IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HIMECUN®
(NIMESIL®)

Cknag:

Aitoya peyoBuHa: Himecynig;

1 0{HOZI030BMIA MAKET NO 2 I rpaHy MiCTUTb HiMecynigy 100 wmr;

[OMOMIXKHI PEYOBMHMN: MaKpOrosy LIeTocTeapuioBuin edip, caxaposa, MasibTOAEKCTPUH, KAC/OTa IMMOHHA 6e3B0AHa, anensCMHOBUIA apoMaTr3aTop.

JlikapcbKa thopma. ['paHynu 4ns opasibHOT CyCneHsit.
OCHOBHI (Di3NKO-XiMiYHI BNacTUBOCTI: CBIT/I0-XXOBTUIN 3ePHUCTUIA NOPOLLOK 3 ane/bCUHOBUM 3anaxoMm; Nicis YaCTKOBOI0 PO3UYMHEHHS KOJIP PO3UYNHY 6innii abo
CBITNO-)KOBTUA.

dapmakoTepaneBTUYHA rpyna.
HecenekTnBHI HeCcTepoiaHI npoTu3ananbHi 3acobun (HM33). Kog ATX MO1A X17.

dapmMakosoriyHi BnacTmeOCTI.

dapmakogyHamika.

Himecynig — HecTepoigHU npoTM3anasibHWiA 3aci6 3i 3HeGOMOBaNbHOK Ta >KapO3HMXKYBa/IbHOK BMACTUBOCTAMW, KOTPUIA Ai€e AK IHFIGITOP (DePMEHTY
LIMK/TOOKCUIeHasw, Lo BiAMNOBIAAE 3a CUHTE3 NpocTar/iaHAVHIB.

PapmakoKiHeTuKa.

BcMokTyBaHHS. Himecynig fo6pe BCMOKTYETHCA NPU NepopasibHOMY Mnpuidomi. Ticns 3acTocyBaHHS O4HOPa30BOI A03M, WO cTaHoBUTb 100 Mr Himecynigy, y
[OPOCINX MaKCMMasibHa KOHLEHTpaL s y nnasmi gocsaraeTbea yepes 2—-3 rogunHu i cknagae 3—4 mr/n. rnowa nif KpMBow «KOHUeHTpauis — yac» (AUC) cTaHOBUTb
20-35 mr roa/n. He 6yno BigMi4eHO XOAHOT CTaTUCTUYHO 3HAYYLLIOT PI3HMLI MDK LMW MOKa3HUKaMK Ta TaKUMK MoKasHUKamu nicnsa npuiiomy 100 mr ggidi Ha goby
npotarom 7 aHis. o 97,5 % Himecynigy 38’A3yeTbCA 3 6i/IKaAMU Nnasmu.

bioTpaHcopmauia Ta enimiHauiga. HiMmecynif akTMBHO MeTaboni3yeTbCA Y NMeyiHui PIsHUMK LWisxamn, y TOMY YMCAI 38 Y4YacTio i30(pepMeHTy uutoxpomy P450
CYP2C9. Tomy iCcHye 3arpo3a BUHUKHEHHS NiKapCbKOT B3aEMOZIT MPU MOro 0AHO4YaCHOMY 3aCTOCYBaHHI 3 NiKapCbKMMKM 3aco6amu, L0 MeTaboni3ytoTbCA 3a Y4acTHo
CYP2C9 (amB. po3gin «B3aemogia 3 iHWMMK NiKapCbKMMK 3acobamu Ta iHWI BUAW B3aEMOAi»). OCHOBHUM MeTaboniToM € naparigpoKCunoxigHa, ska TakoxX €
(hapMaKo/0rivyHO aKTMBHOK. Yac A0 BUSBNEHHS LbOr0 MeTaboNiTy B LMPKYHOKOYI KPOBI € KOPOTKMM (61113bKo 0,8 rofMHum), ane KOHCTaHTa peakLii ioro yTBOpPeHHS
HEBMCOKA | 3HAYHO MeEHLLA, HIXX KoeilieHT abcopbuii Himecynigy. [iagpOKCUHIMeCYNia € eANHUM MeTaboniToM, WO BUABNASETLCA Y Ma3Mi Ta Maidke MOBHICTHO
nepeby.ae y 3B’A3aHili popmi. Mepiof HaniBBUBEAEHHSA CTAHOBUTL Bif 3,2 0 6 rofAuH.

Himecynifg BMBOANTLCA B OCHOBHOMY 3 ceyeto (6nm3bko 50 % Big NpuitHATOT f03K). Jinwe 1-3 % BUBOAUTLCA Y He3MiHeHOMY Burnsgi. IigpokcuHimecynig —
OCHOBHWUIA MeTaboniT, WO BUABMSETLCS BUK/IKOYHO Y BUTNAAI TNOKYPOHATY. Bansbko 29 % Bif NPUIAHATOT 403U BUBOAUTLCS 3 KaslOM Y MeTab0/1i30BaHOMY BUTNAAI.
dapmakoKiHETUYHWIA NPOdi/ib HiMecy idy Y NauieHTiB NiTHLOrO BiKy NPY 04HOPA30BOMY Ta NOBTOPHOMY NPUAOMI HE 3MiHIOETHCS.

Y KOPOTKOCTPOKOBOMY €KCMepPUMEHTa/IbHOMY [OC/IIKEHHI, L0 NPOBOAMMIOCA 3a Y4acTHO MauieHTIB i3 MOPYLUEHHAM (YHKLIT HAPOK Nerkoro abo cepefHbOro




CTYNeHs TSHKKOCTI (KnipeHc KpeaTuHiHy 30-80 MA/XB) i 340p0BMX 4OOPOBO/bLIB, MaKCMMaslbHa KOHLEHTPaLis HiMecynify Ta oro 0CHOBHOro mMetaboniTy B nnasmi
XBOpPUX Oyna He BULLA, HDXX KOHLEHTpaLia y 340poBux aobposonsLis. AUC i nepiog HaniBBMBEAEHHS Y MaLieHTIB 3 NOPYLUEHHSAM (YHKUIT HUPOK 6ynn Ha 50 %
GiNbLUI, ane 3aBXAM 3HAXOANNCA B MeXaXx fianasoHy (apmMakoKiHETUYHNX NMOKA3HMKIB, L0 CnocTepiranncs y 340poBux A06poBO/bLiB, AKI MpUAMann HiMecynif.
MoBTOPHE 3aCTOCYBaHHS He MPWU3BOAWMO0 A0 KyMy aLii. Himecynig npoTunokasaHuii nawieHTam 3 NopyLUEHHAM (QyHKUIT neviHKu (AMB. po3ain «MpoTunokKasaHHs»).
LLOKNiHIYHI faHi 3 6e3neku.

JOKnNiHIYHI faHi, OTpUMaHi B CTaHAAPTHUX AOCAIMKEHHAX (hapMaKonorivyHoT 6e3neKkun, TOKCUYHOCTI NPy MOBTOPHOMY MPUIAOMI, FEHOTOKCUYHOCTI Ta KaHLepOoreHHOT
Aii, He BMABNAKN 0c06MBOT He6Ge3NeKn Ans NOAUHW. Y AOCNIAXKEHHAX TOKCUYHOCTI NPU NOBTOPHOMY MPUIAOMI HiMeCyNif BUSIBNSB LLIYHKOBO-KWLLIKOBY, HUPKOBY i
MeYiHKOBY TOKCUYHICTb. Y AOCNIMKEHHSAX PeNPOAYKTUBHOI TOKCUUYHOCTI MPW NPU3HAYeHHi camKam npenapary B [03aXx, L0 He YNHATb TOKCUYHOT Aii, eMOPIOTOKCUYHI
Ta TepaToreHHi e(oeKTn (BaAu PO3BUTKY CKeneTa, AuiaTauia WayHOUKIB MO3KY) CrOCTepiraimcs y KponauKie, afe He y WypiB. Y WypiB cnocTepirainca nigsuilieHa
CMepPTHICTb MOTOMCTBA Y paHHLOMY MOCTHaTa/lbHOMY repioi Ta NobiyHi peakuil Wwoa0 GepTUILHOCTI.

KniHIYHI XapaKTepuUcTuKu.

Noka3aHHA.

NikyBaHH#A roctporo 607110, NePBUHHOT NCMEHOPET.

Himecynig cnif 3actocoByBaTh TifIbK1 SK Npenapat Apyroi NiHii.

PilLIEHHSA NPO NPU3HAYeHHs HiMecyNidy NOTPIGHO NPUIAMATI Ha OCHOBI OLLIHKW BCiX PU3MKIB A1 KOHKPETHOr O NaLieHTa.

MpoTunokasaHHs.

Bigoma nigBuieHa Yy TaMBICTb [0 HiMecy iy, [0 6yab-skoroiHworo HM33 abo 4o 6yAb-AK0i 3 4ONOMIDKHUX PEYOBUH NiKapCbKOro 3acooy.

inepepriyHi peakuii B aHamHe3i (Hanpuknag 6poHXocnasm, PUHIT, KPOMWB'AHKA) Y 3B’A3KY 13 3aCTOCYBAHHAM aLeTUICaNILMI0BOT KACIOTU UM IHLIMX HECTEPOTAHUX
npoTU3anasbHUX 3acobis.

"enaTOTOKCUYHI peakLiii Ha HiMecy i B aHaMHesI.

CynyTHE 3aCTOCYBaHHS IHLUMX PEYOBWH 3 NOTEHLiAHOO renaToTOKCUYHICTHO.

AJIKOro/1i3M Ta HapKOTUYHA 3a/1eXKHICTb.

LLINyHKOBO-KMLLKOBI KpOBOTeui abo nepdopavii B aHamMmHesi, NMoB’A3aHi 3 nonepeaHiM 3actocyBaHHAM HIM33.

MenTu4yHa BMpasKa y (hasi 3aroCTPeHHS YM HasBHICTb B aHaAMHe3i KPOBOTeYi Yy TpaBHOMY TpaKTi, BUpa3ku abo nepgopadii.

LiepebpoBackynspHa KpoBoTeya abo iHLI KPOBOBWUIMBY, a TaKOX 3aXBOPIOBAHHS, LLLO CYNPOBOAKYOTLCA KPOBOTOUMBICTHO.

TAXKKI MOPYLUEHHSA 3rOpTaHHA KPOBI.

TsKKa cepLeBa HeOCTaTHICTb.

TsKKe NOpYLLEHHS PYHKLIT HAPOK.

MMopyLUeHHS hYHKLIT NeYiHKN.

Mapsiuka Ta/abo rpmMnonomibHi CMMNTOMMN.

AuTtaunia Bik go 12 pokis.

TpeTiin TpMMeCTp BariTHOCTI Ta Nepiog rogyBaHHs rpyaato (AmB. po3ain «3acTocyBaHHA Y Mepiog BariTHOCTi abo rofyBaHHS rpyAar0» Ta AOKiIHIYHI JaHi 3 6e3nekn).
B3aemogis 3 iHLUMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

dapmakogMHaMiyHi B3aeEMOAT.

KopTtukocTepoign. KopTUKOCTEPOIAM MOXYTb MNiABULLYBAaTU PU3NK BUHUKHEHHS BMpa3KM TPaBHOIO TpakTy abo KposoTedi (AuB. po3gin «OcobnmsocTi
3aCTOCYBaHHSA»).




AHTUTPOMOOLMTAPHI 3acobM Ta CeNneKTMBHI IHri6ITOPM 3BOPOTHOrO 3axon/eHHA cepoToHiHy (CI33C). AHTUTpOMOGOUMTaPHI 3ac0bM Ta CeneKTUBHI IHriGITOpY
3BOPOTHOro 3axomnseHHs cepoToHiHy (CI33C) 36inblytoTb PU3MK BUHUKHEHHS BMPa3Km abo KpoBOTedYi Yy TpaBHOMY TpakTi (AMB. po3ain «OcobamBocTi
3aCTOCYBaHHA»).

AHTUKOoarynaHtu. HIM33 MoXyTb nocuioBath eqieKT aHTUKOarynsHTiB, Takmx fK BapgapuH (AvB. po3gin «Oco6/MBOCTI 3acTOCyBaHHA»). py NiKyBaHHI
HiMecCy oM nawuieHTiB, AKi NpUinMatoTb BapapuH Yn NOAIOHI aHTUKOArynsHT abo aueTuacaniumnoBy KACNOTY, iCHYE NiABULEHWUI PUSUK BUHUKHEHHS YCKNaaHEHb
Yy BUIMIAAI KPOBOTEY, TOMY Taka KOMOIHALiA He peKOMeHAYETbCA (AMB. TakoX po3ain «OCOo6/MBOCTI 3aCTOCYBaHHA») Ta NPOTUMOKAa3aHa XBOPUM i3 THKKUMU
po3nadamu Koarynsuii (aue. TakoX po3ain «IpoTunokasaHHN»). HAKWO KOMOGIHOBaHOI Tepanii He MOXXHa YHUKHYTMW, He0bXigHO NPOBOAMTU PETeNbHUIA KOHTPO/b
MOKa3HWKIB 3ropTaHHs KPOBI.

AiypeTnyHi 3acobun, iHribiTopn aHrioTeH3VHNEepeTBOPHOBA/ILHOIO (epMeHTY (iHri6iTopy AlM®P) Ta aHTaroHictM adrioteHsuHy 1l (AAIl). HIMN33 MoxyTb
nocnabnoBatu Ait0 AiypeTrKIB Ta iHWKWX aHTUIiNePTEH3MBHMX NPenapaTiB. Y AesKUX XBOPUX 3i 3HUXEHOH (PYHKLiIEH HUPOK (Hanpuknag y 3HeBOAHEHMX XBOPUX
abo nauieHTiB NITHLOrO BiKY 3 MOPYLUEHHAM HUPKOBOI (PYHKLIT) CymiCHe 3acTocyBaHHA iHri6iTopiB AMN® Ta iHriGiTOPIB LMKIOOKCUIeHas MOXe CrpUUUHUTY
nofanbLue NoripLeHHs QYHKLIT HAPOK, Y TOMY YMCAi BUHUKHEHHS FOCTPOI HUPKOBOT HEAOCTATHOCTI, SKa, IK NpaBmio, € 060pOTHOHD. MosBY TakMX B3aEMOMil cif
BpaxoBYyBaTW Yy NaLi€HTIB, AKUM [OBOANTLCS 3aCTOCOBYBATW NiKapChbKi 3aC00M, L0 MICTATL HiMecy i, pa3oM 3 iHriditopamun AM® un AAIL Tomy Taky KOMGiHaLito
npenapartis CMij npu3HayvaTy 3 06epexHICTI0, 0CO6/IMBO MaLieHTaM IiITHLOrO BiKy. XBOPI NOBWMHHI OTPMMYBATW LOCTATHIO KiNbKICTb pigvHKU. Chij npoaHanisysartu
HeobXiAHICTb KOHTPO/TKO HUPKOBOT (YHKLIT MiCNA NOYaTKy CYMyTHLOI0 NiKyBaHHSA Ta NEPiOANYHOI0 CMOCTEPEXEHHS NICNS AOr0 NPUNMHEHHS.

IHLWI HecTepoigHi npoTu3ananbHi 3acobu (HIM33). CymicHe 3acTOCyBaHHS NiKapCbKMX 3ac006iB, WO MICTATb HimMecynif (avB. po3ain «KniHiuHI XapakTepuCTUKN»),
3 iHWMMK HIM33, y ToMy uncni 3 aueTuncaniymaoBo KUCNOTOK Yy NpoTu3ananbHUX fo3ax (= 1 1y BUMAAAI OAHOPA30BOro npuitomy abo = 3 r Ha Aoby), He
PEKOMEHLYETHLCH.

dapmakoKiHe TWUYHI B3aEMOAIT: BNAMB HIMeCy/iay Ha hapMaKoKIiHE TUKY IHLUKX NiKapCbKKX 3aco6iB.

dypocemig. Y 340p0oBUX A0O6POBOMLLIB HIMECY/i[ TMMYacoBO MOCNabnoe Aito gypocemify LIOAO BMBEAEHHSA HATPIO Ta MEHLLUOK MIpOt0 — BMBEAEHHS Kanito i
3MEHLUYeE AiypeTUYHUA edpekT. OaHOYaCcHe 3acTOCyBaHHS Himecynigy Ta dypocemigy npu3BoAUTb A0 3MEHLLEHHS (Mpubnmn3Ho Ha 20 %) nnouwli nig KpuBOHD
«KOHLeHTpauis — vac» (AUC) Ta KyMynsiTUBHOI eKCKpeLii qypocemigy 6e3 3MiH Moro HMPKOBOro KnipeHcy. CyMicHe 3aCTOCyBaHHSA (hypocemigy Ta NiKapCbKux
3aco0iB, L0 MICTATb HIMeCY NI, XBOPUM i3 NOpyLUEHHAM HUPKOBOT abo cepLeBol PYHKLIT NoTpebye 06epexxHOCTI (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

NiTi. Bynu nosigoMneHHss nNpo Te, wo HIM33 3HMXKYTb KNipeHe NiTito, WO Npu3BoAMTb A0 36iMbLUEHHS MOro piBHS B Mna3mi Ta TOKCMYHOCTI NiTit0. Y pasi
NpU3HAYeHHA HiMecy gy nauieHTy, AK1iA OTPUMYE Tepanito npenaparamu NiTito, CNif peTeNbHO KOHTPOOBATY PiBEHb NITIKO B M1a3Mi.

dapmakoKiHe TUYHI B3aEMO/IT: BNAMB IHLLMX NIKAPCbKMX 3aC006iB Ha (hapMaKOoKiHe TUKY HIMecyniay.

JocnifpkeHHs in vitro nokasanu, LWo HIMeCyNif BUTICHAETLCA 3 MiCLb 3B’A3yBaHHA TONOYTaMigoM, CafiLn/I0BOK0 KUCNOTOK Ta BasibMPOEBOKD KUCNOTOK. OfHak,
HE3BaXKatoUM Ha MOXX/IMBUI BN/IMB Ha AOr0 KOHLEHTPaLito Yy nnia3mi KpoBi, Taki B3aeMOAil He MatoTb KNiHIYHOI 3HAYYLLOCTI.

IHWIi B3aemopit.

MoXnnBi papmMakoKiHETUYHI B3aEMOAIT 3 rnibeHKnamigom, TeoiniHOM, BapapuvHOM, LUTOKCMHOM, LUMETUAMHOM Ta aHTauugHumu npenapatamy (a came
KOMOGiHaL|is aNtoMiHI0 Ta MarHito rigpokcuay) Takox 6ynm gocnigpkeHi in vivo. XXogHMX KNiHIYHO 3HaYyLLMX B3aEMO/ili He crnocTepiranocs.

Himecynig npurHivye akTuBHICTb hepmeHTy CYP2C9. lMnasmaTuMuyHi KOHLEHTpaLil NikapcbkuMX 3acob6iB, WO € cybcTpaTaMy LUbOro (hepMeHTy, MOXYTb
MiBMLLYBATMCA NPU 0JHOYACHOMY 3acTOCyBaHHi npenapaty Himecun®.

MoTpibHO fOTpMMyBaTUCA 0BEPEXHOCTI Y pasi, KONM HIMeCynif 3aCTOCOBYETbCA MeHLU HXK 3a 24 rofvHn [0 abo MeHLW HXK 4epe3 24 rofuHu nicns npumiomy
METOTPeKCaTY, OCKI/IbKM MOX/IMBE NiBULLEHHSA PIBHA OCTAHHLOr0 Y CMPOBATLi KPOBI Ta 36i/1bLUEHHA NOr0 TOKCUYHOCTI.

Y 3B’A3KYy i3 BM/IMBOM Ha HMPKOBI NpocTarfaHAMHK Taki IHri6ITOpY CUHTETa3 MNpocTarnaHAuHIB, SK HIMecynif, MOXYTb NiABWLLYBaTU HEPPOTOKCUYHICTb
LMKNOCMOPUHIB.




Oco6MBOCTI 3aCTOCYBAHHSA.

MoGiYHI peakLil MOXXHa 3BeCTU [0 MiHIMYMYy, 3aCTOCOBYHOUM HalMeHLLY eeKTUBHY [03Yy MPOTAroM HalKOpOTLLOro nepiofy 4acy, HeobXifHOro Ans KOHTPOO
cumnTomiB (AMB. po3ain «Cnocib 3acTocyBaHHA Ta A03W» i NP0 PU3MKK 3 6OKY LLTYHKOBO-KULLIKOBOMO TPAKTY Ta CepLeBO-CYANHHOT CUCTEMUN HIXKYE).

Mpn BIACYTHOCTI eheKTUBHOCTI fTiIKyBaHHA Tepanito CNifg NPUMUHATK.

Cnif yHMKaTK CynyTHbLOr0 3aCTOCyBaHHA Himecynigy 3 HIM33, y ToMy ynchi CeNeKTUBHUX IHTiBITOPIB LMKNOOKCUreHasn-2. Mig yac Tepanii NikapcbKUm 3aco60m
Himecun® natieHTam cnif peKoMeHAyBaTh yTPUMYBATUCS Bif] 32CTOCYBaHHS iHLLIMX aHANTeTUKIB.

Nlikapcbkuin 3aci6 Himecun® MmicTuTb caxapo3y. XBOPUM i3 PifKICHOH CMafKoBOK HenepeHOCUMICTIO (PYKTO3M, ManbabCoPOLIED THOKO3U-TanakTo3n abo
HeAOCTaTHICTIO caxapasu-i3oMasibTasn He Cifg NpUiimMaTi AaHunia npenapar.

Mg vac NikyBaHHSA HIMeCynifOM PeKOMeHAYETbCA YHUKATU O4HOYACHOMO 3aCTOCYBaHHA rernaToTOKCUYHMX MpenapaTiB Ta YTPUMYBATUCS Bif, BXXVMBAHHSA a/IKOrO/t0.
3acTocyBaHHsA HIM33 MoXe MacKyBaTu rapsuky, noB’s3aHy 3 (hOHOBOK 6aKTepiasibHOK iH(EKLIIELD.

Bnave Ha neyiHky.

PifIKo noBigoMnsanocs nNpo cepriosHi peakwil 3 60Ky neyviHKW, NOB’A3aHi i3 3aCTOCYBaHHAM HiMecynigy, Y TOMY UMC/i Ly>Ke PiAKO — MPOo BUMNaAKM 3 NneTaslbHUM
HacnigKoM (AUB. TakoX po3ain «MobiyvHi peakyii»). XBopi, y AKMX Npu NiKyBaHHI HIMeCyNifoM CnocTepiratoTbCad CUMMNTOMM, CXOXi HA CUMITOMM YPaXKEHHS NeYiHKN,
Hanpuknag, aHopekcis, HyfoTa, 6/110BaHHS, 6i/lb Y XKMBOTI, BTOMJIIOBaHICTb, TEMHUIA KONip cedi, abo XBOpI, Y AKMX AaHi NabopaTopHMX aHani3iB hyHKLiT NeYviHKu
BIAXWUNAOTLCA Bif HOPMaIbHUX 3HaYeHb, MOBUHHI NPUNUHUTY Tepanito. TakuM XBOPUM He CANif NOBTOPHO Npu3HayaTn HiMecynig. MoBigoMnsanocs npo ypaxeHHs
MeyiHKK, y 611bLIOCTI BUNaaKiB 060pOTHE, MiC/1A KOPOTKOYACHOM0 BMN/IMBY iIKApCbKOro 3acooy.

MawieHTaM, AKi 3aCTOCOBYHOTb HIMECYNif i Y AKNX 3’ABUIacs rapsyka ta/abo rpunonogioHi CUMNToMM, CRif NPUNUHATIA NTIKYBaHHS.

Bname Ha LMYHKOBO-KULLKOBWIA TPaKT.

Mosigomnanoca Npo KpoBoTedy abo BUpa3Ky/nepopaito y TpaBHOMY TpakTi (3 a6o 6e3 CMMNTOMIB-MepesBICHUKIB Y/ HAfBHOCTI B aHaMHe3i Cepio3HuX ABULY, 3
00Ky LUNYHKOBO-KMLIKOBOrO TPakTy), WO MOMAM MaTu feTalbHUA HacMigoK Ta BUMHUKATW Yy Oyab-AKWA 4Yac MpOTArom nikyBaHHA Bcima HIM33. Pusnk
LLISTYHKOBO-KMLLKOBOT KPOBOTeui, BMpa3ku abo nepgopauii 36inbLyeTbes npu NigsulleHHi o3 HIM33, y XBopux 3 BMPa3Kok B aHaMHesi, 0C06/MBO KO BOHA
yCK/agHeHa KpoBOTeueto abo nepdopauieto (AMB. po3ain «MpoTunokasaHHsA»), Ta Yy NauieHTIB NITHLOr0 BiKy. TakMm XBOPUM JiKYBaHHA CNif poO3noyvnmHaTv 3
HalMeHLLOT MOX/IMBOT A03W. s umMx nauieHTiB, a TakoX Ans TUX, XTO NoTpebye OAHOYACHOrO 3aCTOCYBaHHA HU3bKUX 403 aleTUNCcaniuMIoBOi KUCNOTA Ym IHLLIKX
npenapartis, WO 306i/bWYHOTh PU3MK BUHWKHEHHA YCKMafHeHb 3 60Ky TpaBHOro TPaKTy, C/if PO3rNIsHYTU MOX/MBICTb KOMOIHOBAHOT Tepanii i3 3aXUCHUMU
PeYoBMHAMU, HaNPUKIAaL Mi30NPOCTONIOM abo iHribiTopaMu NPOTOHHOI MOMMK (4MB. HVYXKYE Ta pPo34in «B3aeMogia 3 iHLWMMK NiKapCbKMMK 3ac06aMu Ta IHLLI BUAN
B3aEMOLil»).

XBOpi 3 TOKCMYHUM YpaXKeHHSIM TPaBHOrO TPaKTy B aHaMHe3si, Hacammnepes MauieHTV NiTHLOro BiKy, MOBWHHI MOBILZOMAATY NP0 OyAb-AKi HE3BUYHI abA0MIHa/bHI
CUMNTOMM (HAZATO NPO LLMYHKOBO-KMLLIKOBY KPOBOTEUY), 0COO/IMBO Ha MOYATKOBMX CTaZiAX /liKYBaHHS.

MosiBa KpoBOTeuYi abo BMpasku/nepdopalii y TpaBHOMY TPaKTi MOX/IMBA Y Oyb-AKWUIA Yac NPOTArOM /likyBaHHS 3 a0 6e3 CMMMNTOMIB-NepesBiCHUKIB Y/ HassBHOCTI B
aHaMHesi sBMLW, 3 OOKYy LUYHKOBO-KMLLIKOBOrO TpakTy. lMpu nosiBi KpoBOTeYi ab0 BUPA3KM Y LUMYHKOBO-KWULIKOBOMY TPaKTi 3aCTOCYBaHHA HiMecynigy Chif,
nNpUIMHUTK. Himecynig cnif 3acTocoByBaTh 3 00EPEXHICTIO MalieHTam 3 po3najaMu TPaBHOro TPakTy, B TOMY YMC/I NENTUYHOK BMPA3KOH), LLTYHKOBO-KULLKOBOH)
KPOBOTeYer0, BUPa3KoBMM KONITOM Y/ XBOP06oo KpoHa B aHaMHesi (AvB. po3ain «o6iuHi peakLii»).

XBopux, AKi NpuiiMatoTb CynyTHI MpenapaTty, Lo MOXYTb NiABULMTI PU3MK BUHWKHEHHS BMpPa3kM abo KPOBOTeYi, Taki IK nepopasibHi KOPTUKOCTEPOIAM, Taki
aHTMKOArynsHTN, K BaphapuH, CENEKTUBHI iHri6ITOPM 3BOPOTHOrO 3aX0M/IEHHS CEPOTOHIHY, abo Taki aHTUTPOMOOLUMTAPHI 3acobu, AK aueTuicaniyniosa K1cnoTa,
MOTPIGHO NOIH(OPMYBATU NPO HEOOXIAHICTb JOTPUMYBATUCL 0OEPEXKHOCTI.

Y pasi BUHVKHEHHS Y NaUieHTIB, AKi OTPMMYIOTb HiMeCy i, KpOBOTeYi ab0 BMPa3Ky TPaBHOMO TPaKTY NiKyBaHHSA CNif NPUMUHAUTN.

HIM33 3 06epeXkHICTIO cnif nNpr3HavaTv XBOPUM 3i LLTYHKOBO-KMLLIKOBUM 3aXBOPKOBAHHAM (BMPa3KOBMM KOJTITOM, XBOPO6OHD KpoHa) B aHaMHes3i, OCKI/IbKMN MOXX/Be
I0ro 3arocTpeHHs (AMB. po3ain «MobivHi peakuii»).



OfHoYaCHe 3aCTOCYBaHHA HiMecynigy 3 iHWWMK NIKapCbKMMK 3acobamu, TakMMu AK MNepopasibHi KOHTPAULEnTWBW, aHTUKOAryfnsHTW, aHTMarperaHtu, MoXxe
CMPUYUHUTI 3arOCTPEeHHS XBOPOOY KpoHa Ta iHLIMX 3aXBOPHOBaHb TPABHOIO TPaKTY.

Bnnue Ha cepLeBo-CyaVHHY Ta LiepebpoBacKynspHy CUCTEMMU.

XBOpi 3 apTepiaibHOK rinepTeH3ier0 Ta/abo 3acTiHOK CEepLEBOK HEAOCTATHICTHO NIErKoro abo cepeHbOro CTyneHs TSXKKOCTI B aHaMHe3i NoTpebyoTh BignoBiAHOIO
CMOCTEPEXEHHS | KOHCYNbTaLii ikaps, OCKi/IbKM NOBIAOM/SN0CA NP0 3aTPUMKY PiAMHN Ta HAbPAKK BHacNifoK Tepanii HM33.

KniHIYHI gocnifpkeHHA Ta enifgeMionioriyHi faHi AatoTb 3MOry 3p06uMTU BMCHOBOK MPO Te, WO 3acTocyBaHHA fAeskmx HIM33, 0cobivBO Yy BUCOKMX [03ax Ta npw
[OBroTPMBa/IOMy NiKyBaHHI, MOXKe 6yTW NoB’A3aHe 3 He3HaYHUM 36i/bLUEHHAM PU3NKY apTepiasibHUX TPOMOOTUYHUX YCKNafAHEeHb, HaNpuKnag iHPapKTy Miokapa
ab0 iHCyNbTy. N9 BUK/TKOUYEHHSA TaKOro pu3nKy Npu 3acTOCyBaHHI HiMeCynify AaHUX HeAO0CTaTHbO.

XBOpKX i3 HEKOHTPO/IbOBAHOK apTepiasibHO TinepTeH3iet0, 3aCTiHOK CepLEeBO0 HEAOCTATHICTHO, BCTAHOB/IEHOK iLLEMIYHOK XBOPOOOID CepLs, 3aXBOPHOBaHHAM
nepudepuyHmMx apTepii Ta/abo LepebpoBaCKyNAPHNM 3aXBOPHOBAHHAM CNif MiKyBaTW HIMECYNIAOM Nvle Nicns peTefibHOi OUiHKK cTaHy. MofibHy OuiHKY cnif
NPOBOAUTY Mepes NoYaTKOM AOBroTPMBa/IOro NiKyBaHHSA XBOPKX i3 PakTopamu puU3nKy PO3BUTKY CEPLIEBO-CYAMHHMX 3aXBOPHOBaHb, HaNpuKag npy apTepiasbHiii
rinepTeHsii, rinepninigemii, LyKpoBoMy fiabeTi, Npu KypiHHi.

OcCKifNbKM HiMecynif MoxKe BNANBaTK Ha (PYHKLiH0 TPOMOOLMTIB, AOro Cif 3 06epeXXHICTHO 3aCTOCOBYBATW NallieHTaM i3 reMoparivyH1uM aiate3oM (AuMB. TaKoX po3ain
«[MpoTuUnoKasaHHs»). OfHaK NikapcbKuii 3aci6 Himecnn® He Moyke 3aMiHUTL aLeTUNCaNiLMIOBY KUCOTY Y NPOMiNaKTuULLi CepLEBO-CYANHHUX 3aXBOPHOBaHb.

Bname Ha HUPKWN.

XBOpPUM i3 MOpYLUEHHAM (YHKUIT HAPOK abo i3 CepueBO0 HefOCTATHICTIO MOTPIOHO LOTPUMYBATUCA 0OEPEXHOCTI, OCKIIbKM 3aCTOCYBaHHA HIMECynigy MoXe
MPWU3BECTU L0 MOTipLUEHHS HAPKOBOT (OYHKLIT. Y pa3i NOripLleHHs NiKyBaHHSA CifL NPUNUHATK (AVB. TaKOX Po34in «B3aeMogia 3 iHWMMU NTIKapCbKUMK 3ac06aMm Ta
iIHLWI BUAW B3aEMOLiN»).

MauieHTw NiTHLOrO BiKY.

Y nauieHTiB MiTHLOr0 BiKYy MOXe OyTW NiABMLLEHa YacTOTa BUHUKHEHHS MOGIYHMX peakui Ha HIM33, 0co6nmMBo KpoBOoTeY Ta nepdopaliii y TpaBHOMY TPakTi, Y
[eAKNX BUMafKax HaBiTb 3 NeTa/lbHUM HacNifAKoM (auB. po3ain «ob6ivHi peakuii»), a TakoX NOpyLUeHHS (DYHKLUIT HUPOK, cepus Ta MeYiHK1, TOMY PeKOMEeHAYEThCS
BIANOBIAHE KNiHIYHE CrOCTEPEXKEHHS.

LLIKipHi peakuji.

[y>xe pigKo NoBiAOMAANOCS NPO CEPMO3HI LWKIPHI peakLii, AesKi 3 HUX CMepTeNbHO Hebe3neyHi, y TOMy Yncni ekconiaTUBHUIA AepMaTuT, CuHAPoM CTiBeHca —
[DKOHCOHA | TOKCUMYHWIA enigepManbHUIA HEKPONi3, NOB’A3aHi i3 3acTocyBaHHAM HIM33 (auB. po3gin «MobivHi peakuii»). O4eBUAHO, WO A0 HaWBINbLLIOIO PU3NKY
BUHUKHEHHS TaKMX peakLiil MauieHTU CXW/bHI Ha NovaTKy Kypcy fiKyBaHHS, Y 6inblIOCTi BUNAAKIB peakuii 3’ABNAOTbCA NMPOTArOM MepLioro Micaus Tepani.
Himecynig cnig BigMiHUTY Npun NepLlii NosiBi 03HaK LUKIPHOMO BUCUMY, YPaXKeHHS C/IM30BMX 060/10HOK ab0 6y Ab-AKNX iHLIMX NPOABIB FinepyyTAMBOCTI.

Bnnune Ha PepTUNbHICTb.

3acTocyBaHHs NlikapcbKoro 3acofy Himecun® mMoxke nopyLuyBaTy XiHouy DepTUNIbHICTb | HE PEKOMEH/YETLCA XKiHKaM, fKi MNaHyTh BariTHICTb. XKiHKaM, SKUM
CKNafHO 3aBariTHITK, abo TVM, XTO NepebyBae Ha 0GCTEXEHHI 3 MpuUBoAY Ge3nnifas, Chif po3rnsHyTV BigMiHy npenapaTy Himecun® (amB. po3ain «3acTocyBaHHS Y
rnepiog BariTHOCTI ab0 roflyBaHHSA rpyaLHo»).

3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

BariTHiCTb.

3acTocyBaHHA HiMeCy iy NPOTUMNOKa3aHe y TPeTbOMY TPMMECTPI BariTHOCTI (AMB. po34in «poTUNOKa3aHHS»).

MMpUrHiYeHHs CUHTe3y MpocTarfiaHAWHIB MOXe HecnpusaT/IMBO BIJIMHYTW Ha BariTHICTbL Ta/abo po3BUTOK embpioHa/mnoga. [aHi enifemionoriyHmx [ocnifXeHb
[03BONAKOTH 3p06UTM BUCHOBOK MPO Te, L0 Ha paHHIX TepMiHax BariTHOCTI 3aCTOCYBaHHS IHri6ITOPIB CMHTE3y NpocTariaHAMHIB MOXe 30i/TbLUNTU PU3NK BUKUAHA Ta



BUHWKHEHHS Y M/104a Baf Cepus i racTpoLumnsncy. A6CONIOTHUIA PU3MK PO3BUTKY aHOMaii CepLeBo-CyANHHOT CUCTEMU NIABULLYETHCSA 3 MEHLL HiXX 1 % 10 npubansHo
1,5 %. BBaXkaeTbC4, WO PU3NK 30i/1bLLYETLCS 3i 30i/bLUEHHAM 03K | TPUBANOCTI Tepanil.

Y TBapWH 3aCTOCYBaHHA iHribiTopa CMHTE3y npocTarnaHAvHIB NPU3BOAMIIO 40 30iNbLUEHHS npe- | NOCTIMNNaHTaUiMHUX BTpaT i MigBULLEHHS CMePTHOCTI eM6pioHa
Ta nnoga. Kpim Toro, nogigomMnsanoca npo Te, WO Y TBapuH, AKIi OTPUMYBaIM iHFIGITOP CUHTE3Y NpocTarnaH4MHIB Y nepiof opraHoreHesy, nigsuLLyBaiaca Yactorta
BUHWUKHEHHS Pi3HUX Baf N10Aa, y TOMY YMC/li CepLEBO-CYANHHOT CUCTEMMN.

OCKiNbKWN JOCTOBIPHMX [aHMX LLOAO 3aCTOCYBaHHSA HiMeCy iy BariTHUMK He iCHYE, a NOTEHLiNHWIA pU3UK NS NHOAWHN He BU3HAYEHWIA, OTO He Chig npuiAMaTty nig,
yac MepLloro Ta Apyroro TPMMECTPY BariTHOCTI 6e3 KpaiiHbOT He0OXiAHOCTI. Y pasi 3acTOCYBaHHS HiMeCynify >XXiHKam, SKi HamaratoTbCs 3aBariTHITU, ab0 NPOTArom
MepLUoro Ta Apyroro TPUMeCTPY BariTHOCTI, CNif Npu3HayvaT HaMeHLLY MOX/UBY [03Y | HANMEHLLY MOX/IMBY TPUBAJTICTb NiKYBaHHS.

Y TpeTboMy TPUMECTPI BariTHOCTI BCI IHTIBITOPM CMHTE3Yy MpocTarnaHAnHiB MOXYTb NMPU3BECTU L0 PO3BUTKY Y MI0Aa:

* MHEBMOKAPAia/lbHOI0 TOKCUYHOTO YPaXKeHHS (3 nepeAyacHUM 3aKpUTTAM apTepiasibHOT MPOTOKM i SIEFEHEBOIO MiNepTeH3IED);

* AUCPYHKLIT HAPOK, LLIO MOXe Nporpecysat O HUPKOBOT HEOCTATHOCTI 3 PO3BUTKOM MasloBOAAS;

Y martepi B KiHLi BariTHOCTi Ta HOBOHaPOKEHOTO MOX/INBE:

* 30i/IbLLIEHHA Yacy KPOBOTEYi, aHTMarperawinHui eekT, KU MOXe BUHUKHYTU HaBiTb MPW 3aCTOCYBaHHI Ay>Ke HU3bKUX [03;

* MPUTrHIYEHHA CKOPOYYBa/IbHOI AiANIbHOCTI MATKW, L0 NMPU3BOANTL A0 3aTPUMKK ab0 NOA0BXKEHHS MOJIOTIB.

["ofyBaHHA rpyaato.

HeBigoMo, YM MPOHUKAE HiMecynif y rpyAHe MOMOKO NoAvMHKU. HiMecynin npoTunokasaHuin y nepiog rodysaHHsA rpyaaro (AvB. po3fin «MpoTUNoKasaHHN i
[OK/IHIYHI AaHi 3 6e3neKkn).

PepTUNbHICT.

AK i iHWIi HIM33, nikapcbKi 3ac06U, WO MICTATb HIMECYNi[, He PeKOMEHAYIOTLCA XiHKaM, SKi HamaratoTbCs 3aBariTHITU (4UB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS).
XKiHKaM, fIKi MatoTb TPYAHOLLI 3 HACTaHHAM BariTHOCTI ab0 NPOXOAATL 06CTEXEHHSA 3 MPUBOAY 6e3nnifas, CNif NPUNUHUTY 3aCTOCYBaHHSA HIMeCyigy.

AKLWO BariTHICTb BCTAHOB/EHa Nif Yac 3aCTOCYBaHHSA HiMecy gy, nikap Mae 6yTn NOiHhOPMOBaHWIA MPO Le.

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

JocnifpKeHHs: BNNBY NiKapCbKMX 3ac06iB, WO MICTATb HiMecynia, Ha 34aTHICTb KepyBaTy aBTOTPAHCNOPTOM abo iHLIMMKW MeXaHi3Mamu He NPOBOAUINCH, OfHAK
nauieHTam, fKi BiuyBatoTb 3anamMOpPOYeHHSs, BEPTUIO Y/ COHMIMBICTb MiC/s NPUIAOMY HiMecynify, Cnif yTpUMyBaTucs Bif, KepyBaHHS aBTOTPAHCMOPTOM ab0 iHLLIMMK
MexaHi3Mamu.

Cnocib 3acTocyBaHHA Ta A03Mu.

[J03yBaHH4.

3 METOK 3HWKEHHS YaCTOTW BUHWUKHEHHS MOGIYHMX peakLuiid NOTPiGHO 3aCTOCOBYBATM MiHIMabHY e(DeKTUBHY [03Y MPOTArOM HalKOPOTLUOro Yacy (4MB. Po3gin
«Oc061MBOCTI 3aCTOCYBaHHSA»). MakcMaibHa TPUBaICTb KypCy NliKyBaHHSA HiMecynigoM CTaHOBUTL 15 fib.

[opocni. 1 naket (100 mr Himecynigy) 2 pa3un Ha go6y nicns ign.

MauieHTV NiTHLOrO BiKy. MalieHTV NiITHLOrO BiKY He NOTPEBYOTh 3HKEHHSA A060BOT 403U (AMB. po3Ain «DapMaKOKIHETMKA).

[iTun. Jlikapcbki 3acobu, WO MICTATb HiMecynifd, NPOTWUMoKasaHi AiTAM BiKOM [0 12 pokiB (AMB. TakoX po3fin «[1poTunokasaHHs»). BpaxoByrouu
(hapmakOoKiHETUYHUIA NPOMi/b Y LOPOCANX Ta (PapMaKoAMHaMIYHI XapaKTepUCTUKM HIMeCynify, KOpeKLis 403K AiTam BikoM Bif 12 10 18 pokiB He NoTpi6Ha.
MopyLleHHs yHKLUIT HUPOK. BpaxoByroum hapMakoKiHETKKY, NaLieHTam i3 erkum abo NMomMipHUM NOPYLUEHHAM (YHKLIT HUPOK (KNnipeHc KpeaTuHiHy 30-80 Ms1/xB)
KOpeKLjisi 10311 He NOTPiGHa, Y TOW Yac SK NPy TSHKKOMY NOpYLLIEHHI (yHKLIT HUPOK (KNnipeHc KpeaTuHiHy < 30 MN/XB) Nikapcbkuii 3aci6 Himecun® npoTtunokasaHuii
(avB. po3ginv «poTUNOKaszaHHA» i «PapMaKoKIHETUKA).



MopyLeHHS (PYHKLIT NediHKK. 3acTocyBaHHS NiKapcbKoro 3acoby Himecun® npoTunokasaHe naLieHTam i3 MOPYLUEHHAM (YHKLiT NeviHkuW (AuB. po3ain
«®PapMaKoKiHeTVKa»). Mo6iuHI peakuil MOXKHa MiHIMI3yBaTy LUNSAXOM 3aCTOCYBaHHA npenapaTty NPoTSroM HaKopoTLLIOro nepiogy vacy, Heo6XigHOro Ans KOHTPO/IH0
cuMnToMiB (AMB. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA»).

Cnocib 3aCTOCYBaHHS.

BmicT nakeTa BUCMNATK Y CKNAHKY 3 HEra3oBaHOK BOAOHD. IMepeMillaTyi IOXKKOK A0 OTPUMAaHHSA CyCneH3ii 3 aneslb,CHOBMM 3anaxom. Bunutu cycnexsito Bigpasy
nicns nepemiLlyBaHHS.

aiTn.
Nikapcbkuii 3aci6 Himecun® npoTtunokasaHuii 4iTaM Bikom A0 12 pokiB.

NepenosyBaHHS.

CumnTOMKM rocTporo nepeao3yBaHHa HIM33 3a3Buuail 0OMEXYHTbCSA TaKUMUW: anartisi, COHNMBICTb, HYA0Ta, 6/1t0BaHHS Ta 6inb B eniracTpasibHIn AinaHui, SKi, K
npaBuno, € 060POTHUMM MPU NILTPUMYHOYIA Tepanii. MoXIMBe BUHWMKHEHHS LLUTYHKOBO-KMLLKOBOI KPOBOTeYi. PifKo MOX/MBI apTepiasibHa rinepTeHsis, roctpa
HVMPKOBA HeLOCTATHICTb, MPUTHIYEHHS AMXaHHA Ta KOMa. Byniv NOBiJOMIEHHSA NPO aHaMiNaKTOTIAHI peakLii Npy 3aCToCyBaHHI TepaneBTMYHMX f03 HIM33, fKi MOXyTb
BUHMKATK NMpW nepeao3yBaHHi. Y pasi nepefo3yBaHHs HIM33 nauieHTaM cnif 3abe3neyunty CUMNTOMaTUYHe Ta NiATPUMYHoYe NiKyBaHHS. CrneyugiyHmx aHTULoTIB
Hemae. IH(opmaLii CTOCOBHO BUBELEHHS HiMecynigy 3a AOMOMOrow reMojianisy Hemae, ane KLWO B3ATU 40 YBaru oro BUCOKWIA CTYMNiHb 3B’A3yBaHHA 3 6GiflkaMu
nnasmu (go 97,5 %), To ManoMOBIPHO, WO Aiani3 BUABUTLCA ePEKTMBHUM MpWU Nepefo3yBaHHI. 3a HasBHOCTI CMMMATOMIB ab0 MiCns CUNbHOIO Mepeao3yBaHHS
NPOTAroM 4 roAuH nicnsg nNpuiioMy npenapaTy nawieHTam MOXHa NPU3HAYNTL BUK/IMKAHHSA 6/110BaHHSA Ta/abo akTuoBaHe BYrinns (60-100 r ans gopocnux), Ta/abo
OCMOTWYHUIA NPOHOCHMIA 3acib. PopcoBaHuiA Aiypes, 3a1y>KeHHs cedi, remogiania abo remonepdysis MoXyTb 6TV HeePEKTUBHUMM Y 3B’A3KY 3 BUCOKUM CTYMNEHEM
3B’A3yBaHHA 3 NpoTeiHaMun. Cnif KOHTPONKOBATU (PYHKLIT HUPOK Ta MeYiHKM.

Mo6iuHI peakuii.

HwykueHaBefeHi No6iyHi peakuii BKasaHi Ha MNiACTaBi [aHUX KOHTPO/bOBAHUX KNIHIYHUX dochimpkeHb* (NpubnnsHo 7800 nauieHTiB) Ta MOCTMapKEeTUHIOBMX
CMOCTePeXKeHb 3 TAKOK KlacuikaLieto YacToT BUHUKHEHHSA: fyxXe yacTo (= 1/10); yacTo (= 1/100 — < 1/10); HeyacTo (= /1000 - < 1/100); pigko (= /10000 - < 1
/1000); ay>ke pigko (< 1/20000), y ToMy ymcni pigKiCHI BUNaLKW.

Po3naam 3 60Ky KPOBOHOCHOI Ta MliMGaTUYHOI CUCTEM Pigko AHeMig*, eosnHoginis*
[yxe pigko TpomboUMTONEHIS, MAHUMUTONEHISA, Nyprypa
Posnaam 3 60Ky iMyHHOT CUCTEMU Pigko MigBueHa vy TmBiCcTb*
[yxe piako AHadgpinakcis
Posnaan metaboniamy Ta XxapyyBaHHS Pigko inepkaniemis*
McmxiyvHi po3nagm Pigko BiguyTTa cTpaxy*, HEPBOBICTb*, HIYHI XKaxMBI
CHOBUAIHHA*
Po3naan 3 60Ky HEPBOBOT CUCTEMU HeuacTto 3anamMopoyeHHs™*
[yxe pigko ["0NOBHWUIA 6ifb, COHNMBICTbL, eHLUedanonaris (CMHAPOM
Pes)
Po3naam 3 60Ky opraHis 30py Pigko HeuiTkuia 3ip*
[yxe pigko MopyLueHHs 30py




Posnaam 3 60Ky opraHiB Ciyxy Ta NabipuHTy [yxe pigko BepTturo (3anamopoyeHHs)
Cepuesi po3naau Pigko Taxikapgis*
CyaunHHI po3naaun HeyvacTo ApTepianbHa rinepTeHsis*
Pigko "emoparis*, nabinbHICTb apTepiaibHOro TUCKY™,
npunanBmn*
Po3naan 3 60Ky AUXanbHUX LWAAXIB, OpraHiB rpyaHoT KNiTKN Ta HeuacTo 3aauLka*
cepefoCTiHHSA [yxe pigko AcTma, 6poHxocnasm
LLINyHKOBO-KMLLKOBI po3niagn YacTo [Liapes*, HyaoTa*, 61t0BaHHA*

HeuacTto 3anop*, 34yTTH XnBoTa*, KpoBOTEYa y TpaBHOMY TPaKTi,
BMpasKa Ta nepopaiia ABaHafuAaATANAION KULWIKK, BMpaska
Ta nepdopauis WnyHKa

[yxe pigko FacTpuT*, 6iNb Y XMBOTI, AUCMENCIS, CTOMATUT, Me/fieHa
"enarto6iniapHi po3naam (4nB. po3ain «OCco6/IMBOCTI 3aCTOCYBaHHS») Yacto 306iNbLUEHHSA PIBHA (PEPMEHTIB NeYviHku*
[y>xe pigko enatuT, PyNbMiHaHTHWIA renatuT (y TOMY Ymnchi 3
NeTaslbHUM HaCNifKOM), XXOBTAHULSA, X0NecTas
Po3naam 3 60Ky LIKIpW Ta MigWKIPHOT KNITKOBUHM HeyvacTo Csepbix*, Bucun™, nigsuiieHa NitTimBicTb*

Pigko Eputema*, pepmatut*

[yxe pigko Kponue’siHKa, aHriOHEBPOTMYHWIA HABPSK, HABPSIK
06114ys, eputeMa nNoniPopmHa, cmHapom CTiBeHca —
[DKOHCOHa, TOKCUYHWIA enigepManbHUIA HEKPONi3
Po3naan 3 60Ky HMPOK Ta CEYOBUAIbHOT CUCTEMU Pigko Onsypig*, rematypis*
Ayxe pigko 3aTprmKa CevyoBUMYCKaHHA* , HUPKOBA HeLOCTAaTHICTb,
onirypis, iHTepcTULiaNbHUIA HepUT
3arasibHi po3naan Ta MicueBi peakuii HeyvacTo Habpsk*
Pigko He3gyXaHHsa* , acTeHia*
[y>xe pigko rinotepmist

* YacToTa BU3HAYAETLCA 3a pe3yibTataMu KNiHIYHOro OC/IIKEHHSA

HaiiuacTilwe cnocTepiratoTbca No6iYHI peakLii 3 60Ky TpaBHOro TpakTy. MoX/iMBe BUHUKHEHHS MENTUYHKUX BUPA3OK, nepgopaLii abo KpoBoTeyi y TpaBHOMY TpaKTi,
AKi IHOZI 3arpoXKyHoTb XXUTTHO, 0CO6/IMBO Y XBOPUX NITHLOTO BiKY (AMB. po3gin «Oco6NMBOCTI 3aCTOCYBaHHSA»). [Micns 3aCTOCYBaHHA NIKapPCbKMX 3ac006iB, L0 MICTATb
HiMecynig, NoBigoOMAAN0CA NPO HYAOTY, 6NIOBaHHSA, Aiapeto, 34yTTA XKUBOTa, 3anop, AUCNENcito, 6inb Y XXMBOTI, MeNeHy, KpnBase 6/1H0BaHHS, BUPa3KOBMIA CTOMATKT,
3aroCTpeHHsA KoniTy Ta XBopobu KpoHa (amB. po3gin «OcobnmBoCTi 3aCTOCYBaHHA»). PifLe cnocTepirasca racTpuT. bynn noBigoMIeHHs NPo BUHUKHEHHS HabpAKY,
apTepianbHOT rinepTeHsil Ta cepueBOl HeOCTAaTHOCTI Y 3B’A3KY 3 NiKyBaHHsAM HIM33. [dyxxe pifKo NoBigoMnanocs npo 6ynb0o3Hi peakuil, y TOMY YUC/i CUHAPOM
CriBeHca — [DKOHCOHa Ta TOKCUYHWIA enifepManbHUA Hekponi3. KniHivHi Ta enigeMionoriyHi gocnifXeHHs cBigvaTb MPO Te, WO 3acTOCyBaHHA Aeskmx HIM33,
0C06/IMBO Y BUCOKUX A03aX Ta NPOTArOM TPUBAIOr0 NiKyBaHHS, MOXYTb MPU3BECTM A0 HE3HAYHOIO NiABWLLEHHS PU3NKY BUHUKHEHHS apTepiasibHUX TPOMOOTUYHUX
yCKNagHeHb, Hanpuknag iHhapkTy Miokapa abo iHCynbTy (AnB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

MoBiAOMNEHHSA MPO Nif03pHoBaHI NOBIYHI peakLiii.

MoBiAOMIEHHA NP0 Nifo3ptoBaHi NOGIYHI peakLiT Nicna peecTpauii NikapcbKoro 3acoby BifirpatoTb BaXKMBY pofb. Lle fae 3mMory npofoBXyBaTu CNOCTEPEXEHHS 3a



CMiBBIgHOLLEHHAM KOPUCTI Ta PU3MNKY MpY 3aCTOCYBaHHI NiKapCbKOro 3acoby. MpauiBHUKN rasy3i 0XOPOHM 340P0B’ A NOBMHHI NOBIAOM/IATY MPO 6y Ab-AKi Mif03pH0BaHi
No6IYHI peakLil.

TepMiH NpuaaTHOCTI.
3 poku. He 3acTocoByBaTU NiKapcbKKUii 3aci6 Micns 3aKiHYeHHS TePMiHY NPUAATHOCTI, 3a3HaYeHOr0 Ha YNaKoBL,i.

YMoBW 36epiraHHs.
CneujianbHi yMoBW 36epiraHHs He BUMaratoTbesl. JlikapCcbKuii 3aci6 36epiratv y HeaoCTYMHOMY ANA AiTel Mici.

YnakoBkKa.

Mo 2 1 B 04HOA030BOMY MakeTi; no 9 abo 15, a6o 30 NakeTiB y KapTOHHI KOPO6Li.
KaTteropis Bignycky.

3a peLenTom.

BupobHuK.
JabopaTtopioc MeHapiHi C.A.

MicuesHaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiXKeHHS Moro AisnibHOCTI.
AnboHc XII, 587, baganoHa, bapcenoHa, 08918, IcnaHis.

3asdABHUK.
Nab6opatopi MNAO0TTI C.n.A.

Micuge3HaxomKeHHS 3asiBHUKaA.
Bia JliBopHe3e, 897, 56122 J1a BetTona (MMi3a), ITanis.

IHCTPYKUIA
NS MeIMYHOT0 3aCTOCYBaHHS N1iKapCbKOro 3acoby

HIMECUN®
(NIMESIL®)

Cknap:
Aitoya peyoBuHa: Himecynig,
1 0AHOA030BUIA NAKeT MO 2 I rpaHyn MiCTUTL HiMecynigy 100 wmr;



[0MOMI>KHi PEUOBMHI: MaKpOrosy LieTocTeapuioBuii ediip, caxaposa, MaslbTOAEKCTPYH, KACNO0Ta IMMOHHA 6e3B0/1HA, arnelbCMHOBUIA apomMaTh3aTop.

JlikapcbKa thopma. ["paHynv 4ns opaibHOIT CyCneHsii.
OCHOBHI (Di3NKO-XiMiYHI BNACTUBOCTI: CBITN0-)KOBTUIA 3€PHUCTUIA MOPOLLUOK 3 aneflbCUHOBMM 3anaxoM; MiCas YaCTKOBOro PO3YMHEHHSI KOMIp pO34nHy 6innii abo
CBIT/I0-)KOBTUA.

dapmakoTepaneBTUYHA rpyna.
HecenekTuBHI HeCcTepoiaHi npoTu3ananbHi 3acobu (HM33). Kog ATX MO1A X17.

dapMako/oriyHi BnacTmeoCTI.

dapmakogyHamika.

Himecynig — HecTepoigHUiA npoTu3ananbHUA 3acib 3i 3HEOONHOBA/IbHOK Ta >XKapO3HWXKYBa/lbHOK BNACTUBOCTAMM, KOTPUIA fi€ AK iHri6iTop (hepMeHTy
LIMKNOOKCUIeHasun, WO BIAMNOBIa€e 3a CUHTe3 npocTarnaHiunHiB.

dapmakoKiHeTVKa.

BcMokTyBaHHA. Himecynig fobpe BCMOKTYETbCA NpU nepopaibHOMY npuitomi. TMicna 3actocyBaHHs O4HOPa3oBOi [03W, WO cTaHOBMTb 100 Mr Himecynigy, y
[0POC/INX MaKCUMa/lbHa KOHLEHTpaLis y niasMi AocaraeTbea yYepes 2—3 roguHu i cknagae 3—4 mr/n. Mnowa nif KpuBoK «KoHUeHTpauis — yac» (AUC) cTaHOBUTb
20-35 mr rog/n. He 6yno BiAMiYEHO XXOAHOI CTAaTUCTUYHO 3HAUYLLIOT Pi3HMLI MK LMK MOKa3HMKaMK Ta TakKMMK MoKasHUKamMu nicns npuitomy 100 mMr ggidi Ha fo6by
npotarom 7 gHie. o 97,5 % Himecynify 38’A3yeTbCA 3 6iikaMKn Mnasmu.

bioTpaHcopMmalia Ta enimiHauig. HiMecynig akTMBHO MeTaboni3yeTbCs Y NediHui PisHUMW LWAsxXamu, Y TOMY YMC/i 3@ Y4acTio i30(hepMeHTy umToxpomy P450
CYP2C9. Tomy icHye 3arpo3a BUHUKHEHHS NiKapCbKOT B3aEMOAIT Mpy 10ro 0AHOYaCHOMY 3aCTOCYBaHHI 3 NiIKapCbKMMK 3aco6amMu, L0 MeTaboni3yoTbCA 3a YUacTHO
CYP2C9 (amB. po3gin «B3aemogia 3 iHWMMKU NiKapCbKMMK 3acobamu Ta iHWI BUAW B3aEMOAi»). OCHOBHUM MeTaboniToM € naparigpoKCunoxigHa, aka Takox €
(hapMaKo/0rivyHo aKTMBHOK. Yac [0 BUSBNEHHS LbOro MeTaboniTy B LMPKY/OOYI KPOBi € KOPOTKMM (67113bKOo 0,8 rofiMHum), ane KOHCTaHTa peakLii oro yTBOpPeHHS
HEBMCOKa | 3HaYHO MeHLLA, HiXK KoeilieHT abcopbuii Himecynigy. MigpoKcuHiMecynig € eAMHUM MeTaboniToM, L0 BMSBNSETLCSA Y Na3Mi Ta Malike MOBHICTHO
nepebyBae y 3B8’53aHii hopmi. Mepiog HaniBBMBEAEHHS CTAHOBUTL Bif 3,2 10 6 rOAUH.

Himecynig BUBOAWUTLCA B OCHOBHOMY 3 ceuetd (6113bko 50 % Big NpuidHATOT fo3u). Slinwe 1-3 % BUBOAUTLCA Y He3MiHeHOMY Burnagi. FigpokcuHivecynig —
OCHOBHUI MeTaboniT, WO BUABNAETLCSA BUK/IKOYHO Y BUINISAI FNOKYPOHaTY. Bansbko 29 % Bif NPUAHATOT 031 BUBOAMTLCA 3 KaJIOM Y MeTab0ni30BaHOMY BUTISIA.
dapMaKoKiHETUYHMIA Npodinb HiMecynigy Y NauyieHTiB NiTHLOro BiKy NPV 0A4HOPA30BOMY Ta NOBTOPHOMY NPUIAOMI He 3MiHHOETLCS.

Y KOPOTKOCTPOKOBOMY €KCMepUMeHTa/IbHOMY A0CNILKEHHI, WO MPOBOAMMIOCSA 3a Yy4acTH MauieHTIB i3 MOPYLUEHHAM (YHKLIT HUPOK Nerkoro abo cepefHbLOro
CTYneHs TSHKKOCTI (KnipeHc KpeaTuHiHy 30-80 MA/XB) i 340p0BUX A06POBO/BLIB, MaKCMMa/lbHa KOHLEHTpaL,isi HiMecy nify Ta Moro OCHOBHOro MeTaboniTy B nnasmi
XBOpPUX Oyna He BULLA, HDXX KOHLEHTpaLia y 340posux fobposonsuis. AUC i nepiog HaniBBMBeAEHHSA Y MaLieHTIB 3 NOPYLUEHHAM (yHKUIT HUPOK 6ynn Ha 50 %
6inbLUi, ane 3aBXAW 3HAXOAMNNCA B MeXaXx fiana3oHy (apMakoKiHETUYHUX MOKA3HMKIB, L0 CROCTEpiranncs y 3a0poBux A06POBONbLLIB, AKi NpUiAMan Himecynig.
[MOBTOPHe 3aCTOCYBaHHSA He MPU3BOAWMO0 A0 KyMy nauii. Himecynif npoTunokasaHnii nawieHTam 3 NopyLUeHHAM QYHKUIT neviHKn (AMB. po3ain «MpoTunokKasaHH:»).
LLOKNiHIYHI faHi 3 6e3neku.

LOKNiHIYHI faHi, OTpMMaHi B CTaHAAaPTHUX AOCMIIKEHHAX apMaKooriyHOT 6e3MneKn, TOKCUYHOCTI MPY NOBTOPHOMY NMPUIAOMI, FeHOTOKCMYHOCTI Ta KaHLEepPOreHHOoI
AiT, He BUABUAKN 0C06MBOT Hebe3neKkn ANa NMOAUHW. Y AOCNIAXKEHHAX TOKCUYHOCTI NPU NOBTOPHOMY NPUIAOMI HiIMeCYNif BUSBNSAB LLUYHKOBO-KWLLKOBY, HUPKOBY i
MeYiHKOBY TOKCUYHICTb. Y AOCMIIXKEHHAX PENPOLYKTMBHOI TOKCUYHOCTI MPY NPU3HAYeHHI camKam npenapary B [03aX, LU0 He YNHATb TOKCUYHOT Aii, eMOPIOTOKCUYHI
Ta TepaToreHHi epekTn (Bagn PO3BUTKY CKeneTa, Avnatauia WayHOUKIB MO3KY) CnocTepiraiucs y KposvKiB, ane He y WypiB. Y LWypIiB cnocTepiraimcs nigsuiieHa
CMEPTHICTb NMOTOMCTBA Y paHHbOMY MOCTHATa/IbHOMY MepioAi Ta No6iYHI peakLii LWoL0 (hepTUILHOCTI.




KniHIYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

JlikyBaHHSA rocTporo 6010, NePBUHHOT AMCMEHOpE.

Himecynif cnif 3acTocoByBaTW TifIbKW AK npenapaT ApYroi NiHii.

PiLLIeHHSA NMPO NpU3HaYeHHs HiMecy ify NOTPIGHO NPUIAMATI HA OCHOBI OLLIHKW BCiX PU3MKIB [/ KOHKPETHOTO MaLlieHTa.

MpoTuUnokasaHHs.

Bigoma nigsueHa Yy TaMBICTb 40 HiMecynigy, A0 6yab-akoroiHworo HIM33 abo o 6yab-AKOoT3 AONOMIXKHUX PEeYOBUH NliKapCbKOro 3acooy.

MinepeprivHi peakuii B aHaMHe3i (Hanpukniazg 6poHxocnasM, PUHIT, KPOMUB’HKA) Y 3B’A3KY i3 3aCTOCYBaHHAM aleTUICaNiLnI0oBOI KMCNOTU YK IHLLNMX HECTEPOIAHNX
npoTm3anajibH1X 3aco6iB.

"enaToTOKCUYHI peakLii Ha HiMecynif B aHaMHe3i.

CynyTHe 3aCTOCYBaHHS IHLUNX PEYOBUH 3 MOTEHLIHOK renaToTOKCUYHICTHO.

ANKOroni3mM 1a HaPKOTUYHA 3a/1EXKHICTb.

LLINnyHKOBO-KMLLIKOBI KpOBOTeYi abo nepopavii B aHaMHe3i, NMOB’A3aHi 3 nonepeaHiM 3actocyBaHHAM HIM33.

MenTu4yHa BMpasKa y (hasi 3aroCTPEHHS UM HasBHICTb B aHaAMHe3i KPOBOTEYI Yy TpaBHOMY TpaKTi, BUpa3ku abo nepdgopaldii.

LlepebpoBacKynsipHa KpoBoTeya abo iHLLI KPOBOBW/IMBU, & TaKOX 3aXBOPIOBaHHS, L0 CYNPOBOLXKYHTLCS KPOBOTOUMBICTHO.

TSXKKI NOPYLUEHHS 3ropTaHHs KPOBI.

Ts)KKa cepLeBa HeJOCTaTHICTb.

TsKKe NOpYLUEHHS PYHKLIT HAPOK.

MopyLUeHHA PYHKLUIT NeYiHKK.

"apsauka Ta/abo rpunonogiéHi CUMNTOMU.

AnTtaunia Bik ao 12 pokis.

TpeTiin TpMMeCTp BariTHOCTI Ta Nepiog rogyBaHHs rpyaaro (AuB. po3ain «3acTocyBaHHA Y Mepiof BariTHOCTI abo rofyBaHHS rpyAAr0» Ta AOKiIHIYHI JaHi 3 6e3nekn).
B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

dapmakonHaMiyHi B3aeMOoAT.

KopTtukocTepoign. KopTvKOCTepoign MOXYTb NiABWLLYBAaTU PU3UK BUHUKHEHHA BWpa3kyM TPaBHOrMO TpakTy abo KposoTedi (auB. po3fin «Oco6/mBOCTI
3aCTOCYBaHHSA»).

AHTUTPOMOOLMTAPHI 3ac00M Ta CeNeKTUBHI IHri6iTOpM 3BOPOTHOrO 3axonseHHs cepoToHiHy (CI33C). AHTUTpoOM6GOUMTapHI 3acobM Ta CeNneKTUBHI IHriGiTOpy
3BOPOTHOro 3axonsieHHs cepoToHiHy (CI33C) 36inblyoTb PU3UK BUHWMKHEHHSA BMpasky abo KpoBOTedi y TpaBHOMY TpakTi (4uB. po3gin «OcobnusocTi
3aCTOCYBaHHS»).

AHTUKOarynsaHtn. HM33 MOXyTb NOCUNIOBaTM eqeKTM aHTUKOarynsHTiB, Takmx AK BapdapuH (amB. po3gin «Oco6/MBOCTI 3aCTOCYBaHHS»). [py NiKyBaHHiI
HiMecynigoM nauieHTiB, AKi NpuiiMatoTb BapgapuH Yv NOAiGHI aHTUKOoArynsHTM abo aueTuncaniumnoBy KACNOTY, iCHYE NiABULLEHWI PU3NK BUHUKHEHHS YCKNAAHEHb
y BUrNaAi KpoOBOTeY, TOMY Taka KOMOiHaLisi He peKOMeHAYETbCS (AMB. TakoX po3ain «Oco6nMBOCTI 3aCTOCYBaHHS») Ta NPOTMMNOKa3aHa XBOPUM i3 TSHXKKUMU
po3nafamu Koarynsauii (4ue. TakoX po3gin «IpoTunokasaHHN»). AKWO KOMOIHOBaHOI Tepanii He MOXKHa YHUKHYTW, He0OXigHO NPOBOAUTU PETeNbHUIA KOHTPO/Ib
MOKa3HWKIB 3ropTaHHs KpPOBI.

LiypeTnyHi 3acobu, iHribiTopn aHrioTeH3VHNEPeTBOPHOBA/ILHOIO (epMeHTy (iHri6iTopy AlM®P) Ta aHTaroHictv adrioteHsuHy 1l (AAIl). HIMN33 MoxyTb
nocnabnosatu 4it0 AIyPeTuKiB Ta IHWNX aHTUTINEPTEH3UBHMX Npenaparis. Y AedKMX XBOPUX 31 3HVKEHOK (PYHKLIE HUPOK (Hanpuknag y 3HEBOLHEHUX XBOPUX




abo MauieHTIB NITHLOrO BIKY 3 MOPYLUEHHAM HMPKOBOI (PYHKLIT) CyMiCHe 3acToCyBaHHSA IHri6iTopiB AP Ta iHrIGITOPIB LMKIOOKCUTEHa3N MOXE CMPUUMHUTY
nofanbLue noripweHHs QYHKLUIT HUPOK, Y TOMY YMC/TI BUHUKHEHHS FOCTPOT HUPKOBOT HEOCTAaTHOCTI, fIKa, K NpaBuo, € 060poTHO. MosABY TakKMX B3aEMOAIN CAif
BpaxoByBaTW Yy MaLieHTIB, KM AOBOAMUTLCA 3aCTOCOBYBATM NiKapPCbKi 3aC00M, WO MICTATbL HiMecynig, pasom 3 iHriditopamu AM® un AAIL. Tomy Taky Komb6iHaLito
npenaparis cfig npu3HayvaTy 3 06epeXxHiCTO, 0CO6/IMBO NalieHTam NiTHLOrO BiKy. XBOpPI MOBUHHI OTPMMYBATK AOCTATHIO KiNbKICTb pigvHK. Cnifg npoaHanisysatu
HeoOXiAHICTb KOHTPOJIKO HUPKOBOT (DYHKL,IT MiC/1A NOYATKY CYMYTHBLOr 0 NiKyBaHHSA Ta NepiognYHOro CroCTEPEXEHHS NIC/A KOro NPUMNMHEHHS.

IHLWI HecTepoigHi npoTtusananbHi 3acobu (HM33). CymicHe 3aCcToCyBaHHSA NiKapCbKMX 3ac006iB, L0 MICTATL HIMecynif (4nB. po3ain «KniHiYHI XapaKTepUCTUKI»),
3 iHWMMK HIM33, y ToMy uncni 3 aueTuncaniymnoBo KUCNOTOK Yy NpoTu3ananbHUX fAo3ax (= 1 1y BUrAAAI OAHOPA30BOro npuinomy abo = 3 r Ha Aoby), He
PEKOMEHLYETHCH.

PapMakoKiHe TUYHI B3aEMOZIT: BMNMB HIMECYNify Ha (PapMakoKIHETUKY IHLIKX NiKapCbKMX 3aC00iB.

dypocemig. Y 300poBUX A06POBOMLLIB HIMeCYi[ TMMYacoBO NOcnabnoe Aito ypocemisy LOAO BMBEAEHHS HATPIO Ta MEHLLUOK MIpO0 — BMBEAEHHS Kanito i
3MEHLUYE AiypeTuyHUin epekT. OfHOYaCHe 3acTOCyBaHHSA HiMecynigy Ta (ypocemigy Npv3BOAMTb A0 3MeHLeHHs (NpubnusHo Ha 20 %) nnowii nNifg KpWBOHO
«KOHLeHTpauis — vac» (AUC) Ta KyMynsiTUBHOI eKCKpeLii qypocemigy 6e3 3MiH Moro HMPKOBOro KnipeHcy. CyMicHe 3aCTOCyBaHHSA (hypocemigy Ta NiKapCbKux
3aco0iB, L0 MICTATb HIMECY NI, XBOPUM i3 MOpYLLEHHAM HUPKOBOT abo cepLeBol PYHKLUIT NoTpedye 06epexxHOCTI (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

NiTin. Bynn nosigomneHHs npo Te, wo HM33 3HMXYHTb KipeHC MiTito, WO Npu3BOAMTb A0 36i/bLUEHHS MOro piBHA B Ma3mi Ta TOKCMYHOCTI NiTit0. Y pasi
NPU3HaAYEHHA HIMeCyNifdy NauieHTy, K1 OTPMMYE Tepanito npenapaTamu NiTito, CNif peTesibHO KOHTPOMKOBATY PiBEHb NiTitO B Nia3Mmi.

dapmakoKiHe TWUYHI B3aEMO/IT: BNAMB IHLLMX NiKAPCbKMX 3aC006iB Ha (hapMaKOoKiHe TUKY HIMecyniay.

JocnifpkeHHs in vitro nokasanu, Lo HIMeCynif BUTICHAETLCA 3 MiCLb 3B’A3yBaHHA TONOyTaMigoM, CailM/I0BOKD KUCIOTOK Ta BasIbMPOEBOKD KUCNOTOK. OfHak,
He3BaXKaroumM Ha MOXK/IMBUIA BMN/IMB Ha Or0 KOHLIEHTPALiK0 Y Nnia3Mi KPOBI, Taki B3aEMOAIT He Mat0Tb K/iHIYHOT 3HAYYLLOCTI.

IHWi B3aemopil.

MoXiBi papmMakoKiHETUYHI B3aeMOAIT 3 rnibeHKnamigom, TeoiniHOM, BapapuvHOM, LUTOKCMHOM, LUMETUAMHOM Ta aHTauugHumu npenapatamy (a came
KOMGiHaLlis aNtOMIHIt0 Ta MarHito rigpokcuay) Takox 6ynv AocnimpkeHi in vivo. XXOAHMUX KNiHIYHO 3HaYYLLMX B3aEMO/I He CnocTepiranocs.

Himecynig npurHivyye aktusHicTb (hepMeHTy CYP2C9. [MnasmatuyHi KOHUEHTpauii fiKapCbKMX 3acobiB, WO € cybcTpataMu LbOro (hepMeHTy, MOXYTb
MigBWLLYBATMCA NPU 0JHOUYACHOMY 3acTOCyBaHHi npenapaty Himecun®.

MoTpibHO fOTpMMYyBaTUCA 0OEPEXHOCTI Y pasi, KONW HIMeCynif 3aCTOCOBYETbCA MeHLU HXK 3a 24 rofuHu [0 abo MeHLW HiK 4epe3 24 rofguHu nicns npuiomy
METOTPEKCaTY, OCKI/IbKM MOX/IMBE NiBULLEHHSA PIBHA OCTaHHBLOI0 Y CUMPOBATLi KPOBI Ta 36i/bLUEHHSA NOro TOKCUYHOCTI.

Y 3B’A3KYy i3 BM/IMBOM Ha HMPKOBI NpocTarfaHAMHKM Taki iHri6iTOpy CUHTETa3 MNpocTarnaHAuHIB, SK HIMecynig, MOXYTb MNiABWLLYBaTU HEPPOTOKCUYHICTb
LIMKNOCMOPWHIB.

Oco6MBOCTI 3aCTOCYBaHHS.

Mo6iuHi peakuii MOXHa 3BECTW [0 MiHIMYMy, 3aCTOCOBYHOUM HaliMeHLLY eqeKTUBHY 03y NPOTArOM HaNKOPOTLLOro nepiogy 4vacy, Heo6XifHOro A/l KOHTPO/O
cuMnToMmiB (4MB. Po3Ain «Cnocib 3acTocyBaHHA Ta 4031» | MPO PU3UKK 3 6OKY LLNYHKOBO-KULLKOBOTO TPAKTY Ta CEPLEBO-CYANHHOT CUCTEMMN HUXYE).

Mpwv BIACYTHOCTI ePEKTUBHOCTI NiKYBaHHSA Tepanito CNif NpunuHUTK.

Cnif yH/KaTK CYynyTHbOr0 3aCTOCyBaHHA Himecynigy 3 HIM33, y ToMy ynchi CeNeKTUBHUX IHTIBITOPIB UMKIOOKCUreHasn-2. Mig yac Tepanii fikapcbKUm 3aco6om
Himecnun® nauieHTam cnif, peKoMeHayBaTh yTpUMYBaTUCS Bifj 3CTOCYBAHHS iHLLIMX aHaNTeTUKIB.

Nikapcbkuin 3aci6 Himecun® MicTUTb caxapo3y. XBOPUM i3 PifKICHOK CMaJKOBOK HenepeHOCUMICTIO (hPYyKTO3M, ManbabCopOLIED THOKO3U-TranakTo3n abo
HeAOCTaTHICTIO caxapasu-i3oMasibTasun He C/lig NpUiiMaTt AaHunia npenapar.

Mig yac NiKyBaHHS HIMECYNiJOM PeKOMEHAYETbCA YHUKATU O4HOYACHOr0 3aCTOCYBAHHSA rernaToOTOKCUYHWUX MpenapaTiB Ta YTPUMYBATUCA Bifl BXXMBAHHA aJIKOro/1t0.
3acTocyBaHHA HIM33 MoXe MacKyBaTu rapsyky, no’s3aHy 3 (DOHOBOK 6aKTepiasibHOK iH(EKLIEL.



Bnave Ha neyiHky.

PifIKo noBigoMnsanocs nNpo cepriosHi peakuil 3 60Ky neyviHKW, NOB’A3aHi i3 3aCTOCYBaHHAM HiMecynigy, Y TOMY YMC/i Ly>Ke PiAKO — MPOo BUMNaAKM 3 NeTaslbHUM
HacnigKoM (4MB. TakoX po3ain «MobiyHi peakyii»). XBopi, y AKMX NpU NiKyBaHHI HIMeCYNifoM CnoCcTepiratoTbCa CUMNTOMM, CXOXi HA CUMITOMM YPaXKEHHS NeYiHKN,
HanpwKnag aHopekcis, HyaoTa, 6/1t0BaHHS, 6iflb Y XKMBOTI, BTOM/IKOBAHICTb, TEMHWUIA KOMip ceyi, abo XBOpIi, Y SIKUX AaHi NabopaTopHUX aHani3iB QYHKLT neviHKu
BIAXWUNAOTLCA Bif HOPMaIbHMUX 3HaYeHb, MOBUHHI NPUNUHUTYK Tepanito. TakuM XBOPUM He CAif NOBTOPHO Npu3HayaTn HiMecynig. MoBigoMnsanocs npo ypaxeHHs
MeyiHKK, y 611bLIOCTI BUNaaKiB 060pOTHE, MiC/A KOPOTKOYACHOM0 BMN/IMBY /iIKApCbKOro 3acooy.

MawieHTaM, AKi 3aCTOCOBYHOTb HIMeCYNif i y AKNX 3’ABU/Iacs rapsyka ta/abo rpunonogioHi CUMNToMM, CRif NPUNUHATYA NTIKYBaHHS.

Bname Ha LNYHKOBO-KULIKOBWIA TPaKT.

Mosigomnanoca Npo KpoBoTedy abo BUpa3Ky/nepopayito y TpaBHOMY TpakTi (3 a6o 6e3 cMMNTOMIB-MepesBICHUKIB Y/ HAfABHOCTI B aHaMHe3i Cepiro3HMX ABULY, 3
00Ky LUNYHKOBO-KMLIKOBOrO TPakTy), WO MOIAM MaTW feTalbHWA HAacMigoK Ta BUMHUKATW Yy Oyab-AKWA 4Yac MpOTArom nikyBaHHA Bcima HIM33. Pusnk
LLTYHKOBO-KMLLIKOBOT KPOBOTEYI, BMpasky abo nepdopauii 30inbWyeTbCA Npu NigBuLLeHHI 403 HIM33, y XBopuX 3 BMPasKoK B aHaMHesi, 0CO0/MBO KON BOHA
yCK/agHeHa KpoBOTeueto abo nepdopauicto (AMB. po3gin «MpoTunokasaHHsA»), Ta Yy NauieHTiB NITHLOro BiKy. TakMM XBOPUM JiKYBaHHA CNif po3noyvnmHaTv 3
HalMeHLLOT MOX/IMBOT A03W. [na umMx nauieHTiB, a TakoX Ans TUX, XTO NOoTpebye OAHOYACHOMO 3aCTOCYBaHHA HU3bKUX 03 aUeTUNCcaniuMIoBOi KUCNOTA UM IHLLIKX
npenapartis, WO 306i/bWYHOTh PU3NK BUHWKHEHHA YCKMafHeHb 3 60Ky TPaBHOro TPakKTy, CAif PO3rNsHYTU MOX/MBICTb KOMOIHOBAHOT Tepanii i3 3aXUCHUMU
PeYyoBMHAMW, HaNPUKIaL Mi30oNpPOCTONIOM abo iHribiTopaMu NPOTOHHOI MOMMK (4MB. HVYXKYE Ta Po34in «B3aeMogia 3 iHLWMMK NiKapCbKMMK 3ac06aMu Ta iHLLI BUAN
B3aEMOLil»).

XBOpi 3 TOKCMYHUM YpaXKeHHSIM TPaBHOrO TPaKTy B aHaMHe3i, Hacamrnepes MnauieHTV NiTHLOro BiKy, MOBWHHI MOBILZOMAATY NP0 OyAb-AKi HE3BUYHI abA0MIHa/bHI
CUMNTOMM (HAZATO NPO LLMYHKOBO-KMLLIKOBY KPOBOTEYY), 0COO/IMBO Ha MOYATKOBMX CTaZifAX /liKYBaHHS.

MosiBa KpoBOTeuYi abo BMpasku/nepdopalii y TpaBHOMY TPaKTi MOX/IMBA Y Oy/b-AKWUIA Yac NPOTArOM /likyBaHHS 3 a0 6e3 CMMMNTOMIB-NepesBiCHUKIB Y/ HassBHOCTI B
aHaMHesi sBMLW, 3 OOKYy LUYHKOBO-KMLLIKOBOrO TpakTy. lMpu nosiBi KpoBOTeYi ab0 BUPA3KM Y LUMYHKOBO-KWULIKOBOMY TPaKTi 3aCTOCYBaHHA HiMecynigy Chif,
nNpUIMHUTK. Himecynig cnif 3acTocoByBaTH 3 00EPEXHICTIO NalieHTam 3 po3najaMu TPaBHOro TPakTy, B TOMY YMCAI NENTUYHOK BMPA3KOH), LLTYHKOBO-KULLKOBOH)
KpOBOTeYer0, BUPa3KoBMM KONITOM Y/ XBOP060o KpoHa B aHaMHesi (AvB. po3gin «o6iuHi peakLii»).

XBopux, AKi NpuiiMatoTb CynyTHI MpenapaTtu, Lo MOXYTb NiABULMTI PU3MK BUHWKHEHHS BMPa3kn abo KPOBOTeYi, Taki IK nepopasibHi KOPTMKOCTEPOIAM, Taki
aHTMKOArynsHTN, K BaphapuH, CENEKTUBHI iHTi6ITOpM 3BOPOTHOrO 3aX0M/IEHHS CEPOTOHIHY, abo TakKi aHTUTPOMOOLUMTAPHI 3acobu, AK aueTuicaniynnosa K1cnoTa,
MOTPIGHO NOIH(OPMYBATU NPO HEOOXIAHICTL JOTPMMYBATUCL 0OEPEXKHOCTI.

Y pasi BUHUKHEHHS Y NauieHTIB, AKi OTPMMYIOTb HiMeCy i, KpOBOTeYi ab0 BMPa3Ky TPaBHOMO TPaKTY NiKyBaHHSA CNif NPUMUHUTN.

HIM33 3 06epeXkHICTIO Ccnif Npr3HavaTv XBOPUM 3i LLTYHKOBO-KMLLIKOBUM 3aXBOPHOBAHHAM (BMPa3KOBMM KOJTITOM, XBOPO60I KpoHa) B aHaMHes3i, OCKI/IbKMN MOXX//Be
A0ro 3arocTpeHHs (AMB. po3ain «MobivHi peakuii»).

OfiHoYaCHe 3aCTOCyBaHHA HiMecynigy 3 iHWWMW NiKapcbKMMK 3acobamu, TakMMW AK MNepopasibHi KOHTpAUenTWBW, aHTUKOArynsHTW, aHTMarperaHtu, MoXxe
CMPUYMHUTK 3aroCTPeHHs XBOpobu KpoHa Ta iHLWMX 3aXBOPIOBaHb TPaBHOIO TPaKTY.

Bnnue Ha cepLeBo-CyanHHY Ta LepebpoBacKynspHy CUCTEMM.

XBOpi 3 apTepiasibHO rinepTeH3iero Ta/abo 3acTiNHOK CepLeBO0 HEAOCTATHICTHO IErKOro abo cepeiHbOro CTyneHs TSHKKOCTI B aHaMHe3i NoTpebyroTh BignoBigHOro
CMOCTEPEXEHHS | KOHCYNbTaLiT NiKaps, OCKISIbKM NOBISOM/IANOCA MPO 3aTPUMKY PigvHW Ta HAabpsAKK BHacNifok Tepanii HIM33.

KniHiYHI gocnifpkeHHa Ta enifgeMionioriyHi faHi aatoTb 3MOry 3po6uTn BMCHOBOK MPO Te, WO 3acTocyBaHHA Aesikmx HIM33, 0co61MBO Yy BUCOKMX f03ax Ta npw
[OBroTpUBA/IOMY JliKyBaHHI, MOXe 6T NOB’A3aHe 3 HE3HAYHUM 36i/bLLUEHHAM PU3UKY apTepiaibHUX TPOMOOTUYHUX YCKNafHeHb, HaNpuKag iHphapKTy mMiokapaa
ab0 iHCyNbTy. 119 BUK/THOUYEHHS TaKOoro pu3nKy npu 3acToCyBaHHI HIMeCynify faHUX HeAO0CTaTHbO.

XBOPUX i3 HEKOHTPO/IbOBAHOK apTepiasibHOO TiMepTeH3IEr0, 3aCTINHO CEpLEBOK HEAOCTATHICTHO, BCTAHOB/IEHOKD iLLEMIYHOK XBOPOOOID CepLs, 3aXBOPHOBAHHSAM
nepudepnyHMX apTepiin Ta/abo LepebpoBaCKYIAPHUM 3aXBOPKOBAHHAM CAif NiKyBaTW HIMECYNILOM /MLIe NiCNs peTesibHOI OUiHKK cTaHy. MogibHy ouiHKy cnif



NPOBOAUTY Mepej NoYaTKOM AOBrOTPUBa/IOro NiKyBaHHS XBOPUX i3 PakTopamu pu3nKy PO3BUTKY CEPLIEBO-CYAMHHMNX 3aXBOPHOBaHb, HanpuKag npy apTepiabHiii
rinepTeHsii, rinepninigemii, LyKpoBoMy fiabeTi, Npu KypiHHi.

OCKiNnbKKN HiMecynig Moxke BNavMBaTV Ha (hyHKLit0 TPOMOOLUTIB, AOr0 C/if, 3 06epeXHiCTIO 3aCTOCOBYBATM MaLjieHTaM i3 remopariuyHmm fiate3om (4MB. TaKOX PO34in
«[MpoTunokasaHHsa»). OfHaK NikapcbKuii 3acio Himecnn® He Moxke 3aMiHUTK aLeTUNCaNiLMIOBY KUCOTY Y NPOMINaKTULL CepLEBO-CYANHHUX 3aXBOPHOBaHb.

Bname Ha HUPKWN.

XBOpPUM i3 NOpyLUeHHAM (DYHKUIT HMPOK abo i3 CepuLeBOKd HeAOCTATHICTIO MOTPIOHO LOTPUMYBATUCA O0OEPEXHOCTI, OCKINIbKM 3aCTOCYBaHHA HIMeCynify Moxke
NPU3BECTN [0 NOTipPLUEHHS HUPKOBOT (OYHKLUIT. Y pasi noripweHHs nikyBaHHS cif NPUNUHATK (AMB. TaKoX po3ain «B3aemopgia 3 iHWUMK NikapCbK1UMK 3acobamm Ta
iHLI BMAW B3aEMOSiN»).

MauieHTW NiTHLOrO BIKY.

Y nauieHTiB NiTHLOro BiKy MOXe 6yTy MifBuLLeHa YacToTa BUHUKHEHHS NOBIYHUX peakuiin Ha HIM33, ocobnnBo KpoBoTeY Ta nepdopavii y TpaBHOMY TpakTi, Y
AesKNX BUNaaKax HaBiTb 3 NeTa/lbHUM Hac/niAKoM (auB. po3ain «IMob6iyHi peakuii»), a TaKoX NOPYLUEHHS PYHKLIT HAPOK, CepLUs Ta NeYiHKK, TOMY PEKOMEHAYETHCS
BIAMNOBIAHE KNIHIYHE CNOCTEPEXKEHHS.

LLIKipHi peakuji.

[yXe pifKo NOBIAOMNANOCA MPO CeprOo3Hi LWKIPHI peakuii, AesKi 3 HUX CMepTeNIbHO Hebe3neyHi, y TOMy Yncni ekcdoniaTUBHMIA aepMaTuT, cuHapom CTiBeHca —
[DKOHCOHA | TOKCMYHWIA enigepManbHUIA HEKPONi3, NOB’A3aHi i3 3acTocyBaHHAM HIM33 (guB. po3gin «MobivHi peakuii»). O4eBUAHO, WO A0 HaWOINbLLIOIO PU3NKY
BUHUKHEHHS TaKMX peakuiil MauieHTU CXW/bHI Ha NoYaTKy Kypcy fikyBaHHs, Y 6inblIOCTi BUNAAKIB peakuii 3’ABNA0TbCA NMPOTArOM MepLIoro Micaus Tepani.
Himecynig cnig BiAMIHUTY NPy NepLUii NosiBi 03HaK LLKIPHOro BUCKNY, YPaXKEHHS CNIM30BMX 060/10HOK abo 6yab-AKMX IHLLWX NPOABIB rinepyyTMBOCTI.

Bnave Ha hepTUNbHICTD.

3acTocyBaHHs NlikapcbKoro 3acoby Himecun® mMoxke nopyLuyBaTh XiHouy (DEPTUNLHICTL | HE PEKOMEHYETHCA XKiHKaM, fKi MNaHyTh BariTHICTb. XKiHKaM, SKUM
CKNafHO 3aBariTHITK, abo TVM, XTO NepebyBae Ha 0GCTEXEHHI 3 MpuUBoAY Ge3nniAas, Chif po3rnsHyTY BigMiHy npenapaTy HiMecun® (auB. po3ain «3acToCyBaHHS Y
nepiog BariTHOCTI abo roflyBaHHSA rpyaaro»).

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHsA rpyaato.

BariTHICTb.

3acTocyBaHHA HiMecy iy NPOTUNOKasaHe y TPETbOMY TPUMECTPI BariTHOCTI (AMB. po3ain «poTUMOKa3aHHA»).

MMpUrHiYeHHs CUHTe3y MpocTarfiaHAUHIB MOXe HeCcnpusaT/IMBO BIJIMHYTW Ha BariTHICTb Ta/abo po3BUTOK eMb6pioHa/mnoga. [aHi enifemionoriyHmx [ocnifXeHb
[103BONAKOTb 3p06UTM BUCHOBOK MPO Te, L0 Ha PaHHIX TepMiHaxX BariTHOCTI 3aCTOCYBaHHS IHri6GITOPIB CMHTE3y NpocTarfiaHAMHIB MOXe 30i/bLUNTU PU3MK BUKUAHA Ta
BUHWKHEHHS Y M/104a Baf Cepus i racTpoLumnsncy. A6CONIOTHUIA PU3NK PO3BUTKY aHOMaii CepL,eBo-CyANHHOT CUCTEMU NIABULLYETHCSA 3 MEHLL HiXX 1 % 10 npubnnsHo
1,5 %. BBaXkaeTbC4, WO PU3NK 30iN1bLLYETLCS 3i 30i/bLUEHHAM 03K | TPUBANIOCTI Tepanii.

Y TBapuWH 3aCTOCYBaHHSA iHri6iTOpa CMHTE3y NpocTarnaHanHIB NPU3BOANIO 40 36iNbLIEHHS Npe- i NocTiMNAaHTauiiHMX BTPaT i NiABWLLEHHS CMEPTHOCTI embpioHa
Ta nnoga. Kpim Toro, nosifomMnsanoca npo Te, WO Y TBapuH, AKIi OTPUMYBaIM iHFIGITOP CUHTE3Y NpocTarnaHAMHIB y nepiof opraHoreHesy, nigsuLLyBasiaca yactorta
BUHWUKHEHHS Pi3HUX Baf N104a, y TOMY YnC/li CepLeBO-CYANHHOT CUCTEMMN.

OCKiNbKWN JOCTOBIPHMX [aHMX LOAO 3aCTOCYBaHHA HiMeCy ifly BariTHUMU He iCHYE, a NOTEHLiNHWIA pU3UK NS NHOANHN He BU3HAYEHWIA, OO He chig npuiAMaty nig,
yac MepLloro Ta Apyroro TPMMECTPY BariTHOCTI 6e3 KpailiHbOT He0OXiAHOCTI. Y pa3i 3acTOCyBaHHS HiMeCynify >XXiHKam, SKi HamaratoTbCs 3aBariTHITL, a60 NPOTArom
MepLUoro Ta Apyroro TPUMeCTpY BariTHOCTI, CNif Npu3HayvaT HaMeHLLY MOX/MBY [03Y | HANMEHLLY MOX/IMBY TPUBATICTb NIKYBaHHS.

Y TpeTboMy TPUMECTPI BariTHOCTI BCI IHTIBITOPY CMHTE3Yy MpocTarnaHAnHIiB MOXYTb NMPU3BECTU L0 PO3BUTKY Y MIoja:

* MHEBMOKAPAia/IbHOT0 TOKCUYHOTO YPaXKeHHS (3 nepefyacHUM 3aKpUTTAM apTepiasibHOT MPOTOKM i JIEFEHEBOIO MNepTeH3IE);



* AMCHYHKLIT HAPOK, L0 MOXE MPOrpecysaTu 0 HUPKOBOI HELOCTATHOCTI 3 PO3BUTKOM MaslOBOALS;

Y maTtepi B KiHLi BariTHOCTi Ta HOBOHaPOKEHOTO MOX/INBE:

* 36iNbLUEHHA Yacy KpOBOTeYi, aHTuUarperauiniHuiA epekT, KA MOXXe BUHUKHYTU HaBiTb NPU 3aCTOCYBaHHI AyXe HU3bKUX [03;

* MPUTHIYEHHS CKOPOYYBa/IbHOT AiSNIbHOCTI MaTKW, WO NPU3BOANTL 0 3aTPUMKM ab0 NOAOBXEHHS NO/OriB.

["ofyBaHHA rpyaato.

HeBifoMO, un NpOHWKae HiMecynif y rpyLHe MOJSIOKO NOAVHKU. HiMecynifs npoTunokasaHwWin y nepiof rofyBaHHA rpyanto (aue. po3gin «1poTunokasaHHA» i
[OK/IHIYHI AaHi 3 6e3neKkn).

PepTUNLHICTb.

AK 1 1HWI HIM33, nikapcbKi 3aC06u, WO MICTATb HIMECYNI, HE PEKOMEHAYIOTLCA XIHKaM, fKi HamararoTbCa 3aBariTHITV (4UB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).
XKiHKam, SKi MatoTb TPYAHOLL 3 HACTaHHSAM BariTHOCTI a60 NPOX0AATbL 0O6CTEXEHHA 3 NpMBOAY 6e3nnigas, cnif NPUNUHUTA 3aCTOCYBaHHA HIMECYNiay.

FAKLLO BariTHICTb BCTAHOB/EHA Mij, Yac 3aCTOCyBaHHSA HiMecynigy, nikap Mae 6yTv NOiH(OPMOBaHMIA MPO L.

30aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLLIMMKW MeXaHi3MaMu.

JocnipkeHHs BNMBY NiKapCbKMX 3ac006iB, L0 MICTATb HIMECY/if, Ha 34aTHICTb KepyBaTV aBTOTPaHCMOPTOM abo iHWMMKU MexaHi3Mamy He MPOBOAUINCHL, OfHAK
nauieHTam, SKi Big4yBatOTb 3aNaMOPOYEHHS, BEPTUIO Y1 COHAMBICTL NiCNs NpUIAOMY HiMecynigy, Cnif yTPUMyBaTUCS Bif KePyBaHHS aBTOTPaHCMOPTOM ab0 iHLLIMMU
MexaHi3mamu.

Cniocib 3acTocyBaHHSA Ta A03Mu.

Jo3yBaHH4.

3 METOK 3HWKEHHS YaCTOTU BUHWUKHEHHS MOGIYHMX peakuiii MOTPiGHO 3aCTOCOBYBATM MiHIMasibHY e(DeKTUBHY [03Y MPOTArOM HalKOPOTLUOro Yacy (4MB. PO3gin
«Oc061MBOCTI 3aCTOCYBaHHS»). MakcMaibHa TPUBaICTb KypcCy NiKyBaHHSA HiMecynigoM cTaHOBUTL 15 aib.

[opocni. 1 naket (100 mr Himecynigy) 2 pasu Ha goby nicns ign.

MauieHTW NiTHLOro BiKy. MalieHTV NiITHLOrO BiKY He NOTPe6YOTh 3HKEHHSA A060BOT 403K (AMB. po3Ain «PapMaKOKIHETMKA).

[iTun. Jlikapcbki 3acobu, WO MICTATb HIMecynifd, NpPOTWUMOKasaHi AiTAM BiKOM [0 12 pokiB (AMB. TakoX po3din «[poTunokKasaHHs»). BpaxoByrouu
(hapMakOoKiHETUYHUIA NPOifb Y LOPOCANX Ta PapMaKoAMHaMIYHI XapaKTepUCTUKM HIMeCyNify, KOpeKLis 403K AiTam BikoM Bif 12 1o 18 pokis He NoTpi6Ha.
MopyLueHHs yHKLIT HUPOK. BpaxoBytoun hapmMakoKiHETUKY, NaLieHTaM i3 1erkMM abo NMOMIipHUM NOPYLUEHHSAM (DYHKLIT HUPOK (KnipeHe KpeaTuHiHy 30-80 mMn/XB)
KOpeKLjisi 1031 He NOTPiGHa, Y TOW Yac SK NP1 TSHKKOMY NOpYLLIEHHI (yHKLIT HUPOK (KNipeHe KpeaTuHiHy < 30 MI/XB) Nikapcbkuii 3aci6 Himecun® npoTtunokasaHuii
(avB. po3ainu «IpoTUNoKaszaHHA» i «PapMaKkoKIHETUKA).

MopyLeHHst (PYHKLIT MeviHKM. 3acToCyBaHHA flikapcbKoro 3acoby Himecun® npoTunokasaHe nalieHTaM i3 MOpyLIeHHAM (yHKLUiT nediHku (ave. po3gin
«PapMaKoKiHeTUKa»). MobiYHI peakLil MOXHa MiHIMI3yBaTy LLNSAXOM 3aCTOCYBaHHS Mpenapary npoTAarom HaiKopoTLLIOro Nnepiofy vacy, HeobXigHOro 418 KOHTPO/IHO
cuMnToMmiB (AMB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

Cnocib 3aCTOCYyBaHHS.

BMmicT nakeTa BUCMNATK Y CKIAHKY 3 HEra3oBaHOK BOZOH0. [MepeMillaTyi IOXKKOK A0 OTPUMAaHHSA CyCneHsii 3 aneflb,CHOBMM 3amnaxom. Bunutu cycnexsito Bigpasy
nicns nepemillyBaHHS.

aiTn.
Nikapcbkuit 3aci6 Himecun® npoTunokasaHuii AiTam Bikom A0 12 pokis.



NepenosyBaHHS.

CumnTOMKM rocTporo nepeao3yBaHHa HIM33 3a3Buuail 0OMEXYHTbCSA TaKUMUW: anartis, COHNMBICTb, HYA0Ta, 6/10BaHHS Ta 6inb B eniracTpasibHIn AinaHui, SKi, K
npaBuno, € 060POTHUMMK MPY NILTPUMYHOYI Tepanii. MoXXIMBe BUHWMKHEHHS LLUTYHKOBO-KMLLIKOBOI KPOBOTeYI. PigKo MOX/MBI apTepiasibHa rinepTeHsis, roctpa
HMPKOBA HeOCTATHICTb, MPUrHIYEHHS AMXaHHA Ta KoMa. byniv NoBifoMIeHHA Npo aHainakToigHI peakLil Mpu 3aCTOCyBaHHI TepaneBTUYHMX A03 HIM33, AKi MOXYTb
BUHMKATK NMpW nepeao3yBaHHi. Y pasi nepefo3yBaHHs HIM33 nauieHTaM cnif 3a6e3neyunty CUMNTOMaTUYHe Ta NiATPUMYHoYe NiKyBaHHS. CrneyngiyHmMx aHTULOTIB
Hemae. IH(opmaLiT CTOCOBHO BUBELEHHS HiMecynigy 3a AONOMOrow reMojianisy Hemae, ane AKLWO0 B3ATU 40 YBaru oro BUCOKWIA CTYNiHb 3B’A3yBaHHA 3 GiflkaMu
nnasmu (go 97,5 %), To ManoMOBIPHO, WO Aiani3 BUABUTLCA ePEKTUBHUM MpWU Nepefo3yBaHHI. 3a HasBHOCTI CMMMATOMIB ab0 MiCns CUNbHOIO Mepeao3yBaHHS
NPOTAroM 4 roAuH nicnsg npuiioMy npenapaTy nawieHTam MOXHa NPU3HAYMTW BUK/IMKAHHSA 6/110BaHHSA Ta/abo akTuBoBaHe BYrinns (60-100 r gns gopocnux), Ta/abo
OCMOTMYHUIA NPOHOCHMIA 3aci6. PopcoBaHuiA Aiypes, 3a1yXKeHHs cedi, remogiania abo remonepdysis MoXyTb 6TV HeePEKTUBHUMM Y 3B’A3KY 3 BUCOKUM CTYMNEHEM
3B’A3yBaHHA 3 NpoTeiHaMun. Cnif KOHTPONKOBATUN (PYHKLIT HAPOK Ta MeYiHKM.

Mo6iyHiI peakuil.
HwueHaBefeHi No6iyHi peakuii BKasaHi Ha NiACTaBi [aHUX KOHTPO/bOBAHUX KNIHIYHUX dochimpkeHb* (NpubnnsHo 7800 nauieHTiB) Ta MOCTMapKEeTUHIOBMX
CMOCTePeXKeHb 3 TaKOK KlacuikaLieto YacToT BUHUKHEHHSA: fyxXe yacTo (= 1/10); yacTo (= 1/100 — < 1/10); HeyacTo (= /1000 - < 1/100); pigko (= /10000 - < 1

/1000); ay>ke pigko (< 1/20000), y ToMy ymcni pigKiCHI BUNaLKW.

Po3naam 3 60Ky KPOBOHOCHOI Ta MiMGaTUYHOI CUCTEM Pigko AHeMig*, eosnHoginis*
[yxe pigko TpombouMTONEHIS, MAHUMUTONEHISA, Nyprypa
Posnaam 3 60Ky iMyHHOT CUCTEMU Pigko MigBueHa vy TmBiCcTb*
[yxe piako AHadgpinakcis
Posnaan metaboniamy Ta XapyyBaHHS Pigko inepkaniemis*
McmxiyvHi po3nagm Pigko BiguyTTa cTpaxy*, HEPBOBICTb*, HIYHI XKaxMBI
CHOBUAIHHA*
Po3naamn 3 60Ky HEPBOBOT CUCTEMU HeuacTto 3anamMopoyeHHs™*
[yxe pigko ["0NOBHWUIA Bifb, COHNMBICTbL, eHUedanonaris (CMHAPOM
Pes)
Po3naam 3 60Ky opraHis 30py Pigko HeuiTkuia 3ip*
[yxe pigko MopyLueHHs 30py
Po3naan 3 60Ky opraHis cnyxy Ta nabipuHTy [yxe pigko BepTturo (3anamopoyeHHs)
CepueBi po3nagm Pigko Taxikapgis*
CyavHHI po3nagn HeuacTo ApTepianbHa rinepreHsis*
Pigko "emoparis*, nabinbHICTb apTepiaibHOro TUCKY™,
npunaneBn*
Po3naam 3 60Ky uXanbHUX LWAAXIB, OpraHiB rpyaHoT KNiTKK Ta HeuacTo 3aauka*
cepefoCTiHHSA [yxe pigko AcTma, 6poHxocnasm
LLINYyHKOBO-KMLLUKOBI po3niagu Yacto [iapes*, HygoTa*, 61t0BaHHA*




HeyacTo

3anop*, 30yTTA XXMBOTa*, KPOBOTEYA Yy TPaBHOMY TPaKTi,
BMpasKa Ta nepopaiif ABaHaLuATANAION KULWKK, BupaskKa
Ta nepdgopauis WiyHKa

[yxe pigko [acTpuT*, 6iNb Y XMBOTI, AUCMENCIS, CTOMATUT, Me/fieHa
"enarto6iniapHi po3naam (4MB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS») Yacto 306iNbLUEHHS PIBHA (PEPMEHTIB NeviHku*
[yxe pigko enaTuT, yNbMiHAHTHWIA renaTuT (Y TOMY Ynchi 3
NeTaslbHUM HaCNifKOM), XXOBTAHULSA, X0NecTas
Po3naam 3 60Ky LIKipW Ta MigWKIPHOT KNITKOBUHM HevacTo Csepbix*, Bucun™, nigsuiieHa NiTimBicTb*
Pigko Eputema*, pepmatut*
[yxe pigko Kponue’siHKa, aHriOHEBPOTMYHWIA HABPSK, HABPSIK
06114us, eputeMa noniPopmHa, cmHapom CTiBeHca —
[DKOHCOHa, TOKCUYHWIA enigepManbHUIA HEKPONi3
Po3naan 3 60Ky HMPOK Ta CEYOBUAIbHOT CUCTEMU Pigko Ansypig*, rematypis*
[y>xe pigko 3aTpmmKa CevyoBMMYCKaHHA* , HUPKOBA HeOCTAaTHICTb,
onirypis, iHTepcTULiaNbHUIA HepUT
3arasibHi po3naam Ta MicueBi peakuii HeyvacTo Habpsk*
Pigko He3fy>kaHHsa* , acTeHia*
[y>xe pigko rinotepmis

* YacToTa BU3HAYAETLCA 3a pe3yibTataMun KNiHIYHOro 4OC/IIKEHHS

HaliuacTiwe cnocTepiratoTbCs NO6IYHI peakLii 3 60Ky TpaBHOro TpakTy. MoXX/IMBe BUHUKHEHHS MENTUYHUX BMPA3oK, Nepdopalii abo KpoBoTeYi y TpaBHOMY TpakKTi,
AKi IHOAI 3arpOXKYHOTb XXUTTHO, 0CO6/IMBO Y XBOPUX NiTHLOIO BiKY (AMB. po34in «Oco6/MBOCTI 3aCTOCYBaHHSA»). IMicnsa 3aCTOCyBaHHS iKapCbKMX 3ac06iB, L0 MICTATb
HiMecynig, NoBigoMAAN0CA NPo HyAOTY, 6NOBaHHS, Aiapeto, 34yTTS XKUBOTa, 3anop, ANCNENCito, 6iNb y XXMBOTI, MeNeHy, KpnBaBe 6/1H0BaHHS, BUPa3KOBMIA CTOMATKT,
3aroCTPEHHs KOMiTy Ta XBopo6y KpoHa (auB. po3ain «Oco6nmnBOCTI 3aCTOCYBaHHS»). Pialle cnocTepiraBcs racTput. bynn noBiAoMIeHHS NPO BUHUKHEHHS HAOGPSKY,
apTepianbHOI rinepTeHsil Ta cepLeBOl HeJOCTATHOCTI Y 3B’A3KYy 3 NiKyBaHHAM HIM33. [dyxe pifKo NoBigoMasanoca npo 6ynb0o3Hi peakuil, y TOMY YUCI CUHAPOM
CriBeHca — [DKOHCOHa Ta TOKCUYHWIA enigepManbHUiA Hekponis. KniHiyHi Ta enigeMionoriyvHi gocnifkeHHs cBigvaTb MPO Te, L0 3aCTOCyBaHHA Aesikmx HIM33,
0C06/IMBO Y BUCOKMX A03aX Ta NPOTArOM TPUBA/IOr0 NliKyBaHHS, MOXYTb NMPU3BECTU A0 HE3HAYHOMO NiABULLEHHS PU3NKY BUHUKHEHHS apTepiasibHUX TPOMOOTUYHUX

YCKagHeHb, HanpuKnag iHhapkTy Miokapga abo iHCynbTy (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHAY).

[MoBifOMNEHHS NPO Nif03pHoBaHi NOGIYHI peakuii.

MoBifOMMEHHA NPO Nifo3ptoBaHi NoGIYHI peakuii Nicns peectpayii NikapcbKoro 3acoby BigirpatoTs BaXKMBY posib. Lle gae 3mory npofoBXyBaTu COCTEPEXXEHHS 3a
CMiBBigHOLLEHHAM KOPUCTI Ta PU3NKY MpY 3aCTOCYBaHHI NiKapCbKOro 3acoby. MpauiBHUKK rasy3i 0XOpOHM 340POB’ A NOBMHHI NOBIAOM/IATY MPO 6y Ab-AKi Mif03pH0BaHi

No6iYHI peakLil.

TepMiH NpuaaTHOCTI.

3 poku. He 3acTocoByBaTU NiKapCcbKWUii 3aCi6 Micns 3aKiHYEHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOr0 Ha YNaKoBLi.

YMoBW 36epiraHHs.

CneunianbHi yMOBM 36epiraHHs He BUMararoTbes. JlikapcbKuid 3acib 36epirati y HefJoCTYNHOMY ANs AiTein Micui.




YnakoBkKa.

Mo 2 1 B 04HOA030BOMY MakeTi; No 9 abo 15, a6o 30 NakeTiB y KapTOHHI KOPO6Li.
KaTteropis Bignycky.

3a peLenTom.

BupobHuK.
daitH dyac eHg PapmacbioTvkand H.T.M. C.IN.A.

Micue3HaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiKeHHS Moro AisnibHOCTI.
Bia MpiHbsHO, 43 — 24041 bpembate (BI), ITanis.

3asdABHUK.
Nab6opatopi MNAO0TTI C.n.A.

Micuge3Haxom,KeHHS 3asiBHUKaA.
Bia JliBopHe3e, 897, 56122 J1a BetTona (MMi3a), ITanis.



