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IHCTPYKIIIS
AJIS. MeIHYHOT'0 32CTOCY BAHHSA JIKAPCBKOro 3acody

KOHBEPIYM
(CONVERIUM)

Cknao:

diroya pevosuna. | Tabnerka micTuth ipbecaprany 150 mr abo 300 mr;

O0NOMIICHI pevosuHu. NaKkTo3a, MoHoriapaT (copbonak 400); kpoxmanb npexenaTHHi3oBaHuil 1551;
HaTpil0 KpOCKapMeno3a; KpeMmHilo Jiokcuja konoignui Oespoaumit; nonokcamep 188; wemonosa
Mikpokpuctaniuna (tun 101), marsito cteapart.

Jlikapceka dgopma. TabneTkn.

Ocnogni Qhizurxo-xiMiuni gracmuocmi:

tabaeTku mo 150 mr: 6ini, KpyrJi, niocki TabieTkH, 3 pUcKoro, aiameTpom 6au3zbko 10,5 Mm;
tabnetky mo 300 mr: Gimi, Kpyri, Nocki TabieTku, 3 pUcKOro, AiameTpom On3eko 12,7 Mm.

dapmMaKoTepaneBTHYHA TIpyna. AHTaroHiCTH peLEeNnTopiB aHrioTeH3uHy Il, MOHOKOMMOHEHTHi
npenapati. Kog ATX C09C A04.

Dapmaronoziyni eracmueocmi.

Dapmaroounamira.

IpGecapTan — cHIBHO/IIIOUMI NEepOpaIbHO AKTUBHUI CEJIEKTUBHUI aHTaroHICT peLenTopiB aHrioTeH3UHY
Il (tunmy ATi). BBaxkaerbcsa, mo BiH Onokye Bci dizionoriuno 3Hauywli edektd anrioreHzuny I,
onocepeakoBaui yepe3 peuernrop thny AT, HesanekHo Bia Jkepena abo MIISIXY CHHTE3Y aHrioTeHsuny 1.
CenekTUBHA aHTAaroHiCTHYHA Jist BiAHOCHO peuenTopie anriotensuny Il (AT:) npuzBoauTs A0 30i1bIIEHHS
KOHIIEHTpallii peHiHy Ta aHrioTeH3uny Il y mia3mi KpoBi Ta 10 3HMIKEHHS KOHLEHTPALliT allbJIOCTEPOHY Y
nna3mi. [Ipy 3acTocyBaHHI peKOMEHAOBaHMX /03 Tpenapary piBeHb Kalild B CHpOBATIi iCTOTHO He
3MiHIO€eThCA. IpOecapTaH He MPUTHIYYe aHTiOTEH3MHIEPETBOPIOBAIbHOrO (epMeHTy (kiHiHazu II) —
depmenty, sikuil npopykye auriorensus II, 3pificHioe MeraGoniuHy Jerpajauioo OpaaukiHiHy 3
YTBOPEHHSIM HeakTHUBHUX MeTabouniTie. [lns nposBy ceoro edekry ipbecapran He norpedye MeTabonigHol
aKTUBaLil.

KniniyHa eeKTHBHICTD

Apmepiansna zinepmensia. IpbecaptaH 3HMKYE apTepiajbHUi THCK NpM MiHiManbHii 3MiHI 4acTOTH
CepIIEBHX CKOPOYEHb. 3HMIKEHHS apTepianbHOro THCKY NMpu npuiiomi 1 pa3 Ha 100y mae 10303a/€KHHUI
XapakTep, 3 TeH/IEHILII€I0 10 BUXOAY Ha miaTo B o3ax noHaza 300 mr. Jlo3u 150-300 mr npu npuiiomi 1 pas
Ha 106y 3HWKYIOTE MOKA3HUKH apTepiaqbHOr0 THCKY, KUl BUMIPIOETBCS, KOJIM MALE€HT 3HAXOAUTLCH Y
MOJIOKEHHI Jiekaud Ha cruHi abo cuIgu#, HanmpukiHii AiT npenapaty (To0To uyepe3 24 roauHu micis
npuiiomy npenapary) B cepenHsomy Ha 8-13/5-8 mm pt. 1. (cucroniunmit/niactoniunuit) Ginblue, HiK
npuiiom niane6o.




MaxcumanbHe 3HHIKEHHS apTepiajlbHOr0 THCKY A0CATaeThes yepes 3-6 rojIMH Miclisi npuioMy npenapary,
rinoTeH3uBHUN edekT 30epiraeTbcs nMpuHaiMHi npotaroMm 24 roamd. Yepes 24 roguuu micns npuitomy
PEKOMEHIOBAHWX /103 3HMIKEHHs apTepialbHOr0 THCKY CTaHOBUTH 60-70 % NOpIBHAHO 3 MOKA3HUKOM
MaKCUMaJbHOIO 3HMIKEHHS A1acTOJIIMHOrO Ta cucToniuHoro THeky. [lpuitom npenapary B no3i 150 mr 1
pa3 Ha 100y nae edext (Ha MiHiMyM™i AiT i B cepeaHbOMY 3a 24 TOAMHM), aHANOTIUHUEA TOMY. KMl
JOCAraeThesl MPH Po3noAii Hiel 1060B0T 1021 Ha 2 NPHHOMH.

AHTUTINepTEeH3MBHA Ais npenapaty KoHupepiyMm NposBaseTLCA NPOTAroM 1-2 THIKHIB, @ HAHBUpaMKeHiLInii
eekT nocsaraeTbes Ha 4-6 THXKHI BiZl MoyYaTKy JiKyBaHHs. AHTUrinepTeH3uBHUi edekT 36epiraeTbes nij
yac TPUBAJIOro NikyBaHH. [licns npunuHEHHA NiKyBaHHA apTepianbHUi TUCK MOCTYTOBO MOBEPTAETLCA 10
Mo4yaTKoBOT BeMHUMHU. CHHAPOMY BiIMIHK Y BUIJIAI MOCHIEHHS TinepTensii micas BiAMinM npenapary He
crocTepiranocs.

Ip6GecapraH pazoM 3 AlypeTHKaMH Tia3uHOTO THIY JAAK0Th aTIMTHBHUH rinoTeH3uBHUI edekT. ¥ nauieHTis,
y SKUX OfIMH ipbecapTan He 3abe3neuyBaB HEOOXiqHOrO edeKTy, OJJHOYACHE 3aCTOCYBAaHHS HH3BKOT JIO3H
rigpoxJsiopotiasuay (12,5 mr) 3 ipbecapranom | pa3 Ha 100y cipuuUHsI0 GiMblie 3HHKEHHS apTepialbHOro
TUCKY MiHiMyM Ha 7-10/3-6 MM pT. CT. (CHCTOIYHUI/HiacTONIUHMIT), NOPIBHAHO 3 NpuioMoM miaue6o.
EdexTuBHICTL MpenapaTy He 3aleXuTh Bin Biky abo craTti naniedta. SIK 1 mpH 3acTOCYBaHHI iHILIMX
JiKapchKuX 3aco0iB, SKi BIUIMBAIOTh HA PEHIH-aHTIOTEH3UHOBY CHCTEMY, Y Malli€eHTIB HErpoiIHOT pacu 3
apTepianbHOKO TiNEPTEH3IEK0 BUSBJIAIOTH MOMITHO MEHINY BiAMORIJR HAa MOHOTepamniio ipbecapTaHoM.
Skuo ipOecapraH 3acTOCOBYIOTh OJJHOMACHO 3 HU3BKOK JI03010 TipoxsopoTiazuay (Hanpuknan 12,5 mMr
Ha n00y). aHTUriNepTEeH3MBHA BiANOBiAb TAKMX MNalicHTIB HAOMMMKAETLCS OO BIANOBiAI MalieHTIB
eBponeoiqHoi pacu. KniniuHo 3Hauymuii Brms ipbecaprany Ha piBHi ce40BOI KHCIOTH B MIa3Mi KpoBi abo
CEKpELIiI0 CeUOBOT KHCJIOTH 3 CEUCHO BiICYTHIN.

Xponiuni 3axeoproganna Hupox y nayicumis 3 apmepiaisHolo einepmensiclo ma yykposum diabemom 2
muny. Y OABIHHO C/IMOMY KOHTPOALOBAHOMY JOCIiIKEHH| OLiHIOBAIM JOBroCcTpOKOBi eekTH (cepenHiit
TEpPMiH CIOCTEpEKEHHS CTaHOBMB 2,0 pOKYy) 3acTocyBaHHs ipOecapTaHy I0J0 TpPOTpecyBaHHsA
3aXBOPIOBAHHA HUPOK Ta cMepTi 3 OyAb-AKOi MPUUYUHHU. 3ajelKHO BiJl MEepeHOCHMOCTI MPOBOIMIOCH
TUTpYBaHH4 1034 ipbecaprany 3 75 mr go 300 mr (niatpumyioya a03a), aMIoAuIIHy — 3 2,5 Mr g0 10 mr
abo nane6o. [ManienTy B ycix rpynax JlikyBaHHs 3a3BM4ail OTpUMYBaIH Bij 2 10 4 aHTUTINEPTEH3UBHHX
npenaparie. 3a pe3ylibTaTaMM J0CHIKeHb He OyJo BHSBJIEHO BIUIMBY JIiKyBaHHA ipOecapTaHoM Ha
TMOKa3HUK CMEPTHOCTI 3 6y1b-AKOT PUYHHHM, MPOTE CIOCTEpiraancs MO3UTHBHA TEHICHILIA 10 3HHKEHHS
PU3MKY PO3BUTKY TepMiHalbHOI CTajlil 3aXBOPIOBAHHS HUPOK i CTATMCTUYHO 3HAYYIIE 3HUKEHHS PHU3UKY
MOJIBOEHHSI CUPOBATKOBOrO PiBHA KpeaTHHiHy. lle CBiguMTh MpO CHOBIIBHEHHS MNPOrpecyBaHHS
XpPOHIYHOr0 3aXBOPIOBaHHS HUPOK Y MAlli€HTIB 3 XPOHIYHOK HHPKOBOK HEIOCTATHICTIO i SBHOIO
nporeinypieto. Edekr nikyBaHHA oOLiHIOBaBCA Yy MiArpynax MauieHTIB 3a CTaTTIo, pacoBOIO
TIPHHAJICKHICTIO, BIKOM, TPHBAJICTIO IYKPOBOTO AiabeTy, BUXIAHHUM apTepialbHUM THCKOM, CHPOBATKOBHM
piBHEM KpeaTHHIHY Ta MIBUAKICTIO eKCKpelil anbOyminy. B miarpynax »iHOK Ta MpeacTaBHUKIB HErpoigHOT
pacH, fAKi cTaHOBMIM BiAMOBimHO 32 % i 26 % 3aranbHOT MOMyALil yYaCHHKIB JOCTiKEHHA, NepeBaru
JiKyBaHHA AOCIIIKYBaHHM MpenapaTtoM 1 QYHKIIT HUpoK He Gy/iM BHSBICHI.

Y nnauebo-KOHTPOILOBAaHOMY MOJBIHHO CAiMOMY IOCHIIKEHHI JIOBrOCTPOKOBUX e(eKkTiB (TpuBamicTh
CIIOCTEPEIKEHHs CTaHOBMJA 2 POKHM) 3acTOCyBaHHs ipOecapTaHy 11040 MiKpoansOyMiHypil 3a ydacTio
NAalieHTIB 3 apTepiabHOK MNepTeH3ier0 Ta IYKPOBUM iabeToM 2 THIy GYJ10 MoKa3aHo, 10 3aCTOCYBaHHS
ipbecaprany B 1031 300 Mr y mauieHTiB 3 MiKpoalsOyMiHypi€lo CMOBINBHIOE MporpecyBaHHs AUChYHKILT
HUPOK 10 ABHOI MpoTeiHypii (BMIKICTL ekckpelil ansOyminy i3 ceueto (LHEAC) > 300 mr na mofy i
30inbmenHa IIEAC npunaiimui na 30 % Big euxigHoro pieHs). CHoBiJIbHEHHA NpOrpecyBaHHsA
mcyHKUIT HHPOK 10 KIiHI4HOT mnpoteinypii Oyjio MOMITHUM BixKe depe3d 3 Mmicaui JiKyBaHHS Ta
YTPUMYBAJIOCS  NPOTArOM  2-pidHOro  mepiogy  jlochijpkeHHd. Bumagku — perpecyBaHHs 10
HopMmoaleOyMinypil (< 30 Mr na noby) B rpyni npuiiomy ipGecaprany Oynu yactimmmu (34 %), Hix y
rpymi npuitomy mnanebo (21 %).

Ilooeiiina 6noxada penin-aneiomensun-arboocmeponosoi  cucmemu (PAAC). Pesynbtatd  OBOX
PaHIOMI30BAHUX KOHTPOJILOBAHUX JIOC/I/KeHb 3acTocyBaHHda KoMOiHauii iHriGitopa AIl® 3
AHTaroHicTOM peuenTtopiB aHrioreHzuny Il ceimyare npo BifcyTHICTL OyAb-AKHX CTATHCTUHHO 3HAYYLIMX
nieperar KOMOiHOBaHOT Tepanii LIMMH MpenaparaMmM 11010 HUPKOBUX Ta/abo cepleBO-CYAMHHUX KIIHIYHHX
HACHi/IKIB i CMEPTHOCTI, TOAI AK OyN0 BUSBJIEHO MiJIBUIIEHHS PU3UKY PO3BUTKY TinepKallieMii, rocTporo
ypaXkeHHs1 HMPOK Ta/abo apTepianbHOI TiMmOTeH3il MOpiBHAHO 3 MOHOTepamniclo. BpaxoByrouu nonidHi



dapmakoHaMiuHi XapaKTEPUCTHKH BUIIE3a3HAUYEHMX MpPEnapariB, 1i pe3yabTaTH TaKOX 3aCTOCOBHI 10
inmux inridiropis ATI® ta antaroHicTiB peuentopis aHriotrensuny 1. V 3B’a3ky 3 uum inriditopu AIlO
Ta AHTArOHICTH peuenTopiB aHrioteH3uHy Il He MoO)KHA OJHOYACHO 3aCTOCOBYBATH MAalliEHTaM 3
niaberuyHoto Hedponarieto. YV jociijukenni edekty JoaaBaHHs alicKipeHy 10 cTaHAapTHOT Tepanii
inribiropom AIl® abo anrtaronictom peuentopiB aHriotenszuny Il y mauieHTiB 3 nykpoBuM jaiabetom 2
THNOY Ta XPOHIUHHM 3aXBOPIOBAHHAM HHPOK, CEpLEBO-CYAMHHHMH 3axBOpIOBaHHAM abo oboma
naroJioriaMu OyJI0 BUABIEHO MiJBUILEHHS PU3MKY rinepkaniemii, aprepiaibHol rinoteHsii i auchyHkuii
HUPOK, @ TaKOK 30i/1bLIEHHS YaCTOTH BUNAJIKiB CMEPTI 4epe3 CepLeBO-CY/IMHHI 3aXBOPIOBAHHSA Ta iHCYJIBT.
Dapmaxokinemuxa.

A6cop0uist. [Ticns nepopansHoOro 3acrocyBanHs ipbecapran 1o0pe abcopOyeTbesi: OCiIMKEHHS TOKa3alu,
mo abcontoTHa 6ioOCTYNHICTE CTaHOBUTH NMpubmuzHo 60-80 %. OnHovacHMil npuiioM TXKi ICTOTHO He
BNMBAE Ha OiofocTynHicTh ipbecapTany.

Posnonin. 3p’sa3yBaHHs 3 OinkamMu MiaasMH CTaHOBMTL MpHOAM3HO 96 %, NMpHM 1BOMY 3B SI3yBaHHA 3
KJIITHHAMK KpoBi He3HauHe. O6’eM posnoainy — 53-93 mitpu.

Meta6onizm. Ilicns mepopansHoro a6o BHYTpillHBOBeHHOTO BeeieHHs '*C ipGecaprany 80-85 %
LUMPKYJIOI0Y0T Yy Tia3Mi  palioakTUBHOCTI Npurnazac Ha HesMiHeHudt ipOGecapraH. IpGecapran
MeTaboMi3yeTbCd y TMEUiHLI UUIIXOM KOH'loramii 3 TJIOKYpOHIZOM Ta OKUCHeHHA. OCHOBHHUM
LMPKY/IOIOUMM Y KpoBi MeTaboniToM € ipbecapTaH-TOKypoHin (mpubnuzno 6 %). Jlani pocnimkeHs in
vitro cBimyath, 1o ipOecaptan okucHioeThes 3aedinbiioro ¢gepmentom CYP2C9 nmrtoxpomy P450;
isoepment CYP3A4 na Hporo Makke He BIUJIMBAB.

JlinifinicTe/Heniniiinicts. PapMakokineTrka ipbecaprany B aianasoHi 103 Big 10 mo 600 mr € niHikiHOO i
NPONOpUiHHOI 10 NPUHHATOT 1034. MeH nponopuiiiHe 3pocTanHs opaibHoi abcopOuii cnocrepiraeTbes
B go3ax Buue 600 Mr (BaBiui Oinblua 3a MakCUMalbHY PEKOMEHIOBAHY A03Y); MEXaHi3M LbOTO
HeBimoMuii. MakchMalbHa KOHIeHTpallist y miasMi KpoBi (Cmax) Aocsraetbes vepes 1,5-2 roauHu nicis
nepopaabHOrO 3aCTOCYBaHHS MpenapaTy. 3arajdbHWi | HUPKOBMI KhipeHc craHoBnsts 157-176 i 3-3,5
mi/xB BianosiaHo. KiHnesuii yac HanieBuBeaeHHs ipbecaptany — 11-15 rogus. PiBHOBaXHI KOHIIeHTpalil
y I1a3Mi KpoBi BCTaHOBIIOIOTECS Yepes 3 [Hi mic/s movyaTKy 3acTocyBaHHs npenapaty 1 pa3s Ha no6y. [lpu
sactocyBanHi 1 pas Ha 100y akymynsauis ip6ecaprany y miasmi € Hesenukor (< 20 %). V xoni maHoro
JOCIJDKeHHS. Y KIHOK, XBOPMX Ha apTrepiajibHy rinepTeH3ilo, crocrepiraivcs JAeulo BHLL M1a3MOBi
KOHLIeHTpauii ipbecaptany. OnHak BiIMiHHOCTel y 4aci HamiBBHBEJIEHHS Ta aKyMmyJsauil ipOecaprany He
OyJ0. J11st 2KiHOK 3MiHIOBATH 103y He MoTpiOHO. B ocid niTHbOro Biky (> 65 pOKiB) 3HAUYEHHS MUIOLL i
kpuBoto «koHueHtpauisg-uacy (AUC) i Cmax ana ipOecaprany OyJiK JEUW0 BUUIMMH, HIXK Y MOJOIIIMX
nauieHris (18-40 pokis). IlpoTe kiHneBuii yac HaMmiBBUBEACHHS iCTOTHO He 3MiHIOBaBcs. i nmamieHTiB
JITHBOIO BIKY 3MIHIOBATH 103y JIKapChbKOro 3acody He noTpibHo.

Bupenenns. Ipbecapran ta Horo metabosiTi BUBOAATLCS Yepes KOBY 1 HUpKH. [licnsa nepopanbHoro abo
BHYTpilIHbOBeHHOr0 BBeAeHH '*C ipbecaprany npubausno 20 % paXioakTMBHOT MIiTKH BHABIAECTHCA y
cedyi, pemta — y ¢ekanisx. MeHm Hix 2 % oTpumaHoi 1n0o3u ipGecapTaHy €KCKPETYEThCs i3 cedero y
HE3MIHEHOMY CTaHi.

[leniarpuyna nonyasuis. PapmakokiHeTMKy ipOecapTaHy ouiHioBand y 23 aiteil 3 aprepianbHOO
rinepreHsieto micys ojHopaszoBoro i Gararopazoporo (1 pa3s Ha n00y) npuitomy ipbecaprany (2 mMr/kr) y
no6oBiit 1031 MakcumyMm 10 150 Mr npotsarom 4 TuxkHiB. 3 nux 23 miteid 21 guTHHA Morna 6yTH olliHeHa
JU1s TIOPIBHSAHHS (papMaKOKiHETUKH 3 TaKO y Jopociux naiienTie (12 aiteit Bikom Big 12 pokie, 9 aiteit
BiKOM BijJ1 6 10 12 pokiB). Peaynbratu nokaszainu, o Cmax, AUC i kitipeHc npenapary Oy NOpiBHAHHUMH
3 TAKMUMH Y JOPOCIUX Mali€HTIB, sKi oTpumyBanu 150 mr ipOecaprany Ha noOy. Ilpu GaraTopazoBomy
npuiioMi npenapaty 1 pa3 Ha 100y crnocTepiranacs obMexeHa KyMynslis ipbecaprany (18 %) B nnasmi
KPOBI.

[opyiueHHs GYHKIIT HHPOK. Y XBOPHX 3 MOPYIIEHHIM (QYHKIIIT HUPOK ab0 y XBOPHX, SIKHM NMPOBOAMTHCA
remojtianis, apMaKoKiHeTHUHI mapameTpH ipbecapTaHy iCTOTHMM YMHOM He 3MiHIOIOTheA. [pbecapran He
BUJIQJISETHCS 3 OPraHizMy MpH remMojianisi.

[Hopyienns dyHruiT nevyinkyd. PapMakokiHeTH4HI napamerpu ipGecapTaHy iCTOTHO HE 3MIHIOIOTBCA Y
XBOPHUX Ha LUPO3 MEUiHKH JIerkoro abo moMipHOro CTyneHs TsHKKocTi. JlociakeHs 3 y4acTiO NalieHTiB 3
TSOKKOK (HOPMOIO HEIOCTATHOCTI (hYHKILIT MeYiHKU He MPOBOAUIIH.

Kuiniuni xapakrepucTukm.



Toxazanus.

JlikyBaHHS eceH11ilHOT apTepia/lbHOI rinepreHsii y 10pocimx.

JIiKyBaHHsi XpOHIYHOTO 3aXBOPIOBAHHS HUPOK Y JOPOCIUX MAaliEHTIB 3 apTepiajlbHOK MiNepTeH3iero |
nykpoeuM aiaberom Il THny sk ckiagoBa cXeMH aHTHTINEPTEH3UBHOT Tepartii.

Ipomunokazanus.

[inepuymIMBICTb 10 Ait04OT peHoBUHU abo A0 OYab-sKOT 3 JOMOMIKHUX PEUOBHH.

Jpyruii i TpeTiii TpUMECTpH BariTHOCTI.

OpnHouacHe 3acTocyBaHHs npenapaty KoHBepiyM 3 mpenapaTtam, 1110 MICTATh alicKipeH, NPOTHNOKa3aHe
naiieHTaM 3 IyKpoBuM faiabetoM abo HHPKOBOIO AMCOHYHKUIE (IBUAKICTL K1yOoukoBoi (inbrpanii
(LKD) < 60 ma/xB/1.73 m?).

Bzaemoois 3 inmumu AikapcbKumu sacodamu ma inii 6uou 63acmooiii.

JivpeTuku Ta iHlIi aHTHriMepTEeH3WBHI npenapaTd. PU3WK pO3BMTKY apTepiaibHOI rimoteHsii Ha Tii
npuilomy ipOecapraHy MOXKe MOCHIIIOBATUCS NpH HOro OJHOYACHOMY 3acTOCYBaHHi i3 IHLIMMH
AHTUTINEPTEH3UBHEMHU MpenapaTaMu, ojHak ipbecapraH 0e3rneyHo 3aCTOCOBYBaBCA 3 JEAKMMM IHIIMMU
AHTUIINECPTEH3UBHUMHU TIpenapaTaM, TakuMH sk Oera-Oj0kaTopy, OJIOKATOPM KanibllieBUX KaHaniB
TpuBanoi aii i Tiasuani giypervku. IlomepemHe niKyBaHHs BHCOKMMH JIO3aMHM JiypeTHKiB MOKe
NPU3BOAMTH JIO TiMOBOJEMIT i MiJBHIYBATH PM3MK PO3BUTKY apTepialbHOl riMOTeH3ii mic/s novaTtky
npuitomy npenapaty KousepiyM (auB. po3ain «OcobauBOCTI 3aCTOCYBAHHSA» ).

AnickipeHBMicHi __npenapatd _abo  inribitopy  AII®. TloagiiiHa Onokajga peHiH-aHIIOTEH3MH-
anppoctepoHoBoi  cucremu (PAAC) musixoM kombiHoBaHOTrO 3actocyBaHHs inriGiTopis  AIID,
anTaronictie petentopie auriorenzuny Il afo anickipeHy acoOIiIOETbCA 3 MiJABMLIEHOK YaCTOTOIO
BUHMKHEHHS TaKUX HeOaKaHWX ABMII SK apTepiaibHa MIOTeH3is, rinepkaniemMis Ta noripuieHHs QyHKuii
HUPOK (Y TOMY YKCIIi PO3BMTKY rOCTPOT HUPKOBOI HEJIOCTATHOCTI), MOPIBHAHO 3 3aCTOCYBAHHAM SKOIOCh
onHoro 3acofy, wo siukBac Ha PAAC (muB. posuimu «®apmakoauHamikay, «IIpoTunoxasannsa» i
«Oco0NMBOCTI 3aCTOCYBaHHSY ).

Kaniepi xapuoBi m00aBKW i kaniiizOepirawoui aivpetku. Buxoasuu 3 AOCBiLY 3acTOCYBaHHS IHIINX
Jgikapcekux 3aco0iB, fKi BMJAMBAIOTH HA PEHIH-AHTIOTEH3WHOBY CHCTEMY, OJHOYACHHH MpHiioM
Kaniiis0epiralounx NiypeTHKIB, KamieBUX XapuoBHX J00ABOK, Kali€BMiCHMX 3aMiHHMKIB coJli a0 iHIIHX
JiKapcbKuX 3aco0iB, siKi MOXKYTb MiJBMLLYBaTH piBHI Kajilo B CMpOBATIli KPOBi (HanpuKiaj, renapuHy),
MO3Ke MPU3BOJMTH [0 MiJABUILEHHS PIBHIB Kailo B CHPOBATLi KPOBi i TOMY HE PEKOMEHAYEThCs (JMB.
po3ain «OcobnIMBOCTI 3aCTOCYBAHHSA ).

Jlitiii. IToRimomasiiocss Npo 3BOPOTHE MiJBMIUEHHS PIBHIB KOHUEHTpauUii JiTii0 B CHpOBaTLi KpOBi i
TOKCMYHHX €(eKTiB MiTiio MiJ 4ac OJHOYACHOTO 3acCTOCYBaHHS IpenapariB JiTito 3 iHribiropamu
aHri0TeH3MHINEepPETROPIOBalIbHOTO (hepMenTy. Ha nanuit yac nopigomuisiocs npo Ayxe piikicHi BUIIagKu
pO3BUTKY moAiOHUX edekTiB mpu 3actocyBaHHi ipOecapraHy. TakuM u4MHOM, Taka KoMOiHauis He
pekoMenyeThest (MB. po3fin «OcoGnuBocTi 3acTocyBanHsy). SKio ug koMmOiHalis € HeoOXiIHOM, TO
PEKOMEHIY€EThCS 3AIMCHIOBATH PETENbHUI MOHITOPHHT PIBHIB JIiTilO B CHPOBaTL KPOBI.

HectepoinHi npoTH3anaibHi npenapaTi. SKIo aHTaroHicTi aHrioreH3uHy Il 3actocoByBaTH 0iHO4ACHO 3
HECTEPOIJHUMH TpOTH3aNalbHUMKM Tpenapatamu (a came: i3 ceneKTHBHMMHM iHribiTopamu L[OI'-2,
aleTHJICANIIMIOBOIO  KuchoTolo (> 3 r/moby) i necenexktuBHuMH HII3II), moxke cmoctepiratucs
nociabnenHs anTurineprensueHoro edexty. Sk i npu 3acrocysanHi iHriditopis AII®, omHo4acHMi
npuiioM antaronictie anriortenzuny Il i HII3IT moxe mpuszBoautu 10 noripweHHs QyHKUIT HUPOK,
BKJIFOYAIOYM BUHMKHEHHS TOCTPOT HUPKOBOT HEOCTATHOCTI, i 10 MiJIBULIEHHS PiBHS Kallilo B CUPOBATL
KpOBi, 0cOGIMBO Yy MALLiEHTIB 3 yXKe ICHYIOUMMH mopyiueHHsMH GyHKuii Hupok. Taky komGiHauiro ciin
3acTocoByBaTH 00a4HO, OCOOJMBO NauieHTaM JiTHeoro Biky. [lamieHTH noBunHi OyTH ajeKkBaTHO
rijipatoBai, i 118 HUX MOske Oy TH JOIITEHMM MOHITOPHHT (hyHKIIT HHPOK Ha [OYaTKy Takoi KoMOiHOBaHOT
Tepanii, a TAKOK MepioaUUHO i B MOAATLIIOMY.

Penarninin. IpGecapran moxe iHribyrati tpancnoptep OATP1B1. ¥V npoueci KiiHiYHOro A0C/iIKEeHHs
MOBiZOMAAIOCA, LI0 3aCTOCYBaHHA ip6ecapTaHy 3a |1 roanHy /10 npuiiomMy penariidiny niaBuiLyBano Cmax
ta AUC penarninigy (cy6erpaty Tpancnoptepa OATPIBI1) y 1.8 ta 1.3 pa3sa Bianosigno. ¥V pamkax
iHIWOro jociipkenHs He OyJIo 3apeecTpoBaHO 3Hauymol  (apMakoKiHeTWYHOT B3aeMojil npu
OZIHOYACHOMY MpHitomi ipbecaprany Ta penarinijgy. ¥ pasi 0AHOYACHOTO 3aCTOCYBAaHHS LMX JIIKAPChKUX




jacobiB Moxe OyTH nNOTpiGHa KOpekuis J[J03yBaHHS penarjidiny (aus. po3ain  «OcoGnuBOCTI
3aCTOCYBAHHSN ).

Jloparkosa indopmaitis npo B3aemoaii ipbecaprany. I'igpoxnopoTiazuj He nopyulye GapMakoKiHETHKY
ipGecaprany. IpGecaprad mMerabonizyeTbes nepeBakHo 3a gonomoror depmenty CYP2C9 i, menworo
MipOI0, 3a PaxyHOK IIOKypoHifauii. IcrotHux dapmakokineTnynux abo GpapMakoiMHaMiYHHX B3aeMO/iH
MPH OJHOUACHOMY 3aCTOCYRAHHI ipGecaprany 2 BapdapiHom (J1ikapcbkuM 2acoboM, SKuii MeTabonizyeTses
depmentom CYP2C9) He cnocrepiranocs. Brme takux ingykropis CYP2C9 ax pudamninud Ha
dapmaxkokineruky ipGecaptany He ouiHioBaBcs. Ilpu ojHodacHOoMy 3acTocyBaHHi ipOecapraHy 3
JMrOKCHHOM (hapMaKOKiHEeTHKa JUTOKCHHY He 3MIHIOBaJlacs.

Ocobdugocmi 3acHocysan.

BHYTPIIIHBOCYAMHHA TinoBojieMis. ¥ MauieHTiB, y AKMX BHACHIJIOK iHTEHCUBHOI Teparii JiypeTHKaMH,
0OMEKEeHOro CrOKMBAHHS COi 3 Kero, Aiapel abo 6/10BaHHs PO3BMBAETHCA TiMoBoNEMis Ta/abo HaTpieMis,
MOJKE CIOCTEpiraTicsl CUMITOMHA apTrepiaibHa rinoTeHsis, ocobaMBo micns npuiAomy MepLioi 103
npenapaty. Taki cTanu ciiiJi KOpUryBaTH 110 MOYATKY 3acTocyBaHHs npenapary Kousepiym.
PeHoBacKynspHa rinepren3is. IcHye nifBuiLeHuii pu3suK BUHMKHEHHS TSOKKOT apTepialibHOT rimoTeHsil i
HUPKOBOT HEJIOCTATHOCTI, KOJIW MAUIEHTH 3 ABOOIYHAM CTEHO30M HHPKOBHX apTepiit aGo cTeno3oM aprepii
€IMHOT (YHKLIOHYIOUOT HUPKM OTPUMYIOTh JIIKapchki 3aco0u, 11O BMIMBAIOTE HA PEHiH-AHTIOTCH3WH-
aNbJOCTEPOHOBY CHCTEMY. Xo4a cTocoBHO mpenapaty Koneepiym Takoro mnoGiunoro sBuina
3aJJ0KyMEHTOBAHO He OyJI0, ane Npu 3actocyBaini Oyb-sKHX aHTaroOHICTIB peuenTopis aurioteHsuny 1
cl1iT ouikyBaTH Ha noAiOHI edeKTu.

HupkoBa He[ocTaTHiCTb i TpaHcmaanTauis Hupok. Ilig uac sactocyBanust mpenapaty Konpepiym y
NAIi€HTIB 3 MOpYLIEHHAM (YHKIIT HEPOK PEKOMEH/1y€ThCs! 3JiHCHIOBATH MePioAMYHUI MOHITOPUHT PIBHIB
KaJTiio i KpeaTHHiny B cuposatii KpoBi. JlocBia 3actocyeanns npenapary Koneepiym nauieHTtam, skuM
Helo1aBHO 6y/1a BUKOHAHA TPAHCIIaHTaLlisl HUPOK, BiJICYTHIi.

[lawienTy 3 apTepiaJbHOIO rinepTeH3iclo, yKpoBuM jiaberoM Il THNY Ta XpOHIYHMM 3aXBOPIOBAHHAM
HUpOK. Brump ip6ecaprany K Ha HUPKH, TaK | Ha CEPLEBO-CYIMHHY CHCTEMY HE OJIHAaKOBMH y NALliEHTIB 3
XPOHIYHUM 3aXBOPIOBAHHAM HHUPOK Ha Mi3HIX cTajifX. 30Kpema, HOro mepeBard € MCHLI BUPAKCHUMH Y
JKIHOK 1 B 0¢i0, fKi He HaneXaTk 10 €ERPONEOIIHOT pacH.

[osgiiiHa 610Kaja peHiH-aHTiOTeH3UH-anbaocTepoHoBOl cucTeMi (PAAC). IcHyOTh 10Ka30Bi HaHi Ha
KOPHCTb TOTO, 110 OJIHOYACHE 3aCTOCYBaHHs iHriGiTopie AIID, antarouictie peuentopis anriorensuny II
abo amickipeny niJBUIILYye pU3HK apTepianbHOl rinoTensii, rinepkaniemii Ta noripuleHHs GyHKUii HUPOK (B
TOMY HHCIi PO3BHMTKY FOCTpOi HHPKOBOI HemocTaTHOCTi). Y 3B'3Ky 3 LUM nojgikina Gnokana PAAC
IUTSIXOM KOMOiHOBAaHOro 3acTocyBaHHs inriGitopie ATI®, antaronictie peuenTopie aHriotensuny Il abo
aJicKipeHy He peKOMeH Ly eThes (IMB. po3/iiau «B3aemois 3 iHINUMH TiKapchbKMMHM 3ac00aMy Ta iHLIi BUIK
B3aeMoiity i «@apmakoauHamikay). SKIIo Tepanis y BUIIs/Li Takoi Mo/BiiHOT 610Kaau pO3LIHIOETHCS AK
abcomoTHO HeoOXinHa, 11 cliji 3aCTOCOBYBATH JIMILIE Mid HArisjAoM crheulialicra Ta 3a YMOBH 4acToro
KOHTpOMO (yHKLUII HUPOK, BMICTY €NeKTPOMITiB Ta piBHA aprepianbHoro Tucky. Iuriditopu AIID Ta
aHTaroHicTy peuentopie anriorensuny Il He MOXKHa OIHOYACHO 3aCTOCOBYBATU NalliEHTaM 3 1iabeTHYHOIO
Hedponartiero.

AmnrioneBpotyHMil HaOpsk kuuwedHuky. [ToBigomisiocs npo BHUNAJKM AHrIOHEBPOTHYHOrO HAOPAKY
KUIIEYHUKY Yy MNAallieHTiB, sKi 3acTOCOByBanM OnoKaTopu peuenTtopis aHrioteHsuHy I, Brao4ar4u
ipbecapran (aue. po3ain «IloGiuni peakuii»). ¥ uMX nanienTiB crnoctepiraecs 6ifb y HKHUBOTI, HYAOTa,
GnioBaHHs Ta Aiapes. CHMITOMH MUHAJIK Michs BigMidu Onokatopis peuentopis anriotensuny I ko
NiarHOCTOBAHO AHTIIOHEBPOTHYHMI HAOPSK KMIIEYHUKY, 3aCTOCYBaHHs ipOecapTaHy i/l NPMIMHUTH Ta
pO3M0YaTH BiAMOBIHHI MOHITOPHHT 110 MOBHOTO 3HUKHEHHS CUMITOMIB.

Cinepkaniemia. Ilomi6Ho 1m0 iHWMX JiKapchkux 3acobiB, fKi BIIMBAIOTE Ha pPEHiH-aHTIOTEH3WH-
aNbJOCTEPOHOBY CHCTEMY, Mijl 4yac JiKyBaHHs mpenapatoM KoHBepiyM Mo:ke BUHHMKATH TimepKaiemis,
0coBIKBO Ha TIi HUpPKOBOT aucdyHKILT, ABHOT npoTeinypii BHacmizok niaGetnuHoi Hedponatii i/abo
ceplierol HeJI0CTaTHOCTI. PeKOMEH Ty €Thes 3iHCHIOBATH peTelIbHIIT MOHITOPHHT PiBHIB Kallito B CUPOBATLL
KpOBi y MallieHTiB, sSKi MAIOTh PU3UK PO3BUTKY LLOr0 YCKIalAHEHHs (AMB. po3ain «B3aemopis 3 iHIIHMK
niKapchKUMH 3ac06aMu Ta iHITI BUAM B3aeMOii»).

Linornikemis. IpGecapran Moke CIPUYMHUTH TiNOMIiKeMit0, 0COGIMBO y MALIi€HTIB 3 LyKPOBUM IiaGeToM.
Y pasi 3actocyBaHHs NikapchbKoro 3aco0y mauieHTam, ski OTPUMYIOTH iHCy’miH aGo npoTujiaGeTHyHi




3aco0M, CiJ PO3MASHYTH MOMKJIMBICTH BiAMOBIZHOTO MOHITOPHHTY PiBHS IUIKOKO3M B IUIasMi KpoBi. 3a
MoKa3aHHAMM MOKe OyTH NoTpiGHA KOpeKIlis 1034 iHCYiHy abo npoTuliabeTHUHKUX 3aco0iB (AMB. po3ain
«B3aemopis 3 iHIIMMH JTiKapcbKUMH 3ac00aMy Ta iHLII BUIM B3aCMOiH» ).

Jlitiii. He pexomeHyeThcs OQHOYACHO 3acTOCOBYBAaTH mnpenapatd nitiio i Konsepiym (ame. posmin
«B3aeMoist 3 iHIIMMH JTIKapCHKUMH 3ac00aMK Ta iHLIT BUIM B3aEMOJIHY).

CTeHo3 aopTaIpHOro i MITPaabHOrO KAanaHiR, 00cTpyKTHBHA rineprpodiuna kapaiomionaria. Sk i npu
3aCTOCYBAHHI iHIIMX Ba30MNIATATOPIB, CMELianbHi 3amo0DKHI 3aX0/M CJIijL BHMBATH L0J0 NALliEHTIB, AKi
CTPaKIalOTh BiJl CTEHO3Y 20PTAIBLHOr0 a00 MiTpaIbHOrO KIanaHis, abo Bi1 00CTpyKTHBHOT rinepTpodivuHol
KapJioMionarii.

T[lepBuHHM anbaocTepoHisM. ITallieHTH 3 NEpBUHHUM albI0CTEPOHIZMOM, SIK NPABUIIO, HE BiJNOBIAAOTh
Ha JiKyBaHHsS aHTMIiNEPTEH3MBHMMM JIIKAPCBKMMHU 3aco0amu, fKi Ai0Tb HUIAXOM iHriOyBaHHS peHiH-
AHTiOTEH3MHOBOT cucTeMH. Y 3B 83Ky 3 LM TaKWMM MallieHTaMm 3acTocyBaHHs npenapaty Konsepiym He
PEKOMEH Y EThCSL.

3aranbHi 3acTepexeHHsa. Y MauieHTis, y AKMX CYIMHHHH TOHYC i ¢yHKLIS HMPOK 3ajieKaTh TOJOBHUM
YHHOM BiJl aKTHBHOCTI pEHiH-aHTi0TEH3MH-albI0CTEPOHOBOT CHCTEMH (HaNpHKIA/, y MAliCHTIB 3 TSHKKOK
3aCTiHOI0 CEPILIERO0 HEJOCTATHICTIO ab0 3 NMEPBMHHUM 3aXBOPIOBAHHAM HHPOK, BKIIOYAKOYH CTEHO3
HUPKOBMX apTepiil), 3acToCyBaHHsi iHriGiTOpiB aHriOTEH3MHNEPETBOPIOBAILHOIO (epMeHTy abo
aHTaroHicTie peuenTtopip anriotensuny I, siki BIUIMBAIOTL Ha L0 CHCTEMY, acoliiioBaHe 3 BUNaAKaMH
PO3BMTKY TOCTpOi aprepianbHOi rinoTeHsii, asotewmii, onirypii abo (piaKo) 3 BHHWKHEHHSM rocTpoi
HHPKOBOT HejocTaTHOCTI. SIK i MpH 3acTocyBaHHi OyIb-KOrO aHTUIiNEPTEH3MBHOrO 3aco0y, HaAMipHE
3HIKGHHS apTepiaNbHOro TMCKY Yy NAlieHTiB 3 imeMiyHow KapaionaTiero abo imemiuyHuM cepueso-
CYIMHHMM 3aXBOPIOBAHHAM MOJKE MNPW3BOAMTH JI0 iHpapkry Mmiokapia abo ixcyaety. Ilogibuo no
{HriGiTOpiB AHMIOTEH3MHNEPETBOPIOBANLHOTO (epMeHTy, ipbecapTan Ta iHIUi aHTArOHICTH aHTIOTEH3UHY
BUSIBUIIMCS MEHII eeKTMBHUMH /Ul 3HHIKCHHS apTepiabHOro THCKY Y YOPHOLIKIpMX JIFOAEH, HDK Y
nrojel iHIIMX pac, 1O MOXe MOACHIOBATHCS OUTBIIMM MOIMPEHHAM 3HMIKECHHX PIBHIB pEHIHY cepel
Mony i YOPHONIKIPMX MNalieHTiB 3 aprepianbHOW Tinmeprensiero (auB. po3ain «®PapmakonoriuHi
BJIACTHBOCTIY).

3actocyBaHHs y nepiof BariTHocTi. He cnij po3noyuHaTH 3acTOCYBaHHA aHTaroHiCTiB pelenTopa
anriotenzuny Il y nepio BaritHocTi. SIKII0 MPOIOBIKEHHs NPUIOMY AHTArOHICTa PElenTopa aHr I0TEH3UHY
I1 BBaXKaeThCS HEOOXIIHUM, TO MAIIEHTOK, AKI MUIAHYIOTh 3aBariTHITH, CITijl MEPEeBECTH Ha allbTEPHATHBHE
aHTUTiNEepPTEeH3MBHE JiKyBaHHA 3 BU3HAUYEHUM Npodisem Ge3neKH 11010 3aCTOCYBaHHs Y MEPioJl BAriTHOCTI.
[Ipu miaTBEp/KEHH] BariTHOCTI NpuifoM aHTaroHicTiE peuenTtopis anriorensusy Il moTpiGHo HeraiiHo
MPUMHHUTH T4, KO HEOOXIHO, PO3MOYaTH albTepPHATUBHY Tepanito (IuB. po3ainu «IIpoTunokasanHs»
Ta «3acTocyBaHHs y nepioj BariTHOCTI abo ro/lyBaHHs TPy aIon).

3acTocyBaHHs AiTaM. IpGecapran gochimKyBaBes y rpymi AiTel Bikom Big 6 10 16 pokis, age HasBHUX
JoTenep AaHHUX HEJOCTaTHBO JIIs PO3IIMPEHHS HOro MoKasaHp /s 3aCTOCYBaHH:A AiTAM, JOKH He OymayTh
OTpHUMaHi JOJATKOBI aHi.

Jlakroza. lleit nmikapchkuii 3aci® MicTUTh JakTo3y. [lailieHTam 3 TakMMM PiAKICHUMH CIaJKOBUMH
MOPYIIEHHIMU K HENepeHOCHMIcTh ranaktosu, nediuut nakrasu Jlannma abo cuuapoM manbabcopOuii
rIIOKO3U-TANaKTO3H, He CJTijJ] npuitMaTy nei nikapebkuii 3acif.

3acmocysanns y nepiod eazimnocmi abo 200yeanis 2pyooio.

BariTHicTe. 3acTocyBaHHs aHTaroHicTiB peuentopie asrioteHsuny II (APA 1I) ne pexomeHmyeThbes
IPOTArOM MEPIIOro TpuMecTpy BariTHocTi (auB. po3ain «OcobmMBOCTI 3acTOCyBaHH:A»). 3aCTOCYBAHHS
APA 11 npoTHnokasane NpoTAroM Apyroro Ta TpeTboro TPUMECTPiB BariTHocTi (auB. posainu «[loGiumi
peakuii» Ta «OcoGnuBocTi 3actocyBanHs»). Enizemionoriuni aani moso pusuKy TepaToreHHOro BIUIUBY
BHACIIJ0K 3acTocyBaHHs iHriditopie AII® npotsrom I TpUMecTpy BariTHOCTI He NEPEKOHJIMBI, TIPOTE
HezHauHe 30iJbIIEHHA pPU3HKY He Moke OyTd BukiiodeHe. OCKilbkM HeMae KOHTPOJILOBaHHX
enifieMioNIoriuHMX JaHuX MIOJI0 PM3MKY MPH 3aCTOCYBaHHI aHTAroHicTiB peuenTtopis anriotensuuy I,
MofiGHi PU3MKM MOXKYTh iCHYBaTM 1 JJisi LBOTO KJacy MpemapaTiB. 3a BMHATKOM BHNAJKIB, KOJIH
MOJIOBXKEHHS Tepanii BBaKaeThcsi HEOOXiAHMM, NallieHTKaM, SKi MIaHylOTh BariTHIiCTh, CIIj MepedTH Ha
anbTepHATUBHE AHTUMINEPTEH3WBHE JIKYBaHHs, IO Mae BCTaHOBJeHMH npodins Oesnexu s
3acTocyBaHHA Y mepioa BariTHocTi. [Ipu niaTBep/UKEHHI BATiTHOCTI MPUIHOM aHTArOHICTIB PELENTOPIB
anriotenzuny Il HeoOXiZHO HeraifHO NPUNMHUTH Ta, SKWO HEOOXiAHO, pO3MoYaTH albTCPHATHBHY



Tepanito. Binomo, 10 3actocyBaHHs aHTaroHicTiB peuentopis aHrioteHsudy Il nporsrom II Tta III
TPUMECTPIB  BariTHOCTI 1HJAYKYE Y JIOAMHM (PETOTOKCHUHICTL (nocnabneHHs (yHKUIT HUPOK,
ojiroriaipaMHioH, 3aTpumka ocHdikanii KicTOK uepena) i HeEOHaTalbHY TOKCHYHICTH (HMpKOBa
HEIOCTATHICTh, apTepialbHa riloTeH3id, rinepkamieMis). SKIo 3acTocyBaHHS aHTaroHICTIB PeLENnTOpiB
auriotensuny Il Bigbynocs 3 I TpumecTpy BariTHOCTI. PEKOMEHIYETHCS MPOBEAEHHS YIbTPAa3BYKOBOIO
obereskenns (yHKUii HUPOK 1 cTaHy Kictok uepena. CTaH HEMOBJAT, MaTepi SKUX 3aCTOCOBYBAH
AHTArOHICTH peuenTtopie aHrioTeHsuuy Il, cnig peTenbHO NEpeBipsATH WOAO0 PO3BUTKY apTepiajbHOl
rinoten3ii (auB. po3ainu «Ilporunokasannsy ta «OcoONMBOCTI 3aCTOCYBAHHY).

[lepioa roayBanus rpyamo. Ockineky indopmauis mono 3actocypanHs npenapaty KoHeepiym mia yac
rOJlyBaHHS JIMTHHH TPYAAI0 Hapasi BiacyTHs, npuidom mnpenapary KoHBepiyM TakuM NallicHTKaM He
pPEKOMEH/IyeThCs, TepeBara MOBHHHA BiAJgaBaTHCA albTEPHATHMBHUM JIIKapChbKUM 3acobam 3 Kpalle
BUBYEHUMH TpodingMu Ge3neyHOCTi miJ 4Yac roayBaHHA Tpyaaw, 0co0JMBO TPH BHUTOJOBYBaHHI
HOBOHapo/KeHnX abo HepoHoweHuX Jiteil. Hesinomo, un nponukae ipGecapran abo iforo merabonitu y
MatepuHCchbke MoJoko. HasiHi (hapmakoaMHaMiyHi/TOKCHKOJIOrIYHI AaHi JOCHifKeHb, MPOBEJAEHUX Ha
ypax, mpoaeMOHCTPYBaIH EKCKpellito ipbecapTany abo 1Horo MeTabomiTIB Y MOJOKO.

DepruabHicTs. [pbecapTal He YHHUB BIUIMBY Ha (epTHIBHICTD LIYpiB i TXHE MOTOMCTRBO J10 PiBHIB 103, WO
CHPUYHHSIHA NEepIli 03HAKKH TOKCHYHOCTI [Tl MAaTEPUHCHKOTO OpraHiamy.

3o0ammnicme enueamu HA WGHOKICHb pearuii npu KepyeawHi aemMOMPAHCROPHIOM a00 IHmuMu
mexanizmamu. Buxonsuu 3 dapmakonuHaMiuHHX BlacTUBOCTeH ipOecapTaHy, HOro BIUIMB Ha LIO
3JaTHICTh MANOMMOBIpHHIA. AJle MpH KepyBaHHI TpaHCTIOPTHHMH 3acobaMu abo poboTi 3 MexaHizMaMu
Clil BpaxoBYBaTHM, IIO Mia 4Yac JiKyBaHHS MOKE BMHHMKATH 3anaMopouyeHHs abo mijBHILEHa
BTOMITHOBAHICTh.

Cnocio 3acmocyéanna ma 003u.

[Mpenapat npu3HavyeHuii 11 NEpOpPabHOrO 3aCTOCYBaHH.

3Buyaiina peKoMeHI0BaHa oYaTKOBa i mMiATpHMyBaibHa 103a cTaHoBUTH 150 Mr 1 pas Ha 100y He3anekHo
Bij npuitomy TKi. Koneepiym y mo3i 150 mr 1 pa3z Ha no0y, sk npaeuio, 3abesnedye Kpamui 1060BUi
KOHTPOJIb apTePialibHOrO THCKY, HIXK Y 1031 75 Mr. OHaK CIiT 3BaXKMTH JIOUIIBLHICTh [I04ATKY JIIKYBaHHS
i3 3acTOCYBaHHAM J103M 75 M, 30KpeMa MailieHTaM, fKi 3HaXOJAThCS Ha remojiiaiizi, a TakoxK JITHIM
ocobaM BikoM 1oHaj 75 pokis.

V nauientie, y akux go3a npenapaty Koueepiym 150 Mr oauu pa3 Ha 100y He 3abe3neuye JOCTaTHiM
KOHTPOJIb, 032 Moxe Oyt 30inbwena g0 300 mr abo MoxyTh OyTH JOAATKOBO NpHM3HAYeHi iHLI
aHTUrinepTeH3uBHi 3aco0u. 3okpeMa OyJi0 MOKa3aHo, WO J0JaTKOBE 3aCTOCYBAaHHs TAKOTro JliypeTHKa K
rizpoxyiopoTiazu Mae anuTuBHUIL edekT 1o aii npenapaty Kousepiym (aus. pos3ziin «Bsaemois 3 iHmmmu
JiKapchKMMHU 3aco0aMu Ta iHIIT BUIM B3aEMOJii»).

V nauieHTiB, XBOpUX Ha rinepreHsito Ta uykposuii aiaber II Tumy, Tepamis ipbecapTaHoM NOBMHHA
posnounHaThcs 3 1034 150 mr ouH pas Ha 100y i TurpyBarucs 1o ao3u 300 Mr oauH pa3 Ha 100y, sKka
MpH JIKYBaHHI XPOHIYHOTrO 3aXBOPIOBAHHA HUPOK € 0a)KaHOW MIATPUMYBaNbHOK a03010. [lepesaru
npenapaty Konsepiym BigHocHO QyHKLIT HUPOK Y Mali€HTIB, XBOPHUX Ha TiMepTeH3ito Ta yKpoBui niaber
I tvny, Gyi¥ NpOJEMOHCTPOBaHi pe3yibTaTaMM JAOC/iUKeHb, B SKHX ipOecapTaH 3acTOCOBYBasH
NOJATKOBO [0 IHIIMX aHTHUriNepTeH3UBHUX 3aco0iB, AKiIo 11e Oya0 MOTpiOHO, 3 METOK JOCATHEHHS
LliJIbOBOTO apTepiabHOro TUCKY (IUB. po3ain «DapMakooriuti BIacCTUBOCTIN).

Oco6auBi rpyNH MallieHTiB.

Iopywenns gyuxyii nupox. Y nauieHTiB 3 nopyueHHsaM GyHKUIT HAPOK KOPUTYBaHHs JI03H [Ipenapary He
noTpiGHe. JIIs MaLli€HTIB, SKMM 3aCTOCOBYIOTH IeMOjiani3, Ciifl PO3TIAHYTH 3Ba)K€HO OLINBHICTH
IIPU3HAYEHHS HUKYOT MOYaTKOBOT 1031 npenapary (75 mr) (auB. po3ain «Ocobn1BOCTI 3aCTOCYBaHHS ).
Hopywenns  gyuxyii newinku. Tlauientam 3 nerkol0 abo MNOMIPHOIO TNEUYIHKOBOKW AHCHYHKIIEKO
KOpUI'YBaHHs [03M INpemapaty He moTpibHe. KnidiyHoro pocBigy 3actocyBaHHs 3aco0y nallieHTam 3
TSDKKOIO NE4iHKOBOIO AUCHYHKLIEIO HE iCHYE.

Hayicnmu nimub020 6ixy. Xo4a [1Uis TaUiceHTIB BIKOM BiJ 75 pokiB ciiijl pO3r/isiHyTH AOLIbHICTE MOYATKY
NiKyBaHHs TIpenapaToM y J103i 75 Mr, KOpUryBaHHs 1034 3a3BHYail He noTpiOHe.




Himu. Besneka ta edextuBHicTs npenapary Koneepiym qns aiteii (Bikom 10 18 pokiB) He BCTaHOBJIEHI.
JlocTynHHMX Ha CbOIOJHILIHIA JeHb JaHWX HENOCTaTHbO AJsl PO3LUMPEHHs MOKa3aHb 10 3aCTOCYBAaHHA
npenapary oo Jjiteit (auB. po3aim «IloGiuni peakuiin, «PapmakoauHamikay i «PapMaKoKiHETHKa» ),
MOKM He 3'SBJIATLCS JIOJATKOBI aHi 3 UbOro NpUBOJLY.

Ilepedosyeanna.

ITpu 3actocyBaHHi npenapary aopocium ocobam y gozax a0 900 mr/gofy nporarom 8 THIKHIB JKOIHHX
TOKCHYHUX peakliii He cnocrepirainocs. HaltiMoBipHiluMmM nposiBaMmu nepefo3yBaHHs ipOecapTaHoM
BBAXKAIOTLCS aprepiajibHa TiNOTeH3is 1 Taxikapiid; TakoK MNpv TNepelo3yBaHHI MOKE BUHUKATH
6pamukapais. byap-ska cnenianbHa iHdopMmaltis npo AikyBaHHs nepeno3yBaHHs npenapatoM Koneepiym
Ha JaHuii yac BigcytHsa. CtaH namieHta HeoOXiIHO MOCTIHHO KOHTPOJIOBATH, & iKYBaHHS MOBUHHO OYTH
CUMINTOMATHYHUM 1 MiATpUMYBanbHUM. JI0 peKOMEHJOBAaHMX 3aXOIB HalekaTh CTHUMYJIIOBAHHS
OomopanHs Ta/abo NpoMuBaHHA 1UTyHKA. [lpu JiKyBaHHI mepeno3yBaHHS Moike OYTH KOPUCHHUM
aKTHBOBaHe Byriyuif. Ipbecapran 3a JOMOMOro0 reMo/ianisy He BUBOJMThCA.

Hodiuni peaxuii.

YacToTa BUHUKHEHHS NEpeiueHrX HUKYe NoOIYHUX peakilili BU3Havanacs 3a TAKMMH KPUTEpIAMH: JyKe
yacto (> 1/10); yacro (> 1/100, < 1/10); neuacto (> 1/1000, < 1/100); pinko (= 1/10 000, < 1/1000); nyxe
piako (< 1/10 000); yacrora HeBinoma (He Moxke OyTH BU3HAYECHA HA OCHOBI HasBHUX JIaHUX).

3 6oky kpoei ma rimpamuunoi cucmemu: 4acToTa HEBiIOMa — aHeMisi, TPOMOOIMTONEH .

3 boxy imynnoi cucmemu: 4acTOTa HEBIIOMA — peakuil rinepuyTIMBOCTI, Taki K aHaiNaKTHUHI peakuii,
aHadiNakTHYHKIN DIOK, aHTIOHEBPOTHYHHI HAOPsK, BUCHIIAHHA, KPOITHBHHL.

Memaboniuni ma arimenmapni po31aou: 4acToTa HeBigoMa — rinepkaniemis, rinorjaikemis.

3 60Ky HepeosOI cucmemi: YacTo — 3ariaMOPOYEHHSI, OPTOCTATUYHE 3aIlaMOPOYEHHS; YacTOTa HeBigoMa —
BEpPTUIO, FOJOBHUH OLIb.

3 Boky opeanie cayxy ma pigHosazi: 4acToTa HEBIOMa — IIYM Y ByXax.

3 6oxy cepysi: HEUACTO — TaxiKapid.

3 6oky cyoun: 4acTo — OPTOCTaTHYHA T'iIIOTEH3is; HEYACTO — MPHILTHBH.

3 boxy pecnipamopnoi cucmemu, op2anie 2pYOHOT KIIMKU ma cepeoocminms.: HeYacTo — Kalllellb.

3 BOKY WIYHKOGO-KUWKOG020 MPAKNTY: YacTO — Hy10Ta, OII0BaHHS; HEYacTo — Jiapes, AUcHencis, neyis;
piZIKO — aHIIOHEBPOTHYHMI HaOPAK KUIIEUHHMKY; 4aCTOTa HEBiJlOMa — IMCIEB3is.

Tenamodiniapni poznadu: He4acTo — JKOBTAHHULI; YacTOTa HEBiZOMa — TenaTuT, MOpylleHHs (yHKiil
MeYiHKH.

3 wikipu i nidwKipHoi KNiMKo6uHY, 9acToTa HeRiJloMa — NeHKOLMTOKJIACTHYHHI BacKyJIiT.

3 onopHo-pyx06020 anapamy ma cnoayynoi mranuHu. 4acto — Oink y M s3ax i KiCTKax; 4acToTa HEBigOMa
— aprpanris, Mmianris (y AeskuX BHIAAKaX acolilioBaHa 3 MiJBUIIEHMMH PIBHAMU KpeaTHHiHKIHa3M y
ria3Mi Kpoei), M’s30Bi cra3mH.

3 6Goxy nupox i cewo6u6iOHUX uLIAXI6 YaCTOTA HEBiOMa — MOpYIIEHHs (YHKUIT HUPOK, BKJIIOYAKOYM
BUIIaJIKH HUPKOBOT HEJIOCTATHOCTI Y TALIEHTIB 3 MiIBULIEHAM PU3HKOM LIbOTO YCKIaJHEHHA (AMB. PO3Ai
«OCcoBIMBOCTI 3aCTOCYBAHHM ).

3 6oky penpodyKmueHoi cucmemu ma MOJIOYHUX 3a703; HEYACTO — MOPYLICHHs cTaTeBol GyHKLUi.
3azanwbui poznadu: 4acTo — MiJBUIIEHA BTOMIIOBAHICTh; HEYACTO — OLIb Y rpyaHill KaiTl.

Pesynomamu docrioxcens: Jy’Ke 4acTo — rinepkaniemis y nalieHTiB 3 LyKpOBHM J1iabeToM, AKi OTPUMYIOTh
ipbecapTaH, BUHMKAE YacTille, HDK Y MAllieHTIB, SKi HOro He OTPUMYIOTL. Y MalieHTIB 3 apTepianbHO
rineprensiero, 1yKpoBuM AiabeToM, MikpoanbOyMiHypiero i HopManbHOI (GYHKLICIO HUPOK rinepKaiemis
(> 5,5 mExs/n) cnocrepiranacs y 29,4 % nauieHTiB, sxi npuitmamu ipbecaptad B 1031 300 Mr iy 22 %
nawieHTiB, SKi ioro He npuiManud. Y nauieHTiB 3 apTepialbHOIO TinepTeH3iero, LYKPOBUM diabeTom,
XPOHIYHOK HMPKOBOI HEOCTATHICTIO 1 ABHOW MpOTeiHypieto rinepkaniemia (= 5,5 MEks/m)
crocrepiranacsa y 46,3 % nauienTis, ski npuiimanu ipOecapran i y 26,3 % nanienTis, AKi #oro He
npuitmManu.

B oci6, ski nikyanucs ipGecapTaHoM, 4acTO CIOCTEpIraaocs 3Hauyule MiJBULICHHA PIBHIB
KpeaTuHiHKiHazu y masmi kpoei (1,7 %). JKozen BMMajoK Takoro MilABMILEHHA He acouiffoBanuil 3
KJAIHIYUHUMH NposBaMKM 3 OOKY OMOPHO-PYXOBOI cHCTeMH, siki moram OyTn inentudikosani. ¥V 1,7 %
naiieHTiB 3 apTepiajbHOIO TinepTensieto Ta niabeTnyHoto HedponaTiclo Ha Mi3HIX cTafiaX, AKi JiKyBaaucs



ipGecapTaHoM, CocTepiranocs 3MEHIIEHHs PiBHIB reMoriobiny. ke He 6y/10 KNIHIMHO 3HAYY LM,
[leniaTpuuHa nonynsuis. Y aiTeil Ta nianiTKie 3 aprepiaibHOIO TimepTeH3iew Bikom Bia 6 10 16 pokis
criocrepiranics Taki noGiuni peakuii: ronoeuuit Ginbk (7.9 %), aprepianbHa rinotensis (2.2 %),
zanamopouenns (1,9 %), kawens (0,9 %). HaituacTilunMy BiaXHAEHHAMM Bil HOPMH 3 GOKY pe3ybTaTiB
naGopaTopHUX aHaNi3iB € Ni/IBMIIEHIS PIBHIB KpeaTuHiHy (6.5 %) Ta NiABMIIEHHS PIBHIB KPEATHHKIHA3H Y
2 % piteii, AK1 OTPUMYIOTh Mpenapar.

Hosioomuentis npo nidospioeani nobiuni peaxyii. IoBinomieHHs npo nodiuni peakuii nicna peecrpauii
niKapebKoro 3acofy Mae Baxiube 3Hadenns. Lle  1ae 3MOTY MPOBOJMTH MOHITOPHHT CIIiBBIAHOLICHHS
KOPMCTB/PU3UK TIPH 3aCTOCYBaHHI LbOro  Jikapcbkoro 3acoly. MeauunuM Ta (apMaleBTHYHHM
npaliBHAKaM, a TaKOK TallieHTaM abo iX 3aKOHHHM MPEeICTABHUKAM CITiJl OBiJIOMJISTH NPO yci BUMAAKH
migospiopanux noGiuHMX peakuiii Ta BigcyrtHocTi edexTMBHOCTI JliKapchbKoro 3acody uepes
ABTOMaTH30BaHy iH(popMaLiliHy cucTeMy 3 hapMakoHarnsay 3a nocunanusam: https:/aist.dec.gov.ua

Tepmin npuoammnocmi. 3 poxu.

YmoBu 36epiranns. 3Gepiratn npu Temneparypi ne Buuie 25 °C B opuriHaibHiii ymakoeui B
HENIOCTYMHOMY A7 AiTeil MicLi.

Vnakoska. [To 10 tabaetok y 6aicrepi. ITo 3 a6o 10 Gnicrepi y KapTOHHii KopoOui.
Kareropis Bianycky. 3a penentom.

Bupoouuk.
Menokewmi Jlimiten / Medochemie Limited.

Micie3Haxo/KeHHsl BHPOOHHKA Ta ii0ro ajgpeca Micusi IPOBa/KeHHs TisIbHOCTI.
Koncrantunynonec 1-10, Jlimaccon, 3011, Kinp / Konstantinoupoleos 1-10, Limassol, 3011, Cyprus.
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