IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMAPHWJT®

(AMARYL?)

Cknao:

ditoua pevoBuHa: TiMEIipU;

1 TabneTka mMicTuTh rniMemnipungy 2 mr, abo 3 mr, abo 4 Mmr;
0ONOMIdCHI PeYOBUHU:

TabJIeTKY 0 2 MT': JTaKTO3W MOHOTIAPAT, HaTPil0 KPOXMaIbIIiKOAT (TUIT A), TOBigOH, I1€JTI0103a
MIKpPOKPUCTaliyHa, MarHiio cTeapart, 3ajila okcup xkoBtuil (E 172), iHAUrokapMil anioMiHieBUH 1aK
(E 132);

TabIeTKY M0 3 MT: TaKTO3W MOHOTIAPAT, HaTPil0 KPOXMaIbIIiKOIAT (TUI A), TOBigOH, 11€7TI0T03a
MIKpOKpHCTalidYHa, MarHito creapart, 3aiida okcup xkoBtui (E 172);

TabJIeTKY 10 4 MT: TaKTO3W MOHOTIApAT, HAaTPil0 KPOXMAabIIiKOAT (TUI A), TOBigOH, 11€7TI0T03a
MIiKPOKPUCTaJliyHa, MarHilo cTeapar, iHOUrokapMiH amtoMiHieBui nak (E 132).

JIikapcbka ¢popMa. TabrneTku.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

TaONIeTKHU 0 2 MT: 3eJieHi TpogoBryBari TabneTku, OinnaHapHi (3 ABOMa IIJTaCKUMU TTIOBEPXHSIMHU) 3
PO3IOIiILY0I0 PUCKOIO 3 000X 00KiB. Bepxue tucHeHHs*: NMM Ta JloroTun KomIaHil; HUXKHE
THCHeHHT*: Jlorotun Komnaili Ta NMM;

TabneTku mo 3 Mr: 6/1ii0-2KOBTi TPOJOBTyBaTi TabneTku, OinnaHapHi (3 BOMa IJTACKUMU
IIOBEPXHSIMH) 3 PO3MOIiIEY0I0 PUCKOIO 3 000X 00KiB. Bepxue TucHenHs*: NMN Ta Jlorotumn
KOMIIaHil; HuXHe TucHeHHs*: Jlorotun komnanil Ta NMN;

TaONneTKU 1o 4 MrT: CBiT/IO-6/TaKUTHI TPo#oBryBarti TabmeTky, OinnaHapHi (3 ABOMa IIaCKUMHU
IIOBEPXHSIMH) 3 PO3IMO/iIEY0I0 PHCKOIO 3 060X 60KiB. BepxHe TucHenus*: NMO Ta Jlorotun
KOMIIaHil; HuXHe TucHeHHs*: Jlorotun komnanil Ta NMO.

TabmeTKy MOXKHA MONINKTHU II0 JiHil pO370My Ha piBHIi JO3H.

* [TopsimOK TUCHEHHSI CUMBOJIIB Ta IPOCTOPOBE PO3MIIlIEHHS LITaMITy MOXKe BiPi3HATHUCH.



dapMmakoTepaneBTHYHA rpymna. [inmormikeMmiuHi 3acobu, 3a BUHSATKOM iHCYIiHiB. CynboHaminu,
noxigHi ceuoBuHu. Kog ATX A10B B12.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

[I'mimemnipup - 1e rinoriikeMiyHa pe4yoBrHa, aKTUBHA [IPYU [IEPOPaJbHOMY IIpUMMaHHI, SKa HaJleXUThb
[0 Tpynu CynbGoHincedoBUHU. Y Oro MoXKHa 3aCTOCOBYBaTH IIPU iHCYJIIHHE3aI€2KHOMY IIyKPOBOMY
miaberi.

['nimenipup mie mepeBaXkKHO IIJISXOM CTUMYJISI BUBIIbHEHHS iHCYIiHY 3 6eTa-KITiTHH MigIITyHKOBOI
3aJI03H.

4K i B iHIIKX IIpenapaTiB CyIb(OHIICEYOBUHHU, TaKU e(DEeKT I'PYHTYETHCS Ha MiABUINEHH] Yy TIUBOCTL
KJIiITUH MiAIUTYHKOBOI 3a71031 [0 ¢i3iooriyHol cTuMynsii rimoKo3ot0. KpiMm 11poro, riuiMenipup
YUHUTH BUPaXXeEHy I03allaHKpeaTU4Hy [il0, siKa TaK0XK XapaKTepHa i A1 HIIKUX IpenapaTiB
CynbGhOHINICEYOBUHU.

BusinbHeHHA iHcyaiHY. [IpenapaTu Cynb(OHIICEYOBUHM PETYIIOITL CEKPEIIilo iHCYIIiHY MITSIXoM
3akputTTa AT®-3ameKHOT0 KalieBoro KaHasy, po3TallloBaHOTo ¥ MeMOpaHi 6eTa-KIiTHHI
HiAIITYHKOBOI 3a/103U. 3aKPHUTTS KaIi€BOT0 KaHaJy BUKIIMKAE [eIosapu3allito 6eTa-KITiTUHY i
IIJISXOM BiIKPUTTS KaJbI[iEBUX KaHaJIiB IPU3BOOUTH 0 30ilbIlIeHHS TPUTOKY KaJlbllilo B KITITHHY, 110,
B CBOIO Yepry, IPU3BONUTH [0 BUBLJILHEHHS {HCYJIIHY LIJIZXOM €K30LUTO3Y.

nimemnipup i3 BUCOKOIO MBUAKICTIO 3aMillleHHS 3B’ sI3yeThCs 3 OinkoM MemOpaHu GeTa-KJIiTHH,
oB’g13aHUM 3 AT®-3a71eKHUM KaJlieBUM KaHaJioM, OfNHAK PO3TalllyBaHHS MOT0 MiCls 3B'I3yBaHHSA
BiIPi3HSETHCS Bif 3BUUANHOTO MIiCIls 3B’I3yBaHHS IIpemnaparTiB CyIb(GOHIICEYOBUHH.

ITosanaHkpeamuyHa akmuegHicmy. [10 mo3anaHKpeaTUYHUX e(PEeKTiB HajleXaTh, HAlIpUKIIaf,
MOKpallleHHS YyTINBOCTI nepudepuyHnX TKaHUH [0 iHCYJIiHy Ta 3MeHILIeHHS yTuIi3allil iHCyiHy
IIeYiHKOI0.

YTunizauisa rioko3u KpoBi nepudepuIHIMY TKaHNHaMU (M’ S30BOI0 Ta XKUPOBOIO) BifOyBa€eTLCA 3a
IIOTIOMOT 010 CIIelliaTbHUX TPAHCIOPTHUX 6iNKiB, po3TalIoBaHUX Y KIiTUHHIN MeMOpa#ni. TpancmopT
TJIIOKO3Y B ITi TKaHVHY 00MeXeHU! IIBUOKICTIO eTamy yTUii3alii rioko3u. [mimenipun oyxe
IIBUKO 30ibIIy€e KiTbKICTh aKTUBHUX MOJIEKYI, SIKi TPAHCIIOPTYIOTh TJIIOKO3Y, Ha IJIa3MaTUYHUX
MeMOpaHaX KJIiTHH M S30B0] i KMPOBOI TKaHWHHU, 10 IPU3BOOUTE A0 CTUMYJIALIL 3aX0IIeHHS
TJIIOKO3M.

['nmimenipup 36inmblnye aKTUBHICTE TTiKo3undochatuauninosutoncnenudignoi pocdomninasu C, 3
SIKOIO B i30JTbOBAHUX M’'S30BUX Ta XXKMPOBUX KJIITHHAX MOXKE KOPEJIIOBATH CIIPUYMHEHUH IIpernapaToM
JinoreHes Ta TJIiKOTeHe3.

['miMenipun mpUTHiYYye MPOOYKIIit0 TII0OKO3Y B MEYiHIIl MITITX0M 30i/bIIeHHS BHYTPIIIHbOKTITUHHUX
KOHIIEHTpalill ppyKT030-2,6-0idbocdaTy, KU, y CBOI 4epry, IPUrHiyye rIr0KOHEOTeHe3.

3azanvHi xapakmepucmuku. Y 300pOBUX OOPOBOJIBIIB MiHiManbHa edeKTUBHA IlepopabHa [03a
craHoBmIa npubnu3uo 0,6 mr. Bous riaimenipuny € qo3o3anekHuM i BinTBopioBanuM. @izionoriyna
peaxiis Ha rocTpi (isuyHi HaBaHTaXXeHHS, TOOTO 3MEHIIIEHHS CeKpelii iHCyiHy, B yMoBax [ii
riimMenipuny 30epiraeThcs.



He Oymo BUSIBIIEHO JOCTOBIpHOI Pi3HUI y Aii rIiMenipuay npu npuiioMi npenapaty 3a 30 XBUINH [0
BXKMBaHHS iKi abo 6e3mocepeHbO Nepen MpUioMoM ixi. Y marieHTiB 3 HykpoBuM miabeTom
HaJIeXKHUM MeTaboJIiYHUIi KOHTPOJIb BIIPOIOBXK 24 roguH Moxke OyTU JOCATHYTUHN IIPU IPUHOMi
IIperapaTy OfuH pa3 Ha f00y.

Xoua rifpokcunboBaHui MeTaboIiT BUK/IMKAE HE3HAYHE, ajle HOCTOBipHE 3HUXKEHHS PiBHS T'TI0K03U
KPOBi y 370poBUX 0Cib, Iie Nuille He3HauyHa CKJIafloBa 3arasibHoI [iii mpemapary.

3acmocysaHHs y kombiHauii 3 mem@popmiHom. Y OmHOMY HOCITigKeHHi 6yI0 MIPOIeMOHCTPOBAHO
TIOKpallleHHsI MeTab0livyHOr0 KOHTPOJIIO IIPY CYMyTHIN Teparil riiMenipumoM, IOpiBHSAHO 3
MOHOTepaIi€o MeTHOPMiHOM, Yy TAIli€HTiB, AiabeT y SKUX Hajle’KHUM YMHOM He KOHTPOJIIOEThCS
MaKCUMaJIbHUMU [103aMU MeT()OpPMiHY.

3acmocysaHHA y KombiHauii 3 iHcyaiHoM. [laHi OO 3aCTOCYBaHHS MpenapaTy y KoMmOiHalrii 3
iHCyniHOM oOMexXeHi. Y nalieHTiB, giabeT y KX HaJleXKHUM YUHOM He KOHTPOJIOETLCS IIPU
3aCTOCYBaHHI MaKCHMaJIbHUX [03 TIiMemnipuay, Moxke OyTH po3moydaTe CYyNMyTHE JIiIKyBaHHS iHCYIiHOM.
Y mBOX mOCTigXKEeHHSIX 3aBOsSKH Ii KoMOiHaIil BIamocs JOCIITH TaKOTO XK IMOKpaIleHHS
MeTaboIiYHOT0 KOHTPOJIIO, K i Mpu MOHOTEparii iHcyniHOM; TpoTe npu KoMOiHOBaHi# Teparrii
noTpibHa MeHIIIa CepefHs 003a iHCYIIiHy.

Ocob.ausi kameeopii nauienmis. Ilimu, 8 momy yucai nioaimku. Y 24-THKHEBOMY KIIiHIYHOMY
MOCTiAKEeHH] 3 aKTUBHUM KOHTPOJeM (riiMenipun y mo3i mo 8 Mr Ha mo0y abo MeThopMiH y m03i 1o
2 000 mr Ha 0oOy) Gpasno ydacts 285 miteit (BikoM 8-17 pokiB) 3 miabetom II Tumy.

dx rmimenipup, Tak i MeTGOPMiH IPU3BENIU OO AOCTOBIpHOTO 3HUKEHHS HbA, mOpiBHAHO 3 BUXiTHUM
noka3HuKoM (rmimenipup - 0,95 (CIT 0,41); metdopmin - 1,39 (CII 0,40)). IIpoTte ona rniMenipuny He
Oyna mpomeMOHCTpoBaHa Oinbilia epeKTUBHICTh MOPIBHIHO 3 METGHOPMIHOM 3 TOYKH 30PYy CepenHbOl
3Minu HbA, nopiBHAHO 3 BUXiTHUM IIOKa3HUKOM. Pi3HUIIT MiX [ABOMa BUJaMH JIiKyBaHHSA CTaHOBUJIA
0,44 % Ha KopucTb MeTdopMiny. Bepxusa mexa (1,05) 95 % moBipuoro iHTepBany s i€l Pi3HULI
oyna He Huxk4e 0,3 % Mexki He MeHII0i e(eKTHBHOCTI.

3a pe3ynbTaTaMH JIiKyBaHHS TTIMEIipUAOM XKOOHUX HOBUX ITpo0ieM 3 0e3MeKHu y [iTel, IOPiBHSIHO 3
IOPOC/IMMH TIallieHTaMu 3 IIyKpoBuM fiabeToM II Tumy, He Oyi10 BUsIBIIeHO. [laHUX CTOCOBHO
IOBIOCTPOKOBOI e(peKTUBHOCTI Ta 6e3MeKH y [iTell HEMaE.

dapmaxoKiHemuxka.

BcmoxmyeaHHs. Ilicnst mepopanbHOro mpuiiManHs riiMenipun mae 100 % 6iogoCTyIHICTS.
[TpuitmMaHHS 1XKi He Ma€ 3HaYHOT'O BIUIMBY Ha BCMOKTYBaHHS, a JIUIIE JeIll0 YIIOBIIbHIOE IIBUOKICTD
BCMOKTyBaHHs. MaKcHuMaJsibHa KOHIIEHTpalligd IIpernapaTry B cupoBaTii Kposi (C,,,) BOCATaEThCA
npubIM3HO Yepes 2,5 TOOUHMU ITicIIs IepopaibHOTO IPUUOMY IIpenapary (CepefHill moKa3HUK
ctanoBuTh 0,3 MKr/MII pu 6araTopa3oBoMy mpuitoMi mo060BOI 103U 4 MT). IcHYE miHiliHe
CITiBBimHOIIIEHHS MixX m03010 Ta C,,,, a TakoxK 00300 Ta AUC (moIia i KpruBOIO KOHIIEHTpAIlis -
Jac).

Po3nodia. I'mimenipun Ma€ ny:xe HU3bKUM 06’'eM po3nominy (6nu3eko 8,8 1), mo mpubaru3Ho OOPiBHIOE
00’emy po3noginy ans0yMiHy, BUCOKUY CTYMiHb 3B’13yBaHHA 3 Oinkamu nma3mu (Ginbie 99 %) i
HU3BKMH KITipeHC (01u3bK0 48 Mi1/XB).

Y TBapuH riaiMenipup BULIIAETHCSA Y TPYLHE MOJIOKO. ['TiMenipus IpoHUKae Kpi3hb IALEHTY.
[TpoHUKHEHHS Yepe3 reMaToeHIedaiyHul 0ap’ep € HUIBKUM.

BiompaHcgpopmauia ma susedeHHA. CepelHi OCHOBHUY Iepiof HaNiBBUBENEHHS IIPU



KOHIIEHTpAIligX Mpenapary y Ijia3Mi KPoBi, II10 BiiMOBigatoTs 6araTopa30BOMY PeXUMY J03YBaHHS,
CTAHOBUTH MPUOIU3HO Bif 5 mo 8 romuH. ITicis 3acToCyBaHHS BEJIUKUX 03 CIIOCTEPirasocs He3HayHe
30inbIIIeHHS ITepiofy HalliBBUBEIEHHS.

[Ticns npuiioMy 0gHOPa30BOl JO3U ITIMENipuAy, Mi4eHOr0 pafioaKTUBHUM i30TOmIOM, 58 %
PamioaKTUBHOI PeYOBUHY BUSIBISIOCH ¥ cedi Ta 35 % - y Kaii. He3miHeHa pedoBuHa B cedi He
BUSIBIISINIACh. Y cedi Ta KaJli BUSBISIOTHCS IBa MeTabO0iTH, sIKi HalbiNbIl iMOBIpHO YTBOPIOIOTHCS B
pe3ynbTaTi MeTabomi3My B meuintri (ronoBuuit pepmenT CYP2C9), oguH 3 SIKUX € TiTPOKCUTIOXiITHUM,
a inmmit -- kapboxrcunoxiguuM. [Tics nepopanbHOTO NPUUMaHHS TIiMeNipuay TepMiHanbHi nepiogu
HalliBBUBENEHHS IIMX MeTaboIiTiB cTaHOBUIX Bif 3 Mo 6 Ta Bim 5 o 6 TOOMMH BigIIOBITHO.

[TopiBHSAHHS (hpapMaKOKiHETUKHM IIiC/Is OMHOPA30BOT0 IpUKMaHHSA Ta 6araTopa3oBOro 3aCTOCYBaHHS
npenapaTy OAuH pa3 Ha o0y He BUSBUJIO JOCTOBIPHUX BiIMiHHOCTEeN. MixXiHANUBiAyanbHA
BapiabenbHICTh Oyna myxKe HU3bKOI. Kymynsnii, ska 6 Mana BaXK/iMBe 3HaYEHHS, He CIIOCTePirasaocs.

Ocob.ausi kameeopii nauiecHmig. PapMaKOKIHETUYHI ITapaMeTpU y YOJIOBIKIB Ta XIHOK, TaK CaMo
K Y MOJIOOUX Ta 0cCib NiTHLOTO BiKy (IOHAA 65 poKiB), Oynu nmomgiOHUMU. Y malli€eHTiB 3i
3HMXKEHUM KJIipeHCOM KpeaTHHIHY CIlocTepiranacs TeHOeHIis 0 30imblIeHHs KITipeHCy
TIiMenipuay Ta 3HUXKEHHS M0T0 cepeqHbOol KOHIIeHTpallil y Ia3Mi KpoBi, 110,
HaliMOBipHile, 00yMOBIEHO OiNbIl MIBUAKUM BUBEeHHS BHACIIiIOOK MEHIIIOTO CTyIeHs
3B’s13yBaHHs 3 OinkamMu. HupkoBe BuBemeHHs 000X MeTabOIIiTiB IOPYIITyBaaocs. 3araaioM y
IIUX NallieHTiB He O4iKy€eThCs 30iMbIIeHHS PU3UKY KyMYJIALil Ipenapary.

dapMakoKiHeTUYHI TOKA3HUKY Y IT'ITHU MallieHTiB 663 IyKpoBOTo miabeTy, 10 epeHecin Xipypriuue
BTPY4YaHHS Ha KOBUOBMBITHUX LIIsXaX, Oy MOMiOHI 10 TaKUX Y 3MOPOBUX NOOPOBOJIBIIIB.

Limu, 8 momy uuci nioaimku. [TocmigXeHHs, y SKOMY BUBYaIu (apMaKOKiHETHKY, 6e3MeKy Ta
IIePEeHOCUMICTH MICJIsT OGHOPa30BOro npuiiomMy 1 Mr riiMenipuay y cutomy ctaHi y 30 giteu (4
nitert BikoMm 10-12 pokiB Ta 26 miTeit BikoMm 12-17 pokiB) 3 1iykpoBuM fiabetom II Tumy,
IIPOIeMOHCTPYBaJIo, 1o cepefHi nokasHuKU AUC ;) C..c Ta t,, 0ynH nofibHi [0 TaKUX y JOPOCTIHUX.

IHokainiuni Oani 3 6e3neku. EQeKTH, 10 CIIOCTepiraaucs mig Yac JOKTiHIYHUX JOCTiIXKEHb,
BMHUKAJIHU NIPU PiBHAX €KCIIO3Ullii, iKi HabaraTo mepeBulllyBaii MaKCUMaJlbHi piBHI
eKCITO3UIlil y TIONMHYU, 110 BKa3yeE Ha IX He3HAUHY I[iHHICTh AJIS KTiHiYHOI MPaKTUKHU, ab0 XK
Oynu cupuuuHeHi papMakogrHaMiYHOIO [i€to mpemapary (rimornmikemieto). Li pe3ynbraTu
Oynu oTpuMaHi B MexXaX TPaAUIliNHUX (apMaKOJIOTiYHUX [OCTiIXKeHb 3 0e31eKH,
LOCIIiIKeHb TOKCUYHOCTI IIPY BBEeeHHI TIOBTOPHUX 103, TECTIB Ha T€HOTOKCUYHICTB,
OHKOT'€HHUY MOTEHIliall Ta PeNPONYKTUBHY TOKCUYHICTh. [100i4Hi eeKTH, BUSABIEHI B XOMi
OCTaHHIX (SKi OXOI/IIOBa/IM BUBYEHHST eMOPiOTOKCUYHOCTI, TEPATOr€HHOCTI Ta TOKCUYHOI'0
BIIJINBY Ha PO3BUTOK OPraHi3aMy), BBazKalKUCs HACIiTKOM TilorIikeMidHUX e(eKTiB,
CIIPUYMHEHUX [IPernapaToM y CaMUllb Ta Y JUTHUHYAT.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

LlykpoBuit miabeT II TUIy y MOPOCIMX, SKIIO PiBEHB IIYKPY B KPOBi He MOXKHA MigTPUMYBaTH
JIAIIE Ji€TOI0, (Pi3MYHMMM BOPaBaMM Ta 3HUXKEHHSM MacH Tina.



IIpomunoka3aHHsA.

Amvapun® He IpU3HaYEHUH OJIS JIIKYBaHHS iHCYJIIHO3aI€KHOTO IlyKPOBOTO AiabeTy, AiaGeTHYHOro
KeToaIuao3y, HiabeTuYHOi KOMH. 3aCTOCYBaHHS IIpenapaTy MPOTUIIOKa3aHe XBOPUM 3 TSIXKKUMHU
TOpYIIeHHAMYU GQYHKIIX HUPOK abo nediHKu. Y pa3i TAKKUX MOPYyIIeHb GYHKIIA HUPOK abo mediHKu
OTPiOHO TepeBecTH MallieHTa Ha iHCYIIiH.

Amapun® He MOXKHa IIPUIMATH XBOPUM i3 MiABUINEHO YYTAMBICTIO [0 IiMemnipuay a6o 1o Gymb-
SIKOT'O IOTIOMIXKHOTI'0 IHTPefii€HTa, 1110 BXOOUTH 00 CKJIafy IIperaparty, 4O IHIIUX IOXiAHUX
cynbdonincevoBuHu abo cynbhaHinaMigHUX mpenapariB (pU3UK PO3BUTKY peakiliil migBuIneHol
YYTIUBOCTI).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

OpHOYaCHe 3aCTOCYBaHHA IpenapaTy AMapun” 3 IeBHHMH JTiKapChKUMHU 3aC00aMi MOXe
CIIPUYUHSTH SK T0c/IabeHHs, TaK i MOCUJIEHHS TiloTliKeMiuHoi mil riaiMenipuny. ToMy iHmmi
mpenaparTy CIIif MpuiMaTy TiJIbKY 3a 3rofoio (a0o nmpu3HaveHHAM) NTikaps. ['mimenipun
MeTabomi3yeThes 3a moromoro nutoxpomy P450 2C9 (CYP2C9). Bimomo, 1110 BHACTIIOK
OOHOYACHOTO 3aCTOCYBaHHS iHAYKTOPiB (Hampukian pudamminuny) abo inribitopis CYP2C9
(Hampuknan GrykoHa3omy) 1ei MeTabos1i3aM MoxkKe 3MiHIOBaTUCS. Pe3ybTaTul JOCTIIKEeHHS B3a€EMOIil
in vivo oka3anu, 110 (GIyKoHa30J, OguH i3 HalcunbHimux iHribiTopis CYP2C9, 36insmye AUC
raiMenipuny npuOIM3HO BOBiUi.

[Ipo icHyBaHHS 3a3HaYEHUX HUKYE TUIIIB B3aEMOZIN CBiIUYUTh HOCBIM 3aCTOCYBaHHSI AMapHny® Ta
IHIKUX MOXIOGHUX CYIb(MOHIICEYOBUHH.

[ToTeHmianis epeKTy 3HUKEHHS PiBHS IJIIOKO3U B KPOBI, @, 0TXKe, B OesKUX BUIIaAKaX i TinoriikeMis
MOKe BUHHMKATH B pa3i OMHOYACHOTO NMPUKMMaHHS 3 TNIIMEMipHa0M TaKUX IIperaparTiB SK:
(beninbyTa30H, a3anpona3oH Ta 0KcuheHOyTa30H, CyNnbQiHIipa3oH, iHCYIIiH Ta TepopabHi
npoTtuaiabeTuyuHi mpenapaTy (Taki K MeTopMmiH), mesiKi cynbpoHaMigy TpUBaoi [ii, TEeTPAIUKITIHY,
CaJliIMIIaTy Ta M-aMiHOCaIiIMI0OBa KUCIOTa, iHribiTopu MAO, aHabosiyHi cTepoigu Ta 40iIoBivi
CTaTeBi TOPMOHM, XiHOJIOHOBI aHTHOIOTHUKY Ta KJIaPUTPOMIIMH, XmopaMdpeHikomn, mpobeHemnu,
KyMapHHOBI aHTUKOATyJISHTH, MiKOHa30711, peHdIypaMiH, ou3omnipamis, NeHTOKCUQiIiH (BUCOKI 103U
napeHTepanbHo), pibpatu, TpuToKBaiH, iHribitopu AIl®, pryKoHAa307, PIyOKCETHH, aloMypHUHOI,
CHMIIQTOJIITUKY, ITUKJIO-, TPO- Ta idochamigu.

[TocnabnenHs epekTy 3HUKEHHS PiBHS T'TIOKO3M B KPOBi Ta, BilITOBIgHO, 30i/IbIlIeHHS I[LOTO PiBHS
MO2Ke BifOyBaTHCSI, KO XBOPHUHM OMHOYACHO IPUMMAE TakKi JIikapchKi 3ac00U: eCTPOTEHH Ta
IIpOTeCcTareHy; CalypeTUKH, Tia3UOOBi OiypeTHKY; IpenapaTy, AKi CTUMYIIOTE QYHKIIII0

U TOBUAHOI 3aJ103H, IIIOKOKOPTUKOIAY; OXiAHI (heHOTia3uHy, XJIOPIIPOMa3uH; afpeHalliH Ta
CHMIIAaTOMIMETHKHM; HIKOTHMHOBA KMCJIOTa (BHCOKIi M0O3M) Ta il mOXifgHi; MPOHOCHI 3acobu
(DoBrOTpHUBaJie 3aCTOCYBaHHS); (EHiTOIH, [ia30KCHUL; T/I0KaroH, 6apbiTypaTy Ta pudaMIIilyH;
alleTa3osaMin.

AuTaronictu H,-perenrtopis, 6eTa-0710KaTOpH, KJIOHIIWH Ta PE3€PIIiH MOXKYTb IPHU3BOAUTH SIK [0
IIOTeHIlialii, Tak i mo mocnabneHHs epeKTy 3HUKEHHS PiBHA TTII0OKO3U B KPOBI.

[Tig BIIMBOM CUMIIATOJMITHKIB, TaKUX K OeTa-6710KaTOpU, KIOHITUH, T'YaHETUIHUH Ta Pe3epIIiH,
IIPOSIBU afipeHeprigyHOol KOHTPPETyIAllil rimoriikeMil MOXyTh 3MeHITyBaTHUCS a00 3HUKATH.



BXKvBaHHS aJIKOTOJII0 MOKe IIOCUITI0BaTH a0 1MocalIioBaTH TiloTTiKeMiuHy Aifo TiMenipumy
Hemepen0ayyBaHUM YMHOM.

I'mimenipupg Moxe 5K 36inbIIyBaTH, TaK i 3SMEHIITYBATH BIIJIUB IOXiTHUX KyMapHHY.

KonecesenaM 3B's13y€THCA 3 IIIIMEIIPUAOM Ta 3MEHIIYE BCMOKTYBaHHS OCTaHHLOI'O 31 LITTYHKOBO-
KUIIIKOBOTO TPakTy. 2KOOHUX B3aEMO[IiMl HE CIIOCTEPIranocs, SKIIo IIiMenipui IpuiManu
IOHaMeHIIe 3a 4 TOOMHU [0 3aCTOCYBaHHSA KoJjieceBenamy. Y 3B'A3KY i3 IIUM TIiMemipun
CJIi IpUUMaTH I[OHaVMMeHIle 3a 4 TOOUHU 00 3aCTOCYBaHHS KOJleceBenamy.

Oco6.1ueocmi 3acmocyeaHHs1.

Amvapun® HeoOXigHO IpUIAMAaTH He3afoBro Ko abo mif 9ac Iguy.

V pasi HeperyasapHOro xap4yBaHHs abo IPOIyCKy IPUIOMY iXi JIiKyBaHHS IpenapaTtoM AMapui®
MOZKe BUKJIMKATH TrinoriikeMiro. [lo MOXKINBAX CUMIITOMIB TilloriikeMil HajlexkaTh TOJIOBHUH Oiflb,
CUJIbHE BiIUyTTs rojody, Hy#oTa, 6J1I0BaHHS, BTOMa, COHIMBICTh, PO3JIafyl CHY, MiBUIIEHHS PYyX0BOi
aKTUBHOCTI, arpecisi, MOpylIeHHs KOHIIEHTPallil, TPUBOXKHICTh i 3aTpUMKa YacCy peakliil, JeTpeCUuBHUAN
CTaH, CIIyTaHICTh CBIIOMOCTI, MOPYyIIEeHHS MOBJIEHHS Ta 30POBi po3nanau, adasis, TpemMop, mapes,
CEHCOpHi IOPYyIIeHHs, 3allaMOpO4YeHHs, 6€3MOMIiYHICTh, BTpaTa CAaMOKOHTPOJIIO, [IeJlipiii, MO3KOBi
CymOMH, COMHOJIEHIIiS Ta BTpaTa CBifOMOCTi aX 40 KOMHM, I0OBepXHeBe AuxaHHS i Opapukapmia. Kpim
TOT'0, MOXKYTb OyTH MPUCYTHI 03HAKM afipeHePriyHOl KOHTPPETYIsllii, TaKi sIK CIITHiIHHS, X0JI0gHa i

BOJIOTA IIIKipa, TPUBOXKHICTh, Taxikapmis, apTepianbHa rinepTeHsis, mocuneHe cepueduTTs,
CTEHOKapis Ta ceplleBi apuTMmil.

KriniuHa KapTHHa TA2KKOT0 HallaAy TillOTIiKeMil MOXKe HaragyBaTH KITiHIYHY KapTUHY iHCYJIBTY.

CumMmnTomu rinoriaikeMil Malixke 3aBXIY MOXKHa IMBUAKO YCYHYTH HeTaHUM BXXKUBAHHSIM BYTJIEBOLIB
(zyxop). UlTyuHi migcononxyBadi Hee(eKTHUBHI.

I3 mocBimy 3aCcTOCYyBaHHS iHINMX MOXITHUX CYIb(MOHIICEYOBUHY BiIOMO, 1110, HEe3BaXKawuu Ha
IOYaTKOBY e(DeKTUBHICTh 3aXOMiB 3 YCYyHEHHS TiNOrjIikeMil, BOHA MOXKe BUHUKHYTH 3HOBY.

Tskka a0 TpuBasia rimormikeMis, sika TiTbKM THMYaCOBO YCYBAEThCS 3BUYAUHUMHU KiJTbKOCTSIMU
IIyKpy, BUMara€ HeraiHoro JIiKyBaHHS, iHOMI - ToCIiTai3aliil.

o dbakTOpiB, 0 CIPUSAIOTL PO3BUTKY TillOTTIiKEMil, HaleXKaTk:

- HebGaxaHHs ab0 (0c06IUBO B JIITHROMY Billi) HE3MATHICTH MAlli€EHTa [0 CIiBIIpaIli 3 JTiKapem;
- HeoimaHHs, HeperyJIspHe Xap4YyBaHHS YM IIPOIYCK IMPUNOMY 1Xi abo mepion roiogyBaHHS;
- [IOpPYILIEHHS OIETYH;

- HEeBiATOBIAHICTh MiXK (i3SMYHMM HaBaHTaXKEHHSIM Ta CII0KHBaHHSIM BYTJIEBO[IB;

- BXKMBAHHS aJIKOT0JII0, 0COOJIMBO B ITOENHAHHI 3 ITPOIIYCKOM IIPUMOMY 1XKi;

- nopyieHHs (QyHKII HUPOK;

- TAKKe NMOPYIIeHHS QyHKIII MeYiHKY;



- nepeno3yBaHHA IpenapaToM AMapui’;

- IIeBHI JeKOMIIEHCOBaHi 3aXBOPIOBaHHS €HAOKPHUHHOL CUCTEMH, SKi BIIJIMBAIOTh HA BYTJIEBOTHUM
0o0MiH a00 KOHTPPETYJIAIliio rirnornikemil (Hampukia, Ipy OesKUX MOPYIIeHHIX GYHKIIIl IMUTOBUTHOI
3aJ103U Ta HelOCTATHOCTI PyHKIIiI mepegHbol gorii rinodiza Yu KOpy HafHUPKOBUX 3aJ103);

- OJHOYACHe 3aCTOCYBaHHS AeSKUX iHIIKX JTIKapChbKUX 3aco0iB (MuB. po3Min «B3aemofis 3
iHITMMY NTiKapChbKUMM 3aco0aMu Ta iHIIN BUOM B3AEMOIiii»).

JlikyBaHHS npenapaTtoM AMapun® BMMarae peryJaspHOro KOHTPOJIK PiBHS TJIIOKO3M B KPOBI Ta cedi.
Kpim TOr0, peKOMeHYETHCS TPOBOAUTY BU3HAUEHHS BMICTY T1iKO3WJILOBAHOT'O TeMOTJI00iHY.

ITig yac niKyBaHHS OpenapaToM AMapuia® HeoOXiIHO peryaspHO KOHTPOIIOBATH MOKa3HUKY QyHKIII]
IeYiHKY Ta TeMATOJIOTiYHi MOKAa3HUKHU (0COOIHUBO KiNTbKICTh TEMKOIMTIB i TPOMOOIIUTIB).

Y cTpecoBux cuTyaligax (HalmpuKiaz, TpaBMa, He3allaHOBaHi XipypriuHi BTpy4aHH, iHbeK1ii, 110
CYIIPOBOMXKYIOThCS MiABUILEHHSIM TEMIIEPATyPH Tijla) MoxKe O6yTH MOKa3aHe THMYaCOBE ITepeBeNeHHs
maljieHTa Ha iHCYIIiH.

IlocBix 3acToCyBaHHA IMpenapaTy AMapui® MalieHTaM i3 TAKKMMHY IOPYHIIeHHAMY GYHKIiM TediHKy
abo marrienTaM, sKi nepeOyBaloOTh Ha [iasisi, BigcyTHii. [TalieHTaM i3 TIXKKUMU NOPYLIIEHHSIMU
GYHKIIM HUPOK ab0 meviHKY MMOKa3aHOo IepeBeleHHs Ha iHCYITiH.

JIikyBaHHS NalieHTIB 3 AedinuToM I/II0K030-6-pocdaTmerinporenasu npemnapaTaMu
CyNb(OHINICEYOBUHU MOXKEe IIPU3BECTH 10 PO3BUTKY reMOJIiTUYHOI aHeMil. OCKinbKY TiMenipusn
HAJIeXKUTh OO KJIacy IpelaparTiB CylIbPOHIICEUOBUHH, HOT0 CITif 3 00epexKHICTI0 MPpU3HaAYaTH
nalieHTaM 3 HediluToM III0K030-6-hochaTaerinrporenasy. IM ciif npu3HayaTy anbTepHaTUBHI
Ipenaparty, 1[0 He MIiCTATh Cy/Ib(OHITICEUOBUHY.

Amapun® MiCTUTb TaKTO3M MOHOTifpart. lleil mpemapaT He CJIif IpUiMAaTH HaLicHTaM, SKi MaloTh
IIOCUTH PiOKiCHY CIIafIkKOBY HEMEPEHOCUMICTh TalakTo3u, gedinuT nakrasu Jlanma abo mopyieHHs
abCcopO1Iii TTI0KO3K-TaIaKTO3H.

3acmocyeanns y nepiod eazimHocmi abo 200yeaHHs1 2pydoio.

BaeimHicmb. Pu3uk, moB’g3aHuii i3 miabeToM. BimxuneHHs Bif HOpManbHUX PiBHIB T'TTIOKO3U B KPOBIi
IIif Yac BariTHOCTI MOXKYTh OyTH IIPUYNHO0 30i/IbIIeHHS iIMOBIPHOCTI BUHUKHEHHS BPOIXKEHUX Ba
PO3BUTKY Ta IepruHAaTanbHOl CMePTHOCTi. TOMy CIlifi peTelbHO KOHTPOIIOBATH KilbKiCTh I'JIIOKO3HU B
KDOBI BariTHOI XKiHKU OJIS1 TOTO, 1100 YHUKHYTU TePaTOT€HHOTO PU3UKY.

BariTHa 3 ykKpoBuM fiabeToM moBUHHA OyTH IlepeBefieHa Ha iHCyiH. 2KiHKY, SKi XBOPilOTh Ha
IIyKpoBuUii fiabeT, MOBUHHI iHPOPMyBaTH CBOTO JIiKaps IIPO 3alljlaHOBaHY BariTHICTh [ KOPEKIIil
JIIKYBaHHS Ta [Iepexony Ha iHCYIIiH.

Pu3uk, noB’'a3aHui i3 roiMenipunoM. HeMae gaHux o0 3aCTOCyBaHHS IJIiIMENipULy BariTHUMU
KiHKaMu. BiimoBigHO 00 pe3ybTaTiB €KCIIEPHMEHTIB Ha TBApUHAX, IpernapaT Ma€ PeIpOayKTUBHY
TOKCHUYHICTBh, IOB’s13aHy, UMOBIPHO, 3 (hapMaKOJIOTI4YHOI0 [i€l0 IIiMenipuny (TinoriikeMien).

ToMy IpOTATOM BCHOTO IIepiofy BariTHOCTI XKiHII IIiMenipuy 3aCTOCOBYBAaTA He MOXKHaA.



fAKmmo nanienTKa, fKa IpuiiMae riiMenipuf, IjaHye BariTHICTh a0 3aBariTHina, 1l SKOMOra IIBULIIE
CJIif IepeBeCTU Ha Tepallito iHCyIiHOM.

IIepiod 200y8aHHA 2py0010.

HesigoMo, 4yu BUOINIAETLCA Ipenapar y IpyAHe MOJIOKO Y JIFOOUHY. Y ITypiB IJIIMENipuy BUNIIAETCA Y
rpyoHe MonoKo. OCKiNbKY iHIN MOXigHi Cy/b(OHIICEYOBUHY BULINMAIOTECS ¥ TPYAHE MOJIOKO i
BPaxOBYIOUM PU3UK PO3BUTKY TiNOTJIiKeMil y giTel, IKUX FOLyI0Th TPYIHUM MOJIOKOM, Ha (HoHi
JIIKyBaHHSA TIIiMENipUaOM rOgyBaHHS I'PYAAI0 HE PEKOMEHYETHCS.

30amuicmsb enaueamu Ha weudkKicms peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

HocmimkeHHS i3 BIJIMBY IpelapaTy Ha 3[aTHICTh KepyBaTH TPAHCIOPTHUMH 3aco0aMu Ta IIPAIloBATH
3 IHIIMMU MeXaHi3MaMU He IIPOBOSUIIUCS.

3[1aTHICTh 0 KOHIIEHTPAllil Ta IBUAKICTh Peakilil MOXKYTh 3HUKYBATUCS BHACJIIOK TillOTIiKeMil 4n
rinepriikeMii abo, HanpUKIIaA, Yepe3 MOTipiIeHHs 30py. Lle Moxke CTBOPIOBAaTH PU3UK Y CUTYaIlifX,
KOJIM TaKa 3[IaTHICTh € 0COONMMBO BaXKJIMBOIO (HaIpUKIIaZ, KepyBaHHS aBToOM0OineM abo po6oTa 3
iHmMMMU MexaHi3MaMH).

[TauieHTiB cnif 3acTepiraTty, 10 BOHU He MTOBUHHI JOMyCKaTH PO3BUTKY B cebe TiMormikeMii mif gac
KepyBaHHS TPaHCIOPTHUM 3aco0oM. Lle 0co61ruBO CTOCY€EThCS THUX OCi0, sIKi moraHo abo 30BCiM He
MOXKYTh PO3Mi3HaBaTH B ce6e CUMITOMU-TIPOBICHUKY TiMOTIiKeMii, Ta TUX, Y KOr0 Hamagu
rinornikeMii € yactumu. HeoOximHO cepi03HO 3BaXKUTH, UM BAPTO 3a TAKUX 00CTaBUH CimaTH 3a
KepMmo abo mparfoBaT 3 iHIIUMKY MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
[TpemapaT mpu3HAYEHUH 715 IePOPATIBHOTO ITPUHOMY.

YcnimHe niKyBaHHS Oia0eTy 3aleKUTh Bil JOTPUMaHHS XBOPUM BifITIOBITHOTO PallioHy XapuyBaHHS,
perynspHol Gpi3nyHOl aKTUBHOCTI, @ TAKOXK IIOCTIHHOT0 KOHTPOJIIO PiBHA I'/IIOKO3H B KPOBi Ta cedi.
HepoTpuMaHHS XBOPUM [Ii€TH He MOXKe OyTH KOMIIEHCOBaHE MPUNAMaHHSIM TabJIeTOK Yu
3aCTOCYBaHHAM IHCYIIiHY.

[lo3yBaHHSA 3a/7€KUTh Bifl pe3yIbTaTiB aHalli3iB BMICTY I'JTFOKO34 B KPOBI Ta Ceyi.

[ToyaTkoBa mo3a cTaHOBUTH 1 Mr (1/2 TabneTku 1o 2 Mr) riiMemnipuay Ha mo0y. JKIo Taka [o3a fa€
3MOTy KOHTPOJIBaT! 3aXBOPIOBaHHS, 11 CJIif 3aCTOCOBYBATH AJIS MiATPUMYI0UO] Tepaiil.

Ko raiKeMigYHUN KOHTPOJIb HE € ONTUMAJIbHUM, J03y NOTPiOHO 30inbmyBaTu 10 2, 3 4u 4 MT
rniMenipuny Ha goOy moeTanHo (3 iHTepBanamMu B 1-2 TuxHi). 715 pi3HUX PeXUMIB JTiKyBaHHS
npenapaT OOCTYIIHUY Y Pi3HUX JO3YBaHHAX.

Io3a moHag4 Mr Ha 0o0y ma€ Kpallli pe3y/IbTaTy TiIbKKM B OKPEMHUX BUIIagKaX. MaKcuMasbHa
PEeKOMEeH/[0BaHa 103a - 6 MI' mpemapaTy AMapun® Ha fo0y.

A0 MakcuManbHa fo60Ba J03a MeThOpMiHy He 3a6e3meyye JOCTaTHhOTO IIiKeMiYHOTO KOHTPOJIIO,



MOXKHa PO3II0YaTHy CYIYyTHIO TEPAIII0 ITIiMEeIipUIOM.

[OTpUMyOUHCh TOIIEPEOHLOT0 JO3YBaHHS MET(QOPMiHY, IPUIOM TIIMENipUAY CIIif PO3IoYaTu 3
HU3BKOI J03H, Ky ITOTiM MOXHa ITOCTYTOBO MiIBUIIyBaTHA OO0 MaKCUMaJIbHOI 0O0BOI 103H,
opieHTylouuch Ha 6axkaHuit piBeHb MeTabo0JiyHOr0 KOHTPOI0. KoMOiHOBaHY Tepamiio moTpifHo
IIPOBOOUTHU i NAJIBHUM HarIAO0M JIiKaps.

S0 MakcuMabHa fo60Ba f03a mpenapaty AMapui® He 3a0e3nedye JOCTaTHHOTO [IIIKEMiYHOTO
KOHTPOJIIO, 3a He0OXiMHOCTI MOXKHA po3MoyYaTa CyIyTHIO Tepatiio iHCyniHOM. [IoOTPUMY04YUCh
IIOIIePeAHBOT0 NO3YBaHHA TJIiMeNipuay, TiKyBaHHSA iHCYTiHOM CJIifi HIOYMHATH 3 HU3BKO1 HO3H, Ky
IIOTiM MOZKHa ITigBUIIYBaTH, OPIEHTYIOUMCH Ha OakaHWU piBeHb MeTab0IiYHOr0 KOHTPOJIIO.

KomG6iHOBaHY Teparliio Cllii TPOBOOWTY Wil MUIbHUM HATISIOM HiKaps.

3a3Buuail OfHa [03a TIiMemnipuay Ha 106y € JOCTaTHBOIO. [I peKOMEeHIy€eThCS IPUIMaTH He3a0Bro
10 Y¥ IIif YaCc CUTHOTO CHiflaHKy a0o - SIKII0 CHigaHKy HeMae - He3a[oBro mnepeq abo mif gac
IIEPIIOT0 OCHOBHOTO IpuioMy ixki. [JoMUIKM B 3aCTOCYBaHHi IIpenapary, HallpuKiag IIPOIyCcK
IPUHAOMY YeproBoi 403U, HiKOJIM He MOXKHa BUIIPABJIATH IIJITXOM HACTYIIHOTO IPUHOMY BHIIOl JO3HU.
TabeTKy CIig KOBTATH He PO3KOBYIOUHM, 3aIIUBAIOYM PiTUHOIO.

FAKI10 y XBOPOTO CIIOCTEPITra€eThCA TIMOTIiKeMiuHa peakllis Ha 3aCTOCYBaHHS IJIiMenipuny B fo3i 1 mr
Ha g00y, 1le 03HAYaE, IO I[YKPOoBUH miabeT Moxke OyTH KOHTPOIbOBAHUH TiJTbKH 3a HOIIOMOTOI0
NOTPUMaHHS [iETH.

[MomninieHHsT KOHTPOJILOBAHOCTI AiabeTy CYyIPOBOMKYETHCS MiABUILIEHHSIM YYTIUBOCTI IO iHCYiHY,
TOMY IIiff 4acC KypcCy JliKyBaHHS 1oTpeba B TTiMenipuai Moxke 3MEHITYBAaTHUCSI. 3 METOI YHUKHEHHS
rinoryikeMii CJTif MOCTYIOBO 3MeHIITyBaTH 403y a0o B3araji nepepBaTy Teparmito. HeobxigHicTh y
nepersisafi [03yBaHHsA TaK0XK M0XKe BUHUKHYTH, SKII0 V¥ XBOPOTr0 3MiHIOEThCSI Maca Tijla 4¥ crocib
XKUTTSA abo [if0Th iHII YMHHUKY, SKi MigBUILIYIOTh PU3UK Til0- YU TillepriiiKeMii.

Ilepexin 3 mepopanbHUX TINOTTIKEMIYHUX areHTiB Ha IpenapaT AMap_Hn®.

3a3BUyYail MOXKHA 3iMCHATH IIepexif; 3 iHIIMX IepopasbHUX TilorIiKeMiYHuX areHTiB Ha AMapui”.
[Tig yac Takoro Imepexofy CIliJ BpaxOByBaTH CUITy Ta Iepiof HaIliBBUBEEHHS MOIEPEeTHbOT0 3aco0y.
Y mesikux BUIAfKaX, 0COOIHBO SKIIO MPOTHAia0e TUYHUY ITpernapaT Ma€ TPUBAIUM mepiof
HaliBBYMBeJeHH (HaIpHKIaf XJI0PIpOoNaMif), mepef I09aTKoM IpUAMaHHs AMapuy”
PEKOMEHAYEThCS MOYeKaTH AeKibKa OHiB. Lle ma€ 3MOry 3MeHIIUTH PU3UK TiMOrTiKeMiYHUX peakIlii
BHACJIIOOK adUTHUBHOI il IBOX areHTiB.

PekoMeHOBaHa IMOYATKOBA Ho3a - 1 Mr riiMmenipuny Ha moby. K 3a3Havanocs BUILE, O3y MOXKHa
TI0eTamHO 301BIIUTY 3 ypaxyBaHHSIM Peakllii Ha Mpemnapar.

Ilepexin 3 iHCYIiHY Ha IpenapaT AMapui®.

Y BUHSATKOBUX BUIIaJKaX XBOPUM Ha LyKpoBui miabet II Tumy, sKi NpuiiMaloTh iHCYIiH, MOXe OyTH
IoKa3aHa 3aMiHa #oro Ha AMapun®. Takyil mepexif CiIif IPOBONUTH Iifl NANLHAM HATIAI0M JTiKaps.

Himu. Ha cboropHi BifcyTHi JOKa30Bi faHi 100 3aCTOCYBaHHS TJIiMeMNipyuAy MallieHTaM BiKOM [0 8
pokiB. [Inst miTed BikoMm Bim 8 mo 17 pokiB iCHYI0Th 00MexkKeHi HoKa30Bi aHi 11010 3aCTOCYBaHHS
rIiMenipuny SK MOHOTeparil (ouB. po3ginu «PapMakoguHaMika» Ta «®apMakoKiHETHKa»). IcCHy109nx
IMaHUX CTOCOBHO 0e3meku Ta e(peKTUBHOCTI 3aCTOCYBaHHS IIperapary AiTsSIM HeIoCTaTHhO, TOMY HOTO



He PeKOMEHJYEThCSA 3aCTOCOBYBATH IIiif KaTeropii maIfieHTis.

Ilepedo3yeanHs.

[Tepeno3yBaHHS MOXKe IPU3BOAUTH [0 TillOTIiKeMil, iKa TpUBaE Bif 12 mo 72 rofguH i micis mepuoro
IIOJIETIIIEHHSA MOXe 3’ABJIATUCS IIOBTOPHO. CUMIITOMU MOXKYTh IIPOSBUTUCSH Yepe3 24 ropunu
IIiCJI 3aCTOCYBaHHA IIpenapary. fAK IpaBuio, oI TaKUX XBOPUX PEKOMEHYETHCS CIIOCTEPEKEHHS B
KJTiHi. MoXyTh BUHUKATU Hy[oTa, 0/1t0BaHHS Ta Oinb B emiracTpil. ['imornikeMis gacto Moxe
CYIIPOBOXYBaTUCS HEBPOJIOTIYHUMY CUMIITOMaMHU, TAKUMHU SIK HECIIOKIM, TpeMOp, PO3Jiafu 30Dy,
IOpYIIeHHS KOOpAWHAallil, COHIUBICTh, KOMa Ta CyIOMHU.

JIikysaHHA nepedo3ysaHHA. JIiKyBaHHS IOJISITAE, B IEPIILY YEPTY, B TepellKoKaHHi abcopOiii
npemnapary. [ 1boro HeoOXiHO BUKINKATH O/II0BaHHS, a IOTIiM BUIIUTH BOoOu abo THMOHALY 3
aKTUBOBAHUM BYTiNIsiM (amcopOeHT) Ta cynbdaToM HaTpito (TPOHOCHE). AKI0 MPUUHSITO BEIUKY
KiTbKiCTB TIiMenipuay, MoKa3aHo IPOMUBAHHS LITYHKA, ITiCIIS 4YOr0 — 3aCTOCYBaHHS aKTUBOBAHOTO
BYTinig Ta cynbdary HaTpitoo. Y pasi TIKKOro mepeno3yBaHHS HeoOXilHa rocmiTanisalis 1o
BigmineHHs peaHimarii. fIKoMora IIBUAIIE CJIif PO3MOYaTH BBEIEHHS I'JIIOKO3M: 3a He0OXimHOCTi
CII0YaTKy OMHOpPa30Ba BHYTPilIHbOBeHHaA iH'eKlig 50 My 50 % po3unny, a motiMm BnuBaHHA 10 %
PO34KHY 3 IOCTIMHUM KOHTPOJIEM DiBHS T'JIIOKO3U B KpOBi. [Tomasblie jTiKyBaHHS - CUMIITOMaTHAYHE.

[Tpu niKyBaHHI rimornikeMii, CipuuYrHEHO1 BUMIaJKOBUM IIPUIAOMOM IIpernapary Amappmo, Yy HEMOBJIAT
i miTel MOJIOAILIOTO BiKy [O3Y T'JIIOKO3HU MOTPIOHO 0COOIMBO PETENHHO KOPUTYBATH 3 OTTIIAY Ha
MOXKJIMBICTh BUHUKHEHHS HeOe3euHol rinepriikemil, a ii KOHTPOIb 3MiMCHIOBATH HIJITXOM YBAaXKHOT'O
CIIOCTEPEXKEHHS 3a PiBHEM TJIIOKO3U B KPOBI.

ITo6iuni peakuii.

3 oIy Ha MOCBIf 3aCTOCYBaHHS AMapUIIy® Ta iHIIMX MOXiAHHUX CyNIb(QOHIICEYOBUHH, IIifl 4ac
KJIIHIYHUX HOCiIXKeHb CriocTepiranucs mobiyHi peakiii, HaBe[leHi HUXK4e 3a KJlacaMU OpraHiB Ta
CHCTEM y IOPSAAKY 3MEHIIeHHS YaCTOTU BUHUKHEHHS: Ti, 10 BUHUKAJIHX qyXkKe 4acTo: ° 1/10; gacro: 3
1/100 go <1/10; meyacrto: 3 1/1000 mo < 1/100; pigko: 3 1/10000 go <1/1000; myxe pigko: <1/10000);
JacToTa HeBijoMa (He MOXKXHa po3paxyBaTd 3a HasBHUMU JaHUMHU).

3 60Ky kposi ma AimpamuyHoi cucmemu.

Pigko: TpoMOOUIMTOIIEHIs, TEUKOIEHisl, TPaHyIOIUTONEHiq, arPaHyI0LKUTO3, EPUTPOIIEHIS,
reMOJIiTUYHA aHEeMisd Ta NaHIUTOIEeHis, AKi, K IIPaBUJIO, € 3BOPOTHUMU IIiCJId BiAMIHU Ipenapary.
YacToTa HeBimoMa: TSIKKa TPOMOOLMTOIEHIS i3 KinbKicTio TpoMOonuTiB MeHIe Hixk 10000/mMk
Ta TPOMOOIMTONIEHIYHa ypITypa.

3 6oky iMyHHOI cucmemu.

IyXe pigKo: TeUKONUTOKIACTUYHUY BaCKyJIiT, IOMipHI peaklil rinepyyTINBOCTI, IKi MOXYThb
IIPOTPEeCyBaTH OO0 TAKKUX (HOPM, CYIPOBOAKYIOUUCH 3aJUIIKOI0, TANiHHAM apTepialbHOr0 TUCKY Ta
iHOmi MIOKOM.

YacToTa HEBifOMa: MOXKJIMBA ITepeXpPeCcHa ajepris 3 MOXigHUMU CYJIb(POHIICEYOBUHY,
cynbdoHamifamu abo CriopifHEHUMU pPeYOBUHAMH.



MemaboaiyHi ma asiMeHmapHi po3aadu.

Pigko: rimormikeMis.

Taki rimornikeMiyHi peakiiii mepeBaKHO BUHMKAIOTh HETAMHO, MOXYTh OYTH TSAKKUMU Ta HE 3aBXKIU
JIETKO MOXKYTh OyTH CKOperoBaHi. BUHUKHeHHS MOOiOHUX peakilil, SK i y pa3i NMiKyBaHHS iHITMMHI
rinornmikeMiyHUME 3acob6aMu, 3a/1eXKUTh Bif iHAUBiTyanbHUX PAKTOPIB, TAKUX SIK 3BUYKH Y
XapuyBaHHi Ta 4o3a Ipemnapary (meTasbHille guB. Y po3mini «Oco6IuBOCTI 3aCTOCYBaHHS»).

3 60Ky opeaHis 30py.

YacToTa HeBioMa: MOXKYTh BUHUKATHU TPaH3UTOPHI 30POBi po3i1aau, 0COOIMBO Ha MOYaTKy
JIIKYBaHHS, 3yMOBJIeH] 3MIHOI0 PiBHS T'JIFOKO3U Y KPOBI.

3 6OK)Z W/IYHKOBO-KUWKOB020 MpAdKmy.

Hyxe pimko: HygoTa, 6/1i0BaHHS, Hiapes, 3OYTTS KUBOTA, BiT4yTTS AUCKOMMOPTY Y XKUBOTI, Oifb y
JKMBOTI, SIKi pigKo MpHU3BOASATH M0 HEOOXiMHOCTI MPUNMHEHHS JIIKyBaHHS.

T'enamobisiapHi po3aadu.

YacToTa HeBifoMa: IigBUINIEHHS PiBHIB TEeYiHKOBUX (DePMEHTIB.

Iyxe pigko: mopyiieHHs QYHKIIII MeYiHKY (HaIIpUKJIIaf, 3 X01ecTa3oM abo XKOBTSHUIIEI0), TEeIIATUT Ta
IIeYiHKOBa HEOOCTATHICTh.

3 60Ky wKipu ma niOQWKIipHOi KAIMKOBUHU.

YacToTa HeBifoMa: MOXKYTh BUHUKHYTH peakilil Tinep4yyTAnBOCTi, BK/II04al0YX CBepOiXK, BUCUTIAHHS,
KPOINUB'AHKY Ta YyTIUBICTH [0 CBITIIA.

JlabopamopHi NOKA3HUKU.

[yXe pioko: 3HUKEHHS PiBHS HATPil0 Y CUPOBATLi KPOBI.

ITogidomaeHHs npo Ni003pr8aHi NobiYHI peakuii.

[ToBimomeHHSs PO Migo3pioBaHi MOGiYHI peakiii micyis cXxBaJeHHs JTiKapchKOro 3aco0y OO3BiTbHUMMU
OopraHaMU € BaXKJIMBOIO IIponenypoto. Lle mae 3mMory 3ailiCHIOBaTU OCTIMHUYM MOHITOPUHT
CIIiBBiTHOIIEHHS KOPUCThL/PU3UK 3aCTOCYBaHHS I[bOTO JIIKAPCHKOT0 3aco0y. MeIUUHUX IIPalliBHUKIB
IIPOCSITH MOBIAOMJIITH IIPO YCi Mifmo3pioBaHi mobiuHi peakilil 4epes3 HalliOHa/IbHI CUCTEMU
IIOBiIAOMJIEHb.

TepMmin npumaTHOCTi. 3 POKH.

YMmoBH 30epiraHHsi.



30epiratu B HEAOCTYIIHOMY IJIs OiTed Micui. 36epiraTy B OpuUTriHa/IbHIM YIIAKOBI[i IIPU TEMIlEpaTypi
He Buie 30 °C.

YnaxoBka.

Ne 30 (15x2): mo 15 TabneTok y 6micTepi, mo 2 6yicTepu B KapTOHHIM KOPOO1Ii.

Kareropisi Bignmycky. 3a peLemnToM.

BupoOHUK.

CAHOO®I C.P.JI./ SANOFI S.R.L.

Miciie3HaxoI2KeHHsI BUPOOHHKA Ta afipeca MicIisi MPOBaIXKeHHS HOr0 Tisi/TbHOCTI.

C.C. 17 KM 22, CKOIIIIITO (AKBIJIA), 67019, Itamis / S.S. 17 KM 22, SCOPPITO (AQ), 67019,
Italy

3asAIBHHUK.

TOB «CaHnoi-ABenTic YkpaiHa», Ykpaina/Sanofi-Aventis Ukraine LLC, Ukraine.

IJaTa OCTaHHLOT O neperiasany.



