYBaHHS BingarfninTUHy He CNif NOHOBNIOBATW.
linornikemis

3acTocyBaHHA CY/Nb(OHINCEYOBMHKN, AK BILOMO, MPU3BOAUTL [0 PO3BUTKY rinornikemii. lauieHTn, AKi
OTPUMYIOTb BiNAarninTUH y KOMGIHaUil 3 CY/b(OHINCEYOBUHOK, MOXYTb OYTWM CXWNbHI A0 PO3BUTKY
rinornikemii. TakuM YMHOM, ONA 3HUMDKEHHS PU3UKY PO3BUTKY TINOrMiKeMii MOX/MBE 3aCTOCYBaHHA OifbLL
HU3bKKX [03 CY/IbDOHINICEYOBUHMW.

IHLWi

[lo cknagy npenapaty Airnin®, TabneTkun, BXoAUTb NakTo3a. MNalieHTaM i3 pifKiCHMK cnagKoBUMU CTaHaMn —
HernepeHOCUMICTIO NaKTo3M, AeiuMToM naktasu Jlanna abo ManbabCcopOUiet0 TNHOKO3M Ta ranakrosn —
npenapat AiArnin® npotunokasaxuii.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

BariTHiCTb

[JoTenep HeMae BifNOBIAHNX AOCNIIKEHb 3aCTOCYBaHHS BifgarninTUHY BariTHAM XIiHKaM.

JocnifpkeHHs Ha TBapyHax BUSBUIN PENPOAYKTUBHY TOKCUYHICTb MPW 3aCTOCYBaHHI BUCOKKMX 03 npenapary.
MOTeHLiiHWIA pU3NK ANg NIOAMHW HeBiZOMUIA. Yepes BiacyTHICTb AaHux Arnin® He cnig 3acTocoByBaTy nif,
yac BariTHOCTI.

[Mepiof rogysaHHs rpyLato

HeBifioMO, YM NPOHWKAE BINAArNINTUH Yy TPyAHe MOSIOKO. [OCMifpKeHHS Ha TBapuUHax BUSBWUAWU BULINEHHS
BifAArNinTUHy B MOIOKO TBapuH. Arnin® He cnig npusHauaTyi XiHKaM, siKi royroThb rpyao.

PepTUNbHICTb

[ocnimkeHb 1WoA0 BAAVBY npenapaTy AArnin® Ha gpepTUabHICTb NHOANHI He NPOBOANUIOCS.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMKU MeXaHi3mamu.
JocnifpkeHHA WOLO BNAMBY nNpernapaty Ha 34aTHICTb KepyBaTW aBTOMOOINEM Ta npautoBaty 3 iHLWMMU
MexaHi3Mamy He nposoaunmca. TlauieHTw, fKi  Bif4YyBalOTb 3arMamMOpPOYEHHS, He TOBUHHI KepyBaTu
aBTOTPAHCNOPTOM abo npawoBaTy 3 iHLWMMU MeXaHi3mamm.

Cnoci6 3acTocyBaHHS Ta [03M1.

Mpy 3acTocyBaHHI AK MOHOTepanii, B KOMOGIiHaLiiT 3 MeT(opmiHOM, Yy KOMGIHaLii 3 TiasoNMiguHAIOHOM, Y
KOMGiHaUiT 3 MeT(opMiHOM Ta Cy/bOHINCEUYOBUHOK ab0 B KOMGIHaLT 3 iHCYNiHOM (3 MeT(hopMiHOM abo 6e3)
peKkoMeH[oBaHa foboBa Ao3a BingarnintuHy ctaHoBUTL 100 Mr, fKy po3findTb Ha Aga npuiiomun: 50 mr
BpaHui Ta 50 mr BBeYepi.

Mpu 3acTOCyBaHHI y CKnagi NoABiHOT KOMBIHALIT 3 CyNb(OHINCEHOBMHOK PEKOMEHAOBAHA 03a BiNAarninTuHy
CTaHOBMTb 50 Mr oauH pa3 Ha o6y, BpaHui. Y Ui nonynauii nauieHTis BingarnintuH y gosi 100 mr Ha goby
OyB He GiNbLL eqleKTUBHMM, HXK BingarnintuHy fo3i 50 Mr oauH pa3 Ha ooy .

Mpn 3acTocyBaHHI B KOMOIHALIT 3 CY/b(OHI/ICEYOBNUHOIO 3 METOK 3HMXKEHHS PU3UKY PO3BUTKY FiMornikemii
MOM/I1BE 3aCTOCYBaHHSA HN3bKNX 03 CY/Ib(OHINICEHOBNHN.

MepesuLLyBaty go3y npenapaty 100 Mr He peKOMeHA0BaHO.

Y pasi nponycky npuitoMy 1o3u npenapaty AArnin® i cnig npuiiHATY Bigpasy, K TiNbKX NalieHT 3ragae npo
ue. MoagiinHy fo3y Npenapaty He cif NPUAMaTI B TON XKe [eHb.

Besneka Ta e)eKTMBHICTb 3aCTOCYBaHHS BinAarninTUHy y cknagi NoTpiiHOT NepopasibHOT Tepanii B KOMGiHaLiT 3
MeT(OopPMIHOM Ta Tia3oNiANHAIOHOM He BCTAHOB/IEH.

[l03yBaHH$ ANa nauieHTIB i3 NOPYLEeHHAMN (YHKLIT NeYiHK1 abo HUPOK

Alirnin® He pekoMeHAyeTbCS 3aCTOCOBYBATW MallieHTaM i3 MOPYLUEHHAMU (PYHKLT MeYiHKu, B TOMY 4uchi
nawuieHTam, y KX 4o nikyeaHHs piBeHb AJIT a6o ACT 6yB Yy 3 pa3u BULLMIA 3a BEPXHIO MEXY HOPMMU.

[na nauieHTIB i3 NopyLUeHHAMU PYHKLIT HAPOK IErkKoro cTyneHs (KnipeHc KpeatuHiHy = 50 m//XB) Hemae
NoTpe6un y KopekLil Ao3yBaHHA npenapaty Airnin®. MauieHTam 3 NOMipHUMM a60 TAXXKUMM MOPYLLEHHAMM



(OYHKUIT HUpoK abo HHTC pekomeHfoBaHa f03a npenapaTy CTaHOBUTL 50 M O4WH pa3 Ha [00y.

Jlo3yBaHH$ Ana nayieHTiB NiTHLOro BiKy

[ns nauieHTiB BiKOM Bif 65 poKiB HeMae NOTpe6y 3MiHIOBATK [03YBaHHS.

[lo3yBaHHs ans aiTei

AiTamM Ta nignitkam Bikom 40 18 pokiB 3acTocyBaHHS npenapaTy Arnin® He pekoMeHAYyeTbCS uepes
BIZICYTHICTb aHMX Npo 6e3neKky Ta epeKTUBHICTb.

Cnoci6 3acTocyBaHHA

[ns nepopasbHOro 3aCToCyBaHHS.

Alirnin® moykHa 3aCTOCOBYBATW HE3AIEXHO Bif] BXXMBAHHS TXi.

aiTn.
NiTam Ta nignitkam BikoM 40 18 pokiB 3acTocyBaHHs npenapaty Arnin® He peKOMeHAyeTbCA uepes
BIZICYTHICTb JaHMX Npo 6e3neKky Ta ePeKTUBHICTb.

Mepeno3yBaHHSA.

IHopMmaLlis LWLo0 Nepeao3yBaHHA BifgarninTMHOM 0OMeXeHa.

CumnTomu

IHopmaLLis MPO MOXIUBI CUMITOMW Mepefo3yBaHHA Oya OTpMMaHa y NpoLeci AOCIAKEHHA NepeHOoCUMOCTI
NiABWLLEHHS 403K 32 Y4acCTHO 3[0pOBUX A0OPOBONBLIB, AKI OTPUMYBaM BINgarninTuH npotarom 10 gHis. MNpw
[03yBaHHI 400 Mr cnocTepirannca Tpu BUNagkyu BUHUKHEHHS M’A30BOr0 607110, a TaKOX KiflbKa BUNaaKiB Nerkoi
Ta KOPOTKOYaCHOI NapecTesil, rapsyku, po3BUTKY HabpAKIB Ta TMMYacOBOro NiABULLEHHSA PIBHIB finasun. Mpu
fo3yBaHHI 600 mr y ofgHoOro i3 [06pOBOMbLIB BUHWK HabpsK Hir Ta pPyK, 3Ha4yHe NiABULLEHHSA PIBHA
(hocokiHasm KpeaTuHiHy (PKK), wo cynpoBomxysanocs nigsuiieHHsM piBHS ACT, C-peakTUBHOrO 6inka Ta
Miorno6iHy. Tpoe 406POBONBLIB L€ TPYNy Masiv HabpsAK 060X Hir, WO Yy ABOX BUMNajKax CYrnpoBOLKYBa/10Cs
napecTesielo. YCi CMMNTOMW Ta MOPYLUEHHS /1a60PAaTOPHUX MOKA3HUKIB 3HUKAIM NICAS  NPUNUHEHHS
3acToCyBaHHA LOCNiLKyBaHOro npenapary.

JiKyBaHHs

Y BunagKy nepefo3yBaHHA pPEKOMEHLOBAHO MNPOBOAWUTU MNIATPMMYBa/IbHY Tepanito. BingarnintuH He
BUBOAUTLCA MpW remofianisi, ogHak OinblWicTe MeTtabonitie rigponizy (LAY 151) MoxHa BuaanuTy 3a
[0MOMOr O remogianisy.

Mo6iyHiI peakuil.

[aHi 3 6e3nekn 3acToCyBaHHA BifAarninTUHy 6ynn oTprMaHi y Xo4i NPoBeAeHHA KOHTPObOBaHUX LOC/IIKEHb
3a Y4acTHO nauieHTiB, SKi npuiiManu BingarninTuH y ao6osiin aosi 50 mr (oamH pa3 Ha foby) abo 100 mr (no 50
MI [jBa pa3n Ha Jo6y a6o 100 Mr ofmH pa3 Ha Jo6y), AK MOHOTEepanito Ta y NOEAHaHHI 3 IHLWWM JTIKaPCbKUM
3aC000M. bBifblWiCTb MOBGIYHUX peakuid, L0 BUHWKaZM NpU NpuUitoMi BingarnintuHy, OynuM nerkumu 3a
XapakTepoM Ta TUMYacOBMMW | HEe BUMarain MNPUMNUHEHHSA NiKyBaHHA. He Oyno BUABNEHO 3B’A3KY MiXK
PO3BUTKOM MOGIYHMX peakLiii Ta BIKOM YM pacoro nauieHTa, TPMBAIICTIO Npuitomy npenaparty abo [060BOH
[,03010.

MoBigOMAANN NPO OKPEMi BUMAAKN PO3BUTKY MEYiHKOBOT AMCHYHKUIT (Y TOMY umncni renatuty). Lii Bunagkm
Oynu 3a3Bnyalt 6e3cMMNTOMHUMMI, 6€3 KNIHIYHMX HacniaKiB, a pe3ynbtat TP nicng NpUnUHEHHS NikyBaHHS
noBepTasica A0 HOpMasibHMX. 3a JaHUMU KOHTPO/IbOBaHMX AOCMiIKEeHb MOHOTepanii Ta 40A4aTKOBOT Tepanil,
yacToTa NifBuLLEeHHs piBHiB A/IT abo ACT y = 3 pa3u Bifi BEpXHbOT MeXi HopMK ANns BingarninTuHy B 4o3i 50
MI OfVH pa3 Ha [o6y, And BingarninTuHy B fo3i 50 Mr ABa pasv Ha f06Yy Ta Ans BCiX NpenapaTis NnopiBHAHHSA
craHoBuna 0,2 %, 0,3 % T1a 0,2 % BignosigHo. TMigBWLLIEHHS pPIBHIB TpaHcaMiHa3z Oynv MnepeBaXKHO
6e3CMMMTOMHUMM, He NPOrpecyBasivi Ta He 6y NOB’A3aHi 3 X0/1ECTa30M ab0 XXOBTAHULIEL.

MMOOAMHOKI BMMafKM aHrioHeBPOTUYHOrO HabpsAKy, NPO fAKi MOBILOMIEHO Yy 3B’A3KY i3 3aCTOCYBaHHAM
BINAArNiNTMHY, CNOCTepIraMca 3 TakOK XX YaCTOTOH, AK i Y KOHTPO/bHIM rpyni. Bifbw BUCOKWUIA BiACOTOK
TaKu1X BUMaAKIB cnocTepirasca y Tiv rpyni, ae BingarninTuUH 3aCTOCOBYBABCA Y KOMOGiHaL i1 3 iHri6iTopom AMNd.
BifbLUICTb ABMLL, 6Y/IN IErKMMI 38 TAXKKICTIO Ta MUHaIM HA (DOHI 3aCTOCYBaHHSA BIAArMINTUHY.

Mo6iyHI peakLil, WO crocTepiranmcs NPOTAroM NOABIMHUX CAINMX AOCNIMKEHb Y NaUieHTIB, AKi npuiimManm
BI/IAArMINTMH AK MOHOTEPanNIto Ta y CKknafi KOMOIHOBaHOI Tepanii, BKa3aHi HuXue, 415 KOXHOr0o NnoKasaHHs 3a
K/JlaCOM CMCTEMW OpraHiB Ta abCo/IIOTHOK YacTOTOK. YacToTa BM3HAYAETLCA TaKMM YMHOM: [y>XXe yacTo (= 1
/10), yacTo (= /100, < 1/10), HeyacTo (= 1/1000, < 1/100), pigko (> 10000, < 1/1000), ay>xe pigko (< 1/10000),



yacToTa HeBifoma (He MOXe OyTW OLiHeHa Ha OCHOBI HasiBHUX AaHUX). Y KOXHil 06’efHaHili 3a 4acTOTOH
rpyni HebaxkaHi peakLil npeAcTaBfeHi y NopsaKy 3MeHLIEHHS CEPO3HOCTI.

MoHoTepanis BingarninTUHoM. Mo6iyHi peakLuii, 3apeecTpoBaHi y NawieHTiB, AKi OTpUMYyBaIN BINZArninTuH y
A03i 100 mMr Ha 106y Ik MOHOTEpanito, y Xo4i NpoBeAeHHS MNOABINHMUX CAINUX AOCNIKEHb.

IHbeKLiT Ta IHBas3Ii: fy>Ke PiAKO — IHPeKLis BEPXHIX AUXa/IbHMX LUNAXIB, HA30(hapUHTIT.

3 60Ky 0OMIHY PEYOBUMH: HEYacTO — rinornikemis.

3 60Ky HepBOBOI CUCTEMM: YACTO — 3aNaMOPOYEHHS; HEYACTO — rOIOBHUIA 6inb.

3 60Ky CepLeBO-CYyANHHOT CUCTEMIU: HEYACTO — NepupepUUHi HabpsKK.

3 60Ky LLMYHKOBO-KWLLIKOBOIO TPaKTY: HEYaCTO — 3akpen.

3 60Ky KICTKOBO-M’A30BOI Ta Crnojly4YHOi CUCTEMUN: HeYacTo — apTpasris.

3 60Ky LUKipW: MOX/IMBI peakuii rinepyyTInBOCTiI.

Onuc oKpeMux NoBiYHUX peakLiiii

Y KOHTPO/IbOBaHUX AOCAIIKEHHAX MOHOTepanii BinZarninTMHOM 3arajibHa 4actoTa BUMafKiB JOCTPOKOBOro
NPUNUHEHHS NiKYBaHHS Yepe3 NosBy HebakaHuX peakuiil He Oyna 6iNbLUOK Y MaUieHTIB, AKi OTpUMyBaIv
NiKkyBaHHA BingarninTuHom y aosi 100 Mr Ha o6y, HiXK y nauieHTiB, fKi 0OTpUMyBasn nnaue6o abo npenapartu
MOPIBHSAHHS.

Y NOPIBHANBHUX KOHTPO/IbOBAHNX LOCNIIXEHHAX MOHOTepanii BUMAaAKW TiNOrikeMmil, Wo 6yny Hevactumu,
cnoctepiranmca y 0,4 % nauieHTiB, AKi OTpUMyBa/M NiKyBaHHS BingarninTuHom y aosi 100 mMr Ha gooy,
nopiBHaAHO 3 0,2 % nauieHTIB y rpyni fliKyBaHHA aKTVBHWM MpenapaTtom MOpiBHAHHA abo nnauebo, 6e3
CEPO3HNX ab0 TIXKKNX ABWLL,

Y KNiHIYHUX OOCNIMKEHHSX, KoM BingarnintuH y gosi 100 mr Ha o6y npusHavaBcst IK MOHOTepanis, maca
Tifla NauieHTIB He 3MiHKOBaNacA NOPIBHAHO 3 BUXIAHUM PiBHEM.

KniHIYHI JOCNigKEHHA TpMBaNiCTIO A0 2 POKIB He BUSABUAM HISKMX [OAATKOBUX O3HaK Hebesnekm abo
HenepeabdayeHX PU3KKIB y pasi MoHOTepanii BingarninTMHOM.

KombiHauig npenapaTy 3 meTdopMiHOM. 06IYHI peakuil, 3apeecTpoBaHi y NauieHTiB, AKi OTpUMyBaIn
BingarninTuH y ao3i 100 Mr Ha 4o6y B KOMGiHaLiT 3 MeT(OPMIHOM, Yy XOZi NPOBeAEHHS A0C/IIPKEHb.

3 60Ky 06MiHY PeYOBUMH: YacTo — rinornikemis.

3 60Ky HepBOBOI CUCTEMU: YACTO — TPEMOP, 3anaMOPOYEHHS, FONIOBHUI 6i/lb; HEYACTO — CTOMJIEHHS.

3 60Ky LLMYHKOBO-KMLLIKOBOIO TPaKTY: YacTo — HyoTa.

Onuc oKpeMux NoBIYHUX peaKLiiii

Y Xofi NpoBefeHHA KOHTPO/IbOBaHUX KMIHIYHMX JOCNiMKeHb KOMOiHaLiT BingarninTuHy B fo3i 100 Mr Ha fo6y
3 MeT(hOpMIHOM He MNOBIiJOMASAAM NPO BiAMIHY NiKyBaHHS Yepe3 MOsBY HebaXaHWMX peakuin Hi B rpyni
NiKyBaHHA BingarnintuHom y pfgo3i 100 mMr Ha o6y + MeT(opMiHOM, Hi B rpyni npuiioMy nnauye6o +
MeTHOPMIHY.

Y Xxofi NpoBefleHHA KNIHIYHUX JOCNILKeHb BUMaAKM TiNOraikeMii 6yiM YaCTUMK Y NauieHTIB, AKi OTPUMYBaIv
BifgarninTMH y fosi 100 mr Ha foby B kKom6iHauii 3 meTdopmiHOM (1 %) Ta HeyacTor Yy MauieHTIB, fAKi
oTpumyBanu nnaue6bo + metdopmiH (0,4 %). Y rpynax npuinomy BingarninTuHy He 6yn0 3apeecTpoBaHOro
YKOLHOT 0 BUNAAKY TSKKOT rinornikemi.

Y xofi KNiHIYHMX JOCNiIpKeHb NPpY AoAaBaHHI 40 MeT(hopMiHy BingarninTuHy B fo3i 100 mr Ha o6y maca Tina
nauieHTiB He 3MiHIOBa1IacA NOPIBHAHO 3 BUXIAHUM PIBHEM.

Y Xxofi NpoBefeHHA KNiHIYHUX A0CNILKEeHb TPUBAIICTIO A0 2 POKiB i Oinblie He 6YyN0 BUABMEHO XOAHUX
[0aTKOBMX 03HaK Hebe3nekn abo HenepeabavyeHNX pU3KNKiB y pasi fJoAaBaHHA BINAarninTuHy A0 MeTHopMiHY.
Komb6iHallig npenapaTy i3 cynbdoHINCe40BMHOK. Mo6iYHI peakLiii, 3apeecTpoBaHi y nNawieHTiB, AKi OTPUMYBan
BingarninTMH y aosi 50 mr B KoM6iHauii 3 Cynb(OHINCEYOBUHOW, Y XO4i MPOBEAEHHS MOABINHUX CAINKX
LOCNIKEHD.

IHbekuiT Ta iHBas3IT: ADKe PiLKO — HA30(hapUHrIT.

3 60Ky 06MiHY PeYOBWH: YacTo — rinornikemis.

3 60Ky HepBOBOI CUCTEMU: HACTO — TPEMOP, 3aNaMOPOYEHHS, FTONOBHUIA Biflb, aCTEHIS.

3 60Ky LLMYHKOBO-KMLLIKOBOIO TPaKTY: HEYaCTO — 3akpen.

Onuc oKpeMmx NOGIYHUX PeaKLLi

Y KOHTPO/IbOBaHMX KMITHIYHUX JOCNILXKEHHAX KOMOIHaLiT BingarninTuHy B fo3i 50 Mr Ta Cy/ib()OHINICe4OBUHM
3ara/lbHa 4acToTa BWNafKiB AOCTPOKOBOrO MPUMUHEHHS /iKyBaHHA 4epe3 MosiBy HebakaHMX peakLuiit
cTaHoBmna 0,6 % npwu noefHaHHI BifngarninTUHy B A03i 50 Mr i3 cynbdoHincevosuHow npotn 0 % B rpyni
NiKyBaHHA nnauebo + cynbgOoHINCEHOBMHOLO.

Y KNiHIYHUX JOCMIIPKEHHAX YacToTa BUNAAKIB rinornikemil, Konm BingarnintvH B f4o3i 50 Mr oMH pa3 Ha o0y




OyB fofaHuin fo rnimenipugy, ctaHosuna 1,2 % npotu 0,6 % y rpyni npuiiomy nnaue6o + rnimenipugy. Y
rpynax fikyBaHHs BifgarninTMHOM TSXXKUX BUNaAKIB rinoriikeMii 3apeecTpoBaHo He 6y/o.

Y Xxofi KNiHiYHUX gocnigpkeHb Npu fofdaBaHHi 4o raimenipuay BingarnintuHy B fosi 50 mr Ha goby maca Tina
nawieHTiB He 3MiHIOBaaCsA NOPIBHAHO 3 BUXIAHVUM PiBHEM.

Komb6iHauisi npenapaTy 3 TiasonigMHaioHoM. Mo6iYHI peakLil, 3apeecTpoBaHi Y NauieHTIB, SKi OTPUMYBau
BingarninTvH B gosi 100 mr Ha go6y B KOMOGiHaUii 3 Tia3oniAMHAIOHOM, Y X04i MPOBeAEHHS MOABINHMUX CAINKX
[OCNIKEHb.

3 60Ky 06MiHY PeYOBYH: YacTo — 36i/bLLEHHS MacK Tina; HeYyacTo — rinorfikeMis.

3 60Ky HepBOBOI CUCTEMU: HEYACTO — FOMI0BHWIA Biflb, aCTEHISA.

3 60Ky CcepLeBO-CYyAMHHOT CUCTEMM: YacTo — NepudepuyHi HabpsKK.

Onuc oKpeMux NoBIYHMX peaKLiiii

Y XoAi KOHTPO/IbOBaHMX KIHIYHMX AoCnifKeHb KOMOIHauil BingarnintuHy B fo3i 100 mr Ha foby Ta
Tia30NigUHAIOHY NPO AOCTPOKOBE NPUMNUHEHHSA NiKYBaHHA Yepes3 MosBYy HebaxxaHMX peakLiiii He NoBiLOMAANOCS
Hi B rpyni nikyBaHHA BingarninTuHom B fo3i 100 mr Ha o6y Ta Tia3onigvHAIOHOM, Hi B rpyni fliKyBaHHA
nnaue6o + Tia3onignHAIOHOM.

Y KNiHIYHWX JOCNIMKEHHAX BUNaAKKM rinornikemii 6ynv HeyacTMKM y NawieHTiB, SKi OTpUMYBanu BifgarninTuH
+ niornitasoH (0,6 %), ane YacTumu y NauieHTIB, AKI OTpMMyBan niauebo + niornitasoH (1,9 %). Y rpynax
NiKyBaHHA BINAArNinTMHOM TSHXXKUX BUNaAKiB rinornikemii 3apeecTpoBaHo He 6yno.

Y [pocnifXeHHi [0AaTKOBOI Tepanii 3 MiornitTa3oHOM abCOMOTHUIA MOKA3HWK 3pOCTaHHA Macu Tina npu
3acTocyBaHHI nnauebo Ta BingarnintuHy B fo3i 100 mr Ha go6y ctaHoBMB 1,4 Ta 2,7 Kr BignoBigHO.
BifcoTkoBa yacTka nepudepuyHmMx Habpsikis, Konu BingarnintuH y posi 100 mr Ha fgoby gogaBanv Ao
MaKCUMasibHOT 031 MiorniTasoHy, AKWN 3acTocoBYyBaM AK (DOHOBMIA npenapaT (45 mMr oguH pa3 Ha pooy),
ctaHoBuna 7,0 % nopiBHAHO 3 2,5 % npw 3aCTOCyBaHHI Ti/IbKK NiOrNiTa3oHy K ()OHOBOro npenapary.
Komb6iHauisi npenapaTy 3 MeT(OPMIHOM Ta Cynb(OHINCEYOBMHOKW. [M06iIUHI peakuii, 3apeecTpoBaHi Yy
nawuieHTiB, SKi OTPUMYBa/IM BifgarninTuH y fo3i 50 mr gga pasv Ha Jo6y B KombiHauii 3 MeT(opMiHOM Ta
CYNbOHINCEYOBMHOLO.

3 60Ky 06MiHY PeYOBUMH: YacTo — rinornikemis.

3 60Ky HEpBOBOT CUCTEMMU: YACTO — 3arnamopPOUEHHS, TPEMOP.

3 60Ky LUKIpW Ta NigWKIPHUX TKaHUH: YacTo — rineprigpos.

3arasibHi po3najun: 4acTo — acTeHis.

Onuc oKpeMux NOBIYHUX peakLliii

Mpo BUMaAKM LOCTPOKOBOIO MPUMMHEHHS NiKYyBaHHSA 4Yepe3 MosiBy HebaxaHUX peakuiii He NOBIiJOMAANN Y
rpyni nikyBaHHs BingarninTMHoM + MeT(opmiHOM + riMenipMaoM nopiBHsaHO 3 0,6 % y rpyni NikyBaHHS
nnaye6o + MeThopmiHOM + riiMenipuaom.

YacToTta po3BUTKY rinornikemii 6yna nowmpeHoto B 060X rpynax nikyBaHHs (5,1 % Ana rpyny 3acToCyBaHHS
BINAArninTMHy + MeT(opMiHy + rniMenipuay nopisHAHO 3 1,9 % ana rpynu 3acTocyBaHHS nnaue6o +
MeTdopmiHy + rnimenipuagy). Mpo ofHe TsXKKe fABMLLE TIMOrAiKeMiT NOBIZOMAAAM B TPYni 3aCTOCYBaHHA
BiNAArNinTuHY.

HanpuKiHUi AOCNipKEHHS BNIMB Ha CepeaHi MOKa3HUKN MacK Tina 6yB HEUTPabHUIA.

Komb6iHauis npenapaTy 3 iHCyniHOM. HebaxkaHi peakLii, 3apeecTpoBaHi Yy NauieHTiB, AKi OTpUMYyBau
BifgarninTuH B fo3i 100 Mr Ha fo6y B KOMOGiHaLiT 3 iHCYNiHOM (3 MeT(hopMiHOM abo 6e3), y Xo4i NpoBeAeHHS
NOABIMHUX CAINUX JOCNIKEHb.

3 60Ky 06MiHY PEYOBMH: YacCTO — 3HMXXEHWNIA PiBEHb TTHOKO3M KPOBI.

3 60Ky HEPBOBOT CUCTEMMU: YACTO — rO/IOBHUI Biflb, 03HOG.

3 60Ky LUYHKOBO-KULIKOBOrO TPAKTY: 4acTo — HYf0Ta, racTpoe3soareasibHa pe/itoKCHa XBOpoba; HevacTo —
Aiapes, MeTEOPU3M.

Onuc oKpeMux NOBIYHUX PeaKLLili

Y Xofi NpoBefeHHA KOHTPO/IbOBAHUX KTIHIYHMX LOC/IIKEHb i3 3aCTOCYBaHHAM BINgarninTuHy B o3 50 mr
[iBa pasv Ha [06y B KOMGIHaUil 3 iHCYNiHOM, i3 CynNyTHIM 3acToCyBaHHAM MeT(opMmiHy abo 6e3, 3arasibHa
yacToTa BUMNaaKiB AOCTPOKOBOr0 NPUMNMUHEHHS NiKYBaHHA Yepe3 Nnosisy HebakaHWX peakLui ctaHosuna 0,3 %y
rpyni fikyBaHHSA BINLArNinTUHOM, TOAI SIK Y rpyni 3aCTOCYBaHHA Mnaue6o BUMaAKiB JOCTPOKOBOr0O NPUMMUHEHHS
NiKyBaHHA yepe3 NosBy HebaXKaHMX peakLiil He cnocTepiranocs.

UacToTa BUNaaKis rinornikemii 6yna 04HakoBOK B 060X rpynax nikyBaHHs. [osBa TSXKOro ABuLLa rinornikemii
crnocTepiranaca y 2 nauieHTiB i3 rpynu nikyBaHHA BingarninTMHOM Ta Y 6 NauieHTIB i3 rpynun 3acTOCYyBaHHSA
nnate6o0.




HanpuKiHui gocnifjpkeHHs BMNMB Ha CepefHi MOKa3HUKM MacK Tina 6yB HeMTPaIbHUIA.

[MocTMapKe TUHIOBUIA AOCBIA 3aCTOCYBAHHS BingarninTuHy.

3 60Ky LLUMYHKOBO-KMLLIKOBOIO TPaKTY: YacToTa HeBiJoMa — MaHKPeaTwuT.

3 60Ky renaTobiniapHOi CMCTEMMW: YacTOTa HeBifoma — renatuT (0GOPOTHUIA MICNS NPUNUHEHHS NPUAOMY
NiKapCbKOro 3acoby), BigXnneHHs MyHKLiOHaIbHMX NMeYiHKOBMX Npo6 Big HOpMK (060POTHI MicNs NPUNUHEHHS
NpuUiioMy NiKapcbKoro 3acooy).

3 6OKy LWKipn Ta MiAWKIPHAX TKaHWH: 4yacToTa HeBigOMa — KpOMnuB’sHKa, Oy/nbOo3He Ta ekcdoniaTuBHe
YPaXXeHHS LLKIpK, BK/IKOUaoUum 6ynb03HUI neMdiroia,.

TepMiH NpUAaTHOCTI.
3 poku.
He 3acTocoByBaTu npenapat nicnis 3akiH4eHHA TepMiHY NPUAATHOCTI, BKA3aHOIr0 Ha YMakoBL,i.

YMoBM 36epiraHHs.
[ns nikapcbKoro 3acoby He NOTPIOHI cnewianbHi YMOBM 36epiraHHs.
36epiratv y HeOCTYMHOMY A1 AiTeN MicCLi.

YnakoBkKa.
Mo 10 Tabnetok y 6nicTepi. Mo 3 abo 6 GnicTepiB y nauLi.

KaTeropis Bignycky. 3a peLenTom.

BupobHuk. AT «dapmak» (BUpo6HULTBO 3 npoayKuii in bulk dipmu-BupobHnka AET Jlabopatopis MpaiiBeT
NimiTen, IHAiIA).

Micue3HaxomkeHHSA BUPOOHMKa Ta M0ro agpeca MicUsi MPOBagKeHHA AisNIbHOCTI.
YKpaiHa, 04080, M. Kuis, Byn. Kupuniscbka, 74.



