[HCTPYKIIA

AJIL MEAUYHOT'O 3aCTOCYBAHHSA J'IiI(apCBKOF (O) 33006}’

EJIAPBIKJIOP®

(EDARBYCLOR®)

Cknao:
Oitoui pevosunu: azilsartan medoxomil, chlorthalidone.

1 TabneTka MICTUTb a3WICapTaHy MEAOKCOMLTY Kajito 42,68 mr (exBiBaneHTHO 40 mMr
azwiicapTaHy MeJIOKCOMIIY) Ta XJopTaniony 12,5 mr;

nonoMixHi peuosBuHM: MaHIT (E 421), nemono3a MikpoKpucTalliyHa, KHUCI0Ta yMapoBa,
HATPIIO TIIPOKCHA, TiIPOKCHUIPOIIIIEN0I03a, KPOCHIOBIIOH, MarHiro creapar, TinmpoMmenosa
2910, tanbk, Tutany piokcun (E 171), 3aniza okcug uepBonwuii (E 172), momietunenrmikons 8000,
yopuuia cipi F1.

Jlikapcbka ¢gopma. TabneTku, BKPUTI TUTIBKOBOIO 0O0JIOHKOIO.

OcnosHi ¢izuko-ximiuni enacmugocmi: TaONETKU CBITIO-POKEBOTO KOJIBOPY, Kpyrioi ¢opmu,
BKPUTI IJTIBKOBOIO 000JIOHKOIO, 3 HanucoM «A/Cy» ta «40/12,5» 3 oqHOTO OOKY.

dapmakoTepaneBTHYHA rpyna. AHTaronictu anrioreHsuny Il Ta aiyperuku.
Koxg ATX C09D A09.

Dapmakonoziuni enacmueocmi.

Dapmaroounamixa.

Ipenapar Enap6iKnop® sBnse coforo KkoMGiHALIIO BOX AHTHTINEPTEH3MBHHX 3aCO0IB 3
KOMIUIEMEHTaPHUMH  MEXaHI3MaMU  PEryJllOBaHHS  apTepiajibHOIO  THUCKY: AKTUBHOTO
NorepeIHIKa JIKapChKOT peUOBHHHU aHTaroHicra perentopis anrioren3uny I AT1 azuncaprany
MEJIOKCOMLTY 1 Tia3U10MOAI0HOrO AlypeTHKa XJIOPTAIiI0HY.

MexaHni3m aii Ta papmakoauHaMidHi eheKTy.

AzuicapTany MeOKCOMLJI € aKTUBHUM HOIIEPETHUKOM JIIKapChKOi pEUOBUHM, IPU3HAUYECHUM JIJIS
NEPOPATBHOTO 3aCTOCYBaHHS, SIKUH MiJ yac abCcOpOLil MBUAKO MEPETBOPIOETHCS 1] BILIUBOM
ecTepa3 y IUTYHKOBO-KHIIIKOBOMY TPaKTi Ha aKTUBHY MOJIEKYJy a3ujcapTaH, KU OJIOKye JIit0
aHrioren3uny Il 3aBisku cenekTUBHOMY OJOKYyBaHHIO HOro 3B’si3yBaHHs 3 peuentopoM AT y
Oaratbox TKaHMHaX. AHrioreH3uH Il € OCHOBHMM IpPECOPHUM areHTOM PEeHiH-aHT10TEH3MHOBOI
CHUCTEMH, SKHUH BIUIMBAE Ha 3BYXEHHA CYIUH, CTUMYJSIII CHHTE3y Ta BHBIUJIbHEHHS
aJIbJIOCTEPOHY, CEPLIEBY CTUMYJISLIIO Ta HUPKOBY peabcopOIIito HATPitO.

bnokana peuentopa AT1 iHribye HeraTuBHUI 3BOPOTHMIA 3B’ 130K aHrioTeH3uHy Il 13 cekpeniero
PEHiHy, BHACIIOK YOTO Ii/IBUIIIEHHS aKTUBHOCTI pEeHiHY Yy IJ1a3Mi KpOBi Ta piBHI HUPKYIIOI0YOT0
y KpoBi aHrioten3uny Il He mocinalmor0Th Jit0 a3uiicapTaHy Ha KpOB’SIHUI THUCK.

XJ0pTaNiloH BUKJIMKA€E Jlype3 3 MiJBUIICHOIO EKCKpelli€o Harpito Ta xjopy. Micue aii
XJIOPTANiZIOHy — JUCTajdbHAa YacCTMHA KaHAJbLIB HHUPOK (MOYATKOBUIM BIJJIT 3BUBHUCTOTO




KaHanbLs). JliypeTnaHuii eexT XI0pTaniJony 00yMOBICHUN NPUTHIYEHHSIM peadcopOrii 10HiB
Na'Cl", nporuziroun xorpancnoprepy Na'Cl™ y miit AiasHIli, M0 TPU3BOIUTE 10 30iNbIICHHS
EKCKpeIlii HaTPito i BOAM.

BrmB Ha ceprieBy penosisipu3alilo.

Byno mpoeneno perensHe nociimkeHHs iHTepBany QT/QTc, mo0 OWIHUTH TMOTEHLIaN
azuyicapTaHy Menokcominy mposioHroByBaTH iHTepBan QT/QTc y 3mopoBux cy6’ekriB. O3HaK
npostonranii inrepBairy QT/QTc mpu 3acTocyBaHHi a3uiicapTaHy MeZOKCOMiTYy B 11031 320 mr
BUSIBIICHO HE OYJI0.

JlocmipKeHHST pe3yIbTaTiB CepLEBO-CYJUHHUX 3aXBOPIOBAaHb MPOAEMOHCTPYBAIH, 10 TPUBAJIE
JIKyBaHHS XJOPTAJiIOHOM 3HMXKY€E PHU3UK 3aXBOPIOBAHOCTI Ta JIETAIBHOCTI BHACITIIOK TaKUX
3aXBOPIOBAHb.

JlocnmipKeHHs, B IKOMY BHBUYAJIOCS 3aCTOCyBaHHA KoMOiHarii inriboropa AII®D 3 anTaronicramu
peuenTopiB anrioreH3uHy lI, mpoBeneHi 3a ydyacTIO MAIiEHTIB 13 CEPUEBO-CyTUHHUMHU abo
1epeOpOBACKYISIPHUMH 3aXBOPIOBAHHSAMHU B aHamHe31 a00 IyKpoBuUM piabeToM 2 THITy, 11O
CYNPOBOJKYETHCS O3HAKAMH TIOIIKO/KEHHSI OpraHiB-MIIICHEW, Ta 3a Y4acTiO MAalli€HTIB 3
IyKpOBHUM JiabeToM 2 TUIy Ta Aia0eTHYHOI0 HedpomaTiero He MPOAEMOHCTPYBAIH 3HAYHOTO
MO3UTHUBHOTO BIUIMBY Ha PE3yJIbTAaTH Ta JIETAJIbHICTh Y 3B’ 53Ky 13 3aXBOPIOBAHHSIM HUPOK Ta/abo
CepLEBO-CYJUHHOT CUCTEMHU, TOJI1 SIK CIIOCTEPITraBcs MiABUIIEHUIN PU3HK TilepKalieMii, TOCTPOro
ypaXeHHsI HUPOK Ta/a00 TiMoTeH3ii MOPIBHAHO 3 MOHOTEPAITI€IO.

JlocnmipKeHHs, TpU3HaYeHe JUIs TEepeBIpKH KOPUCTI JAOAABaHHS aJiCKipeHy A0 CTaHIapTHOL
teparii iHridiropom AII® abo aHTAaroHICTOM pENENnTOpiB AHTIOTEH3UHY JUIS TAli€HTIB 3
IyKpOBUM JiabeToM 2 TUIYy Ta XPOHIYHHMH 3aXBOPIOBAHHAMHU HHPOK, CEPLEBO-CYAWHHUMH
3aXBOPIOBAaHHIMHM a00 1 THM, 1 iHIINUM, OyJI0O TOCTPOKOBO MPUITMHEHO Yepe3 IMiIBUIICHUIN pU3HK
HECTIPUATIUBUX PE3YJIbTaTIB.

Dapmaxokinemuxa.

OnHouacHe 3acToCyBaHHs aswicapTany 80 Mr Ta XJIOpTalioHy 25 MI OJUH pa3 Ha JCHb
npoTsirom 7 qHIiB He BIuMBae Ha PK 11X pedoBUH y 3A0pOBUX JOOPOBOJIBIIIB.

[Ticns mepopaidbHOrO 3aCTOCYBaHHSI TaONETKH 3 (PiKCOBAHOKO /03010 MIKOBAa KOHIIEHTpAITis
XJI0pTanigoHy B m1a3Mi KpoBi (Cpyax) Ha 45 % BHILA TOPIBHSAHO 13 32CTOCYBAHHAM XJIOPTATIIOHY

Ta a3WiicapTaHy y BUIISAAI OkpeMux TabjeTok. CTymiHb adcopOIii, 110 BU3HAYAETHCS TIIOMICIO
mig kpuBoto (AUC), sk asmicapraHy, TaKk 1 XJIOPTAIIOHY MICJIsS TNPUHAOMY Mpenapary
Enap6iKmop® ananoriusa a6copOuii mpu mpuifoMi asmicapTaHy i XJOPTaNiIOHY y BHIJISAL
OKPEMHUX JIIKapChKHX 3aC00iB.

Ipenapar Exap6iKnop® MoxHa npuitMaTi He3a/IeXHO Bij BKHBAHHS TKi.

Huxdue onucano QapMakoKiHETUYHI BIACTHBOCTI OKPEMHUX KOMIIOHEHTIB IMpemapaTy
Enap6iKmop® (asmicapraHy MeJOKCOMIN/XIOPTATiZOH) BiAMOBIAHO 10 iXHIX KOPOTKHX
XapaKTePUCTHUK.

AbcopOris.

Aszuncapmany medokcomin. A3uncapTaHy MeJIOKCOMLT — IIe JTIKapChbKuH 3aci0 s mepopaibHOTO
3aCTOCYBaHHA, SIKMW MiJ] 4ac aOcopOIii MIBHIKO NMEPETBOPIOETHCS IIiJ] BIUIMBOM ecTepa3 Ha
aKTHUBHY PEYOBHHY a3UJICAPTaH.

AzuicapTany MEJIOKCOMIT HE TIPOCTEXKYEThCA Y IIa3Mi MICIs MEepOpaIbHOTO 3aCTOCYBaHHSA. 3a
pe3yabTaTaMu JOCHIHKEHb in Vitro, KapOOKCHMETHIEHOyTeHOMiJa3a Oepe yJacTh B TiApoIIi3i B
KHIIEYHUKY 1 mevini. KpiM Toro, Tifpoii3 aswicapTaHy MEIOKCOMITY 0 a3WwicapTaHy
BiJI0OYBA€THCS 32 yUACTIO €CTepa3 IIa3MHu.

Po3paxynkoBa abcomoTHa 0i0I0CTYIHICTh a3UJICAPTaHy MEIOKCOMLTY CTAHOBUTH MPUOIU3HO
60 %. Ilicns mepopalbHOTO 3aCTOCYBaHHS aszwicapTaHy MenokcoMiny Cp.x a3wicapTaHy



nocsiraetbest uepes 1,5-3 roaunu. [puiiom ki He BIUIMBa€e Ha 01010CTYIHICTh a3UiIcapTany (IHB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

Xnopmanioon. Po3paxyHkoBa 610JOCTYIHICTh XJIOPTaNIJJOHY CTAHOBUTH NPUOJIN3HO 64 % uepes
8—12 roxun micng 3actocyBanHs. [Ipu OGararokpaTHOMY 3aCTOCYBaHHI Ipenapary y 1031 50 mr
Ha 100y cepeaHs cTallioHapHa KOHIEHTpalisd B KpoBi 7,2 MKr/mi (21,2 MKMOJIB/1T), BUMIpSIHA B
KiHLI 24-TOJUHHOTO 1HTEPBAJly 3aCTOCYBaHHS, I0CITAEThCs uepe3 1—2 THxKHI.

Po3nonin.

Aszuncapmany medoxcomin. O0’eM po3nOAUTy a3ucapTaHy CTAHOBUTH NMpUOIM3HO 16 miTpiB.
Asuiicaptan iHTEHCUBHO (> 99 %) 3B’s13yeThes 3 OUIKAMU TUIa3MH KPOBi, TOJOBHUM YMHOM, 3
aJIbOYMiHOM CHPOBATKHU KpOBi. 3B’s13yBaHHs 3 O1JIKaMU IU1a3MU KPOB1 HE 3MIHIOEThCS Y Jliana3oH1
KOHIIEHTpALI{, 3HAYHO BUIIHKX 34 Ti, SIKi 1OCATAIOTHCS MIPU 3aCTOCYBaHHI PEKOMEH/I0BaHUX J103.
Xnopmanioon. Y UiNbHINA KPOBI XJIOPTaJIiJOH TOJIOBHUM YHHOM 3B’ SI3y€ThCs 3 KapOOaHT1/1pa3o1o,
sIKa MICTUTBCS B €pUTPOLMTAX. Y TUIa3Mi IpUOIU3HO 76 % XJI0pTaiiioHy 3B’ SI3y€ThCS 3 OLITKaMHU
IUIa3MU KpPOBi, TMEpPEeBaXXHO 3 albOyMiHOM. XJIOPTATOH JOJIa€ IUIaleHTapHUi Oap’ep 1
NOTpAIUIsi€ y TPYIHE MOJIOKO. SIKIIO *KiHKa oTpuMyBaia 50 Mr XJIOpTaliioHy HIOAHS [0 1 MiCHs
HApOJKEHHS TUTHHHU, PIBEHb XJIOPTANiJOHY B LUIbHIA KPOBI IUIOJA CTAaHOBUB OMu3bKO 15 %
TAKOro B MaT€pHHCHKIN KpoBi. KoHIleHTpamii XJIopTaniioHy B aMHIOTUYHIN PiUHI Ta TPyIHOMY
MOJIOLI AOPIBHIOBAIU MPUOIN3HO 4 % KOHILIEHTpALlii B KPOBI MaTepi.

Metaboi3M.

Asuncapmany medoxcomin. AzuncaptaH MeTabOMI3yeTbCs IO JIBOX OCHOBHHX METaOOJITIB.
OcHOBHUIT MeTaOoNIT y mia3Mi KpoOBI YTBOPIOETbCS UHUIAXOM O-feankinyBaHHsS, HOTro
MO3HAYAITh K MeTabomT M-II, Toai sik BTOpUHHMI MeTa0OoIIT YTBOPIOETHCS 3a JIOTIOMOTOIO
nexapOOKCHITYBaHHS, WOTO MO3HA4arTh SK Metabomit M-I. PiBHI cucTeMHOI eKCro3uIlii
OCHOBHOT'O Ta BTOPMHHOT'O META0O0MITIB y JIOAMHU CTAHOBIATH pubau3Ho 50 % Tta menme 1 %
azwicaptany BianoBigHo. M-I ta M-Il He BmIMBalOTh Ha (PapMakoJOTiuHy aKTHUBHICTb
azuwiicapTaHy MeJoKcomiy. ['0JI0BHUM (hepMeHTOM, 1110 BiNOBIa€ 32 METa0O0I13M a3uiicapTany,
e CYP2C9.

Xnopmanioon. Metaboi3M 1 eKCKpeLis yepe3 MeUiHKYy 1 JKOBY BIiAIrPalOTh HE3HAUYHY POJb Y
BuBeneHHi. [Ipubnuzno 70 % XmopTaniIoHy BUBOJUTHCS 3 CEUCO Ta KaJloM IpoTsiroM 120 roaux
NEepEeBaXHO B HE3MIHEHOMY BHIJISAII.

BuseneHus.

Aszuncapmany meooxkcomin. Ilicnsg mepopanbHOTO 3aCTOCYBaHHS a3WICAPTaHy MEIOKCOMIIY,
Mi4EHOrO pamioakTHBHUM i30TomoM 14C, mpubmI3HO 55 % BHBOAMIOCH 3 OPraHi3My 3 KaIoM
ta npubnmsHo 42 % — i3 ceuero. [Ipubnuzno 15 % npenapaty BUBOJMIOCH 13 CEUCIO Y BUTIISAIL
HE3MIHEHOTo aszwicaptany. [lepioj HamiBBHBEIEHHs a3wiicapTaHy 3 IUIA3MU KPOBI CTaHOBHTH
O6mu3pko 11 roauH, a HUPKOBHM KIIpPEeHC AOpiBHIOE Hpubim3Ho 2,3 mu/xB. PiBHOBakHa
KOHIIHTpALlisl a3ujIcapTaHy MAOCSTAETbCA MPOTATOM S5 JHIB, Ta WA yac 0araToKpaTHOTO
3aCTOCYBaHHS MpEnapary y pexumi OJIH pa3 Ha JIeHb HOT0 KyMYJIAIIii y T1a3Mi He BiI0OyBa€eThCA.
Xnopmanioon. Ilepionn HaniBBUBEACHHS XJIOPTAIIJOHY 3 LIJILHOI KPOBI Ta IJIa3MU CTAaHOBUTH B
cepenabomy 50 roaun. [lepiog HamiBBUBEACHHS MICs MPUAOMY MOBTOPHUX J03 3aJHIIAETHCS
He3MiHCHUM. binbima gactTmHa aOcopOOBaHOI 103U XJIOPTANIIOHY BUBOAMTHCS 3 OpraHizmy
HUPKAMH, TIPH LIbOMY CEepe/IHIii HUPKOBH KIIIPEHC CTaHOBUTH 60 MJI/XB.
JIiHIAHICTH/HENIHIHHICTB.

A3zuncapmany meooKcomil.

[TponopuiiiHicTh 103U A0 eKcro3uiii Oyia BCTaHOBJIEHA JJIS a3WiIcapTaHy y Jiama3oHi 103
azuicaprany Memokcominy Big 20 mr go 320 Mr micnsi OJTHOKPATHOTO abo 0araToKpaTHOTO
[IpUHAOMY.

Xnopmanioon.




Jnst o3 25 mr i 50 mr 3HaueHHs Cy,x CTAHOBIATH B cepefHboMy 1,5 MKr/Mit (4,4 MKMOJIB/) 1
3,2 mxr/mn (9,4 mxmoub/n) BianosigHo. s no3 go 100 mr cnocrtepiraeTbcsi mpomnopuiiiHe
301nbienHs AUC.

Oco011B1 NOMyJIALIi.

[TamieHTH JITHBOTO BIKY.

dapMaKOKIHETHKa a3uiicapTaHy JOCTOBIPHO HE BIJIPI3HAETHCS y MOJIOAMX (BIKOBMM Jiana3oH
18-45 pokiB) 1 MiTHIX (BIKOBHUIA J1ana3oH 65—85 pOKiB) MaIli€HTIB.

VY niTHIX DAIl€eHTIB BUBEACHHS XJIOPTAJiJOHY BiJOYBa€ThCS MOBUIBHILIE, HIK y 3J0POBHX
MOJIO/IMX MAI[IEHTIB, X04a abcopOIIisl 3aIUILAETHCS TaKOo K. ToMy Mpu JIKyBaHHI IpernapaToM

Enap6iKnop® nysxe nithix mozeit (> 75 poKiB) peKOMEHLYETHCS IPOSIBISTH 00EPEKHICTD (JUB.
po3ain «Crocib 3aCTOCYBaHHS Ta I03U» ).

[MopymeHnHs QyHKITT HUPOK.

VY mari€eHTIB 3 JIETKOI, MOMIPHOIO Ta TSHKKOK HHUPKOBOKO HEJOCTATHICTIO 3arajibHa €KCIO3HIIis
aszuicaprtany (AUC) 6yna 36inbmena Ha +30 %, +25 % ta +95 %. XKonnoro 36insimenss (+5 %)
HE CITOCTEpIrajaocs y Jiali3HUX MAIll€HTIB 3 TEPMIHAIBHOI CTaJi€I0 HUPKOBOI HEIOCTATHOCTI.
[IpoTe KIMIHIYHHMIA JIOCBIJT 3aCTOCYBaHHS Mperapary MallieHTaM 3 TSHKKOK HHPKOBOIO

megocrarnictio (IIK® < 30 mw/xe/1,73 M2) aGo TepMiHATbHOI CTAMi€l0 HUPKOBOI
HE/IOCTaTHOCTI BIACYTHIM (auB. po3ain «lloka3aHHs»). AsuicapTaH He BUBOJIUTBCS 13
CHCTEMHOI'0 KPOBOOOIry 3a JJOIMOMOT'00 reMo/Iializy.

binbia yactrHa abcopOOBaHOI 103U XJIOPTATIIOHY BUBOAMTHCS 3 OpraHi3My HUPKaMH, OJHAK
NopyLIeHHs (QYHKLII HUPOK HE 3MiHIO€ (PapMaKOKIHETHUKY XJIopTanioHy. dakTopom, II0
0o0MesKye€ IMBUKICTh BUBEJICHHS XJIOPTAJIIOHY 3 KpOBi a0 I1a3Mu, KMOBIPHO, € CIIOP1IHEHICTh
npemnapary 3 KapOoaHriipazaMu, 10 MICTATECS B €PUTPOLUTAaX. TaKuM UYHMHOM, JUISl MAIIEHTIB

3 JIErKHM Ta MOMIpPHEM CTyIIeHeM HUpKOBOi HegocTatHocTi (LLIK®D > 30 — < 90 m/xB/1,73 M2)
KOPUT'YBaHHS JI03H IIpenapary He MOTpiOHe.

[opymenns (GyHKIT MEYiHKH.

3acTocyBaHHS a3uUJICapTaHy MEJOKCOMUIY MPOTATOM 5 JHIB y MAali€HTIB 3 JIETKOIO (Kiac A 3a
mkanoto Yaitnaa — I1°10) abo momipHow (kimac B 3a mkanoro Yaitnga — [1°10) mediHKOBOIO
HEIOCTATHICTIO MPU3BOIUIIO 10 HE3HAYHOTO 301IbIIECHHS €KCIIO3UIIIT a3uicapTany (301IbIICHHS
AUC y 1,3-1,6 pasza). 3acrocyBaHHs a3wicapTaHy HallieHTaM 3 TSDKKOIO IEYiHKOBOIO
HE/IOCTATHICTIO HE BHUBYAJOCSA. 3aCTOCYBaHHS XJIOPTANiJOHY TMAaIlieHTaM 3 TIEYiHKOBOIO
HEJOCTATHICTIO HE BUBYAJIOCH.

Ipemnapar Enap6iKinop® y 38’513Ky i3 BMiCTOM XJIOPTAIi Z0HY IPOTHIIOKA3aHHUIA 0 3aCTOCYBAHHS
MarieHTam 3 TSDKKUM MOpYHIeHHAM (YHKIIH nedinku (auB. po3nin «Crocid 3acTOCyBaHHS Ta
T031»).

Cratb.

dapMakoOKiHETHKA a3WICapTaHy ICTOTHO HE BIAPI3HIETbCS Yy YOJOBIKIB 1 KIHOK. Y
MOMYJIANIHHOMY (hapMaKOKIHETHYHOMY aHali3l MAIli€eHTIB 3 apTepialbHOIO TiNEepTeH3IE0, SKi
otpumysanu npemnapat Enxap6iKmop®, onosiku Mamu Hikay excrnosuriio (Cpay Ta AUC), Hixk

x1HKHU (< 30 %). BimMinHOCTI y (papMaKOKIHETHIII HE BBAXKAIOTHCS KIIHIYHO 3HAYYITUMH.
KopuryBanHs 103u npenaparty 3ajekKHO Bijl cTaTi He MOTpiOHe.

PacoBa npuHaJIeKHICTb.

dapMakoOKiHETHKA a3uicapTaHy ICTOTHO HE BIAPI3HSAETHCS Yy TAIEHTIB €BPOMEOiNHOI Ta
HEerpoifHoi pac. Y MomyJsauiiHOMYy (papMaKOKIHETUYHOMY aHaii3i Mali€HTIB 3 apTepialbHOIO

rineprensiero, ski oTpuMyBamum npenapar Enap6iKmop®, He BusBIGHO BIIHBY pacoBoi
MPUHANISKHOCTI Ha (papMaKOKIHETUKY a3uiicapTaHy a0 XJIOpTaTiIoHY.
KopuryBanHs 1031 Ipenapary 3ajie)kKHO BiJl pacOBOT MPUHANICKHOCTI HE MOTPiOHE.



KuiniuHi XapakTepucTHKH.

Ilokazannsa.

JlikyBaHHSI apTepiajbHOI TiMepTeH3ii y NOpOCiHX, Y SKUX apTepiaibHUil TUCK aJeKBaTHO HE
KOHTPOJIIOETHCS MOHOTEPAIIEI0 a3UIICAPTAHOM MEIOKCOMITIOM.

IIpomunokaszanna.

- ['imepuyTnuBICTH 1O aKTUBHOI PEYOBHUHU a00 1HIIMX KOMIIOHEHTIB Mpenapary;

- aHypis;

- PE3UCTEHTHA JI0 Teparii rinepkajbliieMisi, TIOHATPIEMIS;

- TSOKK1 TOpYIIEHHS (PyHKIIT MeYiHKU Ta HUPOK (KJIipeHe KpeaTuHiny < 30 Mi1/xB);

- CHMIITOMaTUYHA TiepypHKeMis;

- BariTHICTb;

- HE 3aCTOCOBYBATH Pa3oM i3 aliCKIpEHOBMICHUMHM 3ac00aMu Malli€eHTaM i3 IyKpOBUM JiabeToM
a6o nopymenssM GyHkii Hupok (LLIKD < 60 mn/xs/1,73 m2).

B3aemooia 3 inwumu nikapcoKkumu npenapamamu ma iHuwii 6UOU 63acMO0Il.

Kombinayii, Axi ne pekomeHOyEMbCA 3aCmOoco8Y6amu.

Jlimiu. lpu ogHOYAaCHOMY 3aCTOCYBAHHI JIITIIO Ta aHTaroHICTIB peUEeNnTopiB aHrioreH3uHy Il
MOB1IOMJISIOCS PO 301TBIIEHHS KOHIIEHTPAIIi1 JIITiI0 B CHPOBATIIi KPOB1 Ta BUHUKHEHHS IPOSBIB
fioro TokcmuHocTi. HeoOXiTHO MPOBOAMTH MOHITOPUHT PIBHIB JIITIIO B CHPOBATLI KPOBI MpH
OJTHOYACHOMY 3aCTOCYBaHHI IMX mpenapaTiB. Ilix aiero AlypeTukiB, HaIpUKIaL XJIOPTAIiOHY,
3MEHIIYETHCS HUPKOBUH KIIPEHC JIITiI0, 0 MiABMIIYye Horo TokcuyHicTh. [lpu 3acTrocyBanHi

npenapaty Enap6iKinop® pexoMenIyeThcs MOHITOPHHT PiBHS JIiTiI0 B OpraHi3mi.

Uepe3 BifCyTHICTH JOCBidy 0JHOYACHOrO 3acTocyBaHHs mpenapaty Exap6iKmop® i mitiio ms
KOMOIHAIIis HE PeKOMEHTy€ThCs. SIKIO 3aCTOCYBaHHS TaKO1 KOMOIHAIli1 BUSBUTHCS HEOOX1THUM,
CJIiJ] PO3TIISTHYTH MOKJIMBICTh KOHTPOJIIO PiBHS JIITIIO B CHPOBATII KPOBI.

Heo06xiono nposasnsimu obepedcHicms npu 00HOYACHOMY 3ACIOCY8AHHI.

Hecmepoioni  npomusananeni  npenapamu, 6 mMoOMy HUCHi CeNeKMUBHI  IHeiOimopu
yuknookcueenazu-2 (ineioimopu IL[OI-2), ayemuncaniyunosa kucioma > 3 2/006y) ma
Hecenexmueni HII3[1. Y MaIli€HTIB JITHBOTO BIKY, Y MAlLli€HTIB i3 TiMOBOJEMI€I0 (BKIIOYAIOYH
MAIIE€HTIB, 110 OTPUMYIOTh JIYPETHKH) Ta Y TAII€HTIB 13 MOPYIICHHAM (DYHKIIIT HIPOK OJHOYACHE
3aCTOCYBaHHS HECTEPOIAHUX MpoTu3anansHux npenapartis (HII3I1), B Tomy uncii cenekTuBHUX
iari6iTopis LIOI'-2, Ta anTarosictiB peuenTtopiB aHrioreHsuny lI, BKiIrouaroum asuicapTas,
MOKE MTPU3BOJUTH JI0 TOTIpIICHHS (PYHKIIIT HUPOK, B TOMY YHCIIi 10 PO3BUTKY FOCTPOI HUPKOBOT
HE/IOCTAaTHOCTI, Ta MiABUILEHHS DIBHS KajJilo y cuUpoBaTmi KpoBi. TOMy pEKOMEHIYEThCS
aJIeKBaTHA TifjpaTalis Ta KOHTPOJIb GYHKIIT HUPOK HA MOYATKY JIIKYBaHHS.

IIpu omHOYacHOMY 3aCTOCYBaHHI AaHTaroHICTiB penenrtopiB anriorensuny II 3 HII3II
(cenextuBHMMH iHTiIOITOpamMu [IOI'-2, amermicaminumioBor KuciaoTor (> 3 1/mo0y) Ta
HecenektuBHUME HIT3IT) MokimuBe mocnabieHHS aHTUTINEPTEH3UBHOTO €EKTy MpermapaTy
Enap6iKmop®.

Kaniesi 0obasku, 3aminHuku coni, wo micmams Kauit, ma [HWi pedosuHu, SKIi MONCYMb
nioguugyeamu pigeHsv Kauito. BpaxoByouu 10CB1JI 3aCTOCYBaHHS 1HITUX JIKAPCHKUX 3aC0O01B, 10

pumBatoth Ha PAAC, 3acrocyBamus mpemapatry Emap6iKmop® 3 mo6askamum kaiio,
3aMIHHMKaMH COJi, 10 MICTSTh Kadii, abo IHIIMMHU JIKapChbKUMHU 3aco0aMu, SKI MOXYTb
MIJBUIIYBAaTH PIBEHb Kallilo (HANpUKIIAJ, rerapuH), MOKEe MPU3BECTH 10 MiJBULICHHS PiBHA
KaJIiF0 B CHPOBATIIl KPOBI y MAIIEHTIB 3 apTepiaibHOIO TinepTeH31€0 (AuB. po3/aiia «OcodaruBOCTI
3aCTOCYBAHHA»).

Jueimanic. OnHOYacHE 3aCTOCYBAaHHS JUTITAIICYy MOKE MOTIPIIMTH HECHPUSITIUBI HACTIAKU
rinokaiiemii (auB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHSD?).



JHooamxkoea ingopmauisi.

Ipenapam Edap6iKnop®.

JlaHi KIHIYHAX TOCTIPKeHb MPOJAEMOHCTPYBAIH, 10 MOJBiHA OJ0Ka/la peHiH-aHTiIOTeH3UH-
anproctepoHoBoi cucremu (PAAC) mpu komOiHOBaHOMY 3acTocyBaHHI 1HTIOITOpiB AIlD,
aHTaroHICTIB penenTtopiB aHrioreH3uHy Il abo amickipeHy acoOLiIO€TbCS 3 OUIBII BHUCOKOIO
4aCcTOTOK BUHMKHEHHS OOIYHUX SBUIII, TAKUX K MIOTEH31s, TepKaieMis 1 3SHHKEeHHs QyHKIIT
HUPOK (Y TOMY YMCJi TOCTpa HUPKOBA HEJOCTATHICTB), MOPIBHAHO 13 3aCTOCYBaHHAM OJHOTO
3aco0y, mo aie Ha PAAC (auB. po3ainu «®apMakoioriyHi BIacTUBOCTI», «IIpoTunokasaHHs»
Ta «OCOOIMBOCTI 3aCTOCYBAHHS»).

dapmakoKiHETHKa a3WicapTaHy MEJOKCOMUIy Ta XJIOpPTaliloHy He 3MIHIOETbCA MpH
OJTHOYaCHOMY 3aCTOCYBaHHI.

Jlocmimkenns B3aemonii npemnapary Exap6iKmop® 3 immmmu mikapchkumm 3acobamu He
MIPOBOJIMIINCS, X04a OyJIM MpOBENEH] JOCIIIKEHHS B3a€EMOAIl a3micapTaHy MEIOKCOMLTYy Ta
XJIOPTANiAOHY 3 IHIIMMHU JIIKAPCHbKUMH 3aC00aMH.

A3zuncapmany medokcomin. Y NOCHIUKEHHSX TPU OJHOYACHOMY 3aCTOCYBaHHI a3WICapTaHy
MEJIOKCOMINTy ab0 a3wicapTaHy 3 aMJIOJIUIIIHOM, aHTAIMIAMH, XJIOPTATiIOHOM, JUTOKCUHOM,
(hIyKOHA30JI0M, TII0YPHUIOM, KETOKOHA30JI0M, MET(OPMIHOM, ITOTIIITA30HOM Ta Bap(hapruHOM He
CIOCTEPITrajocs >KOJAHUX KITHIYHO 3HAYYIIMX JIIKAPCHKUX B3a€MOJIIH.

AzuicapTaHy MEJIOKCOMIJI € aKTHBHUM IOTNEPEIHUKOM JIKapChKOI PEUYOBHMHH, KA IIBHIKO
TiIPONI3y€eThCS €cTepa3aMi O aKTHBHOI MOJIEKYJIHM a3WiIcapTaHy y IUTYHKOBO-KHIIKOBOMY
TpPaKTi Ta/abo MiJ 9ac BCMOKTYBaHHS Mpenapary (AuB. po3ai «@apMaKkoIoriuHi BIAaCTHBOCTI»).
JlocnimkeHHs in vitro IpOAEMOHCTPYBAIH, 110 B3aEMO/Ii1, 3aCHOBaHI Ha 1HTIOyBaHHI €CTepasH,
MaJIOMMOBIpHI.

Xnopmanioon. JliypeTUKHU MOTEHLIIOIOTH J1it0 IOX1IHUX Kypape Ta aHTUTINEePTEH3UBHUX 3ac00iB
(HampukIaa TyaHETHIWUHY, METWIIONH, Oera-O0JoKaTopiB, Ba3OAMIATATOPIB, AHTArOHICTIB
KaublIlito, iHribiTopiB AIID Tta APA).

lnokanieMiyHUN e(eKT XJIOpPTaNigoHy MOXe OyTH MOTeHLIHOBAaHUNH KOPTHKOCTEpOinamu,
AKTT, B,-aronictamu, aMpOTEPUIITHOM 1 KAPOCHOKCOIOHOM.

Anonypunon. OnHOYacHE 3aCTOCYBaHHS XJIOPTAIiJOHY MOX€E 30UTBIINTH YaCTOTY BUHUKHEHHS
peaKIliil TinepyyTIUBOCTI 10 aJIONYPHUHOITY.

Amanmaoun. XI0pTaaioH MOXKe 301IBIITYBAaTH PU3HK PO3BUTKY MOOIYHUX €()EKTIB, BHKITMKAHUX
aMaHTa/IuHOM.

Anmuxoninepeiuni  3acobu (HampWKIaa aTpoIiH, OimepuaeH) MOXYTh IIiJBUILYBaTH
010J0CTYIHICTh XJIOPTAJIAOHY 32 PaXyHOK 3HIKEHHS MOTOPHUKH IIUTYHKOBO-KHUIIIKOBOTO TPAKTY
1 IIBUIKOCTI CITIOPOXKHEHHS ITUTYHKA.

Anmuodiabemuuni nixapcoki 3acodou (nepopanbHi 3aco0u Ta iHCYJiH). Moxke OyTH moTpiOHa
KOPEKIIis 103 aHTH11a0eTUYHUX JIIKapChKUX 3aC001B.

Coni_xanvyiro. ®apmakosioriudi epexTy SK COJICH KalbIliio, TaK 1 BiTamiHy D MOXyTh OyTH
30UIBIIIEH] IO KITIHIYHO 3HAYYIIMX PiBHIB IPH OJJHOYACHOMY 3aCTOCYBaHHI 3 XJIOPTAIiIOHOM.
[uxnocnopun. OnHOYAaCHE JIKYBaHHS LMKJIOCIOPUHOM MOKE 3OUIBIIMTH PUZHK PO3BUTKY
rinepypukemii Ta ycKiaJHeHb OJarpUYHOTO THITY.

Konecmupamin. BcMOKTYBaHHS XJIOPTaNiIOHY TOPYIIYETHCS B MPUCYTHOCTI aHIOHOOOMIHHUX
cMou1. Mo)kHa OYiKyBaTH 3HMKEHHS ()apMaKOJIOTIYHOTO €(heKTYy.

Llumomoxcuuni 3acobu. OnaHOYaCHE 3aCTOCYBAaHHS MOXKE 3HUKYBATH HHUPKOBY EKCKpELilo
IIUTOTOKCHYHUX JIKApChKUX 3aco0iB (Hampukiaan nukinodochamiay, MeToTpekcary) Ta
MTOTEHITIFOBATH IXHIO MI€JIOCYIIPECUBHY JIifO.

Miazokcuo. I'inepriikeMidHui edeKT M1a30KCUIY MOXKe OyTH MOCHICHHH XJI0PTaIiJOHOM.
Ocoobnueocmi 3acmocy8anns.




Toosgitina 6nokaoa penin-aneiomensun-arboocmeponosoi cucmemu (PAAC).

€ naHi mpo Te, IO OAHOYACHE 3acTocyBaHHA 1HTIOITOpiB AII®D, aHTAaroHICTiB pelenTtopis
a"riorensuny Il abo ajickipeHy NiABMINY€E PHU3UK PO3BUTKY apTepiajibHOi TiMOTEH3i,
rinepkaniemii Ta 3HWXKEeHHs (QYHKIII HUPOK (Y TOMY YHCIi TOCTPOi HUPKOBOI HEAOCTATHOCTI).
Tomy nozgiitna 6mokaga PAAC muisixom KoMOiHOBaHOTO 3acTocyBaHHA 1HTiOiTOpiB AIlD,
aHTaroHICTIB perenTtopiB aHrioreH3uHy Il abo amickipeHy He PEKOMEHIYEThCS (IUB. PO3.LI
«B3aemois 3 IHITUMU JTIKAPCHKUMH 3acO0aMH Ta 1HII BUAU B3a€EMOII).

Sxmio mojBiiiHA 0I0Kaa BBAXKAETHCSI A0OCOMOTHO HEOOXITHOO, II0 TEPAMilo CIiJl MPOBOAUTH
JuIIe i HarasgoM (axiBId 1 332 YMOBH YacTOTO PETENBHOTO KOHTPOJIO (PYHKINI HUPOK,
€JIEKTPOJIITIB 1 apTepiaibHOro TUCKY. [Hri6iTopn AIID Ta aHTaroHICTH pelenTopiB aHT10TEH3UHY
II He cimiz 3acTOCOBYBATH OJJHOYACHO TMAIIEHTAM 3 11a0eTHYHOIO HePpomaTi€ero.

Axmueosana peHin-an2iomeH3uH-a1b00CMepoOH08a CUCEMA.

VY maieHTiB, CyAMHHUA TOHYC 1 (YHKIISI HUPOK SKHMX 3aJIe)KaTh MEPEBaXXHO BiJl aKTMBHOCTI
PEHIH-aHT10TeH3UH-aJIbOCTEPOHOBOI CUCTEMH (HAIIPUKJIIA/ Y MALIE€HTIB 13 3aCTIHHOIO CEPLIEBOIO
HE/I0CTATHICTIO a00 3aXBOPIOBAHHSIM HUPOK, BKIIFOYAIOUX ABOOIYHUI CTEHO3 HUPKOBHX apTepii),
JiKyBaHHS Mperaparamy, I10 BIUIMBAIOTh Ha II0 CHCTEMY, TakMMH sK iHriOiTopu AIID i
aHTaroHICTH penenTopiB aHrioreH3uny II, 6yi0 noB’s3aHe 3 TOCTPOIO TNOTEH31EI0, a30TEMIELO,
OJIITYPIEIO Ta PiJIIe — 3 TOCTPOIO HUPKOBOKO HEAOCTATHICTIO. MOKIIMBICTh MOAIOHUX e()eKTiB HEe

MOJKe OyTH BHKIIOUEHA IIPHU 3acTOCYBaHHi npenapary Exap6iKmop®.

Ominka cTaHy Malli€HTIB 3 apTepiaibHOIO TinepTeH3iero 3 aktuBoBaHol PAAC moBuHHA
BKJIIOYATH TIEPIOIUYHY OIIHKY (YHKII{ HUPOK 1 piBHS €IEKTPOIITIB.

HaamipHe 3HMKEHHS apTepialbHOTO TUCKY y MAIEHTIB 3 IMIEMIYHOIO KapaioMiomnartiero abo
1IIeMIYHUM LEepeOpOBaCKYIISIPHUM 3aXBOPIOBAaHHAM MO>KE IIPU3BECTH 0 iH(APKTy Miokapaa abo
1HCYJIBTY.

THopywenns ¢ynxyii HUpOK.

XJIOpTaNiIOH, IO BXOJIUTH J0 CKIAAy IMpermapaTy Ez[ap6iKnop®, HE CJIiJT 3aCTOCOBYBaTH TIPH
TSDKKii HEpKOBiit HexocTatHocTi (LLIK® < 30 Mir/xe/1,73 M2) (zuB. po3in «[IpOTHIIOKA3aHHS»).
[TamienTam 3 JerKUMH Ta TMOMIPHUMH MOPYIIEHHSMU (QYHKIIT HUPOK KOPUTYBAaHHS 03U
npernapaTy He NoTpiOHe.

[TanienTn 3 mopymeHHsIM (yHKIIT HUPOK MOTPeOYIOTh CIOCTEPEKEHHS HIOJO0 MOTIPIICHHS
GyHKIIT HUPOK LUISIXOM MEpIOAMYHOTO KOHTPOJIIO PIBHSA KpEaTHHIHY Ta EJIEeKTPOJITIB Y
CUpOBaTLi KpoBi. BiporiaHICTh MOBIAOMIIEHh IPO aHOMAJIBHO BUCOKI MOKA3HUKU KPEAaTUHIHY B
CUpOBATI KPOB1 Y MAI[IEHTIB 3 MOPYIIEHHAM (YHKIIT HUPOK OUIbII BUCOKA. J[JIs IIMX MaIl€HTIB

03y npemapaty Enap6iKinop® citif petenbHO THTpyBaTH Ta KOHTPOJIIOBATH apTepialbHMUil THCK
1 mapameTpu GyHKIIi HUpOK. DyHKINST HUPOK MOXKE IMOTIPITYBATUCS Y TAIIEHTIB 31 CTEHO30M
HUPKOBOI apTepii.

XJIOpTaJiIOH CIIiJT 3aCTOCOBYBATH 3 OOEPEKHICTIO TMAIliEHTaM 3 MOPYIICHHSIM (YHKIIT HUPOK,
OCKUIbKU XJIOPTANIJIOH MOXE TMPOBOKYBaTH a30TeMil0. SIKIIo mporpecyrodya HHPKOBA
HEJIOCTATHICTh CTAa€ OYEBHIHOIO, CJiJ PO3MVISHYTH HEOOXITHICTh BIIMIHM a00 MPUIUHEHHS
JypeTHYHO1 Tepartii.

Tpancnnanmayis HUpKuU.

Ha choromsi mocBin 3actocyBanms mpemapary Enap6iKmop® mamientam, ski HeronaBHO
MIEpEHECIN TPaHCIJIAHTALlIl0 HUPKH, BIICYTHIH.

THopywenns @ynxyii neuinku.

XIopTaion, mo BXOAUTh 10 cKiaxy mnperapary Emap6iKnop®, ue ciin sacrocoysatu mpu
TSOKKIN IEYIHKOBIM HeOCTaTHOCTI (AuB. po3ail «lIpoTumnoka3aHHs»).



IcHye oOMeXeHmil OCBim 3actocyBaHHs mpemapary Enap6iKnop® mamienram 3 nerkoro Tta
MOMIPHOIO TEYiHKOBOIO HEAOCTATHICTIO; mpote, 3a manuMu @OK nocnimkeHp, mamieHtam 3
JIETKOIO Ta MOMIPHOIO MIEYiHKOBOIO HEJIOCTATHICTIO KOPUTYBAHHS JI03H IIpernapaTy He MOTpiOHe.
He3nauni 3MiHM B 0ajaHCi piJMHM Ta EJIEKTPONITIB B OpraHi3Mi, CIPUYMHEHI Tia3HIHUMH
IlypeTHKaMu, MOXYThb BHUKJIMKATH TEYIHKOBY KOMY. TOMYy pEKOMEHIY€EThCS pEeTEeIbHHMA
MOHITOPHUHT (IUB. po31ia «DapMaKoIOTiuHi BIACTHBOCTI).

l'inomensis y nayienmis 3 oeghiyumom 06’ emy piounu ma/abo conbO8UM BUCHAICEHHSIM.
[TamienTaM 3 MOXJIMBUM JePIIUTOM BHYTPIIIHBOCYIUHHOTO 00’eMy ab0 COJILOBHM
BUCHQ)XEHHSIM (HANPHUKIAJ, MAIEHTH, y SKHX CIIOCTEpiraerbcs ONMOBaHHS, Jiapes abo sKi

MPUHMAIOTh BUCOKI JI03U JI1yPETHUKIB) 3aCTOCYBaHHS MperapaTy Ez[ap6iKJ10p® CJI1 pO3TIOYUHATH
1] pETSIIbHAM MEJMYHUM HArJISIIOM (IUB. po3ai «Croci0 3acTocyBaHHS Ta 103wy ). [lepr Hixk

posmounHaTH TiKyBaHHs npenapatom Exap6iKmop®, HeoOxiaHo ckopuryBaTy aedimut 06’ emy
plLAMHY Ta/abo CObOBOTO BUCHAKEHHSI.

Tlepeunnuti einepanrb0ocmepoHizm.

[lamieHTH 3 MEpPBUHHHUM TiNEpagbAOCTEPOHI3MOM 3a3BMYail HE BIJNOBIAAIOTH Ha TEpaIiio
AQHTUTINEPTEH3UBHUMH JIIKAPCBKUMM 3aco0amu, W0 [JIIOTh uepe3 1HriOyBaHHS PpEHIH-

anrioTensnHoBoi cuctemu. Tomy mpemapar Exap6iKimop® He pekoMeHIyeThCs 3aCTOCOBYBATH
TaKUM XBOPHUM.

Topywenns enexkmponimno2o 6anaucy.

VY mamieHTiB, 10 OTPUMYIOTH TEpaIiio IiypeTHKaMH, CJiJ MEepioJUYHO BHU3HAYATH DPIiBEHBb
€JICKTPOJIITIB CHPOBATKH KPOBI.

Tiazuanm MOXYTh BUKIMKATH TOPYLICHHS BOIHO-EJIEKTPONIITHOTO OanaHcy (BKIIOYAIOUU
TIMOKAJTIEMIIO,  TIMEPKAJbIIEMiIO,  TIMOHATPIEMIIO  Ta  TIMOXJIOPEMIYHUH  aJKaio3).
[TonepemkyBaabHIMH O3HaKaMH MOPYIICHHS BOAHO-EJIEKTPOIIITHOTO OalaHcy € CyXiCTh y POTi,
crpara, acTeHisl, MJISIBICTb, COHJIUBICTh, HECITOKIH, O1Tb y M’s3ax a00 CyJ0MH, M 5130Ba BTOMA,
TIMOTEH31s, OMITypis, TaXiKapAis 1 MUTYHKOBO-KHIIIKOBI PO3JIaJin, TaKi K HyJ0Ta a00 OJIFOBaHHS
(muB. posmin «IloGiuni peaxuii»). Ilepen mouatkom mikyBanHs mperapatoM Emap6iKmop®
HEOOX1THO BIAKOPUTYBAaTH BOJIHO-EJIEKTPOIITHUI OanaHc.

L'inokaniemis.

INnmokaniemist — 11e 10303a1eKHa MOO0IYHA PeaKIis, sika MOYKEe PO3BUHYTHCS i 4aCc MOHOTeparii
XJIopTanigoHoM. byso noBeseHo, 1110 0AHOYACHE 3aCTOCYBAHHS 13 a3WJICapTaHy MEIOKCOMIIOM
3MEHIIIy€ acoLifOBaHy 3 XJIOPTaliJJOHOM rinokanieMito. OfHOYaCHE 3aCTOCYBaHHS JUTITAIICY
MOJKE€ TMOTIPIIUTH HECHPUATIMBI HAcHiAKM Tinokamiemii. Ilepen mnouyaTkoM JiKyBaHHS

npenaparoM Enap6iKinop® HeoOxinHo BifkopuryBaTH rimokasiemiro.

T'inepxaniemis.

BHACIIiIOK aHTaroHi3My KOMIIOHEHTY mperapary Exap6iKmop® asmicaprany MezokcoMiny 1o
penentopiB anrioteHsuHy Il Moxe po3BUHYTHCS Timepkamiemis. Xoya KIIIHIYHO 3HAUYyIIa

rilepkamiemis He Gyla 3apeecTpoBaHa IpH 3acTocyBanHi npemnapary Enap6iKinop®, daxropu
PHU3HKY PO3BUTKY TiMEpKaTiEMIl BKIIOUAIOTh HUPKOBY Ta/ab0 ceprieBy HEIOCTATHICTh, a TAKOXK
ykpoBuii niaber. Kaniitzbepiratoui AlypeTHKH, KajieBl 100aBKM ab0 KaylleBMICHI 3aMIHHUKU

comi ciix 0Bepex)HO NpU3HAYATH OJHOYAcHO 3 mpemapatroM Enap6iKmop® (muB. posain
«B3aemois 3 IHIIMMHU JTIKAPCHKUMH 3aCO0aMHM Ta 1HIII BHIHA B3aEMOIII).

l'inonampiemis ma 2inoxaopemivHul aiKanos.

JloBeaeHO, IO Tia3uaW BHKIMKAKOTh TinoHarpiemiro. IIpemapat EﬂapGiKnop® HE CII
3aCTOCOBYBATH MallieHTaM 3 pepakTepHOI0 rinoHarpiemiero (AuB. po3ain «IIpoTunokazanus»).
JedinuT xnopuiiB 3a3BU4aii MpoTikae B JIEeTKii Gopmi Ta, SIK MPaBUJIO, HE MOTPeOye JTiKyBaHHS.



L'inepxanvyiemis.

Tia3uam MOXKyTh 3HMKYBATH €KCKPELIIO KaJIbIIIO 3 CEUEIO 1 BUKIMKATH €Mi30AUYHE 1 He3HAUHe
MABUILEHHS PIBHS KaJIbIIIO B CHPOBATII KPOBI 32 BiICYTHOCTI BIJOMUX MOPYIIEHb KaJIbI1€BOTO
oOMiHy. BupaxeHa rinepkajiblieMist MOXKe CBIAYUTH PO MPUXOBaHMH rineprnaparupeos. [lepiu
HIK TIPOBOJAUTH TECTU Ha (PYHKLIIO MApalUTONOAI0HOT 3a5103H, CIiJl MPUITMHUTH 3aCTOCYBaHHS

Tiasuzis. [Tpenapar Exap6iKnop® He cimij 3acTOCOBYBaTH MaliieHTaM 3 rinepKanbiieMiero (JuB.
posnin «IIporunokazaHus»).

l'inomacniemis.

JloBeneHo, M0 Tia3uaw 30UTBIIYIOTh €KCKPEIII0 MAarHilo 3 CEYer, IO MOXKE MPHU3BECTH 0
rinomarHiemii (nuB. po3ain «B3aeMomist 3 IHIIMMH JIIKAPCHKUMH 3aco0aMu Ta 1HIIN BUAH
B3aEMOJIII).

Cmenoz aopmanvhoco 1  MImMpanvbHO20 — KIANAHIE,  0OCMPYKMUBHA  2inepmpoghiuna
Kapoiomionamisi.

Sk 1y pasi 3acTOCYBaHHS IHIIMX IPENapariB, 0 BHUKJIMKAIOTh Ba3ouiaTaniio abo aedinut
piauHHOTO 00’ €My, 0cOo0IMBa 00EPEKHICTH MMOKa3aHa Mali€HTaM 31 CTEHO30M aopTaIbHOTO abo
MITPaJbHOTO KJIanaHa abo TinepTpodivHOI0 0OCTPYKTUBHOIO Kap/iOMiONATIETO.

Memaboniuni ma enOoKpunHi eghexmu.

Tepamist Tia3uaaMu MOXe HOTIPUIMTH TOJIEPAHTHICTH A0 TIIIOKO3H, TOMY MOXe OyTH MOTpiOHE
KOpUT'YBaHHS J03U IHCYJiHY a0o anTuaiabernuna teparmis. Ilix yac Tepamii Tia3umamu Moxe
MPOSIBUTHCA JIATEHTHUH IyKpoBuid niaber. IliABUIEHHS piBHS XOJECTEPUHY 1 TPUTIILEPUAIB
OyJ10 MOB’5I3aHO 3 TepaMi€lo TIa3UAHUMU 1yPETUKAMH.

L'inepypuxemis.

VY nesKuxX Mali€eHTiB, SKi OTPUMYIOTh XJOPTaJifoH abo iHOIN Tia3uaHI NIypeTHKH, MOXKe
PO3BHHYTHCS TirepypuKkeMist a6o Manidecrawis sBroi mogarpu. IIpenapar Exap6iKmop® me ciix
3aCTOCOBYBATH IMALli€EHTaM i3 CHMIITOMaMHU TinepypukeMii (1uB. po3ain «IIpoTumokazanus»).
Bacimnicme.

Ipemapar Enap6iKmop® we cmim 3acrocoByBaTw min wac BariTHOCTI (AMB. PO3ALT
«IIpoTtunokazanus).

3acTocyBaHHsSI aHTAroHICTIB pelenTopiB aHrioreHsuHy Il He cmig posmoumHaTd mij 4ac
BariTHOCTI. SIKIIO TPOJOBKEHHS Teparii aHTaroHiCTaMu perenTopiB aHrioTeH3uHy Il He €
HEOOXIHUM, TAaLI€HTOK, IO IUIAHYIOTh BariTHICTb, CIIJ] NEPEBECTH Ha aJbTEPHATUBHI
AQHTUTINEPTEH3UBHI METOJM JIKyBaHHS, SIKI MalOTh BCTAHOBJCHHM mpodinb Oe3meku ams
3aCTOCYBAaHHS MiJl 4ac BariTHOCTI. [Ipu BHSABIEHH! BariTHOCTI JIKyBaHHS aHTaroHiCTaMH
perienitopiB  anrioten3uny Il cmig HeralHO TPUNWHUTH 1, 3a HEOOXITHOCTI, PO3MOYATH
anbTepHaTUBHY Tepamiio (auB. po3aumm «lIpoTunokazanHs» 1 «3acTOCYyBaHHA B Ieploj
BariTHOCTI a00 TOJTyBaHHS TPYITION ).

JliypeTuku He CIIiJl 3aCTOCOBYBATH JUIs JIIKyBaHHSI HaOpsKiB abo apTepianbHOI TinepTeHsii mij
4ac BariTHOCTI (IUB. pO3ALT «3aCTOCYBaHHSI B TIEP10]] BariTHOCTI a00 TOyBaHHS TPYILIIO» ).
Jlimiu.

SIK 1 1010 1HIIMX AaHTAroHICTIB pelenTopiB aHrioreH3uHy II, koMOiHaIis JiTiIO 1 Ipenapary
Enap6iKinop® He pexomenmyersest (xuB. po3ain «B3aeMonist 3 HIIMMH JIIKapChbKUMH 3ac00aMu
Ta IHIII BUJIA B3aEMOIIIN»).

XopioioanvHuii 6unim, 20cmpa KOpomko30picms ma 6MOPUHHA 3aKPUMOKYMOEA 21AYKOMA.
[Ipenapatu, mo MicTaTh cynbhoHaminy abo MOXigHI CyiabhoHaAMIiTy, MOXYTh BHKIUKATH
1TIOCMHKPATUYHY PEaKIIito, 0 CIPUYUHSAE XOPIOTTAIBHUIN BHUIIIT 3 A€PEKTOM 30pOBOTO TOJIS,
TPAH3UTOPHOIO MIOMIEIO Ta TOCTPY 3aKPUTOKYTOBY Ii1aykoMy. CUMITOMH BKJIHOYAIOTh TOCTPUI



MIOYaTOK 3HWKEHHS TOCTPOTHU 30py a00 O111b B OI1i 1, IK IPaBUIIO, BUHUKAIOTh MPOTATOM JEKUIBKOX
roAMH a00 THXKHIB 3 IOYATKY 3aCTOCYBAHHS MIpenapary.

HenikoBaHa rocTtpa 3akpUTOKYTOBa IJayKoMa MOXe NPHU3BECTH 10 MOCTIHHOT BTpaTH 30py.
OcHOBHe JIIKyBaHHS — 1€ SIKHANIIBU/IIIE TPUITUHUTH 3aCTOCYBaHHA JIIKapChbKHUX 3ac001B. SIKII0
BHYTPIIIHBOOYHUH  THUCK  3aJMIIAETBCA  HEKOHTPOJIbOBAHUM,  MOXJIHUBO,  HEOOXIJTHO
3aCTOCOBYBATH OIEpaTHBHI MEIMKaMEHTO3HI a00 XipypriuyHi MeToau jikyBaHHs. DakTopamu
PHU3UKY PO3BUTKY IOCTPOi 3aKPUTOKYTOBOI INIAyKOMHU MO>Ke OyTH ayieprisi Ha cyiabpoHamig abo
MEHIWIIH B aHaMHE31.

3acmocysanns y nepioo eacimmocmi abo 200y8aHus 2pyoo.

Bacimuicme.

[pemapar Enap6iKnop® He ciuim 3acrocoByBaTH mmix dac BariTHOCTI (ZMB. pO3iITH
«IIporunokazanus i «OcoOIMBOCTI 3aCTOCYBAHHS»).

3acTocyBaHHS AaHTAroHICTIB perenTtopiB aHrioteH3uHy Il He pexomeHayeThcst mpoTsaroM I
TPUMECTPY BariTHOCTI (AuB. po3ais «OCOOIMBOCTI 3aCTOCYBAHHS).

3acTocyBaHHS aHTAaroHICTIB penenTopis aHrioTeH3uny Il nporunokaszano B 11 i Il TpumecTpax
BaritHOCTI (nuB. po3ainu «lIporunokazanas» i «OCOOIUBOCTI 3aCTOCYBAHHS).

Tiazuau npoTUoKa3aHi I yac BariTHOCTI (auB. po3ninu «IIporumokazanasy i «OcoOIUBOCTI
3aCTOCYBAHHS»).

Hemae KiIiHI9HEX JaHHX 010 3acTocyBanHs npenapary Enap6iKmop® saritaum. JlocimimkeHHs
Ha TBapHHAX MPOJEMOHCTPYBAIH PEIPOYKTHBHY TOKCHYHICTb.

A3zuncapmany meooKcomi.

Emigemionoriyni  gaHi MIOAO PHU3MKY TEPaTOTEHHOCTI IIICHsS EKCIO3HUIlii 1HTIOITOpIB
AHTIOTEH3WHIICPETBOPIOBAIBHOTO (hepMeHTy mpoTsroMm | TpuMecTpy BariTHOCTI HE €
MEPEKOHJIMBUMU; IPOTE HEBEIIMKE ITiIBUIIICHHS PU3HKY BUKITIOYAaTH HE MOKHA. He3Bakarouu Ha
BIJICYTHICTh KOHTPOJIbOBAHHX €I11/1eM10JIOTIYHUX JJAHUX PO PU3HMK 3aCTOCYBAHHS aHTArOHICTIB
peuentopiB  aHriotreH3uHy II, aHaloriuHi pU3WMKM MOXYTh ICHYBAaTH 1 JJIA IBOTO KJacy
JKapChKUX 3ac001B. SIKIIO MPOTOBKEHHS Tepartii aHTaroOHICTaMHU PEIenTOpiB aHTioTeH3unHYy 11
HE BBAXKAETHCSA HEOOXITHWM, MAIlI€EHTOK, IO IUIAHYIOTh BariTHICTh, CIIiJ TEPEBECTH Ha
aIbTEPHATHBHI AHTUTINEPTCH3WBHI METOJIM JIIKYBaHHS, SKI MalOTh BCTAaHOBJICHHHA NpOQisib
Oe3IeKu I 3aCTOCYBaHHS IIiJ 4Yac BariTHOCTI. Ilpw BHWSABIEHHI BariTHOCTI JIIKyBaHHS
AQHTaroHICTaMHM PENENnTOpiB aHrioTeH3uHy Il cimig HeraHO MPUIMHHUTH 1, 32 HEOOXITHOCTI,
PO3IOYAaTH aTbTEPHATUBHY TEPAIIitO.

Bigomo, mo ekcrnoswuiis anTaroHictiB penenrtopiB anriorensuny II y II 1 III tpumecTtpax
BariTHOCTI BUKJIIMKAE Y JTFOAUHU (PETOTOKCUYHICTD (3HMKEHHS (QYHKIIIT HUPOK, OJIIrOT1IpaMHi03,
3aTpUMKa OKOCTCHIHHS dYeperna) 1 HeoHaTaJdbHy TOKCHYHICTh (HUPKOBAa HEIOCTATHICTD,
TiOTEeH3is, TiepKaIieMis).

SKIIo eKcIo3uilisi aHTaroHIiCTiB penenTtopiB aHrioteHsuHy Il BigOysamacs 3 II tpumectpy
BariTHOCTI, PEKOMEHIYEThCS TPOBEICHHS YJIBTPAa3BYKOBOTO JOCTIHKCHHS (QYHKIT HUPOK 1
geperna.

HemoBnsaTa, MaTepi sSIKUX MpUAMaJId aHTArOHICTH PEIENTOPiB aHrioTeH3uHy II, moBHUHHI OyTH
peTenbHO OOCTeXeH1 1mono0 Tinotensii (auB. po3aum «lIporumokaszanus» 1 «OcoOJIMBOCTI
3aCTOCYBAHHS»).

Xnopmanioon.

JliypeTuKu He CIij 3aCTOCOBYBATH IS JIIKYBaHHS HaOPsIKiB a00 apTepialIbHOI TinmepTeH3ii mija
yac BariTHOCTI, OCKUIbKM iXHE 3aCTOCYBaHHS MOKe€ OyTH IIOB’s3aHE 3 TiMOBOJIEMIELO,
IT1JIBUIIICHOIO B’ A3KICTIO KPOBI 1 3HIKEHHSIM Ttepdy3ii iareHT. JloBeieHo, Mo AiypeTuKH, Taki
SIK XJIOPTAJIiJIOH, TPOHUKAIOTh Yepe3 IMIIALICHTapHUN O0ap’ep 1 3’ ABJISIOTHCS B IIyTIOBHHHIN KPOBI.
3apeecTpoBaHO TOBIAOMJICHHS TpO MNPUTHIYEHHS (YHKIT KICTKOBOIO MO3KYy ILIOJA,



TPOMOOIIUTOTICHIIO, KOBTSHUIIIO TUIOAA Ta HOBOHAPOHKEHOTO, MOB’sI3aHI 13 3aCTOCYBAHHSIM
Tia3UJOMOAIOHUX 1yPETUKIB.
Looysanns epyooio.

Hemae skomuoi iHdopmauii mpo 3acrocysanns mpemapary Emap6iKmop® aGo asmicapramy
MEJIOKCOMITY MiJl Yac TPyJHOrO BHroJOByBaHHsS. IIpoTe XJOpTamiioH MpOHMKAE B TpyIHE
MOJIOKO, i TOMY HE PEeKOMEHIY€EThCs 3acTocoBYBaTH npenapat Exap6iKmop® mix wac rpymmoro
BUTOAOBYBaHHA. [1if] 9ac rpyTHOTO BUTOJIOBYBaHHS I€peBary CJij HaJaBaTH albTePHATUBHUM
METOZaM JIKyBaHHS 3 OUIBII YiTKO BCTAHOBJIIEHUMH TpO(dimssMu Oe3rneku, 0COOIMBO IpH
rOZyBaHHI HOBOHAPO)KEHOI a00 HEJJOHOMIEHOI JUTHHH.

Depmunvricme.

JlaH1 TIpo BIUTMB TIpemapary E11ap6iKnop® Ha (pepTUIBHICTD JIIOJAUHM BiACYTHI. JOKIiHIYHI
JOCITIJKEHHS TIPOJEMOHCTPYBAJIH, 10 a3WJICApTAaHy METOKCOMII HE BIUIMBAE HA YOJOBIUY ab0
KIHOUY (PepTHIIbHICTD Yy LIYPIB.

30amuicmov énaueamu Ha WEUOKICMb peakyii npu KepyearHHi a8MompaHcnopmom abo iHumumu
Mexarnizmamu.

3 orusiny Ha hapMmakoauHaMivHi BractuBocti npenapary Enap6iKnop®, ouikyerscs, mo Brums
npenapary Ha MBHAKICTh PeakIlii Mpu KepyBaHHI aBTOTPAHCIIOPTOM a00 IHITUMU MEXaHi3MaMHU
Mae Oyt He3HayHUM. [IpoTe mpu 3acTocyBaHHI OyJb-SIKOTO aHTUTINEPTEH3UBHOTO Mpenapary
CJIiJT BpaXOBYBAaTH MOXKJIMBICTh BUHUKHEHHS 3alIaMOPOYECHHSI a00 MiBUIIEHOI CTOMIIIOBAHOCTI.
Cnocio 3acmocysannus ma 003u.

Ipenapar Enap6iKnop® npusHaueHuil 11s mepopalbHOrO 3aCTOCYBAaHHS, TAONETKH MOYXHA
npUiMaTH HE3aJIeXKHO BiJ MPUHOMY DKI.

PexomeH10BaHa oOYaTKOBa J03a AJIs I0pOCIUX CTaHOBUTH 1 Tabnerky (40/12,5 mr) 1 pa3 Ha
100y. AHTHUTINEPTEH3UBHUM €(QEeKT MpOSABISAETHCS TOJOBHUM YUHOM MPOTAroM 1—2 THXKHIB
nikyBaHHs. Uepe3 2—4 THKHI JIKYBaHHS 7103y y pa3i moTpeOu MoxkHa 3011bmuTe 10 40/25 mr 3
METOIO JOCSTHEHHs LIIJIbOBOTO PiBHS apTepiaIbHOTO THUCKY.

Ocobnusi epynu nayienmis.

Topywenns ¢yHxyii HUpoK.

XIopTanizion, Mo BXOAMTh 10 ckiamy npenapary Enap6iKmop®, He cmix 3actocoByBati
NAIieHTaM 3 TSHKKOIO HHPKOBOIo HepoctatHicTio (IIIK® < 30 mir/xs/1,73 M?) Ta anypiero (aus.

posmin «ITporunokazanmsy). JlocBix 3actocyBamHs npemapaty Emap6iKmop® mamientam 3
HEIIOJIABHLOK0 TPAHCIIAHTAIIEI0 HUPKH BiACYTHINW. [l marieHTiB 3 JIerkuM (po3paxyHKOBa

IIK® 60-90 mu/xs/1,73 M%) Ta momipunm (pospaxynkosa IIK® 30-60 m/xs/1,73 m2)
CTYIIEHEM HHUPKOBOI HEJIOCTATHOCTI KOPUTYBAaHHSA JI03H Mpenapary He NOTpiOHe.

THopywenus ¢ynxyii neuinxu.

XIIopTatifoH, mo BXOAMTH 10 cKiamy mpemapary Emap6iKmop®, me cmix 3acrocoByBatn
MalieHTaM 3 TSDKKOIO TEYIHKOBOIO HemocTaTHICTIO (auB. po3nin «lIporumokazanus»). IchHye
oOMexeHuil 10cBix 3acTocyBanHs npenapaty Enap6iKnop® narienTam 3 1erkoro ta momipHowo
MEYIHKOBOIO HEJOCTATHICTIO; MPOTE TMalll€eHTaM 3 JIETKOI0 Ta IOMIPHOK ME41HKOBOIO
HEIOCTATHICTIO KOPEKIIis T04aTKoBoi H03u mpemapary Exap6iKmop® He moTpi6Ha.

Tia3uam ciig 3acTOCOBYBATH 3 00€PEKHICTIO MAIIEHTAaM 3 TIOPYIICHHSIM (YHKITIT TeY1HKH (1B,
po3aimu «lIpotunokazanus» ta «OcoOnuBOCTI 3acTocyBaHHs»). He3nauni 3MiHu B OanaHci
PIAMHMU Ta €JIeKTPOIIITIB B OPraHi3Mi, CIPUYMHEH] TIa3UIHUMU J1ypETHKAMU, MOXYTb BUKIUKATH
MEYIHKOBY KOMY. PeKOMeHIyeThCsl peTebHIUII MOHITOPUHT.

TIayienmu nimnb020 8iKY.



JIist maLieHTiB JTITHHOTO BiKy KOPUryBaHHS 103u npenapaty Enap6iKnop® me motpi6re; crix
BUSIBIISITH OOEPEXKHICTh TA PETEIbHO HATTIAAATH 3a MalliEHTaMM JIITHBOTO BiKY (TIOHaA 75 poKiB),
SK1 MOXKYTh MaTH IMiJIBUILEHUH PU3UK PO3BUTKY HEOAKAHUX SIBHILL.
Bucnaoicenns HympiunbocyOuHHo2o piouHHo2o 06’ emy.
[TamieHTam 3 BUCHA)XXEHHSM BHYTPILIHHOCYJUHHOTO PiAMHHOTO 00’eMy abo coji (Hampukiaf,
NAIl€eHTH, Y SIKUX CIIOCTEpiraeTbcs ONIOBaHHA, Jiapes a0o sKi NPHIMaiOTh BHCOKI J03H
niypeTukis) 3actocyBaHHs npemapary Enap6iKnop® cmin posmoumHatd Tmin perenbHEM
MEJIWYHUM HArJII0M JIMIIE TICIIs BiIHOBJICHHS HAJIEKHOT0 00’ eMy (IuB. po3aii «Oco0nmuBoCTi
3aCTOCYBAHHS»).
TpaH3uTOpHA TIMOTEH3MBHA peakilisi, 0OyMOBJIEHAa BUCHAXEHHSIM 00’€My, HE MEpEIIKOIKAE
MOJAJIBIIOMY JIIKYBaHHIO TMALlI€HTIB, SIKE 3a3BUYail MOXe OyTH MPOAOBKEHO 0€3 0COONMBUX
TPYAHOILIB MicJs cTaliii3alii apTepialbHOro THCKY 1 00’ €My KPOBI.
Cepyesa neoocmammicme.
Crin BUSABIATH OOEPEKHICTh IIOJO0 MAIIEHTIB 3 apTepiayIbHOIO TIMEPTEH3IEI0 Ta 3aCTIHHOIO
CEPLIEBOI0 HEIOCTATHICTIO, OCKINBKM JOCBiA 3acTocyBamHs mpenapary Enap6iKmop® mum
MaIieHTaM BiICyTHIMH.
Tayienmu neepoiownoi pacu.
[Tamientam HerpoinHOi pacH, sIKi 3a3BHYail XapaKTEPHU3YIOTHCS SIK TIMEPTOHIKU «3 HU3BKUM
piBHEM peHiHY» 3 0C1a0JICHOO BiAOBI A0 HA OJI0KATOPU PEHIH-aHT10TEH3WH-aJIbI0CTEPOHOBOT
cucremu (PAAC), kopekuis 1031 He TOTpiOHA. Bruius Ha apTepianbHuil TUCK 1 Tpodinb 6e3nexu
npenapaty Enap6iKnop® y nauienTin HerpoinHoi pacy Ta peCTABHHUKIB iHIINX Pac aHAJIOTiUHi.
Jimu. TIpenapar Exap6iKmop® He Hpu3HAYarOTh MiTAM, OCKUTBKM [JaHi IIOXO OE3MEKH Ta
e(EeKTUBHOCTI 3aCTOCYBaHHS TIiTsM (BikoM 110 18 poKiB) BiACyTHI.
Ilepeoosysannas.
€ oOMerxeHi 1aHi mo/10 epe03yBaHHs TPETIapaToOM.
Asuncapmany medokcomin. 3Baxawodu Ha (apMakoyIoTiuHi €(PEeKTH, OCHOBHUM IPOSBOM
nepeno3yBaHHs a3uiicapTaHy MEJOKCOMLIOM, WMOBIPHO, OyJe CHMITOMATHYHA TIMOTEH3is i
3armamMopodeHHs. [lil Yac KOHTPOJIbOBAaHMX KIIHIYHHUX JOCTIDKEHb 3a YYacTIO 30POBUX
JTOOPOBOJIBIIIB a3WJICapTaHy MEAOKCOMLI, SIKHI 3aCTOCOBYBAIIN Y J103ax 70 320 mr 1 pa3 Ha 100y
npoTsiroM 7 JAHIB, TEPEHOCHBCS 100pe. Y pasi mepeno3yBaHHS HEOOXIJTHO MPOBOIUTH
HiATPUMYBAJIBHY TEpaIiio 3 OISy Ha KIIHIYHAN CTaH NamieHTa. A3WicapTaH He BUBOJIUTHCS
3a JJOTIOMOTOFO JTiai3y.
Xnopmanioon. JI0 CHMIITOMIB TOCTPOTO TEpEAO3YBaHHS HaleXaThb: HYJO0Ta, CIAOKICTh,
3araMOPOYEHHS Ta HOPYIICHHS eIeKTPOIITHOTO Oanancy. CriennpiyHuid aHTHIOT JI0 TIpenapary
BiJICYTHill. PekoMeH10BaHe MPOMUBaHHS HUTYHKA 3 MOJAJIBIIO0 MiATPUMYBAJIHHOIO TEPAITIETO.
3a HeoOXiTHOCTI J10 1€l Tepartii MOXKHA JOJaTH PO3YHH AEKCTPO3H 1 HATPIIO XJIOPUIY 3 KaTieM,
SIKHMI CJTiJ] BBOJUTH BHYTPIIIHEOBEHHO 3 00EPEKHICTIO.
Io6iuni peaxuii.
VY Tabaumi 1 3a KaTeropisiMi «CUCTEMa-OpraH-KJIac» Ta 3a 4acTOTOK MPEICTaBICHO HeOakaHi
peakxiiii, MO pPO3TISIIAIOTHECS SIK TMPUHAWMHI MOXKIIMBO TIOB’s3aHi 3 JIiKyBaHHSM. YacroTa
BU3HAYAETHCS 3T1HO 3 HABEJICHUMHU HIDKYE KPUTEPISIMHU.
Hyxe gacto (> 1/10), wacro (Bix > 1/100 go < 1/10), mewacro (Bix > 1/1 000 mo < 1/100), pinko
(Big > 1/10 000 mo < 1/1 000), myxe piako (< 1/10 000), vacroTa HeBigOMa (4aCTOTYy HE MOXKHA
BU3HAYUTH Ha OCHOBI HAsIBHUX JIAHHX).

Taomums 1



Kuac cucrem Ta opranis Yacrora IToGiuni peakuii

[TopyureHHs 3 60Ky Heuacto AHeMist

KPOBOHOCHOI Ta

TiM(paTHIHOT CUCTEMH

[Topymenns 3 6oky oOminy | Yacto [linBuIeHHs piBHS CEYOBOI KHCIIOTH B KPOBI,

PEUOBHUH 1 XapuyBaHHS rinepypukemis
Heuacto I'inokaniemisi, MiABUILIEHHS PIBHS Kaliio B

KpOBI, TIIOHATPIEMIS], 3HI)KEHHS PIBHS HATPIIO
B KpOBI, Iojarpa

Poznanu 3 6oxy HEpBOBOI Yacro 3anaMopOYEeHHs, MOCTYpaIbHE 3al1aMOPOYCHHS

CUCTEMH
Heuacto HenpuromuicTts, mapecresis

Poznanu 3 60Ky cyauHHOT Yacro l'iorensia

CUCTEMH

Po3nanu 3 6oky mtyHkoBo- | Yacto Hiapesi, HyioTa

KHIITKOBOTO TPAKTy Hewacrto brtoBanus

Poznanu 3 Goky mikipu Ta Heuacto Bucumnanns, cBepOixk

IIKIPHOT TKAHUHU

[TopyureHHs 3 60Ky Yacto M’s130B1 ciazmu

KICTKOBO-M’SI30BOi CHCTEMU

Ta CIIOJYYHOI TKAHUHU

3aranbHi po3jaau Ta Yacrto CTOMIIFOBAHICTH

ypakeHHS B MICII1 BBEJICHHS

npenapary

JlabGopaTopHi nocmipkenHs | Jlyke gacto [TinBuIIeHNIA pIBEHh KPEaTHHIHY B KPOBi
Yacrto [TinBuIeHN piB€Hh CEYOBUHH B KPOBI1
Heuacrto [TinBuIIEHNIA PIBEHB TITIOKO3U B KPOBI

JlogarkoBa iH(opMalLlis Ipo OKpeMi KOMIIOHEHTH.

[To6iuHi peakiii, sSiKi, K BiJOMO, BAHHUKAIOTh MIPH 3aCTOCYBAaHHI KOKHOT'O KOMIIOHEHTa OKPEMO,
ajie HEe CIOCTEepIraloThCs B KIIHIYHUX JOCIIHKEHHSX, MOXYTh BUHUKATU MiJ Yac JIKyBaHHS

npenaparom Enap6iKnop®.
Azuncapmary meookcomin.

Kpim no6iunmx peakiiii, 3a3Hauenux Bume 1s npenapaty Exap6iKmop®, 6ynu 3apeectposani
Taki MoOIYH1 peakuii Juid a3uicapTaHy MEAOKCOMITY, K Mepu(epudHi HaOpsAKU, MIrpeHb 1
HiABUILEHUN piBeHb KpeaTuHpochoKiHa3zu B KPOBI, 1110 OyJIM 3apeecTpOBaHi K HEYacTi.

ITix yac KJIIHIYHUX BUTIPOOYBaHb PiJIKO MOBILAOMIIAIOCS PO MOpYyIIEeHHs (PyHKIIT HUPOK. TSHKKMiMA
aHT10HEBPOTUYHMI HAOPAK MOXe BUHHUKATH piako (Bix > 1/10 000 xo < 1/1 000).

Xnopmanioon.

Kpim no6iunmx peakiiii, 3a3HadeHuX BHIIE o0 npenapary Enap6iKnop®, 6ymu 3apeectposani
noOi14HI peakiii Ipy 3aCTOCYBaHHI XJIOPTAIIOHY (IUB. Tab. 2).

Tabmums 2

Kuac cucrem Ta opranis

YacrTora

Io0iuni peakuii

[TopyuieHHs 3 60Ky
KPOBOHOCHOI Ta
TiM(paTHIHOT CUCTEMH

Pinxo

TpomOoruTOIeHIS, TCHUKOIICHIS,
arpaHyJIOHUTO3, CO3MHODLITIs




Kuac cucrem Ta opranis Yacrora IToGiuni peakuii
[Topymrenns 3 6oky oominy | [lyxke gacto [TigBuIICHHS PIBHS JIMIIIB B KPOBI
PEUOBHH 1 XapuyBaHHS

Yacro lNnmomarniemist
Pinxo linepkanbItiemis, TIIFOKO3Ypist, TOTiPIICHHS
MeTa0OJIIYHOTO CTaHy IPH IIyKPOBOMY JAia0eTi
Jlyxe pinko I'inmoxjopeMiyHmid aJIKajo3
Posnanu 3 6oxy HEpBOBOL Pinxo ["onoBHU 6116
CHCTEMH
Poznanu 3 60Ky cepieBoi Yacto OpTtocTaTnyHa TinoTeH31s
CUCTEMH
Pinko CeprieBa apuTMmis
Poznanu 3 60ky opranis Yacrora XopioigaJbHUI BUIIIT
30py HEBIIOMA
[Topymienus 3 60Ky Pigxo ImiocuHkpaTHuHU HAOPSK JeTeHiB
JXaJbHOI CUCTEMU, OPTaHiB
TPYAHOT KJIITKHU Ta
CepeOCTIHHS
Poznanu 3 6oky nutynkoBo- |Yacro Brpara anetuty, He3Ha4YHI IUTYHKOBO-KHIIIKOBI
KHUIIKOBOTO TPAKTY posnaau
Pinxo 3akpen, OUTb y IUTYHKY
Jlyxe pinko ITankpeaTur
Po3manu 3 60Ky meuinku i Pinxo BHyTpimHbpone4iHKOBHH X05IecTa3 abo
JKOBUOBMBITHUX [IISAXIB JKOBTSHUILI
Poznanu 3 6oky mkipu Ta Yacro Kponus’saka
MJIIKIPHOT TKAHUHU
Pinxo doroceHcuOLII3aIS, IIKIPHUN BaCKYJIT
Posnanu 3 60Ky HUpOK Ta Pinko AnepriyHuii IHTepCTUIliaTbHUN HeQPUT
CEYOBUBIHUX LLIAXIB
Poznanu 3 6oky Yacro IMmorenmis
PENPOAYKTUBHOI CUCTEMH Ta
MOJIOYHHX 327103

Onuc okpeMux NOOIYHUX PEAKIIIH.

[Topymenns QpyHKIIT HUPOK 1 HUPKOBA HEJIOCTATHICTh OYyJIM 3apeecTpOBaHi sIK He4acTi MoOivHi
peakiii B MO€IHAHHI 3 MiJBULIECHHAM KPEaTHUHIHY KpOBi; OUIBLIICTh 3 IMX BUIAAKIB Oyiu
o0opoTHMMM a00 MiJ 4Yac JIKyBaHHs, ab0 TicCls MPUIIMHEHHS 3aCTOCYBaHHsS Ipemnapary

Enap6iKnop®, i o/eH 3 HUX He BEMAaras IpOBEICHHS Tiali3y.

Sk 1y pasi3actocyBanHs iHIIUX APA, piJiko MO>ke BUHUKATH TSXKKUI aHTIOHEBPOTHYHUIN HaOpSK
(Bix > 1/10 000 o < 1/1 000).

JlaGopaTopHi AOCHTIHKEHHS.

Kpeamunin cupoeamku kpoei.

[TigBuieHHs piBHS KpeaTHHiHY B KPOBi € BIIOMUM (apMaKoJIOTIYHUM €(EeKTOM aHTaroHICTiB
peHiH-aHri0TeH3uH-anba0cTepoHoBoi cucteMu (PAAC), Takux sSK aHTaroHiCTH pPeLenTopiB
anrioren3uny Il Ta inridiropu AIID, i moB’g3aHe 31 CTYNEHEM 3HWKEHHS apTepialbHOTO TUCKY.

Jlixysanns npenapatoM Enap6iKnop® mpussomuno 10 6ibInoi yacToTH IIigBMINEHHS piBHS
KpeaTuHiHy B KpOBI HOpPIBHSHO 3 NMPUHOMOM a3MJICAPTaHy MEIOKCOMITY Ta XJIOPTaNliJOHY.



[TigBuieHHs piBHIB KpeaTuHiHy OyJid, K MPaBUJIO, TPAH3UTOPHUMH a00 HENPOTPECyIOUUMH 1
00OpPOTHUMH Ta ACOLIIOBAIUCS 13 OB BUPAKEHUM 3HIDKEHHSIM apTepialIbHOTO THCKY.

Ceuoga kucnoma.

3actocypanns npenapary Enap6iKnop® Gyino moB’s3ane 3 HiIBUIEHHSM PiBHS CEY0BOT KMCIOTH
B CHPOBATI KPOBI, 0 Y3TO/DKYETHCS 3 BIIOMUMHU (apMaKoJOTiYHUMHU e(heKTaMu J1ypEeTHKIB.
[TigBHILIEHHS PIBHS CEUOBOI KMCIOTH 3aJIEKHUTh BiJl 03U XJIOPTAIIJIOHY, X04a TOBIAOMIIEHHS PO
MaHigecTaliio Moiarp B pi3HUX rpynax JiKyBaHHs OyJU HEUACTHUMHU, HaBITh y JIOBTOCTPOKOBUX
JOCITIJKEHHSX.

I'emoenobin i cemamoxpum.

3actocypanns npenapary Enap6iKnop® acomiroBanocs 3 HeBETUKIM 3HIKEHHSIM FeMaTOKPHUTY,
piBHS remorno0iHy Ta KUIBKOCTI €pUTPOLMTIB, IIO0 Y3TOJXKYETHCS 3  BIJOMUMH
(apMakoJIOTTYHUMHU eeKTaMHU 1HT10ITOPIB pEHIH-aHT10TEH3UH-AJIbOCTEPOHOBOI CUCTEMHU.
Ilocmmapxemuneosuil nepioo. Crioctepiraincs Taki HeOakaHi peakilii: HyJJ0Ta, HeIPUTOMHICTb,
BTpaTa CBIJOMOCTI, BUCUITH, CBEPO1)K, aHT'IOHEBPOTHYHUI HAOpsiK. OCKIIBKY JaHi PO I peakiii
CTOCYIOThCSl TPYIIM MAIlI€HTIB HEBU3HAYEHOI YHMCENTBHOCTI, HE 3aBXKIU MOXHA JOCTOBIPHO
OLIHUTH iXHIO YacTOTy a00 BCTAaHOBUTH HAsBHICTh NPUYMHHO-HACIIJIIKOBOTO 3B’S3KY 13
3aCTOCYBaHHSAM Ipenapary.

Tepmin npuoamnocmi. 3 poxu.

YMoBu 30epirannsi. 30epiraTu B OpUTiHANbHIA yHakoBli NMpH Temreparypi He Buiie 25 °C.
30epiratu y HeJOCTYITHOMY JJIsl AiTeH MicIri!

Ynaxoska. [lo 14 Tabnetok y 6mictepi; mo 1 a6o mo 2 GicTepu y KapTOHHIM KOPOOIT.
Kareropis Binnmycky. 3a penenrom.

Bupo6nuk. Takena Ipnanais JItn, Ipnannis / Takeda Ireland Ltd, Ireland.
Micue3HaxoaKeHHs] BUPOOHUKA TAa Oro agpeca Micus NPpoOBaJKeHHs NislJILHOCTI.

bpeii biznec Ilapk, Kinpyanepi, Ko. Yiknoy, Ipnannis / Bray Business Park, Kilruddery, Co.
Wicklow, Ireland.



