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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

EHanO 20HL
(Enap© 20 HL)

Cknag:
Aitoya peyosmHa: 1 Tabnetka MictuTb eHananpwny mManeaty 20 Mr i rigpoxnoporiasugy 12,5 mr;
[ONOMI>KHI PEYOBUHU: HATPItO rigpokapboHaT, NaKTo3M MOHOrIApPaT, KpoXMasib KYKYPYA3SHWUIA, KDOXMasb NpeXenaTnHi30BaHWUiA, TaslbK, MarHito cteapart.

JlikapcbKa thopma. Tabnetku.
OCHOBHI (pi3nMKO-XiMiYHi BNaCcTMBOCTI: KPYri NNOCKi TabneTKun 6in10ro Konbopy 3i CKOLEHMM KPaeM Ta HaCiuKoH 3 0HOro 60Ky .

dapmakoTepaneBTUYHa rpyna. KombiHosaHi npenapatu iHribiTopis Ar®. EHananpwun i giypetnkn. Kog ATX C09B A02.

dapmMakosoriyHi BnacTnBOCTI.
PapmakognHamika.

EHan® 20 HL ¢ KOMGiHaUi€to iHribiTopa aHrioTeH3MHMEPETBOPIOBA/ILHOIO (hepMeHTY (AN D) (eHananpuny Manear) i giypetuka (rigpoxioporiasug).

EHananpuny manear

AlMN® — ue nenTugunosa AMNenTUAAa3a, WO KaTanilye MepeTBOPEHHS aHrioTeH3MHY | y mpecopHy cy6cTaHuito aHrioteHsuH 11, MMicna abcopbuii eHananpwn
rigponisyeTbecs A0 eHananpunaty, akuid npurHiyye Ar®. MpurHiveHHs AMN® npu3BoAMTb 40 3MEHLUEHHS PIBHA Yy Nia3mi KpoBi aHrioteHsuHy |1, wo Bege oo
36i/IbLLUEHHA aKTMBHOCTI PEHiHY nnasMu KpoBi (Yepe3 MPUrHiYeHHs HeraTMBHONO OBOPOTHOrO 3B’A3KY MNPV BMBISIbHEHHI PeHiHY) | 3MeHLUeHHA cekpeuii
a/IbJOCTEPOHY.

AT® igeHTMYHWA KiHiHa3i 11. EHananpun Moxke TakoX 6710KyBaTn po3nag 6pafuKiHiHy, SKUIA € NOTY>XXHUM Ba30AenpecopHum nentngoM. OfHak posib Lboro
(hakTy y TepaneBTUYHUX edieKTax eHananpuay 3aMWacTbCA HEBILOMOK. Y TOW Yac SK MexaHi3M, 3a AKUM eHananpun 3HWXKYe apTepiasibHUin TUCK, NepeayciM
MOB’A3YIOTb i3 MPUrHIYEHHSM aKTUBHOCTI PeHiH-aHrioTeH3MH-anbAocTepoHOBOT cuctemn (PAAC), WO Bifirpae OCHOBHY POJb Y perynauii apTepiasibHOro TUCKY,
eHananpua MoXe BUABNSATU aHTUTINEPTEH3NBHUIA eeKT HaBiTb Y NaLiEHTIB i3 HU3bKOPEHIHOBOO FiNepTEH3IEHD.

[lBa BeNMKMX paHLoMi30BaHMX KOHTPOnboBaHMX gocnimxeHHs (ONTARGET (IMoTo4yHe MiXHApOAHe AOCMIIKEHHS 3aCTOCYBaHHA Te/fMicapTaHy OKpemo | B



mailto:

Kom6iHauii 3 paminpunom), VA NEPHRON-D (JocnigxkeHHs Hedponartii npu fiabeTi, Wo nposoannocs genaptameHtom CLUA y cnpaBax BeTepaHiB) BMBYa/IMN
3acToCyBaHHSA KOMOGiHaLiT iHri6iTopa AlN® 3 610KaTOPOM peLenTopa aHrioTeH3nHy 1.

ONTARGET - pocnifkeHHs, npoBejeHe 3a y4acTo NawieHTiB i3 cepLeBo-CyAUHHUMM abo LiepebpoBacKyNgpHUMI 3aXBOPIOBaHHAMM B aHaMHe3i abo XBOpUX Ha
LyKpoBWiA aia6eT |l Tuny, AKnii CynpoBOAKYBaBCSA 03HaKaMu ypaxKeHHs opraHis-MmiwweHer. VA NEPHRON-D — gocnigpkeHHs, NpoBefeHe 3a y4acTHo NauieHTiB i3
LyKpoBMM fiabeTom Il Tuny Ta AiabeTMYHOO HedponaTieto.

LLi gocnifmkeHHsi He NoKasany CYTTEBOIO CMPUATAIMBONO BM/MBY Ha pe3y/nbTaTut 3 60KY HUPOK Ta/abo cepueBO-CYyAMHHOT CUCTEMM Ta CMEPTHICTb, Y TOM e 4ac
cnocTepirascs NiABWLLEHUA PU3MK TinepKaniemii, rocTporo ypaeHHsi HMPOK Ta/abo rinoTeH3ii MOpiBHAHO 3 MOHOTepanieto. 3 OrNfsAy Ha aHanoriyHi
(hapmMakoAuHaMiYHi BNacTUBOCTI, Lii pe3ynbTaTh TaKOX MOXHa BifJHECTU A0 IHLWMX iHri6iTopiB AM® Ta 6110KaTOPIB PELENTOPIB aHrioTEH3MHY 1.

Takum YnHOM, iHri6iTopyu AlN® Ta 6/10KaTOPU PELLenTopiB aHrioTeH3MHY |l He cnif 3aCTOCOBYBATWN OAHOYACHO NaLieHTaM 3 AiabeTUYHO HedponaTieto.
ALTITUDE (OocnimkeHHs anickipeHy npwu fgiabeti Il TmMny i3 3acTocyBaHHAM KiHLEBMX TOYOK, MOB’S3aHUX i3 CepueBO-CYANMHHUMU Ta HUPKOBUMM
3aXBOPIOBAHHAMUW) — AOCMIIKEHHSA, NMPU3HAYeHe /14 NepeBipKX nepesary f04aBaHHA aniCKipeHy 4O CTaHZapTHOI Tepanii iHri6iTopamu AlMd® abo 6nokaropamu
PeLenTopiB aHrioTeH3nHy Il y nauieHTiB i3 LyKpoBMM fiabeToM Il TMny Ta XpPOHIYHMMM 3aXBOPHOBAHHAMU HUPOK abo CepLeBo-CyAMHHOT cucTemu, abo oboma
naronorigsmun. JocnifpkeHHs 6yno NpunuHeHO MepefyacHO 4yepe3 MiABULLEHWMIA PU3NK HECTIPUATAMBUX pe3ynbTaTiB. CMepTHICTb 4Yepe3 CepLeBO-CYAWHHI
3aXBOPIOBaHHSA Ta IHCYNbT Yy rpyni anickipeHy 6yna BWLLOK, HiX Yy rpyni nnaue6o, a 3a3HayeHi NobGiyHI ABMLLA Ta Cepilo3Hi NOGIYHI ABMLa (rinepKaniemis,
rinoTeH3is Ta NopyLeHHs (YHKLIT HUPOK) YacTille crnocTepirannca B rpyni anickipeHy, HX y rpyni nnaye6o.

igpoxnopoTiasug — Le CeYOriHHWIA Ta aHTUTINepTEH3UBHNIA 3aCi6, LLLO NiABWLLYE aKTUBHICTb PEHIHY M1a3Mu KPOBi.

HemenaHomHuin pak wKipyn (HMPLL)

Ha nigctaBi HasgBHMX JaHWX enifeMionioriyHuxX AOCNiIKeHb CrocTepiraBcad KyMynsaTUBHWUIA [0303a/1eXXHMIA 3B’A30K MiXK rigpoxnopoTiasungom ta HMPLL. OpgHe
LOCNILKeHHS BKIKOYaI0 NONynauito, Wo cknaganaca 3 71533 Bunaskis 6a3anbHOKNITUHHOT KapunHomu (BKK) Ta 8629 Bunagkis nioCKOKAITUHHOT KapuyuHOMM
(MKK), sky nopisHtoBanu 3 1430833 Ta 172426 ocobamn KOHTPOMbHOT Nonynsayit BignosigHO. BUcoki fo3m rigpoxnoportiasmgy (= 50000 Mr KymynsaTuBHa [03a)
acouitoBannca 3 KoperoaHum BP 1,29 (95 % Al: 1,23-1,35) ana BKK 1a 3,98 (95 % Al: 3,68-4,31) ans MNMKK. CnocTepiraBcs YiTKUM B3aEMO3B 130K MiXK
KyMynsaTMBHOK fo3oto Ta Bignosigaio ans BKK Ta TMKK. IHWwe [ocnifpkeHHA Mnokasano MOXAMBUM 3B’S30K MK pakom ryou (MKK) Ta BnaveBom
rigpoxnopotiasngy: 633 Bunagku paky ryéu nopisHioBanm 3 63067 ocobamy KOHTPONLHOT MONYNALiT, BUKOPUCTOBYHOUM CTpaTerito BUMaaKoBOI BUOIPKOBOT
CYKYMNHOCTI. CniBBigHOLIEHHS KYMYNATUBHA [03a-BianoBias 6yno npoAeMOHCTPOBaHO 3 koperoBaHum BP 2,1 (95 % Al: 1,7-2,6), sikuii 36inbluyBasca go BP 3,9
(3,0-4,9) onsa Bmucokmx o3 (~ 25000 mr) Ta BP 7,7 (5,7-10,5) ans HaiBMLLOT KymMynaTuBHOT o3u (~ 100000 mr) (amB. po3gin «OcobamnBOCTi 3aCTOCYBaHHS»).
EHananpuny manear — rigpoxiopoTiasug,

AHTUTINEPTEH3NBHI eeKTV [ABOX KOMMOHEHTIB € aAUTUBHUMK i 3a3BM4Yall TpUBaKOTb 24 rofAMHWU. Xoya OfAMH eHananpui YAHUB FiNOTEH3VWBHY Ait0 HaBiTb Y
nawuieHTiB i3 HU3bKOPEHIHOBOKD TiMepTeH3ier0, OfHOYACHe 3aCTOCYBaHHA 3 TiApOX/0pOTiasnaoM Yy TakuMX MauieHTiB MPU3BOAUTL A0 OiNbLUIOr0 3HMKEHHS
apTepiaibHOro TUCKY.

KoMMNOHeHT eHananpuay y npenapari 3a3Buyain Nocnabnsie 3MeHLLEeHHS Kanito, CNpUYMHEHe NPUAOMOM FiApoxXiopoTiasugy.

PapmakoKiHeTuKa.

EHananpuny manear

Micna nepopasibHOro 3acTOCyBaHHA eHaanpun WBKAKO abCcopOyeThCs, AocAratoun MakcuManbHOT KOHLUEHTpauiT (Cax) Y CMPOBATLI KPOBI NPOTATOM 1 rognHu.

basytoumch Ha NMOKa3HUKY BUBEAEHHS i3 ceyeto, 06°eM abcopbLiT eHananpuny npu nepopaibHOMY 3aCTOCYBaHHI CTaHOBUTL Nprban3Ho 60-70 %.
Micna abcop6buii eHananpun WBKAKO Ta EKCTEHCMBHO FipONI3yeTheA 40 eHananpuaaty — noTy>KHoro iHribitopa AMN®. Cpgx €HananpunaTy y cuposarLii KpoBi

[0CAracTbCs uepes 3-4 roAMHU Micns NepopasbHOr0 3acTOCYBaHHs eHananpuiy maneaTy. BMBoAUTLCS eHananpui rO0BHUM YMHOM HUPKamMu. OCHOBHUMM
KOMMOHEHTaMM y Cedi € eHananpunart, WO CTaHOBWUTb Npu6nn3Ho 40 % Bif A03W, Ta eHananpui y He3MiHeHOMY BUI/ISfi, 32 BUHSTKOM MEPEeTBOPEHHS B




eHaslanpmnar 03HaK iCTOTHOro MeTaboni3My eHananpuay Hemae. Ipodinb KOHUEHTpauiT eHananpuaaTty y cupoBsatLi KpoBi XapaKTepusyeTbCA MPOIOHI0BAHO
TepMiHa/IbHOO (Pa3oto, WO, IMOBIPHO, NOB’A3aHO 3i 3B’A3yBaHHAM Al®. B 0cib i3 HOpMa/IbHOK (DYHKLiEHD HUPOK PIBHOBAXKHUI CTaH KOHLEHTpPaLiT eHananpunary
y CMpOoBaTL,i KPOBi A0CAraeTbCcA Ha 4-i leHb NepopasibHOro 3aCTOCYBaHHA eHananpuny. EekTMBHWIA HaniBnepiod KyMynauii eHananpuaaty nicns 6aratopasoBoro
MepopasibHOro 3aCTOCYBaHHA eHananpuny ctaHoBuTb 11 roguH. BXXvBaHHA Xi He BM/MBaE Ha abcopbLUito eHananpuiy y LWIYHKOBO-KULLKOBOMY TpakTi. O6’em
abcop6uiT i rigponis eHananpuny € NOAiGHUMK NPU NPUIAOMI PI3HUX A03 Y MEXax PEKOMEHA0BaHOM0 TepaneBTUUYHOIO AianasoHy.

[igpoxnoportiasug

Mpy MOHITOPUHIY piBHA TiApOXNopoTiasuagy y nnasmi KpoBi MPOTAroM MpuHaiMHI 24 roanH nepiof HaniBBMBEAEHHS CTaHOBMB 5,6-14,8 roamHw.
ligpoxnopotiasng He MeTaboni3yeTbes, ane WBMAKO BUBOAUTLCS HUPKaMK. Ipn nepopasibHOMY 3aCTOCYBaHHI K MiHIMYyM 61 % 0311 BUBOAUTLCS Y HE3MIHEHOMY
BUrNAAI NpoTArom 24 roguH. igpoxnopoTiasng NPoHMKae Yepes NnalLeHTapHUI i He NPOHKKaE Yepe3 remartoeHuedaniuyHmin 6ap’ep.

Enananpuny maneat/rigpoxnopoTiasng

OfHoYacHe 6araTopa3oBe 3aCTOCYBaHHS eHananpuay i rigpoxnopoTiasngy He3HauyHMM YMHOM abo B3arani He BMAMBaE Ha 6GIOAOCTYMHICTb LMX MpenapaTis.
KombiHoBaHa TabsieTKa € 6i0eKBIBa/IEHTHOK A0 OKPEMUX Ti KOMMOHEHTIB, LL{0 3aCTOCOBYHOTLCA OAHOYACHO.

KniHiYHI XapaKTepUCTUKN.
lNoka3aHHA.
ApTepianbHa rinepTeHsis y NawieHTiB, SKMM NokasaHa KOM6iHOBaHa Tepanis.

MpoTunokasaHHs.
MigsuiLeHa YyTAMBICTb A0 6Y/Ab-IKOr03 KOMMNOHEHTIB NpenapaTy abo A0 iHWKUX npenapaTis, Lo € NOXiAHMMU CyboHaMIAiB.
HasBHICTb B aHamHe3i aHriOHEBPOTUYHOIO HabpPAKY, MOB’A3aHOIO i3 MOMepeaHiM NiKyBaHHAM IHribiTopamm AlN®, a TakoX CrMafKoBuM abo igionaTMyHUM
aHriOHEBPOTUYHUM HaBPAKOM.
- TSKKI NOPYLUEHHSA PYHKLUIT NeYiHKN.
- CTEHO3 HMPKOBUX apTepiil.
- TsKKi nopyLweHHs (yHKUIT HUPOK (KnipeHe KpeaTUHiHY <30 Mn/XB).
- AHypis.
- Pe3ncTeHTHa Ao NiKyBaHHA rinokanieMis abo rinepkaniemis.
- PebpakTepHa rinoHaTpiemis.
- CvmMnTOMHa rinepypukemis (nogarpa).
- BariTHi a60 XiHKM, SIKi NNaHyOTh 3aBariTHITY (AUB. Po3Ain «3acToCyBaHHS y Mepiof BariTHOCTI ab0 rofyBaHHA rpyaato).
- OfHoyacHe 3acTOCyBaHHS 3 npenaparamu, WO MICTATb aliCKipeH, nauieHTam i3 LyKpoBMM fiabeTom abo MNOpyLUEHHAMU (YHKLIT HUPOK (LUBMAKICTb
Kny60ukoBoi thinbTpauii (LUK®) < 60 mn/xs/1,73 M2) (auB. po3ainu «dapMakoanHamika» Ta «OCo6IMBOCTi 3aCTOCYBaHHS).

- OfHoYaCHe 3acTOCyBaHHS i3 Teparieto cakybiTpuiom/BasicapTaHOM Yepe3 MiABULLEHWUIA PU3NK aHTIOHEBPOTMYHOIO HabpsKy. EHan® 20 HL He cnig
3aCTOCOBYBaTWU NPOTAroM 36 roAuH nicnis 0CTaHHLOro NPUIOMY Caky6iTpuy/BasncapTaHy - nNpenapaTty, WO MICTUTb IHFi6ITOp HeNpUNi3uHY, abo nicna nepexomy
3 HbOTO Ha iHLWWiIA NpenapaT (4AMB. Po3Aainun «B3aemogis 3 iHLWMMY NiKapCbKMMK 3ac06aMu Ta iHLLI BUAK B3aEMOAi» Ta «OC06IMBOCTI 3aCTOCYBaHHS).

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.



Enananpuny manear — rigpox/siopoTiasug

MopagiiHa 6nokaga PAAC

Y KNHIYHUX gocniipkKeHHsX 6yno NpoAeMOHCTPOBaHO, Wo noAagiiHa 6nokaga PAAC Npy 0f4HOYaCHOMY 3aCTOCYBaHHI iHri6iTopiB AlN®, aHTaroHICTiB peLenTopiB
aHrioteH3uHy |l abo anickipeHy nos’d3aHa 3 MiABULLEHUM PU3MKOM MOBIYHMX ABULL, TaKMX AK TiNOTeH3iA, rinepkaiiemia i noripweHHs QyHKUiT HAPOK (y ToMy
4MCNi rocTpa HUPKOBA HEOCTATHICTb), MOPIBHAHO i3 MPUIAOMOM OAHOIO npenapaty, wo 61o0kye PAAC (avB. po3ginv «dapmakoimHaMika, «[ 1poTUNoKazaHHsA» Ta
«OC06/1MBOCTI 3aCTOCYBAHHSA»).

IHWI aHTUrinepTeH3MBHI 3aco6u

CynyTHIl npuidiom uux npenapatiB MOXe MOCUINTY TiNOTEH3UBHWIA e(heKT eHananpuny. CynyTHI NPUIAOM 3 HITPOTTILEPUHOM, IHLLUMMK HiTpaTamu abo HLLIMMK
BasofuiaTaTopamMmm MOXe O4aTKOBO 3HU3UTU apTepiasibHNIA TUCK.

Komb6iHauis eHananpuny maneaty Ta 6eta-afpeHo610KaTopiB, METUNLOMNM ab0 6/10KAaTOPIB KaslbLiEBUX KaHaniB NOKpaLLye eqieKTUBHICTb 3HMXXEHHS apTepiasibHOro
TUCKY.

"aHrniobnokaropmabo agpeHob610KaTOPU y KOMOBIHALLIT 3 eHananpuioM Crif, 3aCTOCOBYBATM TifIbKM 38 YMOBM PETENIbHOI0 CMOCTEPEXXEHHS 3a CTaHOM MaLjieHTa.
niTin

Mosifomnanocs Npo 060pOTHE NIABULLEHHA KOHLEHTPALIT MiTiH0 Y CUPOBATLL KPOBI Ta TOKCUYHOCTI MPY OAHOYACHOMY 3aCTOCYBaHHI NiTito Ta iHribiTopis Alld.
O[fiHOoYaCcHe 3aCTOCYyBaHHS TiasugHMX AiypeTukiB Ta iHriditopis AMNM® moxe A0A4aTKOBO NiABULLYBATU PiBeHb NiTit0 Ta 30i/bLUYBaTV PU3MK TOKCUYHOT AiT NiTitO.
3acTocyBaHHs npenapaty 0fHOYaCHO 3 npenaparamu NiTit0 He PEKOMEH/0BaHO, a/le AKLL0 Taka KOMOiHaLis HeobxigHa, MOTPIGHO peTeslbHO KOHTPOJIOBATU PiBEHb
NiTiH0 y cnpoBaTLi KpoBi (avB. po3ain «OcobnnBOCTI 3aCTOCYBaHHA»).

HecTepoigHi npoTwusanansHi npenapaTu (HM3MT), BKAOYaouM CeneKTUBHI IHrib6iTopK UMKnookcureHasun-2 (LLOI-2), aueTuncaniynnosy kucnoTy > 3 r/goby i
HecenekTueHI HIM3MM

HIM3M, Bkioyaroun cenekTusHi iHriGiTopy LIOM-2, moxyTb nocnabnosaty epekTy AiypeTuKiB Ta iHLWMX aHTUTiNepTeH3VBHUX MpenapartiB. 3 i€l NpuunHu
aHTUriNepTeH3NBHUIA edieKT aHTaroHICTiB pelenTopis aHrioTeH3uHy I, iHri6itopie AM® abo AiypeTukiB mMoxe 6yTu ocnabneHnin npu 3actocyBaHHi HIM3IT,
BK/IHOHaOUM CeNEKTUBHI IHri6iTopn LIOIM-2.

OpHouvacHe 3actocyBaHHsi HM3MM (Bktoyaroum iHriditopn LIOIM-2) Ta aHTaroHicTiB peLenTopiB aHrioTeH3nHy |l abo iHribitopis AMNd geMOHCTpYe A0AATKOBWUIA
ehekT WoA0 30iNbLUEHHA PIBHA Kanito y CMPOBaTLL KPOBI Ta MOXe MPU3BOAMTW A0 NOpyLleHHs QyHKUIT HMPOK. Lli edekTn 3a3Bmyain 060poTHI. Pigko moxe
PO3BMBATUCA HUPKOBA HELOCTATHICTb, 30KpEMa Yy MAauieHTIB i3 MOPYLIEHHAMU (YHKUIT HUPOK (Hanpuknag, Yy MauieHTiB NITHbOro BiKy abo nauieHTiB 3
Jerigpatauieto, BK/OYarUM NauieHTIiB, SKi OTPUMYKOTb AiypeTukun). ToMy Taky KOMOiHauit0 npenapatiB Cnif 3 00epeXXHICTI0 Npu3HayaTy nauieHTam 3
0CNabneHo PYHKLIEH HUPOK.

EHananpun

Kaniisbepiratoui fiype Tuku abo f106aBKuM 3 Kaniem abo 3amiHHWUKK CoNi Kanito

Xoua piBeHb Kanito B CUPOBATL,i KPOBI 3a3BMYaii 3a/IMLLIAETLCA B MeXax HOPMU, Y AeAKUX NauieHTIB, AKi OTPUMYIOTb eHananpusl, MOXe BUHUKATK rinepkaniemis.
3acTocyBaHHs Kaniinsoepiraroumx aiypeTukis (Hanpuknad, CnipoHONaKTOHY, ennepeHoHy, TpiamTepeHy abo aminopuay), a TakoX 3aCTOCYBaHHS XapuoBMX [06aBOK
ab0 3aMiHHMKIB CONi, LLO MICTATb Kaniii, MOXKe NPU3BECTN 40 ICTOTHOrO NiABULLEHHS PiBHSA Kanito y cuposatli KpoBi. Cnif TakoX A0TPUMYBaTUCS 0OEPEXHOCTI
Mpy CNifIbHOMY 3aCTOCYBaHHI eHananpuy 3 iHWUMK Npenaparamu, LWo MiABULLYHOTb PiBeHb Kasito B CUPOBATLL KPOBI, HANPUKIAA TPUMETOMPUM i KOTPIMOKCA30/
(TprmeTOnpUM/CyNb(haMeToKCa3os), OCKIifIbKA BiJOMO, L0 TPUMETONPUM [ie AK Kaninisbepiratoumini AiypeTuk nogioHo Ao aminopugy. Tomy KoMbiHauist
eHananpuny 3 BuLLEe3a3HaYeHNMI npenapartamMmm He peKOMeHAYETbCA. AKLLO HaBefeHi BuULLe 3aco0U nokasaHi y 38°A3Ky 3 rinokaniemieto, ix cnifj 3acTocoByBaTH 3
06epexxHICTHO, perynsapHo BM3Ha4Yatoum piBeHb Kanito B cMpoBaTLi KpoBi (auB. po3ain «OcobanBOCTI 3aCTOCYBaHHS).

[iypeTuku (TiasnaHi abo NneTNbOBI AiypeTUKN)

MonepeaHe NiKyBaHHA AiypeTVKaMU Y BENIMKMX 033X MOXKE MPU3BECTU [0 3HVXKEHHS 06°eMY LIMPKY/IHOHYOT KPOBI Ta NIABULLEHHA PU3MKY apTepiasibHOi rinoTeHsit




Ha nouatky Tepanii eHananpunom (4ue. po3gin «Oco6MMBOCTI 3aCTOCYBaHHSA»). [INMOTEH3UBHI eEKTV MOXHA 3MEHLUWUTU LUNAXOM MPUMNUHEHHS MpUoMY
AlypeTrKa, 36i/bLUEHHS 06’ €My CNOXMBaHHSA COMi ab0 AKLLO po3rnoyaTi Tepanito 3 HA3LKOT 03K eHananpuny.

TpULMKNiYHI aHTugenpecaH TU/HelponenTUKW/aHeC TeTUKWU/CHOAIHI

CynyTHIll NPUIAOM NEBHUX aHECTETUKIB, TPULMKNIYHUX aHTUAENPECaHTIB Ta HeponenTukKiB 3 iHriditopamn AM® mMoxe NpU3BecTV [0 LOAATKOBOIO 3HMXKEHHS
apTepianbHOro TMcKy (AMB. po3ain «Ocob/MBOCTI 3aCTOCYBaHHS»).

MMpenapaTw 30n0Ta

MoBigomMnAnoca NPo PIAKICHI HITPUTOIAHI peakuil (NOYepBOHIHHA 06/1MYYs, HyAoTa, 61t0BaHHA Ta apTepiasibHa rinoTeH3is) Y nauieHTiB, AKi OTpUMyBaIv
iH’€KUiHI NpenapaTy 3010Ta (HaTpito aypoTioManaT) 04HOUACHO 3 iHri6iTopom AMD, y TOMY YAC/i eHananpuiom.

IHri6iTOpK MiLeHi panamiumHy y ccasuis (MTOR)

CynyTHiin npuiiom 3 iHri6iTopamym mMTOR (Takumu SK TEMCMPONIMYC, CMPONIMYC, €BEPONIMYC) MOXe MiABWLLYBATU PU3NK BUHWKHEHHS aHTiOHEBPOTUYHOMO
HabpsKy (4nB. po3ain «OcobMBOCTI 3aCTOCYBaHHA»).

IHri6iTOpPU HENPUNI3NHY

OfiHOoYacHe 3aCTOCYBaHHA 3 IHriGiTOpaMu HENPUANI3nMHY (Hanpuknag, cakybiTpun, pauekagoTpun) MoXe MigBuLLyBaTh PU3UK BUHWKHEHHS aHTiOHEBPOTUYHOIO
HabpsAKy. 3acTocyBaHHA cakyb6iTpuny/BasicapTaHy He MOXKHa NMoUYnHATK A0 36 roAWH Micns NpUMoMy 0CTaHHbLOT 03K Tepanii eHananpunom. Tepanito eHananpuiIom
He MOXXHa NoYnHaTV 4o 36 FOAMH NIiC/sA 0CTaHHLOT 03U CaKyLMTpuiy/sancapTaHy (4uB. po3ginv «poTunokasaHHsa» Ta «OCcob6MBOCTI 3aCTOCYBaHHSA»).
LimknocnopuH. Mpyn 0gHOYaCHOMY 3aCTOCYBaHHI LIMKIOCMOPUHY MOXKe NMOCUNI0BATMCA TinepypuKeMis, Lo MOXe NPOBOKYBAaTW NOAarpuYHi Hanaay y nauieHTis 3
acCYMNTOMHMM NnepebiromM 3aXBOPHOBaHHS.

CuMnaToMIMeTUKY

CMMNaTOMIMETMKM MOXYTb 3MEHLLIMTN aHTUTINEPTEH3UBHI eDeKTM iHribiTopis AMNd.

AnKoronb

ANKOro/b MNOTEHLIKOE TNOTEH3UBHNIA eieKT iHribiTopis Ald.

AHTUAIabe TUYHI NpenapaTy (NepopasbHi LyKPO3HU>KYBaIbHI NpenapaTy Ta iHCYNiH)

Pe3y/nbTatv enigemionoriyHnx [OCNifXKeHb BKa3ylTb Ha Te, WO OfHOYaCHe 3acToCyBaHHA iHribiTopiB AMN® Ta aHTUAiabeTUUYHMX npenapaTiB (IHCYNiHW,
nepopasibHi rinornikemiyHi 3acobmn) MoXke NPU3BECTM A0 3HUKEHHS PIBHS IHOKO3M Y KPOBI 3 PU3MKOM PO3BUTKY rinornikemii. Takuid epekT, iMOBIpHO, MaTume
MiCLie MPOTArOM MepLUMX TWDKHIB CYMyTHLOMO /KYBaHHA Ta Y MALIEHTIB i3 MOPYLUEHHAMU (YHKUIT HUPOK (4MB. po3finm «Oc06/MBOCTI 3aCTOCYBaHHA» Ta
«[06IYHI peakLii»).

AueTuncaniyunosa KucnoTa, TpoMooniTuky Ta B-6nokaTopu

EHananpun moxxHa 6e3rneyHo 3aCTOCOBYBaTU CYMyTHLO 3 aLeTUICaNiLMIOBOK KUCNOTOK (B KapAionoriyHnx gosax), TpomboniTnkamu Ta B-61o0katopamu.
"igpoxnopoTiasna

Hepenonapusytodi M’30Bi pefakcaHTu

Tiasnam MoXyTb MOCUIKOBATU CNPUAHATAMBICTbL [0 TYOOKYpapuHy.

AnKorosb, 6apbiTypaTyn abo HAPKOTWYHI aHaITE TUKN NOTEHLiOKOTb PO3BUTOK OPTOCTATUYHOI FiNOTEH3IT.

AHTWUXOMIHEPriYHI 3aC00M (HanpuKnaz, aHTPoniH, 6inepuaeH)

Uepe3 ocnabneHHs MOTOPVKM LUTYHKOBO-KULLIKOBOIO TPAKTy Ta 3MeHLUEeHHS LWBMAKOCTI eBaKyauil 3i WayHKa 6i040CTYynHICTb AiyPeTUKiB TiasugHOro Tuny
3pocTaeE.

KapbamaseniH

3 ornagy Ha pr3nK CUMMNTOMHOT rinoHaTpieMii HeOO6XIAHO 34IACHIOBATU KNIHIYHMIA Ta 6i010TYHNIA MOHITOPUHT.

AHTUAIabe TUYHI NpenapaTy (NepopasbHi LyKPO3HU>KYBaIbHI NpenapaTy Ta iHCYNiH)




Ha Tni nikyBaHHA Tia3ngamy MOX/IMBE 3HVDKEHHS T/1H0KO30TO/IEPaHTHOCTI. [py 3acToCyBaHHI aHTMAIa6eTUYHUX MNpenapatiB Ta Tia3uAHUX AIYPETUKIB MOXe
BUHUKHYTW noTpeba y 3MiHI A03yBaHHA aHTUAiabeTUYyHOro npenapaty. MeTopMiH Cnif 3acTOCOBYBATW 3 OOEPEXHICTIO, BPaxXOBYHUM PUSNK BUHUKHEHHS
NaKToaunao3y vyepes MOXINBY (PYHKLIOHAIbHY HUPKOBY HeAOCTATHICTb, MOB’A3aHy 3 rigpoX10poTiasniom.
AHTUMNOAArpuyHi 3acobm (NnpobeHeumna, CynbMiHNipasoH, anonypuHon)
Moke BUHMKHYTU NOTpeba y KOpPeKLiT 4031 YPUKO3YPUUHKMX 3aC00iB, OCKINIbKM TiAPOXN0poTiasug MoxXe 36i/bLUyBaTh PiBeHb CEHOBOT KUC/IOTW B CUPOBATLL KPOBI.
IMOBipHa nosiBa HeOOXIAHOCTI Y 36iNbLUeHI 403K NpobeHeumAay abo cynbgiHMipas3oHy. Mpu 0f4HOYACHOMY 3aCTOCYBaHHI Tia3nAiB MOX/IMBE MiABULLEHHA YacTOTU
peakLili rinepyyTANBOCTI A0 anonypuHONy.
Cmonu KonecTupamiHy i KonecTunony
Abcopbuis rigpoxnopoTiasngy 3MeHLLYETLCA MPU HAABHOCTI aHIOHHO-0OMIHHMX CMOJ1. Pa3oBa fi03a npenapary KonecTupamMiHOBOT abo KO/IeCTUMO/IOBOI CMOMN
3B’A3YETbCA 3 rigPOXN0POTia3naoM i 3HUKYE MOro abcopbuito 3i LWTYHKOBO-KULLKOBOIr0 TPakTy Ha 85 % i 43 % BiAnoBiAHO.
IHri6iTOpU NpocTarnaHAMHCUHTAa3N — Y AesKUX NauieHTiB X 3aCTOCYBaHHA MOXE 3MeHLLYBaTU AiyPeTUYHI, HaTpiypeTUyHi Ta aHTUriNepTeH3UBHI e(eKTH
AIYPETUKIB.
MopoB>KeHHA iHTepBanly QT (Hanpuknag, XiHiguH, npokarHamif, amiogapoH, coTanon)
MigBULLYIOTL PU3MK TaxiKapAil nipyeTHoro Tuny.
Jikapcbki 3ac06u, AKi CNPUUYMHAOTb 3MIHW PIBHS Kaulito B CUPOBAaTL KPOBI
PeKOMeHAYETLCS NepiogUYHNIA MOHITOPUHT PIBHA Kanito B cmpoBatLyi KpoBi Ta EKIMT-06CTeXeHHS, AKLWO rigpoxnopoTiasvug npuimat 0g4HOYacHo 3 npenaparamu,
AKI CNPUYMHATL 3MIHW PIBHA Kaiil0 B CMPOBATLi KPOBI (Hanpukiag, rniko3van HanepcTsHKM Ta aHTUapUTMIYHI NiKapcbKi 3acobu), Ta npenaparis, fAKi
CNPUYMHSAOTL NONIMOPMHY TaxikapAito nipyeTHOro Tmny (LUIYHOUKOBY Taxikapfito), OCKIifIbKW rinokKaniemMisi € akTopoM, L0 CNPUYMHSE PO3BUTOK MipyeTHOI
Taxikapaii LW1yHOUKIB:
aHTMapUTMIYHI 3ac06u Knacy la (XiHiguH, rigpoxiHigvH, ansonipamifg);
aHTMapuUTMiYHi 3acobm knacy Il (amiogapoH, cotano, goetunia, ibytunig);

[esKi HelponenTuKK (TiopMAa3uH, XJI0pNpPoMasvH, IeBOMENPOMasuH, TPUQTOPNepasunH, LiaMeMasuH, Cynbnipug, CybTonpua, amicynsnipug, Tianpug,
niMo3ng, ranonepuaon, Aponepuaon);

—  iHWI nikapcbKi 3acobu (6enpuaun, umsanpua, audemadin, eputTpoMiunH AN BHYTPILUHbOBEHHOIO BBEAEHHS, ranataHTpuH, Mi30/1acTUH, NeHTaMIiauH,
TepheHaAVH, BIHKaMiH A/ BHYTPILUHbOBEHHOI O BBEEHHS).

["NiKO3WAM HaNepCTAHKM
linokaniemis MOXe akTuBi3yBaTU ab0 MOCWUNIOBATM peakuito 3 OOKy cepus Ha TOKCUYHI edieKTW HanepCTAHKW (Hanpuknag, MigBULLEHHS BEHTPUKYNAPHOT
36y4/1MBOCTI).
KopTukocTepoign, AKTI
MocunioeTbes eNeKTPONITHUIA anucbanaHc, 30Kpema rinokaniemis.
KaniliypeTnuHi giypeTvku (Hanpuknag, qypocemin), kapbeHOKCONOH abo 310BXKMBaHHS MPOHOCHUMI 3aco6amu
igpoxnopoTiasug Moxke 36iMbLUYyBaTV BTPaTK Kasito Ta/abo MarHito.
[MpecopHi amiHu (Hanpuknag, agpeHaniH)
EeKT npecopHX amiHiB MOXe By Ty 3HVKEHWIA (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKUMK 3ac06amm Ta iHLLI BUAW B3AEMOLIN»).
LinTocTaTuyHi npenapaTyn (Hanpuknag, uuknodocgamis, MeToTpekcaT)
Tia3uam MOXyTb 3MEHLLYBATV BUBEAEHHS LUTOTOKCUYHUX JTIKAPCbKNX 3aC00iB HUPKaMU Ta NOCUJTKOBATY TXHI MIENOCYMPECUBHI eqeKTh.
CaniumnaTwu
Mpw 3acTOCYBaHHI BUCOKMX 03 caniuunatis rigpoxsopoTiasng MOXe NocuIoBaTh iX TOKCUYHWI BNAWB Ha LEHTPa/lbHY HEPBOBY CUCTEMY.



MeTwungona

MoBifoMNAN0CA NPO OKPeMi BUMNAAKN BUHUKHEHHSA TeMONITUYHOT aHeMiT NPy 04HOYaCHOMY 3aCTOCYBaHHI rigpox/iopoTiasngy Ta MeTUIA0NN.

Coni KanbLito

TiasuaHi AiypeTvky NigBULLYOTbL PiBeHb KasbLiit0o B CMPOBATLi KPOBI 3a paxyHOK 3MEHLLEHHS A0ro BUBEAEHHS. AKLLO HEOOXiAHE NPU3HAYEHHS KanbLiiBMICHMX
Xap4oBuX [06aBOK, CNif 34iCHIOBATM MOHITOPUHT PiBHSA KaslbLito B cMpoBaTLi i BigNOBiAHO A0 HbOro KOPUryBaTu 03y KasbLito.

lofoBMicHI KOHTpacTHi 3ac06m

Y BUNaAKy iHAYKOBaAHOT AiypeTukamu Aerigparauii nigBuLLYyETbCA PU3MK PO3BUTKY FOCTPOI HUPKOBOI HEAOCTATHOCTI, MEPEBaXHO MPY 3aCTOCYBaHHI BUCOKMX [03
OA0BMICHNX KOHTPAcTHMX 3aco6iB. MauieHT NoTpebyoThb perigpaTalii 40 BBEAEHHS MOA0BMICHUX Npenaparis.

AmdoTeEPULMH B (818 napeHTepaibHOrO BBEAEHHSA), CTUMY/OKOYI MPOHOCHI 3aC06M

igpoxnopoTiasug NOCKMKOE MOPYLLEHHS eNeKTPONITHOIO 6anaHcy, NepeBaXXHO rinoKaniemito.

B-6nokaTopy Ta fiasokcusg

OfiHOoYaCHe 3aCTOCYBaHHA Tia3uAHWX AIYPeTHKiB, Yy TOMY 4mchi rigpoxnopoTiasngy, 3 B-610katopaMy MOXe NifABWLLYBATW PU3MK rinepraikemil. TiasugHi
AIYPETUKM MOXKYTb MOCU/IKOBATU FiNepriikeMiuHWiA ediekT fgiakco3nay.

AMaHTaauH

Tia3nau, B TOMY YMC/i FigpoxnopoTiasng, MOXYTb 30i/bLUyBaTV PU3MK MNOBIYHKX e(DEKTIB, CNPUUYMHEHNX aMaHTaAVHOM.

LiTn

JocnimpKeHHs NiKapCbKMX B3aEMO/i NPOBOAWANM TiNIbKM 3a Y4acCTHO 4OPOC/INX NaLieHTIB.

Oco6MBOCTI 3aCTOCYBaHHS.

Enananpuny manear — rigpox/iopoTiasug,

MopagiitHa 6nokaga PAAC

MoggiiHa 6rokaga (Hanpuknag, Npyv foAaBaHHi iHribiTopa AM® [0 aHTaroHicta peuentopa aHrioteHsuHy Il) NoBMHHA 06MeXYBaTUCH TiNIbKM OKPEMUMMU
BUMagKaMK 3 PeTe/IbHUM KOHTPO/IEM apTepiasibHOro TUCKY, (PYHKLIT HAPOK i piBHA eneKTponiTiB. Mig vyac AeKiNbKoX 4OCNiMKeHb NOBIAOMAANOCA, WO Y NaLieHTIB
3i BCTAQHOB/IEHNM aTEPOCK/IEPOTUYHUM YPaKEHHSAM CYAMH, CEPLEBOID HEeAOCTaTHICTIO abo fiabeToM 3 KiHUEBUM YpaxkeHHAM opraHis nogpiviHa 6nokaga PAAC
MoB’s3aHa 3 BMLLOK YaCTOTOK apTepiasibHOT TiNOTEeH3IT, HEMPUTOMHUX CTaHIB, rinepKasiemii i noripweHHA MYHKUIT HAPOK (Y TOMY YMCNi rOCTPOKO HUPKOBOKD
HeOCTaTHICTHO) MOPIBHAHO 3 TakKOK NPV 3acTOCyBaHHI OAHOro npenapary, gitodyoro Ha PAAC. He cnif, 3acTOCOBYBaTW eHananpun 3 afickipeHOM nauieHTam i3
LLyKPOBWM [1ia6eToM a6o0 i3 NopyLUeHHAMU (hYyHKLT HUpoK (LUK® < 60 mn/xs/1,73 M2) (anB. po3ainu «poTunoKasaHHs» abo «OCOBIMBOCTI 3aCTOCYBaHHS»).

He cnig ogHo4vacHo 3acTocoByBaTty iHriGiTopn AN i aHTaroHICTV peLenTopiB aHrioTeH3nHy |l nawieHTam 3 AiabeTyHOO HedponarTieto.

ApTepianbHa rinoTeHsisa Ta enekKTPoNiTHWIA/BOAHWIA ancoanaHc

FAK | nNpy 3acTOCyBaHHI iHWMX aAHTUTINEPTEH3MBHWUX MpenapatiB, Y AeAKUX NauieHTIB MOX/IMBUWA PO3BUTOK CUMNTOMATUYHOI apTepiasibHOT TinoTeHsil.
CUMNTOMATUYHY TiMOTEH3il0 cnocTepirasiv M y nauieHTiB i3 CepLeBOd HeAOCTATHICTIO, fKa CynpoBOKYyBasaca abo He CynpoBOAKYBasiacs HUPKOBOKO
HefoCTaTHICTH. CMMNTOMaTMYHa FiNOTEH3is po3BMBanacs YacTille Y NauieHTiB 3 6iNbLU TSHXKKMMU (hopmMaMu cepLeBOol HeloCTaTHOCTI, AKMM 3aCTOCOBYBa/IN BULLLI
L0311 NeTNbOBUX AIYPETUKIB, 3 TiMOHATPIEMIEID abo NOpPYLUEHHAMU (YHKLIT HUPOK. TakMM nauieHTaM 3aCcTOCyBaHHA mpenapaty Cfif nouvHatv nif Harfgagom
nikapsi.

MauieHTiB cnif 06CTeXyBaTU LIOAO KNIHIYHMX O3HAaK BOLHOMO Ta €/IeKTPONMITHOro AmcbanaHcy, Takux AK ferigpartauis, rinoHartpiemis, rinoxsopemivyHui
a/IKasos, Wo MOXe IHAYKYBaTWU NMeyiHKOBY eHLeanonaTito abo neyviHKOBY KOMY; rinoMarHiemis abo rinokaniemis, WO MOXYTb BUHWKATU BHACNILOK Aiapel abo
ONH0BaHHA. Y TakuMx NauieHTIB Cnif nepiofnyHO NepeBipAaTH piBeHb eNeKTPONITIB Yy CUPOBATL,i KPOBI.

Oc06/1MBO YB&XXHUM MOBWHEH OyTW Migxif4 4O NiKyBaHHA NauieHTIiB 3 iLlemMiyHOK XBOPOO6OK cepus abo LepebpoBacKyNspHUMM 3aXBOPHOBAHHAMM, OCKI/IbKM




HagMipHe 3HWKEeHHS apTepiaslbHOr0 TUCKY MOXe MpU3BECTU A0 iHMapKTy Mmiokapga abo iHcynbTy. Mpy po3BUTKY apTepiasibHOT rinoTeH3il nauieHTa chif
MOK/IACTW Ha CMUHY i, AKLWO HeobXifHO, BBECTM BHYTPILLUHLOBEHHO 0,9 % po3uMH HaTpit0 xnopugy. Tumyacosa apTepiasibHa riMnOTEH3IA HE € NPOTUNOKa3aHHAM
[0 3aCTOCYBaHHSA HaCTYMHUX A03 npenaparty. JTikyBaHHSA NpenapaToM MOXHa po3noYmHaTh unLle nicns eyeKTMBHOT HopMastizalil 06’ eMy LMPKYNHOKOYOT KPOBI Ta
apTepianbHOro TUCKY, a Tepanis MoXke 0yTu BiAHOB/IEHA Y 3MEHLLUEHMX [03aX abo i3 3aCTOCYBaHHAM KOXHOI0 3 KOMMOHEHTIB npenapaTty OKpemo.

Y [esKuUX NaLLieHTIB i3 CepLIEBOI0 HEOCTATHICTIO 3 HOPMaIbHUM a60 3HVKEHVM apTepianbHUM TUCKOM npenapaT EHan® 20 HL Moxe 0aTKOBO 3HW3WUTM PiBEHb
apTepiasibHOro TUCKy. Taka peakuis Ha NpuiioM npenapary € 04iKyBaHOK Ta 3a3BMYail He € NiLCTaBOK 418 NPUMNUHEHHS NiKyBaHHA. Y pasi, Kon apTepiaibHa
riNOTEeH3is CTAE PE3UCTEHTHOIO [0 NiKYBaHHSA, CNif 3MEHLINTY 403y Ta/abo NPUNUHUTK NiKyBaHHA AiypPeTUKOM Ta/abo npenapaTom.

MopyLueHHs PyHKUIT HUPOK

[MoBigOMAANOCA MPO NOPYLUEHHSA (YHKLIT HAPOK, CMPUYMHEHE eHananpuaoM, 0COBINBO Y MaLieHTIB i3 TAXKOK CepLEeBOt0 HeOCTaTHICTIO ab0 3aXBOPHOBAHHAMU
HMPOK, BK/IHOHAKOUM CTEHO3 HUPKOBUX apTepiil. FAKLWO AiarHO3 BCTAHOB/EHO LUBWMAKO i NPOBEAEHO BiAMOBILHe NliKyBaHHSA, HUPKOBA HEAOCTATHICTb, MOB’A3aHa 3
Tepaniero eHananpuioM, 3a3snyart 060poTHa.

Y [Oesikux nauieHTiB 3 apTepiaibHOK rinepTeH3icto 6e3 paHille iCHYHUYOK HMPKOBOK HeAOCTATHICTIO MpU MNPUIAOMI eHananpuay pasoM i3 AiypeTvKoMm
CMoCTepiracTbCA MiABULLEHHA CEUYOBUHM i KpeaTWHIHY y cupoBaTLi KpoBi. MoXe 3HagoouTUCA 3MeHLUEeHHS 03K eHananpuny Ta/abo NPUNUHEHHS Npuinomy
[iypeTuKiB. Y TakoMy pa3i Heo6XiJHO BpaxoBYyBaTN MOX/IUBICTb iCHYBaHHA CTEHO3Y HUPKOBWX apTepii.

inepkaniemis

Mpn KOMBGIHOBAHOMY 3aCTOCYBaHHI eHananpuny i AiypeTuka B HU3bKMUX [03aX HE MOXKHA BUK/THOUUTM MOXK/IMBICTb PO3BUTKY FinepKaniemii.

niTin

CynyTHii npuinoM eHananpuny Ta NiTito 3a3BMUYail He peKOMeHAYETLCA (AMB. Po3ain «B3aemogis 3 IHLWMMM NiKaPCbKMMK 3ac06amu Ta iHLLI BUAM B3aEMOAIN).
LiTn

Besneka Ta e(heKTVBHICTb 3aCTOCYBaHHA Npenapary LiTAM He BCTaHOB/EH.

EHananpuny manear

AopTanbHui cTeHo3/rinepTpodiyHa kapaiomionaTis

AK i BCi Bazogmnaratopu, iHriéitopn ArM® cnig npusHavaty 3 06epeXxHICTIO NawieHTaM 3 06CTPYKLIE BUXIAHOrO OTBOPY NIBOr0O LWIYHOYKa Ta 0BCTPYKLiet0
LUNSAXY BIATOKY; TXHBOr0 NPUIOMY CNif YHUKATW Y pa3i KapAioreHHOro LWOKY Ta reMoAvHamivyHO 3HauYHOT 06CTPYKLiT.

MMopyLUeHHs PYHKLIT HUPOK

MoBifOMNANOCA MPO PO3BUTOK HUPKOBOI HELOCTATHOCTI, MOB’A3aHOI i3 3aCTOCYBaHHAM eHananpuny, WO CrocTepiraiaci MepeBaHO Y MauieHTIB i3 THXKKOH
CepLEeBO0 HeJOCTATHICTIO ab0 OCHOBHUM 3axXBOPHOBAHHAM HWMPOK, BK/IKOYaKOUM CTEHO3 HUPKOBUX apTepid. Mpu CBOeYacHiid AiarHOCTULI Ta BiAmnoBigHOMY
NiKyBaHHI HUPKOBa HeAOCTaTHICTb, NOB’A3aHa i3 3aCTOCYBaHHAM eHananpuny, 3assmyaii 060poTHa (AMB. po3ain «Crnoci6 3acTocyBaHHS Ta 4O3W»).
PeHoBackynspHa rinepTeHsis

Y [eskux nauieHTiB i3 4BOGIYHUM CTEHO30M HUPKOBOI apTepii abo CTeHO30M apTepii €AMHOI HUPKWM MpWU 3acToCyBaHHI iHri6iTopis AIN® cnocTtepiranocs
NiABULLEHHS PIBHSA CEYOBMHW KPOBI | KpeaTMHIHY CMPOBaTKU KPOBI, LU0 3a3BMYail € 060POTHUM Npy BigMiHI npenapaTy. Tepanis TakuxX NauieHTiB NOBUHHA OyTK
po3noyarta nig NUIbHUM MeLUYHUM CMOCTEPEXEHHAM 3 Ma/IX [03, PETE/IbHOTO TUTPYBAHHS | MOHITOPUHTY (PYHKLIT HUPOK.

MauieHTK, AK1UM NPOBOAATbL reMogianis

3acTocyBaHHsA eHananpuiy MpOTUMNOKa3aHO nalieHTaM, SKUM HeobXigHe MpoBeAeHHs Aianisy npu HWPKOBIM HedoCTaTHOCTI. AHaginakToigHi peakuil
cnocTepiranncsa y nauieHTiB, SKi 3HaX0ANINCA Ha Aianisi 3 BUKOPUCTaHHAM MeM6paH 3 BUCOKOK NPOMYCKHOK 3daTHICTiO (Hanpuknag, AN 69®) i oTpumyBanu
OAHOYACHO iHribiTopn AMN®. [1ng Taknx nawieHTiB HeOOXiLAHO BUKOPUCTOBYBATK fiasi3Hi MeMOpaHU iHLWOro Tuny abo rirnoTeH3uBHI Npenaparty iHWKX Kiacis.
TpaHcnnaHTayis HUPKK

Hemae [ocBigy LWOA0 3aCTOCYBaHHA Mpenaparty nauieHTam, fKi HewofaBHO MepeHecnn onepauito 3 TpaHchnaaHTauil HUPKW. TOMy UMM nauieHTam He




PeKOMEH/I0BaHO JliKyBaHHS eHanarnpuioM.

MeyviHKOBa HEAOCTATHICTb

Pifko 3acTocyBaHHS iHri6iTOpiB AlM® CynpoBOAKYBasioca CUHAPOMOM, SKWMIA MOYMHAETHLCA 3 XOMECTaTUYHOI XKOBTAHMULI abo renatuty Ta MNporpecye fo
(by/IbMiHAHTHOI O HEKPOTUYHOTIO renatuty (iHOAi) 3 NeTa/lbHUM HacnigKoM. MexaHi3M LbOro CUHAPOMY HeBioMuiA. MauieHTam, sKi npuiiMatoTh iHriGiTopy AMN® i
Y SAKUX BUHWUKNA YXXOBTSAHMLSA 260 3HaYHE 36iNbLUEHHS PiBHIB (hepMeHTIB NeYiHKK, Cig BigMIHUTK iHri6iTop AIN® Ta BCTaHOBUTYW BiAMOBIAHWUIA MEANYHWIA Har IS,
HelTponeHis/arpaHynouyTos

MoBigoMANANN NP0 HeWTPOMeHito/arpaHynouMTO3, TPOMOOLMTOMNEHID Ta aHeMilo y nauieHTiB, AKi npuiiMany iHri6iTopn AM®. Y nauieHTiB 3 HOPMasbHOK
(DYHKLIIEI0 HMPOK Ta NpW BiACYTHOCTI IHWMX YCKNaAHIOYMX aKTopiB HEMTPONEHIA BUHMKAE PifKo. EHananpun cnig ay>xe 06epeXkHO NpusHavaTy nalieHTam i3
KO/MareHo3oM CyAuH, fiKi NPOXOAATb IMyHOCYNpPecuBHY Tepanito, NiKyBaHHA anonypuHonom abo npokaiHamigom, abo npu KomOiHauil LMX YCKNagHIUMX
(haKTOpiB, 0COG/IMBO SIKLLO BXXe ICHYE NOPYLUEHHSA (YHKLIT HAPOK. Y [AeSKUX TaKMX MauieHTiB pO3BMBAINCA CEPRO3HI TH(EKUIT, AKi Yy AesKUX BUMNagKax He
BiAMOBIAaN Ha IHTEHCMBHY Tepanito aHTUGIOTMKaMK. pu NpU3HaYeHHi eHananpuny TaknMM NauieHTaM PeKOMeHAYETbCS NepPioANYHNIA MOHITOPUHT KiNbKOCTI
NeNKOUMTIB, i NaLieHTV NOBUHHI NOBILOMAATY NPO 6y Ab-AKWIA NPOAB iH(EKLIT.

inepkaniemis

Y [Leskux nauieHTiB, Aki 0TpuMyBann iHri6iTopy AMD, B TOMY YMC/i eHananpua, CnocTepiranocs MigBULLEHHA PIBHA Kanito B cuposatyi KpoBsi. [lo dhakTopis
PO3BUTKY TFinepKasiemii HaneXaTb HMPKOBA HEAOCTATHICTb, 3HWKEHHS (YHKLIT HMPOK, BiK >70 pOKiB, LYKpOBWIA AiabeT, iHTEPKYPEHTHI CTaHW, 30Kpema
3HEBO/MIHEHHSA, FOCTpa cepueBa AeKoMMeHcauis, MeTabonivyHUn aumgo3 i CynyTHE 3acTOCYBaHHA Kanii3bepiraroumx [iypeTukiB (TakuxX K CripOHONAKTOH,
ensiepeHoH, TpiamTepeH abo aminopua), XapHoBux 406aBOK abo COMbOBMX 3aMiHHMKIB, WO MICTATb Kanii, abo iHWi npenapaTtu, AKi MOXYTb NiABULLMTA PiBEHb
Kanito B CupoBaTLi KpoBi (Hanpuknag, renapuH, TPUMETONPMM abo KO-TPMMOKCAa30/, TakoX BiJOMWIA SK TpumeTonpum/cynbMaMeToKca3on Ta 0co6/MBO
aHTaroHiCTN afibAoCTEPOHY abo 6/10KaTopu aHrioTeH3NHPeLEenTopiB). 3acTocyBaHHS [06aBOK Kanito, Kaniinsbepiratoumx fiypeTukiB abo 3aMiHHUKIB CONi, SiKi
MICTATb Kaniii, abo iHWMX npenapaTiB, Ki MOXYTb MiABULLMTI PiBEHb Kasito B CUPOBATLi KPOBI, 30KpeMa NauieHTam i3 NOPYLUEHHAMU (YHKLIT HAPOK, MOXe
NPU3BOAMTU A0 3HAYHOrO MiABULLEHHS PIBHS Kanito B cMpoBaTLi KpoBi. [inepkanieMis MoXe CTaTh MPUYMHOK CEPIO3HOT | HaBiTb NeTaslbHOI apuUTMIT. AKLLO
OiHOYaCHe 3aCTOCYBaHHA NepuHAonpuay Ta 6yfb-AKOl 3 BULLE3a3HAUYEHNX PEYOBUMH BBAXKAETHCHA LOLIMIbHUM, TX C/if 3aCTOCOBYBATU 3 00EPEXHICTIO, peTesibHO
KOHTPONIOKYM PYHKLLIT HUPOK Ta pPiBeHb Kanito y Nna3mi KpoBi (AMB. po3ain «B3aemogis 3 iHWMMK NiKapCbKUMM 3ac06aMu Ta iHLWWI BUAW B3aEMOMIN»).
rinornikemis

MauieHTam i3 LYKpOBMM fiabeToM, AKi NpuiiMatoTb MepopasibHi aHTWUAiabeTUyHI npenapaTy abo iHCYNMiH Ta MOYMHAOTL NpuiiMaTh iHriGitop AM®, cnig
PEKOMeHAYBaTN PeTe/lbHO NEepPeBIPATH PiBEHb LYKPY B KPOBi, 0CO6G/MBO NPOTATOM MepLuoro micaus KoM6iHoBaHOI Tepanil (gue. po3gin «B3aemogis 3 iHWnMun
NiKapCbKMMM 3acobamu Ta iHLI BUAW B3aEMOLIN»).

inepyy TAMBICTb/aHTiOHEBPOTUYHUIN HAOPAK

Mpu nikyBaHHi iHribiTopamy AlMN®, BKIOYaKOUM eHananpui, CrnocTepirainca BUMNagK1U aHrioHeBPOTUYHOIO HabpsiKy 0611M4yys, KiHLIBOK, ry6, s3vka, ronocosoi
WiNMHN Ta/abo ropTaHi. Lii peakuii MOXyTb BUHMKATU B OYAb-IKWIA Yac NPOTArOM NiKyBaHHSA. Y TakuxX BUMaAKax HeoOXifHO HeramHo NPUNUHUTK NiKYBaHHA
npenapatom EHan® 20 HL i BCTaHOBUTW peTeNbHUIA Harnsg 3a CTaHOM MallieHTa 3 MeTOK MOBHOIO YCYHEHHs! CUMMTOMIB A0 BUMMCKW MalieHTa. HaBiTb y
BUMaAKax, KoM CrocTepiraeTbCs NmLle HabpsK A3uKa 6e3 pecnipaTopHOro AMCTPecy, HeOOXiAHWIA TPUBAIMIA HArnag 3a CTaHOM nNaLjieHTa, OCKi/IbKK NiKyBaHHS
aHTUricTamiHHUMK npenapaTamy i KOPTUKOCTEPOILaMM MOXe OYTN HeJOCTaTHIM.

Ly>xe pigko noBigomnasnoca Npo netasbHi BUNaAKM BHACNiAOK aHriOHEBPOTUYHOIO HaBpSKY, SIKWIA CyNpPOBOAKYBaBCA HAaOPAKOM ropTaHi abo s3vKa. Y nauieHTiB
3 HabpsSIKOM S13MKa, ron10COBOT LWiIMHM abo ropTaHi MOXK/IMBE BUHUKHEHHA OBCTPYKUIT AMXanbHUX LWSXiB, 0COBAMBO Y NALiEHTIB 3 XipypriyHUM NiKyBaHHSIM
ANXanbHUX LUNAXIB B aHaMHesi. Y BuMafKax Habpsky A3MKa, ronocoBoil LWiIMHK abo ropTaHi, SKUn MOXe NPU3BECTU A0 O6CTPYKLIT AMXanbHUX LWAAXIB, CNif
HeraiHo BBECTM MiALWKIPHO po3unH agpeHanivy 1:1000 (0,3-0,5 mn) Ta/abo 34IACHUTK iHLWWI 3aX0AM 3i 3BiSIbBHEHHS ANXaNbHUX LLNAXIB.

Y YOpHOLWKipMX nauieHTiB, aki npuiimann AlN®, yacTiwe BUHMKAB aHTiOHEBPOTMYHUIA HABPSK NOPIBHAHO 3 IHLWMMK NaLieHTamu.



MauieHTn, y fKMX paHille BMHWKaB aHriOHeBPOTUYHMIA HAOPSK, He MOB’A3aHWI i3 NPUAOMOM iHriGiTopiB AP, MOXYTb 6YTV 6iNbLIOKD MIPOK CXWNbHI [0
BUHWKHEHHS aHTiOHEBPOTMYHOI0 HabpAKY Mig vac Tepanii iHridiTopamu AMN® (aue. po3gin «MpoTunokKasaHH:).

OfHoYacHe 3acTocyBaHHs iHri6iTopis AM® 3i cakyyMTpuiom/BancapTaHOM MPOTUMOKa3aHO Y 3B’A3KY 3 MiABULLEHUM PU3NKOM BUHWKHEHHS aHTiOHEBPOTUYHOIO
HabpsKy. 3aCTOCYBaHHS CcaKyb6iTpuny/BancapTaHy He MOXHa NounHaTV 4o 36 FoAMH Nicns NpuiioMy OCTaHHLOI 403K Tepanii eHananpuaoM. Tepanito eHananpuioMm
He MOXXHa noYnHaTy 4o 36 roAMH NIiCs 0CTaHHLOT 403U CakyLMTpuny/sancapTaHy (auB. po3ginv «poTunokasaHHs» Ta «OCoB6MBOCTI 3aCTOCYBaHHA»).

CynyTHe 3acTocyBaHHs iHri6iTopis AM® 3 pauekagoTpuiom, iHriditopamm mTOR (Hanpuknag, cMponimyc, eBeposiimyc, TeMCUPONIMyc) i BingarninTuHy Moxe
MPU3BeCTU O MiABULLEHOTO PU3MKY PO3BUTKY aHriOHEBPOTUYHOIO HabPAKY Hanpukiag Habpak AuxanbHUX LWAsXiB abo A3MKa 3 MOPYLUEHHAM AMXaHHS abo 6e3
HbOTO (AMB. po3ain «B3aeMogia 3 iHWMMK NTIKapCbKUMK 3ac06amu Ta iHLWI BUAW B3aEMOAIN»).

HeobxigHO poTpumMyBaTmuCA 00epeXxXHOCTI Ha Mo4yaTKy 3acToCyBaHHSA pauekagoTpuny, iHri6itopis mTOR (Hanpuknag, cuponiMycy, eBeponiMycy,
Temcuponimycy) i BingarninTuHy nawieHTam, sKi BXe NpuimaroThb iHriditop AMo.

AHahinakTOoigHi peakuii nif yac npoBeAeHHs AeceHcubinisayii 0OTPyTOK NepeTUHYACT OKPUINX

3pigka y nmauieHTiB, AKi OTPUMYIOTL IHTriGiTopn AlM®D, po3BMBaIMCA aHaINAKTOIAHI peakuil, L0 3arpoXKyBasv XWUTTHO, Mij 4ac MPOBeAEHHs AeceHcubinisauii
OTPYTOK MEPETUHYACTOKPUAMX. TMOLIGHMX peakuil MOXHa YHUKHYTW, AKWO A0 MoYaTKy MpOBefeHHs AeceHcubinisayii TMMYacoBO NPUMUHUTKA MPUIAOM
iHri6iTopa AM®.

AHainakTOigHI peakuii nig yac nposefeHHs aepesy NiNonpoTeTHiB HU3bKOT WinbHocTi (JITTHLL,)

Y naujieHTiB, AKi 3aCTOCOBYBa/v iHri6iTopy AMN® nig yac nposefdeHHs aepesy JIMHLL, 3 gekcTpaHy cynbgaToM, PiAKo BUHMKaIM aHadinakToigHi peakuii, Lo
3arpoXkyBasim XuTTHo. TMofibHNX peakuii MOXHa YHUKHYTWU, TUM4YacoBO MPUMUHMBLLKM 3aCTOCYBaHHA iHriGiTopa AMN® nepes NPOBELEHHAM KOXHOIO CeaHcy
apepesy.

Kawenb

CnocTepiranucs BANaAKN Kawio nif vac Tepanii iHridiTopamn AM®. 3a3Buyali Kalleslb HOCUTb HENPOAYKTUBHWUIA, NOCTIMHWUIA XapakKTep i NPUMNUHAETLCA Nicns
BiAMiHM npenapaTy. Kaluenb, L0 BUHMKAE BHACNIAOK 3aCTOCYBaHHS iHri6iTopiB AM®, cnig BpaxoByBaTu Npyn ANGEPEHLinHOMY AiarHo3i KaLusto.

XipypriuHi BTpyyaHHs/aHec Te3is

IMig yac BenMKMX XipypriyHMX BTpy4yaHb abo Mif yac aHecTesii i3 3aCTOCYBaHHAM 3ac00iB, AKI CNPUYMHAIOTL TiNOTEH3it0, eHananpua G/10KYe YTBOPEHHS
aHrioTeH3uHy |l BTOPUHHO [0 KOMMEHCATOPHOr 0 BUBIMIbHEHHA PeHiHy. [MiNoTeH3it0, SKa MOACHIOETLCS MOAIGHNUM MeXaHi3MOM, MOXKHa KOpUryBaTy 36i/bLLUEHHAM
06’emy pignHn (4MB. po3ain «B3aemMogia 3 iHLWMMK NiKapCbKUMK 3ac06amu Ta iHLWWI BUAW B3aEMOAIA»).

BariTHicTb

He cnig po3noynHati npuinoM iHri6iTopis AMd y nepiog BaritTHOCTI. AKLWO NPOAOBXeHHS Tepanil iHribiTopamu AlM® He BBAXXAETLCA BAXK/INBUM, MaLiEHTOK, SKi
MNaHyTb BariTHICTb, CMif NepeBecTV Ha a/lbTePHATVBHI aHTUTiNepTEH3UBHI NpenapaTtu, SKi MatoTb 3aTBepLKEHUI NPodinb 6e3nekun AN 3aCTOCYBaHHS Y Nnepio
BariTHOCTI. $KLWIO BariTHICTb BCTaHOB/EHa, NiKyBaHHSA iHri6iTopamu AM® cnif HeranHO NPUMMHUTK Ta, SKWO Le HeobXigHO, Cig po3noyaTy abTepHATUBHY
Tepanito (aAMB. po3ainu «poTUnoKasaHHs» Ta «3acToCyBaHHS Yy Nepiof BariTHOCTI abo rofyBaHHS rpyaaro»).

ETHiuHi BIgMIHHOCTI

AK 1 Npu 3acToCyBaHHI iHWWX iHri6iTopiB AM®, eHananpun € MeHW e(eKTUBHUM LOAO0 3HWKEHHA apTepialbHOro TUCKY Y NauieHTIB HerpoigHol pacu
MOPIBHAHO 3 MauieHTaMM IHWKUX pac. MOXNMBO, Lie MOACHIOETLCA Oifibll BUCOKUM MOKa3HWKOM MpPeBa/llOBaHHA HU3bKOAKTUBHOI PEHIHOBOI CUCTEMU Cepej
nawieHTiB HErpoiAHOT pacu, XBOPUX Ha rinepTeHsito.

[igpoxnopoTiasng

MopyLUeHHs PYHKLIT HUPOK

Tia3nanM MOXYTb BUSBUTUCS HEAOCTaTHbO eEKTUBHUMM [AiypeTUKaMu NS NauieHTiB 13 MOpyLeHHAMW (PYHKUIT HUPOK | HeeeKTMBHI MPU PiBHI KipeHcy
KpeaTuHiHy 30 MA/XB | HUXYe, TOO6TO, NPU NOMIPHI a0 TAXKIN HUPKOBIN HeOCTaTHOCTI (AMB. po34in «Cnocib 3acTOCyBaHHA Ta [03U»).




EHan® 20 HL He cnig npuaHayaTyi nalieHTam i3 nopyLieHHsIMU QyHKLIT HUPOK (KNipeHe KpeaTuHiHy < 80 MA/XB), JOKW TUTPYBaHHS OKPEMUX KOMMOHEHTIB He
[OCArHe A031 npenapaTy B KOMGiHOBaHi TabneTLi.

3axBoptoBaHHSA NeYiHKY

Tiasugn cnig 3 06epeXHICTI0 3aCTOCOBYBaTW MaujieHTaM i3 MOpYLUeHHAMW (YHKUIT MediHkM abo MpOorpecyroumMm 3aXBOPHOBAHHAM MEYiHKMW, OCKIfbKM Ui
npenapaT MOXYTb BUKINKATW BHYTPILUHbOMEYIHKOBUIA X0necTa3, a HaBiTb MiHiManbHiI 3MiHM BOAHO-CONbOBOrO 6anaHCy 3AaTHi CMPOBOKYBaTW PO3BUTOK
neviHKoBOI KoMu. IMigpoxnopoTiasng NpoTUNoKasaHUn nalieHTam 3 TSXKOH MeYiHKOBOK HeOCTaTHICTHO.

MeTaboniyHi Ha eHAOKPUHHI po3naan

Tepanis Tiasngamm MOXe 3HMXKYBATW TOMEPAHTHICTb A0 T/IOKO3N. Y [esKUX BuNafkax Moxe OyTh noTpibHa KOpekuis Ao3 aHTUAiabeTUYHMX npenaparis,
BK/IHOHAKOUN IHCYIH.

Ha Tni Tepanii Tias3naaMmm mMoxe NposiBAATUCA NATEHTHUIA LyKPOBWiA fiiabeT.

Tia3nan MOXKYTb 3HUXKYBATM PiBeHb HATPitO, MarHito Ta Kanito B CMPOBaTL,i KPOBI.

MiABULLEHHA PIBHIB XONECTEPUHY Ta TPUTILEPUAIB MOXE acoLitoBaTUCA 3 Tepanieto TiasugHVMKU AiypeTvkamu, NpoTe npu 3aCTOCyBaHHI rigpox/iopoTia3nay B
n03i 12,5 mr, wo Mictutees B npenapati EHan® 20 HL, nosigomnanocs npo MiHiManbHi edekT abo X BiACYTHICTb. KpiM TOro, y KNiHiUHWUX A0CHipKEHHSAX
rigpoxnopotiasugy B 03I 6 Mr He cCnocTepiranocs KAiHIYHO 3HAYYLLOro Br/IMBY Ha MOKa3HWKMW [/IKOKO3U, XONEeCTepUHY, TPUrNiLepuaiB, HaTpito, MarHito abo
Kanito.

Tia3nam MOXYTb 3MEHLLUMUTN eKCKPELLitO KasbLito i3 CEeYEeto Ta BUKMKATK NepeprByacTe i He3HauyHe MifBULLEHHS PiBHA Ka/bLito B CMPOBATLL KPOBI 3a BiACYTHOCTI
BiJOMMX MOpyLUeHb MeTaboni3My KanbLito. 3HayHa rinepkanbLiemis MoXe OyTW CBifYeHHAM NaTeHTHOro rineprnapatvupeosy. lMeped NepeBipKo (YHKLiT
napawyMToBUAHMX 33103 NPUIAOM Tiasugis cnif NPUNUHNTN.

Tepanis Tiazngamm MoXKe CNPUUMHATA TiNepypuKemito Ta/abo 3aroCTPeHHs nogarpy y Aesknx nauieHTiB. Lieid BNAMB Ha rinepypuKeMito € fo303anexxHum. Kpim
TOro, eHananpwa Moxe niJBuLLYBaTV PiBeHb CEYOBOI KUC/OTK Y Cedi Ta TaKUM YMHOM MOXKe NOocnabuTu rinepypukeMidHunii edoekT rigpoxnopotiasungy.

Y nauieHTiB, AKi OTPUMYIOTb [IYPeTUUHY Tepanito, CNif perynspHo BUMIpIOBaTK PiBeHb eN1eKTPONITIB Y CMpOBaTLi KPOBi Yepes BiAMoBiAHI iIHTepBan Yacy.
Tiasugn (BKIKOYaKOUM TigpoxnopoTiasna) MOXKYTb CIPUYUHATI MOPYLUEHHS BOAHO-eNEeKTPONITHOro 6anaHcy (rinokasiemis, rinoHaTpieMisi i rinoxnopeMiyHui
anKanos). HebesneyHnMM o3HaKamy NOPYLLEHHS BOAHO-NEKTPONITHOro 6anaHcy € KCepocTOMist, crpara, cnabKiCTb, NeTapriyHniA CoH, COHAMBICTb, MiABULLEHA
BTOM/IOBaHICTb, 6i/lb y M’A3ax abo cyaoMu, M’S30Ba CnabKicTb, apTepiasibHa rinoTeH3ia, onirypis, Taxikapgis, NopyLIeHHs 3 60Ky LNYHKOBO-KWULLKOBOIO TPaKTy,
Taki AK HyfoTa Ta 6/110BaHHS.

Xouya nif, vyac 3aCToCcyBaHHSA TiasuAHUX AiyPeTUKIB MOXE BUHUKHYTU rinoKasiemis, CyMicHa Teparis 3 eHaflanpuaoM MoXKe 3MEHLUUTK TiMoKanieMito, CNPUUYNHEHY
3aCTOCyBaHHAM AiypeTunka. PU3nNK rinokanieMii MoXke NigBuLLyBaTMCS Y NAUEHTIB i3 LMPO30M MeYiHKK, Y NauieHTiB 3 NiABULWEHUM [iype3oM, 3 HeAoCTaTHIM
rnepopasibHUM 3aCTOCYBaHHAM e/IeKTPONITIB Ta Y MauieHTiB, AKi OAHOYACHO OTPUMYHOTL Tepanito KOPTUKOCTepoigammn abo afpeHOKOPTUKOTPOMHUM FOPMOHOM
(am.. po3ain «B3aemogis 3 iHLLMMK NiKapCbKMMM 3aC06aMm Ta iHLLI BUAW B3aEMOAIN»).

Y CNeKOTHY NoroAy y nauieHTiB, CXUNbHUX A0 HabPSKIB, MOXe BUHUKHYTW rinoHaTpiemis. Jediuynt Xnopuais 3a3smnyaii MOMipHUIA Ta He NOTPeOYE NiKyBaHHS.
Tia3nam MOXyTb 30i/bLLYBaTN BUBEAEHHA MarHito i3 CeYeto, L0 MOXXe NPU3BECTU A0 rinomarHiemil.

ligpoxnopoTiasung Mo>Ke BNMBATY Ha pe3ynbTaTu nabopaTopHUX aHani3iB:

- npenapaT MOXe 3HU3UTY PiBeHb 3B’A3yBaHHA oAy 3 BiflkaMu nnasmu;

- NIiKyBaHHA MpenapaTom Cnif, NpunuHUTK [0 NPOoBeAeHHS NabopaTopHOro 06CTeXeHHS, AKe OLHIOE PYHKLK0 NapaLMToBULHNX 3a/103;

- npenapaT MOXe NiABULWNTK PiBEHb BifIbHOrO 6iNipy6iHy B CMPOBATL KPOBI;

- TigpoxopoTiasung Moxe LaTh NO3UTUBHUIA aHaNiTUYHWUIA Pe3ynbTaT B aHTUAONIHIOBOMY TECTi.

[inepuyT/mMBICTb

Mg Yac npuiioMy Tiasuais peakuii NiABWLLEHOT YyTAMBOCTI MOXYTb BUHWUKATW Y MaLiEHTIB 3 asieprieto abo 6poHXiasIbHOK acTMOK B aHamHesi, abo 6e3 TakuXx.



MoBigomMaAN0CA NPO BUNAAKM 3arocTpeHHs abo peakTuBaLlil CUCTEMHOr0 YepBOHOMO BOBYaKa Nif Yac 3aCTOCYBaHHA TiasunziB.

Mg vac ABOX enifemionoriyHnX 4OCNi4KeHb, NPoBeAeHNX Ha 6a3i [aTcbKoro HalioHaIbHOro peecTpy paky, cnocTepiraBca NigBULLEHNI pu3nK po3suTky HMPLL
(BKK T1a MKK) i3 BNAnBOM MNiABULLEHUX KYMYNSTUBHMX A03 TigpoxnopoTiasugy. PoTtoceHcmnbinidytoua ais rigpoxnopoTiasugy Moxe 6yTu NOTeHUinHUM
MexaHi3mMoM po3BuTKy HMPLLI.

MauieHTiB, AKi NPUAMaOTL rigpoxnopoTiasng, cnif NpoiHpopMyBaTh Npo pusnK po3suTky HMPLL, iM cnif pekoMeHayBaTu perynspHo nepesipaTy IXHIO LUKIipY
Ha HasBHICTb HOBMX YpaKeHb Ta HEramHo noBiAOMNATM Npo OyAb-AKi Mi03pini ypaXeHHs LWKipu. PekoMeHAoBaHO MOXIMBI 3anobiXHI 3axoan, Taki fK
06MEXEeHNIA BN/IMB COHAYHOrO CBITNa Ta YNbTPagioneToBMX MPOMEHIB, a B pa3i BM/MBY NalieHTaM Cnif nopaguTy BiANOBiAHI 3aX04M 3aXUCTY, 06 MiHIMI3yBaTh
PU3MK PO3BUTKY paKy LUKipW. Migo3pini ypaxKeHHs WKipK Cnif HerainHo AJOCNifKyBaTW, BKIKOYAKOYM FICTONOrIYHI SOCNiMKEHHA MeTogoM 6ioncii. JouinbHicTb
3aCTOCYBaHHS rigpoxnopoTia3nay TakoX CAif NOBTOPHO OLIHUTY Y NaLieHTIB, AKi paHiwwe nepeHecnn HMPLL (amB. po3ain «Mob6ivHi peakyii»).

OcobnuBi nonepea>KeHHs WOoA0 HeaK TYBHUX KOMMOHEHTIB

MpenapaT MICTUTbL N1IAKTO3Yy, TOMY MauieHTaM i3 PigKICHUMM CnagKoBMMU (hOpMamMu, HEnepeHOCMMOCTI rafiakTo3u, HeAOCTaTHICTIO fiakTasn abo CUHAPOMOM
[IFOKO30-ra1iakTo3HOT ManibabcopbLil He cnij 3acTOCOBYBaTH Npenapar.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

BariTHiCTb

Nikapcbkuid 3aci6 NPOTUNOKAa3aHWIA BariTHUM abo XiHkaMm, fKi NNaHyTb 3aBariTHITW. AKWO Nij Yac NiKyBaHHA npenapaTtoM NigTBEPKYETbCA BariTHICTb, MOro
3aCTOCYBaHHSA HEOOXiAHO HeranHO NPUMUHUTY | 3aMIHUTM IHLLUM NIKaPCbKMM 3aC060M, J03BO/IEHNM [0 3aCTOCYBaHHSA Y BariTHUX.

[epiof, roflyBaHHs rpyaato

EHananpun i TiasugHi 4iypeTuKy NPOHWKaKOTb Y TPYAHE MOJIOKO. 3aCTOCYBaHHA npenaparty y nepiof, rofyBaHHs rpyLAato NpoTUnoKasaHo.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.
IMig Yyac KepyBaHHSA aBTOTPAHCMOPTOM ab0 iHLIMMMK MeXaHi3Mamu /i, BpaxoByBaTy, WO iHOAI MOXe BUHUKHYTI 3anaMopoYeHHs abo BToMa (AMB. po3ain «Io6iyHi
peakuii»).

Cniocib 3acTocyBaHHSA Ta A03Mu.

ApTepianbHa rinepTeHsis

NiKyBaHHA rinepTeHsii HIKONM He IHILIOETbCA KOMOiHauieto npenapaTiB. Cnoyatky HeobOXigHO BCTaHOBWUTU afeKBaTHI 03V OKPEMUX KOMMOHeHTIB. [o3y
npusHayae nikap iHAMBIAYyaNIbHO 418 KOXHOIO naLjieHTa 3a1eXHO Bif, 0ro cTaHy.

Mpu3HayaT no 1 Tabnetyi 1 pa3 Ha foby. MakcumasnbHa f03a CTaHOBUTL 2 TabneTkn 1 pas Ha fo0y.

TabneTku cnig NpuiiMaTi BHYTPILIHLO WinnMK, nig vac abo nicns ign, 3anueatoum pignHoto. MpenapaT HEOOXiAHO NPUIAMATL B OAWH i TOW XKe Yac NpoTArom
KOXXHOMO [HA. FKLLO0 CBOEYACHMIA NPUIAOM TabNeTKy MPOnyLeHUid, To i CNif NPUAHATL SKOMOra CKOpille, ane He NpuimatK, SKWO A0 HACTYMHOro npuinomy
3a/IMLLNNOCA feKinbKa roguH. Y UboMy BUMALKY Tpeba 3ayekaTvi Ta NPUAHATY nnLle f03Y 3a po3KnafoM. He MoxkHa npuiimaTy Agi O3M OLHOYACHO.

Ona 6inbwocti nayieHTis 20 Mr (BuHATKOBO 40 Mr) eHananpuny a6o 50 Mr rigpoxnopotiasmgy Ha fo0y [0CTaTHbO [ANSi KOHTPOK TFinepTeHsii, TOMy He
PEKOMEH/YETLCA NpuiiMaTK Ginblue 2 TabneTok npenapaty EHan® 20 HL Ha f06y. SKLIO 33/0BiIbHOr0 BiAMNoOBi/Ai He AOCATHYTO, PEKOMEHAYETLCA JOAATU TPETIlA
npenapart abo 3MiHUTK Tepanito.

[MonepesHe NiKyBaHHA Aiype TUKamu

Ha nouaTky nikyBaHHs npenapaTtoM MOXe CTaTUCA CUMNTOMAaTUYHA rinoTeH3iA, AKa YacTiLle CroCTepiracTbCs Y NaLieHTIB i3 MOPYLUEHHAM BOLHOI0 abo COMbOBOro




GanaHcy BHaCMiOK NoMepefHbOro 3acTOCyBaHHs AiypeTVKiB. Tepanito AiypeTukamu c/lif MPUNMHATY 3a 2-3 AHi A0 MOYaTKy 3acTocyBaHHs npenapaty EHan® 20
HL.

TpuBanicTb NikyBaHHA He 0OMEXYETLCSA YaCOoM.

J[103yBaHHA NPY NOPYLUEHHI DYHKLLIT HUPOK

Tiasnam MOXyTb BUABUTUCA HELOCTATHHO ePEKTUBHNMM Y NALLIEHTIB i3 NOPYLLUEHHAMMW PYHKLIT HUPOK | € Hee(heKTUBHUMU NPU KipeHCi KpeaTuHiHy Big 30 M/xB
I HMK4Ye abo 3 piBHEM KpeaTMHIHY B CMpPOBATLi KPOBi MeHLUEe HiXX 265 MKMonb/n (3 Mr/100 mn) (To6To npy NomipHOMY abo BMpaXKeHOMY MOpPYLUEeHHI (YHKLT
HUPOK).

MaujieHTaM i3 KnipeHCOM KpeaTUHiHY y AianasoHi Big > 30 go < 80 mn/xB npenapat EHan® 20 HL mMo)Ha 3aCTOCOBYBaTV Ti/IbKW NiC/ NonepeaHbLoro nigéopy 103
KOXXHOTO i3 KOMMOHEHTIB.

PekomMeH0BaHa NoYaTKoBa 03a eHaanpuiy Masnearty, Lo 3aCTOCOBYETLCA OKPEMO, NPW IErKOMY NOPYLUEHHI (PYHKLIT HUPOK CTaHOBUTL Bif 5 A0 10 mr.

aiTn.
Besneka Ta e()eKTVBHICTb 3aCTOCYBaHHA Npenapary LiTAM He BCTaHOB/EH.

Nepeno3yBaHHS.

KoHKpeTHa iH(opmaLlis LoAo NiKyBaHHS nepefo3yBaHHA npenapaTy EHan® 20 HL BiacyTHA. JliKyBaHHS — CUMNTOMATWYHE i MiATPUMYoUe. 3acTOCYBaHHS
npenapary cnif NPUNUHUTKA | peTelbHO O6CTeXMUTU MavieHTa. 3anpornoHoBaHi 3axX04W BKNOYakOTh: NPOBOKYBAHHA G/I0BaHHA, AKLLO npenapar 6yn1o NpUAHATO
HELLL0AaBHO, a TaKOXX KOpeKLiito AerigpaTauii, eNeKTponiTHOro AucbanaHcy Ta apTepianbHOT FinoTeH3ii 3a 4OMNOMOroH 3ara/lbHONPUAHATUX 3aX0AiB.

EHananpuny maneaT

OCHOBHVM NpOSIBOM Mepefio3yBaHHA € BUPaXXeHa apTepiasibHa rinoTeH3is, WO BUHWKAE NPOTAroM 6 rofuH nicns npuiomy npenapaty i CYrnpoBOLXKYETbCS
6nokagoto PAAC Ta ctynopom. CUMNTOMK, NOB’s3aHi 3 Nnepefo3yBaHHAM iHriGiTopamMu AN, MOXYTb BK/IOUATK LMPKYNSPHWIA LLIOK, eNeKTPONITHUIA ancbanaHc,
riNnepBeHTUNALIKD NEreHiB, TaxikapAaito, NPUCKOPEHe CepuebuTTs, 3anamoOpOYeHHsl, TPUBOXKHICTb Ta Kalwlenb. PiBHI eHananpunaty y nnasmi KpoBi, SiKi
nepesuytoTb y 100 i 200 pasiB MakCUMasbHi PiBHI, WO AOCAraloTbCA Npy NPUAOMI TepaneBTUYHUX [03, 3a NOBILOMIEHHAMW, PEECTPYBAIUCA MICNSA NPUAOMY
BignosigHo 300 mr i 440 mr eHananpuny. Micns npuiiomy 6inbLIOT KifIbKOCTI TabneTOK PEKOMEHAYETLCA MPUNUHEHHA NPUIAOMY NpenapaTy, KOHTPO/b XXUTTEBUX
MOKa3HWKIB B MeAVMYHOMY 3aK/afil, MPOMMBAHHA LLUMYHKA, aKTUBOBaHe BYTiNA Ta NPOHOCHe. JliKyBaHHA cumnToMaTuyHe. [Npy nossi apTepiaibHOT FiNOTEH3IT
PEKOMEH/0BaHO BHYTPIiLLHbOBEHHE BBEAEHHS (Di3i0NOriYHOro po3ymHy. 3a3BMyal LOCTaTHLO NOMICTUTU NalieHTa B MOMOXEHHI NeXaun Ha HM3bKi nogyuwiui. Y
OiNbLL THKKNX BUNaAKax Cif BBECTW iHPY3it0 (Di3i0N0riYHOro po3ymHy i, AKLLO Lie MOXXUBO, CNif PO3rNSHYTU NUTaHHSA NPO iHPY3iliHe BBEAEHHS aHTi0TeH3UHY 1l
Ta/abo BHYTPILUHbOBEHHE BBELEHHSA KaTeX0/1aMiHiB.

Cnip NOCTINHO KOHTPONIOBATK apTepianbHWIA TUCK, NYNbC, ANXaHHS, PiBHI eNeKTPONITIB Ta KpeaTUHIHY B CMPOBATL,i KPOBI, a TaKOX Aiypes.

Y 6inbll TKKMX BMNafKax TOKCUYHY KiNbKiCTb eHananpuny Ta/abo eHananpunaTy chif BMBECTU 3 KPoOBOOGIry remopgianizom (aue. po3gin «OcobanBocCTi
3acTocyBaHHs»). Mpy 6paankapaii, pe3ucTeHTHI A0 NPOBeAeHOI Tepanii, NoKasaHe 3acTOCyBaHHS KapgiocTumynatopa. Cnif nocTinHO KOHTPONHOBATW OCHOBHI
NMOKa3HUKM XUTTELIANBHOCTI OpraHiamy, piBHI e1eKTPONITIB Ta KpeaTUHIHY B CMpoBaTL,i KPOBI.

lgpoxnopoTiasug

HaivacTilymMmn nowmpeHMmn 03Hakamy Ta CUMNTOMaMu, SiKi CMOCTePIiratoTbes, € 3HMKEHHS KibKOCTI eNeKTponiTiB (rinokaniemis, rinoxnopemis, rinoHaTpiemis)
I ferigpaTaui’ BHacNifoK HaaMIpHOro Aiypesy. AKLLO0 TaKoX 3aCTOCOBYBATW npenapar AvriTanicy, rinokanemisa MoXke nocuUInTX NposBmn CepLeBoi apuTMmil. Takox
nposiBamy NnepeLo3yBaHHA MOXe 6yTU TaxikapAia, apTepiasibHa rinoTeH3is, WOoK, CnabkiCTb, CNIyTaHICTb CBILOMOCTI, 3arMaMOPOYeHHs, cnasMmn M’A3iB, napecTesis,
BMCHaXKEHHS, po3naan CBiJOMOCTI, HyA0Ta, 6/1t0BaHHA, cnpara, Noniypis, onirypis, aHypis, ankanos, NigBuLLEHWI piBeHb a30Ty CEYOBMHW B KPOBi (B OCHOBHOMY



HVMPKOBA HELOCTATHICTD).
Cnif, NOCTINHO KOHTPO/IHOBATYN BXK/MBI MOKA3HUKN XXNTTELIANBHOCTI, KOHLEHTPALLii eNeKTPONITIB Ta piBeHb KpeaTUHIHY B CUPOBATL,i KPOBI.

Mo6iyHI peakuii.

Enan® 20 HL 3a3Buuaii [o6pe MepeHocUThbCs. HatuacTilummy nobiyHUMKU peakLismn 6ynn ronoBHUI Giflb Ta Kalleb, AKi Maln MUHYLIWIA XapakTep i He
BUMarav NpuUnHeHHs Tepanii.

Mpo HacTynHi NO6IYHI peakuii NOBILOM/IANM NPW 3aCTOCYBaHHI Npenaparty, MOHOTepanii eHananpuiom abo rigpoxaopoTiasnaom.

Mo6iyHI peakuii

Knac cuctemuilyxe yacto (=1 YacTo HeuacTto Pigko [yxe pigko (<1 MacToTa HeBigoma
opraHis/ NOpyLUEHHS /10) (ig =21/100 po <1|(Big =1/1000 go| (Big =1/10000 go <1 /10000) (Hemo>KNMBO
/10) <1/100) /1000) po3paxyeaTy 3a
HasABHUMU
faHumu)
3 60Ky KpoBi Ta AHeMis HeitponeHis,
niMaTnYHOT (BK/HOYatOUM  BHVDKEHHSA PiBHA
cucTemu @nnacTuyHy Ta |[remMornoodiny,
FeMOMITUYHY  BHVDKEHHS
aHeMmito) remaTokpuTy,
TPOMOOLIMTOMEHIS,
arpaHyoumnTos,

MPUTHIYEHHS QYHKLIT
KICTKOBOI0 MO3KY,
nenKoneHis,
MaHUMTOMEHISA,
nimageHonaris,

QY TOIMYHHi
3aXBOPHOBAHHS
3 60KY eHAOKPUHHOI CnHapom
cucTemu HeaJeKBaTHOI
cekpewuit
AHTUAIYPETUYHOIO
ropmoHy (SIADH)
MeTaboniyHi ["inokaniemis, [inornikemis  [MigBULWEHHA pPiBHA  [FinepKasbLieMis
NiABULLEHHS PiBHA|(AMB. pO34in  [FHOKO3U KPOBI (avB. po3ain
XOIECTEPUHY, «OCc061MBOCTI <OC06/IMBOCTI
MiABULLEHHS PIBHA BACTOCYBaHHA»), 3aCTOCYBaHHS»)

TpUrniuepuais,  [rinomarHiemis,




rinepypukemis

nogarpal)

3 60Ky HepBOBOT
CUCTEMW Ta NCUXiyHi
NOpPYLUEHHS

["0noBHWIA GiNb,
nenpecis,
CUHKONE, 3MiHa
CMaKOBMX
BIAYYTTIB

CniyTaHiCTb
CBIZOMOCTI,
COHNMBICTb,
OE3COHHS,
HepPBO3HICTb,
BTOM/IOBaHICTb,
napecresis,
BEpPTUro,
nocnabsieHHs

ni6igol)

[MaTonoriyHi cHy,
MOPYLUEHHS CHY,
napes (BHacnigok
rinokaniemir)

3 60Ky opraHis 30py

BTpata
rocTpoTn 30py

3 60Ky opraHis cnyxy
i piBHOBaru

LLIym y Byxax

3 60Ky
CepLEeBO-CyAMHHOT
cucTemu

3anamopoyeHHs

[inoTeH3is,
opTOCTaTUYHA
rinoTeH3is,
MOPYLLEHHSA
puUTMY,
CTeHOKapAis,
Taxikapgis

[Mpunaven,
BiUYTTA
cepueounTTa,
IH(hapKT
Miokapza abo
iHcyanZ),
MOX/IMBO,
BHACNiJOK
HagMipHOT
rinoTeHsily
mavieHTIB rpynu
B1COKOrO
PU3NKY

(avB. po3gin
«OCo6NMBOCTI
3aCTOCYBAHHSA»)

CuHapom PeitHo

Bifb y rpyaHin
KNIty

3 60Ky opraHis
INXaHHSA, TPYAHOT
KNITKN Ta opraHis

Kawuenb

CENITIE]

PvHopes, 6inb y
ropni Ta
OXPUNICTb

JlereHesi
iHiNbTPaTH,
pecnipaTopHuiA




HabpsK:

NoBifOM/IANOCH

AHIOHEBPOTUYHUN

uionewis

eKconiaTMBHWiI
[epMaTuT, TOKCUYHWIA

CepefoCTiHHSA ronocy, nmcTpec (BKIOYaKoun
OpoHxocnasm/  [MHEBMOHIT i HAbpsAK
acTma NereHiB), PUHIT,
anepriyHmi
anbBeonit/
LO31HOITbHA
MHEBMOHIA
3 60Ky HynoTa [liapes, 6ib y Ineyc, Ctomatut/ AHTIOHEBPOTNYHWIA
LLINYHKOBO-KMLLKOBOIQ DKMBOTI naHKpeaTUT,  @AQTO3HI BUPa3KK, HabpPSAK KULLEYHNKY)|
TpPaKTy ONHOBaHHSA, rnocut
aucnencis,
zanop,
aHOpeKciA,
nospasHeHHs
LLNYHKA, CYXICTb
Y POTi, NeNTUYHI
BUpasKu,
meTeopuamd)
3 60Ky MeyiHKoOBa
renaToo6iniapHol HeJOCTaTHICTb,
cucTemu HEKPO3 MeYiHKN
(MoXxe 6yTun
feTasibHUM), renaTut
(renaToLentonapHuiA
ab0 XonectaTuyHmi),
PKOBTAHMLA,
XO/IELUCTUT (30Kpema
Y NaLieHTIB 3 y)ke
ICHYI04O0I0
PKOBYHOKaM’AHOHO
XBOPOOOHO)
3 60Ky LWKipy Ta BucunaHHa [liachopes, MynbTdopmHa Mosigomnanocs
MiALWKIpHOT (exk3aHTema), CBepOiX, epuTema, CUHLPOM NpPO KOMMJEKC
KNiTKOBWHN rinepyyTnMBICTL/ [KPOnuMB’sAHKa, [CTiBeHca-[)KOHCOHa, CUMMTOMIB, KW

Mir BK/IHOYaTK
nesiki abo BCi 3

enigepmanbHUi

TaKnX




Mpo
AHIIOHEBPOTUYHUN
HabpsK 061nyus,
KiHLiBOK, ryo0,

HeKponis, nypnypa,
LUKIPHWIA YepBOHUIA
BOBYaK,
EpUTPOLEPMISA,

CYMMNTOMIB:
rapsiuky, ceposuT,
BacKyNiT, Mia/irito
MIO3WT,

HeoCTaTHICTb,

MPOTETHYpIS

A311Ka, r0/10COBOT neMguroig apTpanrito/
LinnHW Ta/abo apTpuT,
ropTaHi MO3UTUBHWIA
pe3ynbTaT aHanisy
Ha
AHTUHYKNeapHWiA
(hakTop,
nigsueHy LLIOE,
LO3HOQINIO Ta
NeKoumnTO3.
MOoXyTb
BUHWKATU
BUCMNaHHS,
(hOTOUYT/IMBICTb
a60 iHLI
nepMaTosioriyHi
NposiBM
HoBOYTBOpEHHSA HMPLL(BKK Ta
n06POosKiCHI, MNKK) 3
3M105KICHI Ta
HeBM3HAYeHoI
eTionorii
(BKNMHOUAKOUM KICTW
Ta noninu)
Booky M’s308i cygomn®) [Aptpanrisl)
CKeNeTHO-M’A30B0I
cucTemn Ta
CMNONYYHOT TKaHUHN
3 60Ky HUPOK Ta MopyLueHHa  (Onirypis,
CevyoBUAINbHOI (DYHKLT HAPOK, [IHTEPCTULiaNIbHIIA
cucTemu HVMPKOBA He(hpuT




3 60Ky IMnoTeHLis ["iHeKomacTis

penposyKTUBHOT
CUCTEMU | MONIOYHMX
3a/103
labopaTopHi [inepkaniemisi,  [ligguweHHa  [[TigBULLEHHSA piBHS  [[iNOX10pEMIYHNI
NOCNIA>KEHHS MiABULLEHHA PIBHSA [PIBHA a30Ty MeYiHKOBMX anKano3
KpeaTUHIHY B CEYOBMHM KPOBI,(PEPMEHTIB,
cupoBaTLi KPOBi  [FiNOHATPIEMIA  [NIABULLEHHSA PIBHA
GinipybiHy B

CUpOBaTLi KPOBI

1)Cn00Tepiran|/|c;1 TiNbKW NPK 3aCTOCYBaHHI rigpoxnopoTiasnay B gosax 12,51 25 wmr.

2)MokasHMK yacToT 6yB NOPIBHAHHUM 3 TaKMM Y rpynax nnauebo i akTMBHOIO KOHTPO/O B KATHIYHUX JOCAIKEHHSX.

3)HemenaHoMHMiA pakK LLKipKW: Ha NigcTaBi HassBHMX AaHWX enigeMionoriyHnX AOCiAKeHb CNOCTEpPiraBca KyMynsaTUBHUIA 40303aN1EXHMI 3B’A30K MidXK 3aCTOCYBaHHAM Tifpox/iopoTiasnay
Ta HMPLU (amB. po3ginn «®apmakognHamika» ta «OC06/MBOCTI 3aCTOCYBaHHS»).

4)YacToTa peakuii «M’30Bi CYJOMW>» BU3HAYEHA SK «4acTo» A4 rigpoxnopotiasmay B fo3ax 12,51 25 mr, Xxoya yactoTa L€l peakuil ans rigpoxnopoTiasugy B f03i 6 Mr BU3HaveHa sK
«He4yacTo».

[04aTKOBI NOB6IYHI peakLii, L0 CNOCTepiranca Npwv 3acTocyBaHHI OKPeMUX KOMMOHEHTIB:

EHananpun. AHaghinakTUUYHWIA LWOK, acTeHis, XonecTas.

ligpoxnopoTiasng. ApuUTMis, XonecTas, CiaflofeHIT, KCaHTOMCIA, HEKPOTM3YHUUIA aHriiT (BackyniT), aHadinaktMyHa peakuis, Hecrnokin, cnasmm M’s3iB,
[ie30pieHTalis, 3MiHW HACTPOK, TPaH3UTOPHE MOPYLUEHHS 30pYy; BIAYYTTA Chparv, rAHOKO3Ypis, 3HVXKEHHSA T[IFOKO30TO/IEPAHTHOCTI, L0 MOXe 3YMOBUTU
MaHichecTallito NaTeHTHOro LlyKpOBOro AiabeTy, cTaTeBi po3naamn, BUCHAKEHHS; FiNOXN0peMidHMI ankanos, Lo MOXe iHAYKyBaTh NeYiHKOBY eHuedganonaTito abo
MeviHKOBY KOMY; rifnepypuKkemis, L0 MOXKe NPOBOKYBATK NojarpuyHi Hanagy y nauieHTiB 3 aCMMNTOMHUM MepebiroM 3axXBOpHoBaHHS.

3BIT Npo nigo3ptoBaHi No6iYHI peakLit

3BIT Npo nepeabadyBaHi NoGiYHI peakuii nicng peecTpauii NiKapCcbKOro 3acoby Mae BaXK/IMBE 3HaYeHHs. Lle fae 3Mory BeCcTU 6e3nepepBHE CMOCTEPEXEHHS
GanaHcy «KopUCTb/PU3NK» NiKapCbKOro 3acoby. CnewianicTv ranysi 0XopoHM 340p0oB’s 3000B’A3aHi NogasaTy iHopmauito Npo 6yab-aki nepefdadyBaHi NoGiYHi
peakwii 3a J0NoMOror HalioHa/lbHOT CUCTEMM 3BITHOCTI.

TepMiH NpuAaTHOCTI. 5 poKiB.

YMoBU 36epiraHHsA. [0 nikapcbKoro 3acoby He NOTPIGHI cneuianbHi TeMnepaTypHi yMoBW 36epiraHHs. 36epirati B OpuriHasibHilA ynakoBLi Ans 3axXucTy Big Ail
Bos1Orn. 36epirat B HeAOCTYMHOMY A5t AiTEN MicLi.

YnakoBka. 10 TabneTok y 6nictepi; no 2 a6o no 3, a6o no 6, a6o no 10 6nicTepiB y KapTOHHIN KOPOOLi.
KaTeropis Bignycky. 3a peLenTom.

BupobHuK.



KPKA, 4.4., HoBo mecto, CrioseHis/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoMkeHHA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS MOro 4isiNIbHOCTI.
LLImap’ewka yecta 6, 8501 Hoso mecTo, CnoseHis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



