IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Ko-Banogin
(Co-Valodip)

Cknag:

Aitoya peyoBmHa: amnoamniH y BUrAaai amnoamniny ecunaty, BancapTaH, rigpoxnopoTiasung,

1 TabneTtka, BKpMTa N/iBKOBOK 060/10HKOK, MICTUTL 5 M amnoguniHy y Burnagi amnogunidy 6ecvnary, 160 mr BasicaptaHy Ta 12,5 mr rigpoxioporiasugy a6o 10
M aMoAuMIHY Yy BArNAAi amnoguniHy 6ecunaty, 160 mr BancapTaHy Ta 12,5 mr rigpoxnopotiasugy, abo 10 Mr amnoguniny y Burnsgi amnogunidy éecunaty, 160
MI BaJicapTaHy Ta 25 Mr rigpoxiopoTiasugy;

AOMOMI>KHI PeyoBMHM: LEeNN03a MikpokpucTaniyHa (tun 200), MaHiT, MarHito cTeapaT, HaTpit0 KpocKapmenosa, noBifgoH K 25, KpemHil0 AioKcua KOnoigHwui
6e3BOAHMIA, HATPIO Nnaypuncynbhar;

nNiBKOBa 060/10HKA: NONIBIHINOBMIA cnnpT, Makporon 3350, Tutany giokewg (E 171), Tanbk, okeug, 3aniza )ostuid (E 172) (Tinbku gna gosysaHHa 10 mr/160 mr/25
M), OKcuz 3ani3a yepBoHuii (E 172) (Tinbkn ana gosysaHHs 10 mr/160 mr/12,5 mr).

Nikapcbka dhopma. TabneTkun, BKPUTI MAIBKOBOK 060/I0HKOH0.
OCHOBHI (DI3NKO-XiIMiYHI BlaCTUBOCTI:

Ko-Banogin, TabneTku, BKpUTI NNiBKOBOK 060/10HKOK, 5 Mr/160 mr/12,5 mr: 6ini abo maike 6ini oBasibHi ABOONYKAi TabneTkn, BKPUTI NAiBKOBOKD
060/10HKO0, 3 rpaBsitoBaHHAM K1 3 04HOro 60kKy;

Ko-Basiogin, TabneTkn, BKPUTI NAiBKOBOK 060/10HKOK, 10 Mr/160 mr/12,5 Mr: poxeBi oBaslbHI ABOONYK/1 Tab/ETKM, BKPUTI MAIBKOBOK OOOJIOHKON, 3
rpasitoBaHHAM K2 3 0HOro 60ky;

Ko-Basiogin, TabneTku,BKpUTI N/1iIBKOBOK 060/10HKOK,10 MI/160 Mr/25 Mr: KOPUYHEBO-XXOBTI OBasIbHI ABOONYKI TabneTKn, BKPUTI NJIIBKOBOK 060/I0HKOIO,
3 rpasitoBaHHAM K4 3 ogHOro 60ky.

dapmakoTepaneBTUYHa rpyna.
AHTaroHicTu aHrioteH3uHy Il, iHLWi KoM6iHauiT. BancapTaH, aMo4uniH i rigpoxnopoTiasug,.
Kog ATX Q09D XOL1.

dapmMakosoriyHi BnacTmneoCTI.

PapmakonHamika.

[o cknagy Ko-Banoginy BXxogaTb 3 aHTUriNepTeH3MBHI 3aC00M 3 MexaHi3MaMn KOHTPOJIO apTepiasibHOro TUCKY Y MauieHTIB 3 eCeHLUialbHOK TiMepTeHsIEto, Lo
[IOMOBHIOKOTb OfJUH OAHOr0: aM/I0AMMNIH HANIEXWTb [0 KNacy aHTaroHICTIB KasbLito, BaicapTaH — 10 Kiacy aHTaroHiCTiB aHrioTeH3uHy I, a rigpoxnopoTiasng — Ao
Knacy TiangHux giypetukis. KombiHauis uux TpbOX KOMMOHEHTIB XapaKTepu3yeTbCs B3aEMOOMOBHIOKYOI aHTUTINEPTEH3NBHOHO JIEHO.

Amnoauniu



AmnoguniH, Wwo BxoauTb A0 cknagy Ko-Banoginy, iHribye TpaHCMeMOpaHHMIA BXiA iOHIB KanblUitdo Yy M’Si3M cepud Ta rnagki M’s3n cyamH. MexaHism
aHTUriNepTeH3NBHOT AiT amnoAuniHy BifOYyBaeTbCA LUMSXOM MPAMOI penakcyto4ol AiT Ha rnagki M’s3v CYyAWH, CNPUYUHSAKOYN 3HUKEHHS PE3UCTEHTHOCTI
nepugepuyHnX CyLnH Ta apTepiasibHOro TUCKY.

EKcrnepvMeHTanbHI AaHi NiATBEPAKYHOTh, WO aMNoAuMiH 3B’A3YETLCA Y AUTIAPONIPUAMHOBUX | HErigponipuanHOBMX Micusax 3B’°A3Ky. CKOPOT/IMBICTbL CepLEBOro
M’A3a | rnagknx M’a3iB CyAnH 3aexaTb Bif MPOXOLKeHHS Mo3aKMNITUHHOMO KabLito B Ui KNITUHW Yepe3 creun®ivyHi ioHHI KaHaiM. AMIOAMMIH Y TepaneBTUYHNX
[03ax Y NauieHTIB 3 apTepiasibHOKO TiNepTeH3IE0 CNPUYMNHAE BasoamnaTalito, WO NPU3BOANTL A0 3HKEHHSA apTepiasibHOro TUCKY Y NONOXEHHI NieXkauun Ta CTOAUN.
Take 3HMKEHHSA apTepia/lbHOr0 TUCKY He CYMpPOBOKYETHCA BUPXXEHUMU 3MIHAMW YacTOTK CEPLEBUX CKOPOYeHb ab0 PIBHA KaTexonaMiHiB Y nniasmi KpoBi npu
TPMBA/IOMY 3aCTOCYBaHHi.

KoHUeHTpauii y nnasmi Kposi CriBBIAHOCATLCA 3 e(PEKTOM AK Y MOMIOAMX NALIEHTIB, TaK 1y MalieHTIB NITHLOIO BIKY.

Y nauieHTIB 3 apTepiabHOKO TiNepTeH3IEl0 | HOPMaIbHOK (PYHKLIEHD HUPOK amioAuniH y TepaneBTUYHUX [03aX MPU3BOAUTb A0 3HWKEHHS Pe3VCTEHTHOCTI
HUPKOBUX CYAMH i MiABULLEHHSA LUBUAKOCTI KNy60UYKOBOT (hifbTpaLii Ta e)eKTUBHOIO HUPKOBOIO N1a3MOTOKY 6e3 3MiHM (inbTpauiiHoT (hpakLii abo NpoTeiHypii.

AK | Npu 3acToCyBaHHI IHWNX GNOKaTOPIB KaslbLIiEBMX KaHaniB, BUMIPIHOBaHHA reMoAMHaMIKN CepueBoi (DYHKLIT Yy CMOKOI Ta NpW HaBaHTAXEHHI Y MauieHTIB 3
HOPMa/IbHOK (DYHKLIEO LITYHOUKIB, MPONIKOBaHMX aM/I0AUMNIHOM, Y LiIOMYy NOKa3ano HeBe/MKe MiABULLEEHHS CepLeBOro iHAeKcy 6e3 ictoTHoro BnavBy Ha dP/dt Ta
Ha NiBOLUNYHOYKOBUIA | AiaCTONMIYHWMIA TUCK abo 06’eM. Y remMoAuMHaMiYHMX AOCNIMKEHHAX MNPU 3aCTOCYBaHHI TepaneBTUYHUX [03 aMaoAUMiH He NposiBsB
HeraTMBHOr0 iIHOTPOMHOrO e(eKTy B IHTAaKTHUX TBapWH Ta NOAEN, HaBiTb MPU CYMICHOMY BBEAEHHI NtoAsM 6eTa-6/10KaTopamm.

AMoauniH He 3MiHIOE (DYHKLIO CUHYCHO-NepefcepAHOro By3na abo nepeacepiHo-LTYHOYKOBOT NPOBIAHOCTI Y 3[40POBUX TBapWUH abo NOAUHW. Y KIHIYHUX
JOCNIMKEHHAX, Y SAKUX aMnoauniH 3acTOCOBYBa/IM B KOMOIHaUiT 3 6eTa-6/10kaTopaMu MauieHTaM 3 rifnepTeH3ielo abo CTeHOKapAieto, 3MiH MOKa3HWUKIB
efleKTpoKapgiorpamu He 6yno Big3Ha4eHoO.

CnocTepiranmca No3nUTUBHI KNIHIYHI edieKTU amIoAMNIHY Y NauieHTIB i3 XPOHIYHOI CTabifIbHOK CTEHOKapAieto, Ba30CMaCTUYHOK CTEHOKApAIED Ta iemMivyHo
XBOPO6010, WO 6yna nigTBeppKeHa aHriorpagivHo.

BancapTaH

BanicaptaH € akTMBHUM Mpy MepopasibHOMY 3aCTOCYBaHHI, MOTYXXHWUM i Chneum@iyHUM aHTaroHictom peuentopis aHrioteHsuHy Il (APA Il). BancaptaH pgie
CENEeKTUBHO Ha nigTvn ATy peLenTopis, WO BiAMNOBIAal0TH 38 BifOMi e)eKTN aHrioTeH3nHy I1.

Mpwuitom BancapTaHy nauieHTaMmn 3 apTepiaibHOK inepTeH3IErD CNPUSE 3HVXEHHIO apTepiasibHOro TUCKY 6e3 BMNJIUBY Ha LUBUAKICTb My/bCy.

Y 6inbLIOCTi NaLieHTiB Nicns nepopasibHOro 3aCToCyBaHHA 04HOPA30BOI [03M MOYATOK MMOTEH3UBHOI0 eEKTY HACTAE NPOTATOM 2 roAMH, 8 MaKCUMaslbHe 3HUXEHHS
apTepiasibHOro TUCKY [0CAraeTbCcA NPOTArom 4—6 roguH. AHTUTINEPTEH3UBHUIN e(heKT TPUBAE NPOTArOM 24 rofiMH Nicns 3aCTocyBaHHA npenaparty. Mpy NoBTOpPHOMY
3aCTOCYBaHHI MaKCMMaslbHe 3HVXXEeHHS apTepiaibHOro TUCKY (Mpu BCIX peXxmmax f03yBaHHS) LOCAraeTbCs, K NMPaBuo, MPOTAroM 2—4 TUXHIB.

ligpoxnopoTiasng

Micuem fii TiasugHux LIypeTuKiB € NepeBakHO AWUCTaNbHI 3BMBUCTI KaHasbLi HAPOK. MiATBEPAXKEHO, WO Y KIPKOBOMY LLAPI HUPOK ICHYHOTb BMCOKOCMOpPIAHEHI
peLenTopu, AKi € OCHOBHUM LeHTPOM 3B’A3yBaHHA A1 Tia3uAHUX AiypeTuKiB Ta iHrioyBaHHA TpaHcnopTyBaHHA NaCl y AucTanbHi 3BUBUCTI KaHasbLi. MexaHi3m gii
Tia3ngis nonsarae B iHribyBaHHI nepeHocHWKiB Na'Cl-, MOX/MBO, WNAXOM KOHKYpeHUii 3a ueHTpyu Cl-, Wwo, B CBOK 4Yepry, fi€ Ha MexaHi3mMu peabcopbuii
e/1eKTPONITIB: 6e3nocepeHbLO MOCUMIOE EKCKPELito HaTpito i X/Iopy A0 NPUOG/IM3HO eKBIBa/IEHTHOIO CTYMeHs i OrocepefKoBaHO, 3aBAAKMU CEYOTiHHOMY eqekTy,
3HWXKye 06°eM MnasMu 3 NOAAbLLIMM NiABULLEHHAM aKTUBHOCTI PeHiHY Y Nia3mi KpoBi, CeKpeLlii aib[0oCTePOHY Ta BUBELEHHAM Kaslito 3 CEYEt0, a TAKOX 3HVKEHHAM
Kaslito y cMpoBaTL,i KpPOBi.

dapmakokiHe TuKa.

NiHiVHICTb

AmnogmniH, BasicapTaH i rigpoxnopoTtiasung AeMOHCTPYHOTb NiHIRHY (hapMaKOKIHETUKY.

Amnoaunid/BancapTaH/rigpoxnopoTiasng




[icna nepopasibHOro 3acToCyBaHHSA KOMOiHaLT amnoguniH/BancapTaH/rigpoxaopoTiasug 340p0BMM A0POCIMM L0OPOBO/bLAM MaKCUMasbHI KOHUEHTpaLiT y niasmi
KpOBI gocsirannca npoTarom 6-8 roavH, 3 roguH i 2 roamH BignosigHo. LLBnakicTe Ta 06’eM abcopbuii amnoamniHy, BancapTaHy i rigpoxnopoTiasnay npu
3acToCyBaHHi KOMBIHOBAHOI O Mpenapary aHanoriyHi NoKasHuKam, Lo CrocTepiranmcs Npu 3acTocyBaHHI MOro KOMMNOHEHTIB AK OKPeMMX 3acobiB.

AmoamnniH

Abcopbuis. MNicns nepopasbHOro 3aCcTOCyBaHHA Yy TepaneBTUYHMX [03aX OKPEMO amNoAMMIHY MakCUMasibHa KOHLEHTpauis y nnasMi KpoBi gocaranaca yvepes 6-12
rogvH. AbcontoTHa 6iogoCTyNHICTb CTaHOBMNA Big 64 % 0 80 %. Mpuiiom DK He BNIMBAE Ha 6i040CTYMHICTb aMIOANMIHY .

Posnogin. O6’eM po3noginy cTaHoBUTL NpU6aM3HO 21 n/kr. LocnifpKeHHs in vitro amnoguniHy nokasanu, Wwo npubénmsHo 97,5 % npenapary, WO 3HAXOAUTLCA Y
LIMPKY/THOOMIN KPOBI, 3B’A3YETLCA 3 6i/IkaMK M1a3mMmn KPoBi.

BioTpaHchopmayis. AMnoguniH aktusHo (NprbnnsHo 90 %) MeTaboni3yeTbCa y MeYiHLi 4O HEAKTUBHKX METabOoNITIB.

BuBegeHHs. AMnoauniH BUBOAUTLCS 3 N1a3MM KPOBI ABOMa eTanamu, KiHLEeBUA nepiof HaniBBMBEAEHHS CTaHOBUTb Npun6am3Ho 30-50 rofgmH. PiIBHOBaXXHMWIA CTaH Y
nnasmi 4ocAraeTbCsa Micns NOCTIMHOrO 3aCTOCYBaHHA NPOTAroM 7-8 fAHiB. 10 % noyaTtkoBoroamnoaumniny i 60 % MeTaboniTis aMnoAnNiHy BUBOAATLCSA i3 CEYEH.
BancaptaH

Abcopbuis. Ticns nepopanbHOro 3acToCyBaHHS OKPEMO BaicapTaHy MOro MakCuMasibHi KOHUeHTpauil gocAraoTbeca yepes 2—4 roguHu. CepefHsi abcostoTHa
6i0f0CTYMHICTb CTaHOBUTL 23 %. MpuUiioM Xi 3HMKYE eKcno3uLito (9K Bu3HadeHo 3a AUC) BancaptaHy npubamnsHo Ha 40 %, a MakCuMasibHY KOHLLEHTpaLito y
nnasmi KpoBi (Cpax) — Npn6an3Ho Ha 50 %, xoua NpubaM3HO Yepe3 8 roAuH Micns 3acTocyBaHHA KOHLEHTpaLlis BasicapTaHy € nogibHow y rpynax npuiiomy

npenapaty Hatuie i nicna ign. OfHaK Take 3MeHLleHHs nokasHuka AUC He CynpoBOMXKYETLCS K/IHIYHO 3HAYYLLMM 3HUDKEHHAM TEpParneBTUYHOrO eqekTy, TOMYy
Ba/iCapTaH MOXXHa 3aCTOCOBYBATU He3a/1IeXHO Bif, Npuiiomy ixi.

Posnogin. O6’em po3noginy BascapTaHy y piBHOBaXKHOMY CTaHi Nic/si BHYTPILUHbOBEHHOMO BBELEHHS CTaHOBUTL NPUGaAM3HO 17 NiTpiB, WO BKA3ye Ha BifCYTHICTb
EKCTEHCVBHOIO PO3MoAiNy BasicapTaHy. BancapTaH akTUBHO 3B’A3Y€eTbCA 3 Binlkamu cMpoBaTky KpoBi (94—97 %), rofloBHUM YMHOM 3 a/lbOyMiHaMM CUPOBATKMN KPOBI.
bioTpaHcgopmauis. BancaptaH He TpaHCHOPMYETLCA 3HAYHOK MipPOKO, OCKINIbKK nnLle NpuenmnsHo

20 % [03v BMBOAMTLCA Y BUMNAAI MeTaboniTie. [MigpokcmmeTaboniT 6yno igeHTUdIKoBaHO Yy NiasMi KPOoBi Y HU3bKUX KOHLUeHTpauiax (MeHwe 10 % Big AUC
BanicapTaHy). Liein MeTaboniT hapmakonoriyHo HeaKTUBHUIA.

BuBeaeHHs. BancaptaH BMBOAMTLCA MEPEBAXHO 3 KanoM (Npu6amsHo 83 % no3n) i ceyeto (NpmbamsHo 13 % Ao3n), FONOBHUM YMHOM Y BUMNSAAI HE3MIHEHOMO
npenapaty. Micna BHYTPILUHbOBEHHOIO BBELEHHA M1a3MOBMIA KipeHC BasicapTaHy CTaHOBWUTbL 6/M3bKO 2 NI/TOAUHY, & HUPKOBWIA KnipeHe — 0,62 n/rofuHy
(npmnbnnsHo 30 % Bif 3arasibHOro KNipeHcy). MNepiof HaniBBMBEAEHHS BasicapTaHy —6 rofmH.

[igpoxnoportiasng

Abcopbuis. Abcopbuia rigpoxnopoTiasuay nicns nepopasibHOro 3acTocyBaHHA BifbyBaeTbCA WBUAKO (T max NPMOAM3HO 2 roguHm). MNigsuieHHs cepefHboro AUC €

NIHIMHAM | NPONOpPLUiAHUM A0 [03K NPW 3aCTOCYBaHHI y TepaneBTUYHOMY fianasoHi 403. Bname npuiiomy ki Ha abcopbuito rigpoxnopoTiasuay, Npu HasBHOCTI,
He3HaYHWIA 3 KNiHIYHOT TOUKM 30py. AG6CONOTHA 6I0AOCTYNHICTL riAPOXnopoTiasnay CTaHOBUTL 70 % nicns nepopanbHOro Npuinomy.

Posnogin. Bugnmuii 06’em posnofiny ctaHoBUTb 4—8 n/Kr. [igpoxnopoTiasng y LUMPKYAoUiin KpoBi 3B°3yeTbest 3 Binkamu nnasmu Kposi (40-70 %), ronoBHUM
YMHOM 3 a/ibOyMiHamu CMpOBaTKK KpoBi. MiApoxnopoTiasnug TakoX HaKOMUYYETLCA B epUTPOLMTaX Y KifIbKOCTI, WO NPUOAN3HO BTPUYI NMepeBuLLyE PiBHI Yy nnasmi
KpOBI.

bioTpaHcgopmauis. INigpoxnopoTiasng BUBOAUTLCA Y HE3MIHEHOMY BUTNIALI.

BuBegeHHs. [MigpoxnopoTiasung BMBOAMTLCA 3 Na3My KPOBI MPOTAroM nepiofy HamiBBMBELEHHS, LLO CTAHOBWUTL Y CepefHbOMy Bif 6 40 15 rogvH Ha cTagii
TepMiHa/IbHOr0 BUBEAEHHS. XXOAHMX 3MIH Y KiHETUUI TigpoxaopoTiasnay npy NoBTOPHOMY MPUIAOMI He BifiOYBAETLCA, a HAKOMUYEHHS — MiHIMalbHe NpU NPUnoMi
pa3 Ha fo6y. binblwe 95 % abcopboBaHOI 403K BUBOAUTLCA Y BUMNAAI HE3MIHEHOT CNOMYKKN 3 ceyeto. HUPKOBUIA KNIPEHC CKMaAaeTbest 3 NacuBHOI (inbTpauii Ta
aKTVBHOTO B1BEJEHHS Y HUPKOBI KaHa/1bLLj.

OKpeMi rpynu nawjieHTis




[AiTwv (Bikom o 18 pokiB)

Hemae gaHuX Wwo40 hapMakoKiHETUKN Y [iTeN.

MauieHTV NiTHLOrO BiKy (BIKOM Bif 65 pOKiB)

Uac 0 focAarHeHHs Cpg aMN0AUMIHY NOAIGHWIA Y MONOAMX NaLieHTIB Ta NaLieHTiB NiTHbOO BiKY. Y NauieHTIB NITHLOMO BiKy KNipeHC aMnoAumniHy Mae TeHAEHLto

[0 3HVKEHHS, LLO CNPUYMHAE NiJBULLEHHSA MOKa3HMKa nnowwi nig kpusoto (AUC) Ta nepiogy HaniBBMBeAeHHs. CepefHiin cucteMHuid nokasHMk AUC BancapTaHy
BALLMIA Ha 70 % Yy NauieHTiB NiTHLOIO BiKY, HIXK Y MOMOALUMX NaLieHTIB, TOMY 3 06ePEXHICTHO Cnif NigBULLYBATK 403y TaKUM NalieHTaM.

CurcTeMHa eKcnosuuis BasicapTaHy AeLo BMLWa Yy NauieHTIB MITHLOMo BiKy MNOPIBHAHO 3 MO/IOALUMMM NaLieHTamu, ane Le He Ma€ KNiHIYHOT 3HaYyLLOCTI.

OO6MeXKeHi fiaHi BKa3yoTb Ha Te, L0 CUCTEMHUIA KNiPeHC rigpoXn1opoTia3nay 3HUKEHWI K Y 340pOBUX A406POBO/LLIB NiTHLOIO BiKy, Tak i y NawyieHTIB NiTHbOrO BiKy
3 apTepianbHOLO TinepTeH3ierd NOPIBHAHO 3 MOMOALLNMY 300POBUMI A06POBOMBLAMMU.

OCKiNbKN TPM KOMMOHEHTU NpenapaTy 04HaKOBO A06pe NepeHOCATLCS MOMOAUMM MalieHTaMu Ta nauieHTamMmy NiTHbOro BiKy, peKOMEeH0BaHWUIA 3BUYaNHNIA PEXIM
[03yBaHHA (AMB. po3ain «Crnocib 3acTocyBaHHA Ta J03U»).

MopyLUeHHs PYHKLIT HUPOK

MopyLUeHHA hYHKLIT HUPOK CYTTEBO He BMN/IMBAE Ha (hapMaKOKIHETUKY aMioauniHy. AK i 04iKyBaiocs, 4ns npenapaTy, HUPKOBUIA KNipeHC SKOro CTaHoBUTL fintle 30
% 3ara/ibHOro njasMoBOro K/ipeHcy, He CoCTepirasnocs B3aEMO3B’ A3KY MK (PYHKLIIEKO HUPOK | CUCTEMHOIO EKCMO3MLIEID BasiCapTaHy.

ToMy nauieHTV 3 NopyLeHHAMM YHKLIT HAPOK Bif NErkoro Ao NOMipHOro CTyneHs TSXKKOCTI MOXKYTb 3aCTOCOBYBATU Mpenapar Yy 3BMYyaliHiin novaTKoBil Ao3i (4nB.
po34inn «Cnoci6 3acTocyBaHHA Ta [03u» Ta «OCc06/MBOCTI 3aCTOCYBaHHSA»).

Mpn nopyLueHHi YHKLUIT HUPOK cepefHi MIKOBI piBHI y nniasMi KpoBi Ta 3HadeHHd AUC rigpoxnopoTiasugy 30inbluytoTbCs, a WBUAKICTb BUBEAEHHS 3 CEYEtD
3HUXKYETHCA. Y MaUieHTIB i3 Nerkumm Ta NOMIpHUMM NOPYLUEHHAMU (DYHKLIT HUPOK criocTepirany 36inblweHHs AUC rigpoxnopoTiasugy BTpuYi. Y nauieHTiB 3
TSOKKUMU NOPYLLUEHHAM PYHKLIT HAPOK criocTepirany 36inbweHHs AUC y 8 pasis. AMnoauniH/BancapTaH/rigpoxnopoTiang npoTunokasaHuii NaLieHTaM 3 THKKUM
MOPYLLEHHAM (DYHKLIT HAPOK, aHypi€eto abo TUM, WO NepebyBaroTh Ha Aianisi (auB. po3ain «MpoTUNoKasaHHS»).

MopyLUeHHs OYHKLIT NeYiHKu

HasBHI fy>ke 06MexeHi KNiHIYHI faHi W00 3aCTOCYBaHHA aM/IoAMNIHY Y NaUieHTIB 3 NOPYLUEHHAM PYHKLIT NeYiHKK. Y nauieHTIB 3 nopyLUeHHAM QYHKLUIT NeviHKy
KNipeHC aMNoAMMIHY 3HXXEHWIA, LLLO NPU3BOANTB 0 36iMbLUeHHSA NokasHKa AUC npn6nm3Ho Ha 40—60 %. Y cepefiHbOMY Y MaLieHTIB i3 XPOHIYHMMM 3aXBOPHOBAHHSIMN
NEerkoro Ta NOMIpHOro CTYMNeHs TSHXKKOCTI eKCrno3uuia (B13HayveHo 3a nokasHukom AUC) BaicapTaHy y 2 pasn BuULLA, HIXK Yy A0pocnnx fo6poBonbLiB (3rpynosaHo 3a
BIKOM, CTaTTIO | Macoto Tina). Yepes BMiCT BasicapTaHy Ko-BanoginnpotunokasaHuinawyieHTaM i3 THXKKUMU NOPYLUEHHAMU QYHKLIT NeYiHKK.

KniHiYHi XapaKTepUCTUKN.

Nokas3aHHA.

NikyBaHHA eceHUiaNbHOI rinepTeHsiT y [OPOCAUX NaLieHTiB, apTepiabHUA TUCK SKUX HaeXHO KOHTPO/OETLCA KOMOIHaLieo aMnofuniHy, BaicapTaHy i
rifpoxsiopoTiasnay Ta sKi 3aCTOCOBYIOTb TPY OKPEMUX npenapaTy abo ABa npenapatu, OAVH 3 AKUX € KOMOIHOBaHUM.

lMpoTnnoKasaHHA.
e [[iNepyyTAMBICTb A0 AiOUNX PEYOBUH, IHLUNX CyNb(OHaMIAIB, MOXIAHUX AUrigponipuamHy abo Ao 6yab-aKoi LOMOMIKHOT PeHOBUHM.
e BariTHicTb abo nnaHyBaHHS BariTHOCTI (4UB. PO3Ain «3acTocyBaHHs Y Mepiof BariTHOCTI abo rofyBaHHA rpyAato»).
e MopyLUeHHS PYHKLIT NeYiHKK, 6iniapHUiA Lpo3 abo xonecTas.
o TSKKI NOPYLLEHHS PYHKLT HUPOK (LUBMAKICTb KNy60uKoBoi dinbTpauii (LUK®) <30 mn/xs/ 1,73 M2), aHypisi, @ TAKOX NepebyBaHHS Ha aianiai.
o CynyTHe 3aCTOCyBaHHS i3 3aco6amu, L0 MICTATb anicKipeH, nauieHTaMm 3 LlyKpoBUM fiabeToM abo 3 nopyLleHHAMM yHKUiT HUpoK (LUK® < 60 mn/xs/1,73
M2).



« PedppakTepHa rinokaniemis, rinoHaTpiemis, rinepkasibLieMisi, CUMNTOMATMYHA FiNepypuKkemis.

o TSHKKa rinoTeHsis.

o LLIOK (BK/IHOYat0UM KapAioreHHWA LLOK).

o O6CTPYKLiA BUBIAHOIO TPAKTY NIBOTO LWIYHOYKA (Hanpukag, rineptpodgiyHa 06CTPYKTMBHA KapAioMionatis Ta CTEHO3 a0pTU TSXXKOIM0 CTYMNeHs).
e [eMOAMHaMIYHO HecTabiflbHa cepLeBa HeAOCTaTHICTb NiCNS TOCTPOro iHMapKTy Miokapaa.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

JocnifpkeHb B3aeMoAiT KOMGIHOBAHOro npenaparty amnoauniHy/BancaptaHy/rigpoxnopoTiasngy 3 iHWUMK NiKapCbKUMK npenapaTamn He NpoBOAMAW. Y AaHOMY
PO34iNi HaBeAeHa nLe iHopmaLlis NPo B3aEMOZI0 3 IHLLIMMU NIKAPCbKUMKM npenapaTamu, Wo BifoMi 15 KOXHOT OKPeMOi Aito40T PeHOBUHM.

OfiHaK BaXX/MBO BpaxoByBaT, Lo Ko-Banogin MoXke nocuntoBatu rinoTeH3VBHUIA ePeKT IHLINX aHTUTiNepTEH3UBHUX Npenaparis.

OfiHoYaCHe 3aCTOCYBaHHA He PEKOMEH0BaHe

KoMMNoHeHTH Bigomi B3aemogii 3 EhekT npu B3aeMOAIT 3 iHWNMYK NiKapCbKMMK 3ac06amMm
Ko-Banoginy Taknmu npenaparamu

BancapTaH i NiTin Mpo 060pPOTHE MIABULLEHHA KOHLUEHTpauii niTio Yy
rigpoxsoporiasng cupoBatLi KpOBI I TOKCUYHICTb MOBILOMAAMM MPOTArOM

O[JlHOYACHOr0 3aCTOCYBaHHA NiTit0 3 iHribiTopamn AlMd
(IAMN®), APA I1l, y TOMy umucni BasicapTaHOM abo
Tiasugamu, TakMMu K Ti4poXI0poTiasua,.

OCKIfIbKM  HUPKOBWUIA ~ KIPEHC  NITIH0  3HMXKYETLCSH
Tiasugamu, pUsuK TOKCUYHOCTI NITitO0, IMOBIPHO, MOXXe
36inbwyBaTnuca npu  3actocyBaHHi  Ko-Banoginy. Y
3B’S3KY 3 LM PeKOMeHJ0BaHO MPOBOAMTU PeTeNbHUi
MOHITOPUHI  PIBHA JITIIO Yy CUpoBaTLi KpOBi Mpu
CYNyTHbOMY 3aCTOCYBaHHi LnX npenapaTis.

BasncaptaH Kaniiisbepiratoui AKLLO HeobXifHe 3aCTOCYBaHHA NiKapCbKOro npenapary,
LIypeTukn,  [0o6aBKM | O BMJIMBAE Ha PiBeHb Kanito, Yy KoOMOiHauii 3
Kanito, 3aMiCHMKM | BaJicapTaHOM, PEKOMEH/0BAHO 4acTO MEePEeBIpPATH PiBEHb
coni, WO  MICTATb | Kasito y nnasmi Kposi.

Kanil, Ta iHWi 3acobm,

o MOXYTb
NigBMLLYBaTU  PiBHI
Kanito

Amnogunix perindpyT a6o 3acTtocyBaHHA — amnoguniHy 3 rpeindgpyTtom  abo
rperingpyToBuiA CiK rperindpyToBUM COKOM He peKOMeHJ0BaHe, OCKiNlbKN Y

AEeAKNX NauieHTIB MOXe 306inbLUyBaTUCs 6i0A0CTYMNHICTb,
WO nNpW3BOAUTL [0 TMOCWNEHHA e(eKTY 3HMKEHHS
apTepiaibHOro TUCKY.

OJHOYaCHE 3aCTOCYBAHHS NOTPEOYE 0OEPEXKHOCTI




KoMMNoHeHTH Bigomi B3aemogii 3 EekT npun B3aeMOAIT 3 iHWIMMM NiKapCbKUMK 3acobamm
Ko-Banoginy TakKnmu npenaparamu
Amnoguniu IHri6iTopn  CYP3A4 | OfHoYacHe 3aCTOCYBaHHA aM/IoAUMNIHY 3 CUIbHUMKU abo
(Taki AK KeTOKOHa3of, | momipHumMu  iHribitopamun  CYP3A4  (iHri6iTopm
ITpakoHasor, npoteasu, as3ofibHi NPOTUIPUOKOBI 3acobu, Makponiaw,
PUTOHaBIP) Taki KK epuUTPOMIUMH abo KNapuTPOMIUWH, Bepanamisn
abo AunTiazeM) MOXYTb MNPU3BECTU [0 3HAYHOIO
36iMbLUEHHA eKkcno3uuii amnoauniny. KniHivyHi nposisu
UMX  (hapMaKOKIHETUYHUX 3MIH MOXYTb OyTW 6ifbLu
BMPaKEHVM Yy MaLieHTIB NITHLOrO BiKy. TaknuM YMHOM,
MOXYTb OYyTW NOTPIOHI  KNIHIYHUIA  MOHITOPUHT  Ta
KOPWIyBaHHS 03U,
IHoykTopn  CYP3A4 | Mpu cynyTHLOMY 3aCTOCyBaHHi BigOMUX iHAYKTOPIB
(NpoTucydomHi CYP3A4 nna3moBi KOHLEHTpaLii amnoaumniHy MOXYyTb
npenapatn [Taki - AK | svipioBaTics. TOMy CAiJ KOHTPOIOBATK apTepianbHIi
Kap6%Ma36qn|H, TUCK i3 MOX/IMBUM KOPUTYBaHHAM 031 060X Npenapatis
$§:?To?ﬂ,'m’ nig 4vac abo nicna ix CyNyTHLOTO  3aCTOCYBaHHS,
(hoChEHITOIH, ocobimBo 3 cunbHUMK IH,E_I,}’/KTOpaMI/I CYP3A4
NpUMIgoH], (Hanpwvknag, pudamniumH, 38ipo6ii).
pudamniuuH, 38ipobiit)
CunmBacTtatuH 3acTocyBaHHA 6Garatopa3oBux A03 10 Mr amioauniHy 3
80 Mr cumBacTaTvHy Mpu3BOAUTL [0 306i/bLUEHHS
eKcnosuuii cMmBacTatuHy Ha 77 % nNOPIBHAHO 3
3aCTOCYyBaHHAM OfHOrO CMMBAcTaTMHY. PeKOMeHZ0BaHO
3HMXKyBaTU [060BY [03y cumBacTaTuHy o 20 wmr
nauieHTam, SiKi 3aCTOCOBYHOTb aMI0AWMIH.
[aHTponeH (iHDys3ii) Y TBapvH crniocTepiraincsa netaibHi BUNaAKN BHACNILOK
BEHTPUKYNIAPHUX  ibpunALiA  Ta KapLioBacKyNapHUX
Konancie 'y 3B’A3Ky 3 TinepkaiieMmiero  nicns
3aCTOCYBaHH$ Bepanaminy Ta [aHTPOsIEHY
BHYTPILLHbOBEHHO.  Yepe3  puM3nK  rinepkaniemii
PEKOMEH/YETHCA YHMKATU CYNYTHLOr0 3aCTOCYBaHHS
610KaTopiB KasbLieEBMUX KaHaniB, TakMX SK aMIOAMMiH,
nauieHTam, YyTAMBUM [0 3M108KICHOI rinepTepmii, Ta npu
NiKyBaHHi 3N109KiCHUX rinepTepMii.
BasncapTaH i HecTtepoigHi HM3M MoxXyTb nocnabnoBaty aHTUTiNepPTEH3UBHUM
rigpoxnopoTiasng, npoTmn3anabHi e(peKT K aHTaroHIiCTiB aHrioteHsuHy I, Tak i
npenapatu  (HM3M1), | rigpoxnopoTiasuagy nNpv  O4HOYACHOMY 3aCTOCYBaHHI.
BK/HOYa0un Kpim TOro, ofgHoyacHe 3acTOCyBaHHf KOMOIHOBAHOrO

CeNeKTMBHI HribiTopu
Lor-2,

npenapaty i HIM3I moxe nNpu3BOAUTW LO MOTipLUEHHS
(bYHKUIT HUPOK Ta NiABULLEHHSA PIBHA Kasito y cupoBarLi




aueTtuncaniuunosy
Kucnoty (>3 r/poby) i
HecenekTneHi HIM3I

KpoBi. TOMY peKOMeHAOBaHO MPOBOAUTUA MOHITOPUHT
HUPKOBOI (PYHKLIT Ha noyaTKy /iKyBaHHS, a TaKoX
BIAMNOBIAHY rigpatayito nauieHTa.

BancapTaH

IHriGiTOpK
nepeHOCHMKa
HaKOMUYeHHs
(prdpamniymH,
LIKIOCMOPWH) abo
e(hIFOKCHOr o
nepeHOCHMKa
(pvTOHaBIP)

Pe3ynbTat fOCNIMKEHb N Vitro 3 TKaHWHOK MeYiHKK
NMIOAMHWA  MOKasav, WO BajicaptaH € cybcTpatom
MeYiHKOBOro nepeHocHMKa HakonuueHHss OATPIB1 Ta
Nne4viHKOBOr 0 ep/IFOKCHOr o0 nepeHocHMka MRP2. CynyTHe
3aCTOCYBaHHA IHrIGITOPIB MEpeHOCHUKA HaKOMUYeHHS
(pudpamniymH,  UMKIoCrnopuH)  abo  eIKOKCHOro
nepeHoCcHMKa  (pUTOHAaBIP)  MOXYTb  36iNbLUyBaTy
CUCTEMHY EKCMO3ML,it0 BasiCapTaHy.

MigpoxnoporTiasung

ANKOrosb,
6apbiTypatu, abo
HapKOTWYHI Npenapartu

OpfHoYacHe 3aCTOCYBaHHA TiasnAHUX [AiypeTuKiB 3
PeYOBMHAMU, AKI TaKOX MalTb eMeKT 3HWKEHHS
apTepiasibHOro TUCKY (Hanpuknag 3 Takumu, WO
3HWKYIOTb  CUMMATUYHY  aKTMBHICTb  LeHTPasIbHOI
HepBOBOI cucTemMy abo nNpsMy Basoaunatauito), MoXe
MOCUINTL OPTOCTATUYHY TiMOTEH3IIO.

AMaHTagnH

Tiasugn, BKIOYAKOYM  TISPOX/IOPOTIA3NG,  MOXYTb
NigBULLYBATN PU3UK  PO3BUTKY MOBIYHMX  peakLiiid,
CNPUYNHEHNX aMaHTaAMHOM.

AHTUXONIHEPriYHi
npenapaTtu Ta iHLi
NiKapcbKi 3acobwm, Wwo
BMN/IMBAOTL Ha
MOTOPVKY LUYHKa

BiofoCTyrMHICTb AiypeTuKIiB TiasuAHOro TUMy MOXYTb
MigBULLYBATN aHTUXONIHEPTIYHI npenapatn (Hanpuknas
atponiH, 6inepuaeH), O4YeBUAHO, BHACNILOK 3HUKEHHS
LUYHKOBO-KULLKOBOI ~ MOTOPUKM  Ta LUBMAKOCTI
BUMOPOXHEHHS LUMYHKA. | HaBmaku, nepeabavaeTsbes, LWo
MPOKIHETMYHI PeYvYoBUMHM, Taki AK UM3anpui, MOXYTb
3MEHLUNTM BIOJOCTYMHICTb TIa3NAHUX LIYPETUKIB.

AHTUAIa6eTUYHI
npenapaTy (Hanpuknag,
IHCYNIH | nepopasibHi
aHTUAaiabeTUYHI
3acobm)

Tia3nanm MOXyTb 3MIHIOBAaTV TOMIEPAHTHICTb 0 TIHOKO3N.
MoXe BUHWKHYTW HEO6XiAHICTb NOBTOPHO CKOperysatu
[103Yy IHCYNiHY Ta nepopasibHUX FinorfikeMivyHMX 3acobiB.

MeTgopmiH

MeTdopmiH  cnig  3acTocoByBaTM 3 OOEPEXXHICTHO,
OCKi/IbKM  ICHYE pWU3NK  PO3BUTKY  NaKToauMzaosy,
IHOYKOBAHOIO MOX/IMBOK (PYHKLIOHa/IbHOK HWPKOBOH
HeAOCTaTHICTIO, WO noB’A3aHa i3  3aCTOCYBaHHAM
rigpoxnaopoTiasunay.




Beta-6nokaropu i
fiasokeug

OpHoYacHe  3aCTOCYBaHHA  TiasuAHUX  [AiYPeTUKIB,
BK/tOYAKOuM rigpoxnopoTiasng, 3 6eta-6nokatopamu
MOXe MOCU/IoBaTK  PU3MK  rinepraikemii. TiasuAaHi
AIYPETUKM, BKIKOYAKOUM  rigpoxnopoTiasng, MOXYTb
NOCU/TIKOBATU TiNepraikeMiYHWA eqieKT AiasoKeuay.

Kap6amaseniH

Y nauieHTiB, SKi  OTPMMYKOTb  TigpoXnopoTiasng
OfHOYaCcHO 3 kap6amaseniHoOM, MOXe PO3BUHYTUCH
rinoHarpiemis. ToMy nauieHTIB cnig nonepeaMty npo
MOX/MBICTb  FiMOHATPIEMIYHUX peakuiil, a TakoX
CnocTepiraru 3a ix CTaHOM.

LinknocnopuH OpHo4yacHe NiKyBaHHA 3 LMK/IOCMOPUMHOM  MOXe
MOCUMIOBATM  PU3MK TiNepypukemii  Ta YCKIaAHEHHS
nogarpuyHoro Tumny.

LINTOTOKCUYHI Tiasugn, BKAKOYaKuM  TigpoxaopoTiasng, MOXYTb

npenapartu nocnabnoBatu  HUPKOBY EKCKPeLitd  LMTOTOKCUYHUX
npenaparTis (Hanpuknag LMKnodocgamigy,
MeTOTpeKcary) i noTeHLitoBaTK TXHIl
MI€ENOCYNPECUBHUI eqeKT.

" niko3nawn IHAyKOBaHa Tia3naoM rinokaniemis abo rinomarHiemis

HanepcTAHKM MOXYTb BMHMKATW AK HebaxaHi egiekTu, Lo CnpusioTb
PO3BUTKY CepLeBOl apuTMIT, IHAYKOBaHOI AUTITaiCoM.

VopoBMmicHi Y BUMNafKy iHAYKOBaHOI AiypeTUKOM ferigpartauii icHye

KOHTPacTHi 3acobm

NigBULEHMIA  PU3MK  PO3BUTKY TOCTPOI  HUPKOBOT
HefocTaTHOCTi,  0CO6/MBO  MPU BUCOKMX  [03aX
npenapartis rogy. Mepes 3aCTOCYBaHHAM C/lif, NPOBECTU
perigparauito.

|0HOOOMIHHI cMonu

MMornnuHaHHA TiasugHUX [AiypeTukie, Yy TOMY YuCAi
rigpoxsiopoTiasngy, 3HWKYETbCA X0necTupaMmiHOM abo
KO/IECTUMO/IOM. Lie MOXe npu13BecTu A0
cy6TepaneBTUUYHUX eqeKTiB  TiasugHUX AiypeTukis.
MpoTe po3aineHHa npuinomy rigpoxnopoTiangy Ta
CMO/IM  TakKMM  YMHOM, WO  TiApPOXIopoTiasng
3aCTOCOBYETbHCSA LLIOHaMeHLLUe 3a 4 roguHu Lo abo Yepes
4-6 TOAMH nicna  3acTOCYBaHHS CMOJ, MOTEHUINHO
MIHIMI3Y€ B3aEMOSI0.

Nikapcbki npenapaty,
LU0 BMVBAKOTbL Ha
PiBHI Kanito

FinokaniemiyHWin - eheKT rigpoxopoTiasnay MOXYTb

nocuIoBaTK KaninypeTunyHi AIYPeTUKH,
KOPTUKOCTepOian, nocnabntoBa/bHi 3acobwm,
afipeHOKOPTUKOTPOMHWIA rOPMOH (AKTT),

amoTepuLUUH, KapbeHOKCOMNOH, neHiumniH G, noxigHi




caniynnoBoi KUCNOTWU Ta aHTUapUTMIYHI 3acobm. AKLLO
Taki npenapaTty Npu3HavaTn 3 KOMOIHaLiet amnoguniH
/BancapTtaH/ rigpoxnopotiasng, PEKOMEH/0BaHO
MPOBOANTM MOHITOPVHT PIBHA Kanito y niasmMi KpoBi.

JNlikapcbKi npenapatu,
LL|0 BM/IMBAKOTb Ha
PiBHI HATPItO

inoHaTpiemMiuHMin eekT AIYPETUKIB MOXXe
noculoBaTuca MNpy  OAHOYACHOMY 3aCTOCYBaHHI 3
aHTugenpecaHTaMun, aHTUMCUXOTUYHUMUK NpenapaTamu,
aHTVeninenTMYHUMK npenapatamMu Towo. HeobxigHa
06epeXHICTb  NpWM  TPUBA/IOMY  3aCTOCYBaHHI  LMX
NIKaPCbKMX 3aC00IB.

JikapcbKi 3acobwm, Aki
MOXYTb BUK/IMKATK
«torsades de pointes»

3BaKarouM Ha puU3KMK rinokaniemii, rigpoxnopoTiasng
Cnif 3acToCoBYBaTU 3 OOEPEXHICTIO 3 NiKAPCbKMMM
3aco6amu, AKi MOXXYTb BUKNNKATK «torsades de pointes»,
30Kpema 3 aHTMapUTMIYHUMK MnpenapaTaMu Knacy la Ta
Knacy Ill, a TakoX 3 [OeakKMMW aHTUMNCUXOTUYHUMU
npenapaTamu.

JlikapcbKi npenaparu,
LLL0 3aCTOCOBYHOTb A/15
NiKyBaHHA nojarpu

Moxke BUHWKHYTU HEeOOXigHICTb Yy KOpurysaHHi [03u
YPUKO3YPUYHMX  NIIKAPCbKUX — NpenapatiB,  OCKiNbKK
rigpoxnopoTiasug MoXe MiABuLLyBaTV PiBEHb CEYOBOI

(npobeHeuua, KMCNOTM y cupoBaTli KpoBi. MoXe BWHUKHYTU
CyNb(iHNIPa3oH i HeoOXiAHICTb Yy NigBULLEHHI 03 npobeHeunay abo
aIonypuHO) CyNbQiHMipa3oHy.
OpHoyacHe  3aCTOCYBaHHSl  TiasuaHUX  [IYPeTuKIB,
BK/IOYAKOUN  TiApOX/IopoTiasng, MOXe MifgBuULLyBaTy
4acTOTY BWHWKHEHHSI peakuili rinepyyTnMBOCTI Ao
anonypuHony.

MeTungona Bynu okpeMi NOBIAOMNEHHS NPO PO3BUTOK reMONITUYHOT
aHemii npwu 0AHOYaCHOMY 3aCTOCYBaHHi
rigpoxnopotiasugy i MeTunaonu.

Hepenonspusytoui Tiasnan, BKIKOYatouM rigpoxnopoTiasng, NoTeHUitoTb

penakcaHTu [it0 NoXigHUX Kypape.

CKENeTHUxX M’S3iB

(Hanpuknag

Ty6OKypapuH)

[HLLI Tiasnay NOTEeHUIOKTb aHTUTINEPTEH3UBHY Ai0 IHLINX

aHTUTriNepTeH3MBHI aHTUriNepTeH3MBHUX Npenaparis (TakUX AK ryaHeTUAWH,

npenapaTu meTungona, 6eta-6s0katopyn, CyAMHOPO3LUMPIOBA/IBHI
3acobu, Onokatopu KanbuieBMX KaHanis, 1AlN®,

IHriGiTopn 6/710KaTOPIB peLenTopiB aHrioTeH3nHy Il Ta




NPSMUX Hri6GITOPIB PEHiHY).

MpecopHi amiHm | MigpoxnopoTiasng MoXe 3MeHLWyBaTM peakuito  Ha
(Hanpuknag MPecopHi amiHu, Taki AK HopagpeHaniH. KniHiyHe
HopazpeHaniH, 3HAYEHHS LbOro eqiekTy HeBU3HayeHe Ta HefLoCTaTHeE
afipeHasiH) AN NPUMMHEHHS TX 3aCTOCYBaHHS.

BitamiH D i coni | 3aCTOCyBaHHSi  TiasugHUX  [iypeTuKiB,  BK/IHOYaKUK
KasibLyito rigpoxsnoporiasng, 3 BiTamiHom D a6o i3 conamu

Ka/bLit0o MOXe MNOTeHLUitoBaTh NiABULEHHA  PiBHS
Ka/bLUito y cuposatui Kposi. OfHOYacHe 3aCTOCyBaHHS
Tia3ngHNX  AiypeTMKiB ~ MOXe  Mnpu3BecT [0
rinepkanbUieMii,  CXWUNbHUX 00  rinepKasibLUiemil
(Hanpuknag, rinepnaparnpeos, 3N0SKICHI
HOBOYTBOpPEHHS abo BiTamiH-D-0nocepeaKoBaHi CTaHK) y
CXW/IbHUX [0 LbOro MauieHTiB 3a paxyHOK 30i/bLUeHHS
KaHa/1bLIeBOT peabcopbuil KanbL,ito.

MoggiHa 6nokaga PAAC3 APAIL, iAMN® abo anickipeHoM

KniHiYHi faHi npogeMoHCTpYyBanu, Wwo noApiiHa 6nokaga PAAC 3a 10MOMOror CynyTHLOMO 3acTocyBaHHA IAMN®, APA |l abo anickipeHy noB’sa3aHa 3 NiABULLEHUM
PU3NKOM PO3BUTKY MOBIYHMUX peakLiid, TakuxX AK rinoTeHsis, rinepkaniemis i nopyLueHHs QyHKLIT HUPOK (BK/TKOYAKUM rOCTPY HUPKOBY HELOCTATHICTb), MOPIBHAHO 3
MOHOTeparieto Pe4OBUHOI, L0 BrMBae Ha PAAC (avB. po3ainv «poTunokasaHHs», «OCobanBOCTI 3aCTOCYBaHHA» Ta «PapMaKkoanHaMiKa).

Oco6MBOCTI 3aCTOCYBAHHSA.

besneka Ta e()eKTUBHICTb aMI0AMNIHY NPWU FiNepTOHIYHOMY KPU3i He A0C/IAKYBa/IUCh.

MauieHTn 3 AediLUMTOM HATPIO Ta AerigpaTalliero

HagmipHa rinoTeHsis, BKIOYaKUM OpTOCTaTUYHY TiNOTeH3ito, cnocTepiranaca y 1,7 % nauieHTiB, fKi OTpMMyBa/IM MakCcMMa/ibHY A03y KOMOIHauii npenaparis
amnoauniny, BancaptaHy Ta rigpoxnopotiasugy (10 mr/320 mr/25 mr) nopiBHAHO 3 1,8 % nauieHTiB, aKi OTpUMyBann BancapTan/rigpoxnopotiasug (320 mr/25 wr),
0,4 % nauieHTiB, AKi oTpumysanu amnogunin/sancaptad (10 mr/320 wmr), ta 0,2 % nauieHTiB, AKi OTpPMMYBanu rigpoxnopoTiasug/amnogunid (25 mr/10 wr), y
KOHTPO/IbOBAHOMY AOCAIAXKEHHI 3 y4acTHo MaLieHTIB 3 MOMIPHOO abo TAXKOK HeYCK/agHEHOO rinepTeHsieto.

Y nauieHTiB 3 fedhiunTom coneit Ta/abo aerigpaTauicto, AKi OTPUMYHOTb AiYPETUKM Y BUCOKMX A03aX, MOXE BUHUKATK CUMNTOMAaTUYHa apTepiasibHa rinoTeH3ia nicns
noyaTky 3acTocyBaHHs Ko-Banoginy. Ko-Banogin MoxkHa 3acTocoByBaTV nnLLe Nicas Kopekuii aediynTy coneit Ta/abo gerigpatauii.

AKLWO NpKn 3aCTOCYBaHHI NpenapaTty BUHMKAE BUpaXKeHa apTepiasibHa rinoTeHsis, nauieHTy cnif HagaTv ropu3oHTaIbHOrO MOJIOXKEHHS, NPUNIAHAT HUXKHI KiHLIBKK
i, AKLLO HEOO6XiAHO, BHYTPILUHLOBEHHO iH(Y3iHO BBECTU (i3i0N0rYHMIA PO3UMH. JTiKyBaHHS MOXHa NPOLOBXYBaTV Nicns cTabinisayii apTepiabHOro TUCKY.

3MiHW piBHIB ENEKTPONITIB CUPOBATKM KPOBI

AmMnogaunin/sancapTaH/rigpoxnopoTiasng

MpoTuaitoumnin Bnamne BancapTaHy 320 mr Ta rigpoxnopotiasugy 25 Mr Ha piBeHb Kanitd B CMpOBaTLi KPOBi MPUOG/IN3HO BPIBHOBaXKYE OfAMH OAHOMO y 6araTbox
XBOPMX. B iHWMX NauieHTiB ognH abo iHLWNIA eqieKT MOXKe BYTK AOMIHYHOYMM.

HeobxifHO nepiognyYHO NepeBipATH PiBHI €N1IEKTPONITIB CUMPOBATKU KPOBI, LLIOO BU3HAUUTM MOXK/IMBUIA €NEKTPONITHUIA AncbanaHc.

MepiofnyHe BU3HAYEHHA PIBHIB €NeKTPONITIB | Kanito y CUPOBATLI KPOBI CMif NPOBOAMTW Yepe3 BIAMOBILHI MPOMIXKKW Yacy A8 MOMEpeyKeHHA MOX/MBOro




eNeKTPONITHOIO AucbanaHcy, 0C06/MBO Yy NAUieHTIB 3 TakMMU (akTopaMu PUSUKY AK MOPYLUEHHA (YHKLIT HUPOK, NiKyBaHHA IHWMMW Mpenapatamn Ta
eNeKTPONITHWIA AnucbanaHc B aHaMHE3I.

BancapTaH

OflHoYaCHe 3aCTOCYBaHHS 3 KaniiBMiCH/MM A06aBKaMK, KaniizbepiralouMmm giypetmkamu, 3amiHHUKamy Coni, WO MICTATb Kanii, abo iHWyMK npenapaTamu, LLO
MOXYTb MiABULLLYBATM PiBHI Kanito (Hanpuknag renapnHom), He pekomeHgoBaHe. IMpu HeoOXIiAHOCTI CMig KOHTPOMKOBATM PiBHI Kanito.

ligpoxnopoTiasvg

IMoBiAOMAANN NPO PO3BUTOK riMoKanieMiT NPu NiKyBaHHI Tia3nAHUMK fiypeThKaMu, B TOMY YMCAI TigpoX10poTia3naom.

JNikyBaHHs npenapatom Ko-Banogin cnig nounHatv TinbKW Nicns KOPeKUil rinokaniemii Ta 6yab-sKOT CNiBiCHYHOYOT rinomarHiemii. TiasuaHi AiypeTUku MOXyTb
MPU3BECTW [0 NOSABM rinoKaniemMii abo 3aroCTproBaTh HasBHY rinokasiemito. TiasugHi AiypeTuKn cnif 3acTOCOBYBATW 3 0OEPEXHICTIO MalieHTaM 3i cTaHamu, Lo
BK/IHOYALOTb BTPATY Kasito, HanpuKnag, cofeBTpaTHa Hepponartisi Ta npepeHanbHe (KapAioreHHe) nopyweHHs MYHKUIT HUPOK. AKLLO rinokanieMis po3BMBaeTbCS Nif
yac Tepanii rigpoxnopoTia3naom, 3acTocyBaHHA KOMOIHOBaHOIO Npenapary CAif NPUNMHUTK 4O CTabifbHOT KOPeKLiT KanieBoro 6anaHcy.

TiasnaHi AiypeTvKn MOXYTb CIPUYMHATY FiNOHATPIEMItO | FiNOX/I0PEMIYHNIA ankano3 abo 3arocTproBaTyh iCHYHOUY rinoHaTpiemito. CnocTtepiranacs rinoHaTpiemis,
LLLO CYNPOBOPKYETLCA HEBPONOTiYHMMY CUMNTOMaMM (HYZ0Ta, Nporpecytoya AesopieHTauis, anaTis). JTikyBaHHA rigpoxnopoTiasugom cnif po3noymHaT nLle nicns
KOpeKUiT ICHYKUOT rinoHaTpiemii. Y pasi THKKOI abo LIBWAKOI rinoHaTpiemil nmif vac nikyeaHHs Ko-Banofinom 3acTocyBaHHS mpenapaty Cnif npunuHUTA L0
Hopmanisauii Hatpiemii. Tiasuan, B TOMY 4uCni rigpoxnopoTiasni, NOCUKOTL BMBEAEHHS MarHito i3 ceyeto, WO MOXe MPU3BOAMTWU O rinomarHiemii. Mpwu
3aCTOCyBaHHI TiasugHUX AiYPETUKIB 3HMKYETbCA EKCKPELLIA KasbLito, LLIO MOXE NMPU3BOANTHY A0 rinepKanbLiemil.

YcimnauieHTaM, AKi OTPUMYIOTb Tia3uaHi AiypeTuKn, Heo6XiHO NPOBOAUTI NEPIOLNYHUIA MOHITOPUHT PiBHA €N1EKTPONITIB, 0CO6NMBO Kaslito, HATPito Ta MarHito.
MopyLeHHS GYHKLLIT HUPOK

TiasungHi AlypeTrKn MOXyTb NMPUCKOPUTK a30TeMItO Y NaLiEHTIB 3 XPOHIYHM 3aXBOPHOBAHHAM HUPOK.

Mpw 3acTocyBaHHI Npenapaty Ko-Banogin peKomeHL0BaHO NepiofMYHO KOHTPO/IKOBATM PiBEHb e/IEKTPONITIB (BK/KOUAKOUM Kasiil), KpeaTUHiHY Ta Ce4oBOT KACIOTU Y
CUpoBaTLi KPOBI MaLieHTIB 3 NOPYLUEHHSAM (YHKLUIT HUPOK. Ko-Banogin npoTunokasaHuii nawieHTaM 3 TSXKKOK HMPKOBOK HEAOCTATHICTHO, aHypieto abo nauieHTam,
AKI 3HaX0AATLCA Ha dianisi.

Hemae HeobXiHOCTI Y KOpPUIryBaHHi 4031 KOMGIHOBAHOr 0 npenaparty nawieHTamM 3 NopyLUeHHAM (DYHKLIT HUPOK Bif IErKOro 4o NoMipHOro cTyneHs TKKocTi (LUK®
>30 mn/xB/1,73m2).

CTeH03 HMPKOBOT apTepii

Cnig 3acTtocoByBaTy npenapaT 3 06ePeXHICTIO ANA NiKyBaHHS rinepTeHsii y nauieHTiB 3 04HO6IYHMM ab0o ABOGIYHMM CTEHO30M HUPKOBOI apTepii abo CTEHO30M
€4VHOT HUPKW, OCKIfIbKW PIBHI CEHOBUHY Ta KPeaTUHIHY B CMPOBATL KPOBI MOXYTb 36i/1bLLYBaTUCH.

TpaHcniaHTawis HUPKK

Ha faHuii yac Hemae iHhopmauii Wwoao 6e3neky 3acTocyBaHHS npenapaTy nawieHTam, SK1UM HeLloAaBHO NPOBeAEHO TPaHCMN/IaHTaLit0 HUPKW.

MopyLleHHA PYHKLLIT NeYiHKK

BancaptaH ronoBHUM YUHOM BMBOAMTLCA Y HE3MIHEHOMY BUTIAAI 3 XKOBYIO. [Nepiof HaniBB1BEAEHHS aMIoaUMiHY NOAOBXYETLCA Ta NMoKasHUK AUC (KOHLeHTpauis y
nnasmi — 4ac) BUWMIA Y NalieHTIiB i3 NOPYLUEHHAMMW (DYHKUIT NeYiHKK; peKomeHaauii Woa0 f03yBaHHA BigCYTHI. [1s nauieHTiB i3 NopyLweHHAMN (YHKLIT NeviHKK
Nerkoro Ta MOMIPHOrO CTYMEHs TSXKOCTI, WO He CYNpOBOMKYKOTbCA XO/IeCTa30M, MakCMMasibHa PeKOMeHAOBaHa [03a BasicapTaHy CTaHOBUTL 80 mr. Tomy
Ko-Banogin He nokasaHWin AaHiii rpyni nawieHTiB.

AHTIOHEBPOTUYHNIA HAOPSIK

Habpsk KBiHKe, y TOMY Yncni HAOPSK ropTaHi Ta rosiocoBOT LWi/IMHK, L0 MOXYTb MPU3BECTM A0 06CTPYKLIT AnXanbHUX LWAsAXiB, Ta/abo Habpsk 06amnyus, ryd, rnoTku
i/abo A3MKa crnocTepirannics y nawieHTIB, SKi 3aCTOCOBYBanu BancapTaH. [Jeski 3 UMX NauieHTiB Main B aHamMHe3i Habpsk KBiHKe Npy npuiAoMi iHWINX npenaparis, y
ToMy umcni iAMN®. 3actocyBaHHA Ko-Banoginy cnif HerainHo NPUNMHATA NPU BUHWKHEHHI Habpsiky KBiHKe; MOBTOPHE 3aCTOCYBaHHSA He peKOMeH/OBaHe.




CepueBa HefJOCTaTHICTb Ta 3aXBOPKOBAHHA KOPOHAPHWUX apTepiit/ CTaH Nicns NepeHeceHoro iHpapKTy Miokapaa

BHacnigok npurHiveHHs PAAC y nauieHTIB i3 NiABULLEHOK YYT/IMBICTIO MOXYTb OYiKYBaTUCS NOPYLUEHHS PYHKLUIT HAPOK. Y MauieHTIB i3 TSHKKOK CepLEeBOHO
HeAOCTaTHICTIO, B AKX (DYHKLisSi HAPOK MOXe 3anexatu Bif akTueHocTi PAAC, nikyeaHHsa IAMN® i APA npu3soanTb A0 ONirypii tTa/abo nporpecytoyoi asoTemil
(piKO) 3 rOCTPOKD HUPKOBOK HeAOCTATHICTHO Ta/abo netasibHUM Hacnigkom. Mpo noaibHi pesynbTaty NOBIAOMAAAN LWOAO BancapTaHy. OuiHKa MauieHTiB 3
CepLeBOr0 HeAOCTaTHICTIO abo Nicns nepeHeceHoro iHMapKTy Miokapia NOBUHHA 3aBX/AM BKIOYATH OLIHKY (DYHKLIT HUPOK.

Y LOBrocTPOKOBOMY MNJiaLeb0-KOHTPOIboBaHOMY AocnifkeHHI amnoamniny (PRAISE-2) y nauieHTIB i3 cepLeBOt0 HeLOCTATHICTHO HeiLLeMIYHOI0 NOXOLKEHHS Knacy
Il i 1V 3a knacudikauieto NYHA (Hbto-opKebKoi KapgionorivHoi acouialii) npu 3acTocyBaHHi aMnoAuniHy YacToTa BUMAAKiB PO3BUTKY HabpsKy fereHb 6yna
BULLIOKO, HE3BAXKAKOUM HA HE3HAYHY Pi3HULIKO Y MOSABI YM NOTipLIEHHI CepLeBOi HeOCTAaTHOCTI MOPIBHAHO 3 TAKOK NPW 3aCTOCyBaHHI nsaue6o.

MaujieHTaMm i3 3aCTiliHOK CepLieBO0 HEAOCTATHICTIO 6/10KaTOPU KasbLIiEBMX KaHaniB, BKIOYAKOYM aMI0AMNIH, CNif 3aCTOCOBYBATW 3 06EPEXHICTIO, OCKi/IbK/ BOHU
MOXYTb MiABULLYBATV PU3NK CEPLLEBO-CYAMHHUX NOLiIN Ta NETa/IbHOIO HaCNigKy.

PeKoMeHA0BaHO 3 O00epeXHICTI0O Mpu3HayaTK npenapat nauieHTaMm i3 CepueBOD HeAOCTaTHICTIO Ta 3aXBOPHOBAHHAMMW KOPOHAapHWUX apTepii, 0cobnmeo Yy
MaKCMManbHil f03i KombiHoBaHOro npenapaty — 10 Mr/320 Mr/25 mr, OCKiNbKW [AaHi LWOoAOo 3aCTOCyBaHHA nNpenaparty Wil rpyni nauieHTiB 0OMeXeHi.

CTeHO3 a0PTa/ILHOIO | MITPa/IbHOI0 KNanaHis

AK | Npu 3acToCyBaHHI IHLWMX Ba30AM/IATATOPIB, 3 0COOMMBOK 0GEPEXHICTIO Cnif Mpu3HavaTy npenapaT nawieHTaMm 3i CTEHO30M aopTa/lbHOro i MITPasibHOro
K/lanaHiB HEBMCOKOIO CTYMeHS.

BariTHicTb

JNikyBaHH#A aHTaroHictamu peuentopis aHrioteHsuHy Il (APA Il) He cnif po3noynHaTV y nepiog BariTHOCTI. AKLWO NpoAoBxeHHs Tepanii APA Il € HeobXigHUM,
nawuieHTam, SKi NiaHyTb BariTHICTb, HEOOXIAHO MEPENTU Ha NiKyBaHHA abTepHaTUBHUMUW aHTUMINEPTEH3MBHUMIM 3ac06aMu, SKi MatOTb BCTaHOB/EHMIA NPOifb
6e3rnekun ANa 3aCTOCYBaHHS BariTHMM. Y pasi HacTaHHS BariTHOCTI NikyBaHHS APA Il nOTPi6HO HeramHo NPUMMHATK i, AKLLO HeOOXigHO, po3royaTh abTepHATUBHY
Tepanito.

[MepBUHHWUI rinepanbAoCTEPOHI3M

MayieHTiB i3 MEPBUHHMM rinepaibAOCTEPOHI3MOM He CAif JliKyBaTW aHTaroHiCTOM aHrioTeH3uHy |l BancapTaHOM, OCKiJlbKM Y HUX HE aKTUBOBaHa CUCTeMa
peHiH-aHrioTeH3nH. Tomy npenapat Ko-Banogin He peKoMeHA0BaHWiA Ans Liel rpynu nauieHTis.

CUCTEMHWIA YEPBOHWNY BOBYaAK

MosigomMAAnN, WO TiasuaHi 4iypeTUKN, BKNKOYaKOUM rigpoxiopoTiasng, 3arocTprooTb ab0 akKTUBYHOTL Nepedir CUCTEMHOI0 YePBOHOI O BOBYaKa.

IHWIi nopyLUeHHs MeTaboi3My

TiasuaHi AlypeTukuy, BKIKOYAKUN rigpoxnopoTiasni, MoXyTb 3MIHIOBATM TOMIEPAHTHICTb A0 IIHOKO3W | MiABULLYBATW PiBHI X0NeCTepuHY, TPUrNILepuaiB i Ce4oBol
KUCNOTWN Yy CUPOBATLL KPOBi. MOXe BUHUKHYTU HEOOXIAHICTb Y KOPUTYBaHHI 4031 IHCYNiHY abo mepopasibHUX TinornikeMiyHmx 3acobiB nauieHTaM i3 LyKpOoBUM
fiabeTom.

Ockinbkn Ko-Basnogin mMicTUTb rigpoxnopotiasng, BiH NPOTUMNOKa3aHUA Npu CUCTEMHIN rinepypukemii. [igpoxnopoTiaung moxe nigsuLLyBaTh piBHI CEYOBOI
KMUCNOTW B CUPOBATLi KPOBI BHACNILOK 3HVWKEHHSI K/IPEHCY CeYOBOI KWUC/MOTM Ta MOXE CMPUYMHATM 3arOCTPEHHS TinepypukeMii, a TakoX panToBy nojarpy y
4yTIMBUX NaLEHTIB.

Tiasugy MOXyTb mocnabnoBaTh eKCKPeLito KasibLito 3 Ceyetd | CNpUUMHATY MepiofMyHe Ta He3HayHe MiABULLEHHS PIBHA KasibLilo Yy CUMpOBaTLi KPOBi Npw
BIZICYTHOCTI BiJOMMX NOpYyLUeHb MeTaboNi3My KasbLito. 3acTocyBaHHs Ko-Banoginy cnif npunuHMTK, SKLLO Nif Yac NikyBaHHSA PO3BMBAETLCA rinepKanbLiemMis. Mig
yac NikyBaHHA Tia3ugamun MepioguyHO CAif KOHTPOMKOBATW PiBEHb KaslbLitdo B CMpOBaTLi KpOBi. BupaxeHa rinepkasbLjieMia MOXe CBif4MTW NPO NPUXOBAHWI
rinepnapatupeos. Cnif NPUNUHNTY 3aCTOCYBaHHSA Tia3uAiB nepes NpoBeAeHHAM TECTIB WOoA0 PYHKLIT napauToBUAHOT 3a/1031.

POTOYYTAMUBICTb

Mpo BUNaaKN peakuii (HoTOYYTAMBOCTI MOBILOMAANN MPY 3aCTOCYBaHHI Tia3uAHUX AiYPETUKIB (aMB. po3ain «MobivHi peakuii»). AKWO peakuii hoTOYYTAMBOCTI




BMHMKAIOTb MPOTArOM NpWitOMy npenapaty, PEKOMEHAOBAHO MPUMNMHUTK NiKyBaHHSA. FAKLIO BIAHOBNEHHS 3aCTOCYBaHHS AiypeTvKa BBaXAETbCA HEOOXiAHWUM,
PEKOMEH0BaHO 3aXMLLATW BIAKPUTI AiNSHKM Tina Bif COHAYHUX MPOMEHIB abo WwTy4HOro Y®O0.

3aKpUTOKYTOBA rnayKoma

3acTocyBaHHA Cynb(hoHaMigy rigpoxnopoTiasugy 6yno nos’s3aHe 3 anepriyHoK peakuieto, WO npu3Bena 40 FOCTPOI TPaH3UTOPHOI MIONiT Ta 3aKPUTOKYTOBOI
rnaykomu. CUMNTOMM BKKOYaIM FOCTPUIA MOYATOK 3HVKEHHS rOCTPOTM 30pYy abo Biflb B 04ax, L0 3a3BMyalt 3’ABSIMCA Y nepLli rofAnmHmn abo nepLunii TMXKAeHb Micns
noyarky flikyBaHHs. HeslikoBaHa 3aKpMTOKYTOBa I1ayKoMaMOXXe NpU3BOANTY L0 HEOOOPOTHOI BTPATK 30pY.

Y nepLuy yepry Heo6xifHO SKOMOra LWBMALLE NPUNVHUTIA 3aCTOCYBaHHA TigpoXnopoTiasngy. KL BHYTPILUHLOOYHWIA TUCK 3a/IMLLAETLCA HE KOHTPO/IbOBAHWUM, CAif,
PO3rNAHYTU HEOOXIAHICTb HeraHOro MeaMKaMeHTO3HOro abo XipypriyHoro nikyBaHHsA. PakTopaMu puUsuKy PO3BUTKY 3aKPUTOKYTOBOI T1ayKOMU MOXYTb OyTu
anepriyHi peakuii Ha cynbdoHamig abo neHiumniH B aHaMHe3I.

3araibHi

3 006epeXxHICTIO Npu3HayaTK npenapat nauieHTam, Y AKUX crocTepiranacs rinepyytameicTb A0 iHWMX APA 1l. BUHMKHEHHSI peakuiin rinepyyTnnBocTi Ao
rigpoxnopotiasungy 6inbll iIMOBIpHe Y MaLieHTIB 3 aneprieto Ta acTMOH0.

MaLlieHTV NiTHLOrO BiKY (BIKOM Bif, 65 pOKIiB)

PeKoMeHA0BaHO 3 06epPeXXHICTHO, 30KpemMa 4acTo KOHTPO/IHOKUM apTepiasibHUI TUCK, NpPU3HaYaTK Npenapat nauieHTaM iTHbOro BiKy, 0CO6/IMBO MakKCUMasibHi 03
npenapaty 10 mr/320 mr/25 Mr, OCKifIbK/ AaHi 00 Oro 3acToCyBaHHS MaLjieHTaMm Ljiel rpynu 06MexeHi.

MopagiiHa 6nokaga PAAC

ICHYIOTb [JOKa31 TOro, WO CYMyTHE 3acTOCyBaHHA iHribiTopis AlN®, APAII abo anickipeHy niABULLYE PU3MK FiNOTEH3IT, MOXe NPU3BOANTY 40 NiABULLEHHSA BUNAAKIB
rinoTeHsit, rinepkaniemMii Ta NopyLUeHb MYHKLIT HUPOK (BKKOYAKUM FOCTPY HUPKOBY HEOCTATHICTb).

Y 3B’513Ky 3 UM noggiiHa 61okaga PAAC WNSXOM CYNyTHBLOr 0 3aCTocyBaHHS iHriditopis AMNd®, APAII abo anickipeHy He peKOMeHAYETbCS.

AKWo nogpiriHa 610Kaga NOTPibHa, TO i Cnif NPOBOAWUTU Nif, peTeNlbHUM Harnsgom gaxieus i NpyM NOCTIMHOMY KOHTPOAI (OYHKLIT HAPOK, PiBHA €NeKTPoNITIiB Ta
apTepianbHOro Tucky. CynyTHe 3acTocyBaHHS iHri6iTopiB AM® i APAII He peKOMeHAY€ETLCS NaLlieHTam 3 fiabeTUYHOK HedhponarTieto.

HemenaHOMHWIA paK LLKipW

MigBULLEHNIA pU3NK HeMenaHOMHOro paky wkipyn (HMPLL) [6a3anbHOKNiTUHHA KapumHoMa (BKK) i NNOCKOKAITUHHWIA paK] 3i 36iNbLUEHHAM KYMYNSTUBHOI A03W
rigpoxnopoTiasangy cnocTepirascad y ABOX enifAeMioNnoriyHmMx [AOCNimKeHHAX Ha 6asi [JaHcbkoro HauioHanbHoro Peectpy Paky. ®oTtoceHcubinisytoua [ist
rigpoxsopoTiasugy Moxe 6Ty MOX/IMBUM MexXaHi3MOM 4115 po3BUTKY HMPLLI.

MayieHTn, SKi NpUIAMatoTb riapoxnopoTiasng, MOBUHHI 6yTK NoiHGopmoBaHi Npo pn3nk HMPLL Ta Heo6XigHICTb PerynspHoO NepeBipATyH LWKIPY Ha HasiBHICTb HOBUX
YpaXeHb | HerainHo NoBIZOMAATU NPO 6yAb-AKi Nif03PiNI YpaXKeHHs LWKipu. MoXnmBi NpodinakTUYHI 3axoam, Taki SK 0OMEXEHHS BM/IMBY COHAYHUX MPOMEHIB i
ynbTpadioneToBMX NPOMEHIB, a TaKoX Yy pasi BNAUBY, CNij NopaguTy NauieHTam BignoBiAHWIA 3aXUCT, W06 MiHIMI3yBaTV pU3MK PO3BMTKY paky LWKipu. Migo3pini
YPaXeHHS LWKIpW CAif HeramHo BMBYMTK, MOTEHUIAHO BKIOYAKOUM TICTOMOTIYHI AOCNiMXKeHHSA 6ionciid. 3acToCyBaHHA rigpoxXnopoTiasnay TakoX Mae OyTu
nepernsaHyTe y nauieHTis, AKi xsopinv Ha HMPLL (guB. Takox po3gin «MobiyHi peakuii»).

Hatpili

Llel npenapaT MICTUTb MeHLUe 1 MMO/b HaTpito (23 Mr) B 1 TabneTLi, BKPUTI NNiBKOBOK 060/I0HKOD, TO6TO, NO CyTi, 6e3 HaTpito.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

Amnoauniu

besneka 3acTOCyBaHHA am/ioAuMiHy Yy nepiof BariTHOCTI He 3’AcOoBaHa. Y [AOCNIKEHHSX Ha TBapuUHax pPenpofyKTMBHA TOKCWYHICTb criocTepiranacd npwu



3aCTOCYBaHHI BUCOKMX [03. 3aCTOCYBaHHA y Mepiog BariTHOCTi peKOMeHA0BaHO, Ti/IbKM AKLLO BiACYTHIW 6inbl 6e3rneqHnii anbTepHaTUBHUIA NiKapCbKMA 3acib Ta
AKLLO 3aXBOPHOBaHHA Hece GiNbLUMIA pU3MK A1 BariTHOI Ta nnoja.

BancapTaH

MpenapaT NPOTMNOKa3aHO 3aCTOCOBYBATU BariTHUM abo XiHKam, AKi NNaHyrTb 3aBariTHIT. AKLLO0 Nig Yac NiKyBaHHA UMM NiKapCbKMM 3ac060M NiATBEPLKYETHCA
BariTHICTb, MOro 3acTOCYBaHHA HEOOXIAHO HeramHo MPUMUHUTK i, AKWO HeobOXifHO, — 3aMiHUTK THLWUM NiKApPCbKUM 3ac060M, [03BOSIEHUM A5 3aCTOCYBaHHA
BariTHUM.

[aHi enigemionoriyHmx [oCnifpKeHb PU3MKY TepaTOreHHOCTI Micna 3actocyBaHHs IAM® npoTtarom | TpUMeCTpy BariTHOCTI He Oynn MepeKkoHIMBUMMU; NpoTe
HEBE/IKE 3pOCTaHHA PU3MKY BUK/IKOUATU HE MOXHA. X04a AaHi KOHTPO/IbOBaHUX enigeMionoriyHnx gocnigkeHs APA Il BiACYTHI, NOAIGHWIA pU3NMK MOXKe BUHUKATY
MpW 3aCTOCYBaHHI Npenaparis LLbOro Knacy.

AKWO BariTHICTL BCTaHOBMEHA Mif 4Yac Tepanii, NpuUOM npenapaTty chif HeramHo NPUNUHUTK i, AKLWO HeOoOXiAHO, 3aMIHUTK IHLWIMM NiKapCbKMM 3aco60M,
[,03BOJIEHVM /151 3aCTOCYBaHHSA BariTHUM.

Ekcnosuuia APAIIL B 11 i 1l TpumecTpax, K BifOMO, YAHUTL TOKCUYHY Ait0 Ha MAif4 NHOAUHN (3HUXKEHHSA HUPKOBOT (DYHKLIT, ONirorigpaMHioH, 3aTpyMMKa ocudikawii
KICTOK Yepena) Ta HOBOHAPOPKEHOM0 (HMPKOBA HEAOCTATHICTb, apTepiasibHa rinoTeHsis, rinepkaiiemis).

Y pasi aKkwo APA Il 3actocoBysanvi, noumHaroun 3 |1 TpyMecTpy BariTHOCTI, PEKOMEHAYETLCA YbTPa3BYKOBE AOCMIIKEHHA HUPKOBOI PYHKLIT Ta KICTOK Yepena
nnoja.

HemoBnsita, MaTepi skux npuiimanm APA 11, NoBMHHI nepebyBaTy Mif pPeTeNbHUM HarfsaoM Ha BUMAAOK PO3BUTKY apTepianbHOI FinoTeH3il (auB. po3ginu
«[poTmnokasaHHsa» Ta «OCoBMMBOCTI 3aCTOCYBaHHSA»).

ligpoxnopoTiasng

JocBif 3acTocyBaHHA rifpoxnopoTiasuay y nepiog BaritTHOCTI, 0co6MBO B | TpMMeCTpi, 0OMeXeHW. JaHux, OTpUMaHuUX Mif 4vac LOCNi[KEHb Ha TBapuHax,
HeA0CTaTHbO.

ligpoxnopoTiasng NPOHUKae Yepe3 nnaueHTy. PapmakosoriyHniA MexaHism Aii rigpoxsopoTiasngy Lae MOXIUBICTb CTBEPKYBaTW, LU0 3aCTOCYBaHHSA LbOro
npenapaty y nepiog Il Ta 1l TpumecTpiB BariTHOCTI MOXeE MOpYLLYBaTU (PETONMALEHTapHY Mepiysito i CNPUYNHATU BUHUKHEHHSA (heTaslbHUX Ta HeOHaTa/lbHUX
peakLii, Takux K XXOBTAHMLSA, NOPYLUEHHS eNeKTPONITHOro GanaHcy i TPOMOOLMTOMEHIA, a TaKoX MOXE acouitoBaTUCA 3 iHLUMK MOGIYHMMM peakuisiMi, LLO
CMoCTepiratThea y LOPOC/MnX.

Amnogunin/sancapTan/rigpoxnopoTiasug

Hemae pocBifly 3acTocyBaHHA KOMOIHOBAHOr0 npenapary BariTHUM XiHkaM. HafBHI AaHi CTOCOBHO KOMMOHEHTIB MpenapaTy AatTb MOX/IMBICTb CTBEPKYBATH, L0
3acTocyBaHHA Ko-Banoginy npoTvnokasaHo y nepiog BaritTHOCTI (4uB. po3ginv «poTunokasaHHsa» Ta «OCO6MBOCTI 3aCTOCYBaAHHSA»).

[Mepiof rogyBaHHA rpyaato

AMNOAMNIH NPOHUKAE Y TPyAHE MOMOKO. YacTKa MaTepUHCHKOT 403K, OTPUMAHOI HEMOB/IAM, OLiHIOBas1acA 3 MIXKKBapPTU/IbHUM Aiana3oHoM 3—7 %, MakcManbHO 15
%. Brnave amnoauniHy Ha HEMOB/S HEBIAOMUIA. IHhopMaLlis 00 3aCTOCYBaHHSA BasicapTaHy Y Nepiof rofyBaHHsA rpyaato BigcyTHA. [MiApoxnopoTiasung BUSBASETLCS
y TPYAHOMY MOMOLLi Y HEBENMMKMX KifIbKOCTAX. Tiasnamn y BUCOKUX [03aX, WO CIPUYMHAKOTL CUIbHUIA fiypes, MOXYTb MepeLLKoapKaTi yTBOPEHHIO TPYAHOI0 MOJIOKa.
3acTocyBaHHs Ko-Banoginy npoTunokasaHo NpoTAroM nepiogy rogyBaHHsA rpyaaro. Mpotarom nepiofy rofyBaHHs rpyaato 6axaHo BUKOPUCTOBYBATM a/lbTepHATUBHI
METOAM NTIKYBaHHSA 3 KpaLlie BCTaHOBNEHUMW Npodinsamu 6e3nekun, 0cobvmBo y nepiog rogyBaHHS HOBOHAPOLXKeHOT ab60 HeOHOLLUEHOT AUTUHMN.

PepTUNLHICTL
KniHIYHKX focnifkeHb, NOB’A3aHMX i3 3aCTOCYBaHHAM KOMOIHOBaHOrO npenapary, WoA0 (epTU/IbHOCTI HEMaE.

BancapTaH
BanicapTaH He MaB »XOLHOTO LUKIAMBOrO BMNNBY Ha PENPOLYKTUBHY (hYHKLIKO camMLiB abo caMOK LLypiB Npy nepopasibHUX fosax fo 200 mr/kr/po6by. Lia fosa B 6



pasiB nepeBULLLYE MaKCUMaNbHY PEKOMEH0BaHY 03y ANs NOANHM, po3paxoBaHy Y Mr/m2 (po3paxyHKu nepeabadatoTb nepopanbHy Ao3y 320 Mr/goby Ans natlieHTa 3
macoto Tina 60 Kr).

Amnoauniu

Y [Oesikux NauieHTiB, AKi 0TpMMyBann 610KaTopu KasbLieBMX KaHanis, 6ynn 3apeecTpoBaHi 060pOTHI 6iOXiMiYHI 3MiHM TOM0BOK CriepMaTo30igis. KniHiuHi gaHi €
HeAoCTaTHIMM WOAO0 NOTEeHLIMHOro BNAMBY amioguniHy Ha (epTubHICTb. B ogHOMY AocnimkeHHI Ha wypax 6yno BWSBMEHO HECNPUATAMBI BMIMBU Ha
(DePTU/BbHICTbL caMUiB.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWIMMKU MeXaHi3mamu.

Y nauieHTiB, AKi 3acTocoBYt0Tb K0O-Banogin, Moxe BUHMKATK 3anaMopoyeHHs abo BiguyTTs clabkocTi nicns npuiomy npenapary, TOMy BOHV NOBUHHI BpaxoBYyBaTy
Lie nif Yac KepyBaHHS aBTOTPAHCMOPTOM Ta PO60TH 3 NOTEHLIHO HeGe3MNeYHUMY MexaHi3mamu.

AmnogumniH mMoxke cnabko Y1 NOMIPHO BM/AMBATU Ha 3[aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo npautoBaTh 3 iHLWIMMK MeXaHi3mMamu. AKLLO nauieHTn nifg yac
3aCTOCYBaHHS aM/I0AMMIHY BiUyBatOThb 3aMaMOPOYEHHS, FO/I0BHUI Gislb, BTOMY 860 HYAOTY, IXHA peakLis MOXe NopyLlyBaTuCS.

Cnoci6 3acTocyBaHHs Ta [03W.

Jo3yBaHHS

PekomeHaoBaHa fio3a npenapaTy Ko-Banogin — 1 TabneTtka Ha Jo6y, 6axaHo BpaHL,i.

Mepef Tepanieto npenapaTom Ko-Banogin cTaH nauieHTa noBuHeH 6yTY KOHTPO/IbOBAHNM HE3MIHHUMM [l03aMX MOHOMpenaparis, AKi NpuiMalroTb ofHoYacHo. [Jo3a
Ko-Banoginy noBvHHa 3aeXartu Bifj 4,03 OKPEMUX KOMMOHEHTIB KOMOiHaLUi, L0 3aCTOCOBYKOTb HA MOMEHT 3MiHW MnpenapaTty. MakcumanbHa peKoMeHoBaHa f03a
npenapary amnogunin/sancaptaH/rigpoxnopoTiasvg ctaHoBUTb 10 Mr/320 mMr/25 mr.

OkpeMi rpynu NauieHTiB

[MopyLUEeHHS YHKLIT HUPOK

OcKinbkn [0 CKnagy npenapaty BXOAWUTb FigpoxaopoTiasung, npenapar NpPOTMNOKasaHWA NauieHTam 3 aHypieto Ta TSHKKAMW MOPYLUEHHAMM (YHKUIT HUPOK
(LWBMAKICTb KNYy604KoBOT (inbTpaLii (LLUK®) <30 mn/xs/1,73 M2) (auB. po3ainu «poTunokasaHHs», «OCO6IMBOCTI 3aCTOCYBaHHSA» Ta «DapMaKoKiHETUKA).

Hemae Heo6XiAHOCTI y KOpUryBaHHi 4031 naLjieHTam 3 NOPYLLUEHHAMM (OYHKLiT HUPOK Bif NErKoro A0 NOMiPHOro CTYMEHS TSXKKOCTI.

MopyLUeHHs OyHKLIT NeYiHKu

OcKinbkn [0 CKnafy npenapaTty BXOAWTb BasicapTaH, npenapatr NPOTUMNOKa3aHWA NauieHTam 3 TSHKKAMW MOPYLUEHHAMM (YHKUIT nediHku. [MayieHTam 3
MOPYLUEHHAMWN (PYHKLIT MEeYiHKX Bif NEerkoro A0 MOMIPHOro CTYMeHA TSXKKOCTI, L0 He CYnpOBOKYHTHCA XO0/1eCTa30M, MakCUMaslbHa PeKOMeHoBaHa [03a
BasicapTaHy CTaHOBWUTbL 80 mr, i ToMy Ko-Banogin He mokasaHuin Ansa wiel rpynu nauieHTiB (aue. po3ainn «MpoTunokasaHHsA», «OCco6/IMBOCTI 3aCTOCYBaHHA» Ta
«®PapmakoKiHeTUKa»). MNauieHTaM 3 NopyLUEHHAMU (DYHKLIT NeYiHKW Bif, NErKoro A0 NOMIPHOrO CTYMNeHs TSXKKOCTI peKoMeHZauii Woao A03yBaHHA aMIoAuMiHy He
BcTaHoBNeHi. Mpu nepexofi Ha Ko-Banogin nauieHTam 3 apTepiasibHOK TinepTeH3iel0 3 MopyLUeHHAM (DYHKLiT MeYiHK1 noTpi6HO 3acTOCOBYBATW HaWHWXYY
[OCTYNHY [03Y aM/I0AUMIHY.

CepleBa HeoCTaTHICTb Ta 3aXxBOPHOBaHHA KOPOHapPHUX apTepin

JocBif 3acTocyBaHHS nNpenapary, 0Co6MBO Y MaKCUMa/IbHUX [03ax, NauieHTaM i3 CepLeBO HeOCTATHICTIO Ta 3aXBOPIOBAHHAMY KOPOHAPHUX apTepiini 06MEXeHWA.
PekoMeH0BaHO 3 06epexHicTio 3acTocoByBaTh Ko-Banogin nauieHTam i3 CepLeBOK) HefOCTATHICTIO Ta 3aXBOPHOBaHHAMM KOPOHapHWUX apTepin, 0C06/MBO
MakcumasbHy go3y 10 mr/320 mr/25 wr.

MayieHnTn NiTHLOrO BiKy (BiKOM Bif 65 pOKiB)

PeKoMeHJ0BaHO 3 06epPeXHICTHO, 30KpeMa YacTo KOHTPOJIOKUN apTepia/ibHUA TUCK, NpU3HaYaTn npenapart nawieHTaM NiTHbOro BiKy, 0CO6/IMBO MaKCUMaslbHY 03y
10 mr/320 mr/25 mr, OCKiflbKW AaHi WO/A0 3aCTOCYBaHHS npenaparty Wik rpyni nayieHTiB o6MexxeHi. Mpw nepexoai nayieHTiB NiTHbOro Biky Ha Ko-Banogin noTpi6Ho




3aCTOCOBYBATW HalMHWKYY AOCTYMHY A03Y aMI0ANMIHY.
Cnocib 3aCTOCYBaHHSA
Ko-Banogin MoXkHa 3aCTOCOBYBATW HE3A/IEXHO Bij NpUiAOMY DKi. TabneTku cnif KOBTaTh LiNMMK, 3annBatoym BOAOD, B OAWH i TOM Xe vac fo6u, 6axxaHO BpaHLi.

LiTn
Hemae BignosigHoro 3actocysaHHs Ko-Banoginy 4itam Bikom 40 18 poKiB 415 NMOKa3aHHA ecCeHLiaibHa rinepTeHsis.

Mepeno3yBaHHA.

CuvmMmnTomu

Hemae faHux npo nepefo3yBaHHSA Npenaparty amiogvniH/sancaptaH/rigpoxnopoTtiasug. OCHOBHUIA CUMMNTOM Mepefo3yBaHHA — MOX/IMBA BUPaXKeHa apTepiasibHa
rinoTeHsis i3 3anamopoyeHHAM. Nepefo3yBaHHA aMIOAWMIHY MOXEe MPU3BOAUTU 4O BUPAXKEHOT Basoaunartauii nepudepuyHmx CyamnH i, MOXINBO, PeteKTOPHOT
Taxikapaii. MoBigomMnsaAnM npo BUpaxkeHy i NOTEHUiAHY MPOMIOHIrOBaHY CUCTEMHY TiMOTEH3it0, BK/OYAOUM LUOK i3 NIeTa/lbHUM HaCNiAKOM Mpy 3acTOCYBaHHI
amnoaunniny.

JlikyBaHHS

Amnoaunin/sancapTaH/rigpoxnopoTiasng

KniHiYHO BupaxkeHa apTepiasibHa TinoTeH3is Npu MepefosyBaHHI npenapaTy NoTpebye akTUBHOT NIATPUMKM CEpPLEBO-CYAMHHOT CUCTEMU, BK/IHOYAOUM YacTWiA
MOHITOPUHI PYHKLIT cepus i AUXanbHOT CUCTEMWN, YTPUMAHHA HKHIX KIHLIBOK Y MPUNIAHATOMY MOJIOXKEHHI, KOHTPO/b 06°€EMY LMPKY/IHOKOYOT KPOBI Ta fiypesy.
CyaMHO3BYXXYBa/IbHI MpenapaT MOXyTb 6yTW LOPeYHUMU ANS BiAHOBNEHHS TOHYCY CYAMH i apTepiaslbHOrO TUCKY 3a YMOBM, L0 HEMAe MPOTUMOKasaHb AN1 X
3acToCyBaHHS. BHYTpiLLHbOBEHHE BBEEHHS KasibLiito INTHOKOHATY MOXKe Oy TV e(heKTUBHUM A1 NOBEPHEHHS O HOPMU etheKTiB 6/10KaAM KaslbLiEBUX KaHasliB.
Amnoauniu

AKWOo nicna npuitoMy npenapaty MUHYNO HebaraTo yacy, Cfig po3rfigsHyTU MUTaHHA NPO BUK/IWK 6/10BaHHA ab0 NPOMMBAHHA LWIYHKa. [Mpy Npu3HaYeHHi
aKT1BOBAHOIO BYTiN/SA 34OPOBMM A06POBO/LLAM 0Apasy abo vepes 2 rofuHu nicas npuinomy amnoguniHy abcopbuis amnoguniHy BUPaXXeHO 3HVKYBanacs.
ManoliMoBiIpHO, LLIO aMN0AMMNIH BUBOAMTLCA 3a AONOMOI O FreMojianisy.

BancapTaH

MasioliMOBIpHO, L0 BasicapTaH BUBOANTLCA remogianizom.

ligpoxnopoTiasng

Mepef03yBaHHA rigpoX10poTiasnLoM CyrnpoBOLXKYETHCA AeILMTOM eNeKTPONITIB (FiNOKaNieMIED, FiNOXI0pPeMier0) I rinoBoNeMIErD BHACNILOK HAAMIPHOMO Aiypesy.
HaivacTilwmmMmn cumntoMamu nepeso3yBaHHs € Hyo0Ta i COHNMBICTb. [MinokKanieMis MoXke NPU3BOAUTK A0 CMas3miB M’A3iB Ta/abo 3aroCTpeHHs apuTMiT, MOB’A3aHOI 3
OAHOYaCHMM 3aCTOCYBAHHAM T/1iKO3U/iB HANEPCTAHKM ab0 [esKNX aHTUapUTMIYHMX NiKapCbKKX Npenaparis.

PiBeHb, 40 SIKOIO rigpoxaopoTias3ng BUBOAMTLCSA NPY NPOBEAEHHI reMofiasi3y, He BCTaHOB/IEHWIA.

Mo6iuHi peakuii.

[yxe yvacto: 21/10; yacTo: Big =1/100 go <1/10; HeuacTo: Big =1/1000 go <1/100; pigko: Big =1/10000 go <1/1000; gyxe pigko: <1/10000; HeBIAOMO (HEMOX/IMBO
BM3HAUYNTU 33 HAABHUMM [aHNMK).

Mpodinb 6e3nekn 3acTocyBaHHA KOMOiHALLiT amnoavniH/BancapTaH/rigpoxnopoTiasug, NpeAcTaBneHnn HUXKYe, 6a3yeTbCs Ha KNIHIYHUX LOCNIKEHHAX nNpenapaty Ta
BiZloMOMY Npointo 6e3neKky OKpemumx Moro KOMMOHEHTIB: aMn0AMNIHY, BancapTaHy Ta rigpoxnopoTiasuay.

Mo6iyHi peakuii, nogaHi y Tabnuui HWXK4Ye 3a Knacamu cuctem opradHie (MedDRA) Ta 4acTOTOR, NMpeAcTaBfieHi CTOCOBHO MpenapaTty amnoguniH/BancapTaH
/rigpoxnopoTiasug i OKPeMO CTOCOBHO KOXXHOMO KOMMOHEHTA.



Knac cucremu Mob6iyHiI peakuii UacTtoTa
opraHiB 3a amsiogmnin/ amo4MniH BasicapTaH rigpoxsiopo
MedDRA BasicapTaH/ Tiasng
rigpoxnopo
Tiasng
L[06posKicHI, HMPLL (BKK Ta - - - Hesigomo
3N0sKICHI Ta NNOCKOKMITUHHWIA paK)
HeBU3HaYeHi
HOBOYTBOPEHHS
(BK/THOYHO 3
KicTamm Ta
rosiinamm)
3 60Ky cuctemun ArpaHynoumuTos, - - - Ly>xe pigko
KpOBI Ta H?,ﬂ,OCTaTHICTb
NiMBATNYHOI KICTKOBOrO MO3KY _
CUCTEMU 3HVKEHHS PIBHIB - - Hesigomo -
remorno6iny i
reMaToKpuTy
"emoniTMYHa aHeEMis - - — [yxe pifko
JleinkoneHis — [y>xe pigko — [y>xe pigko
HeWTponeHis - - Hesigomo -
TpombouuTOneHis, - [yxe pigko Hesigomo Pigko
iHOAI 3 MYpPNypoto
AnnactnyHa aHemis - - - Hesigomo
3 60Ky iMyHHOT linepyyTnuBICTb - Lyxe pigko Hesigomo [yxe pifko
CUCTEMM
3 6oKy AHOpeKcis HeuacTto - — —
meTabonismy Ta inepkanbLiemis HeuacTto - — Pigko
HKNBJIEHHA Fineprnikemis - Ly>xe pigko - Pigko
linepninigemis HeyacTo - - -
inepypukemis HeyacTo - - Yacto
inepxnopemiyHuiA - - - [yxe pigko
a/ikano3
Iinokaniemis Yacto - - [yXe yacTto
linomarHiemis - - - YacTo
MinoHaTpiemis Heuvacto - - Yacto




MoripeHHs - - - Pigko
MeTaboNiYHNX 03HaK
piabety
3 60Ky NCUXIKK [Jenpecis — HeyvacTo — Pifiko
bescoHHs/ HeuvacTo HeuvacTo - Pigko
MOPYLLEHHSA CHY
3MiHW HacTpoKo - HeuacTto -
[Je3sopieHTauin - Pigko - -
3 60Ky HepBOBOI MopyLueHHA HeuacTto - - -
cuctemu KoopamnHauii
3arnamMopoyeHHs Yacto Yacto - Pigko
3anamMopoyeHHs Heuvacto - - -
nocTypaibHe,
3arnamopoyeHHs npw
Hanpy>keHHi
Oucressis HeuacTto HeuacTto - -
EkcTpanipamigHuii - Hesigomo - -
CUHAPOM
"0noBHWIA Ginb Yacto Yacto - Pigko
[inepToHis - [y>xe pigko - -
Netapris Heuvacto - - -
MapecTesis HeuvacTo HeuvacTo - Pigko
MepuepnyHa HeuvacTo [yxe pigko - -
HeiponaTis, Heliponaris
COHNUBICTb HeyvacTo YacTto - -
CuHKone HeuvacTo HeuvacTo - -
Tpemop - HeuacTto - -
inectesis - HeyvacTo - -
3 60Ky opraHis MopyLueHHsA 30py HeuacTto HeuacTto - Pigko
30py Po3nagu 3opy - HeuacTto - -
["ocTpa 3aKpUTO-KYTOBA - - - Hesigomo
rnaykoma
3 60Ky opraHis [3BiH y Byxax - Heuvacto - -
gggi(gmﬁy BepTuro HeuacTto - HeuacTto -
3 60Ky cepus ManbniTayis - YacTo — -
Taxikapgist Heuvacto - - -




ApuTmis (BKIHOYaKOUM - [yxe pifko - Pigko
6pagukapgito,
LLUTYHOYKOBY
Taxikapgito,
(hibpunayito
nepeacepap)
IHhapKT mioKapaa - Lyxe pigko - -
3 60Ky cyauH Mpunanen - Yacto - -
ApTepiasibHa rinoTeHsis Yacto HeuvacTo - -
OpTocTatnyHa HeuacTto - - YacTo
rinoTeHsis
®nebiT, TPOMOOGNELIT HeuvacTo - - -
Backynit - Lyxe pigko Hesigomo -
3 60Ky Kawuesnb HeuvacTo [yxe pigko HeuvacTo -
pecnipagopr;oyo AncnHoe HeuacTto HeuacTto - -
TPaKTy, OpraHis i Y — - - i
S e
rPYLHOT KNITKK :
nereHb, MHEBMOHIT
PuHIT - HeyvacTo - -
MoapasHeHHA ropna HeuacTto - - -
3 60Ky TpaBHOro Ab60MIHaNbHWI HeuvacTo Yacto HeuvacTo Pigko
TpaKkTy AnckomaopT, 6inb y
BEPXHIi YaCTUHI
XMBOTa
HenpremHuid 3anax npu HeuacTto - - -
ANXaHHI
3MiHa yacToTtu - HeuvacTo - -
nedhekauii
3anop - - - Pigko
SHWXEHHs aneTuTy - - - YacTo
[Liapes HeuvacTo HeuvacTo - Pigko
CyxicTb y porTi HeuvacTo HeyacTo - -
Ancnencis YacTo HeuacTto - -
[racTput - [yxXe pigko - -
Mnepnnasisa AceH - [yxe pigko - -
HypoTta HeuacTto YacTo - YacTo
MaHKpeaTnT - [y>xe pigko - [yxe pigko
bntoBaHHA HeuacTto HeuacTto - YacTo




3 60Ky neyiHkM 1a | MMigBULLEHHSA PIBHSA - [yxe pigko* Hesigomo -
YKOBYOBMBILHNX (DEPMEHTIB MEeYiHKMN,
LUNAXIB BK/IHOHaKOu
NigBULLEHHS PIBHA
6inipy6iHy y cuposartui
KpOBI
enatut - [y>xe pigko - -
BHyTpiLLIHbONEYIHKOBUI - [y>xe pigko - Pigko
XO0J1eCTas, >XOBTAHULA
3 60Ky LLKipK Ta Anoneuis - HeuacTo - -
niALWKipHoi AHTIOHEBPOTUYHNIA - [lye pifKo Hesigomo -
KNITKOBMHN HaBpsIK
Bynbo3HWiA gepmatuT - - Hesigomo -
LLIKipHi peakuii, nofi6Hi - - - [yxe pigko
4epBOHOMY BOBYaKY,
peakTuBaLia LWKIPHOT
(hopmUY YEPBOHOTO
BOBYaKa
MynbTdopmHa - [yxe pigko - Hesigomo
eputema
Ek3aHTema - HeuacTto - -
lneprigpo3 Heuvacto HeuacTo - -
Peakuii - [yxe pigko - Pigko
(hOTOYYT/IMBOCTI* *
Caepbix HeuvacTo HeuvacTo Hesigomo -
Mypnypa - HeuacTto - Pigko
BucunaHHs - HeuacTo Hesigomo YacTto
3MiHa Ko/bopy LLKipy - HeyvacTo - -
Kponus’saHka - [yxe pigko - Yacto
HekpoTuaytounii - Hesigomo - [yxe pigko
BACKY/IT i TOKCMYHWIA
enigepmansHUi
HeKponi3
EkchoniaTmBHMIA - [yxe pigko - -
faepmatut
CnHapom - Lyxe pigko - -
CriBeHCca—/[])XOHCOHa
Habpsik KBiHke - [yxe pigko - -




3 60Ky ApTpasris - HeuvacTo — -
CKeNneTHO-M’A30B0I | Bifib y CrIWHI HeuacTo HeuacTo — -
chcTemn 1 OnyxaHHs Cyrno6is HeuacTo - - -
cnonyHHol Cnasmu m’s3iB HeuacTto HeuacTto - Hesigomo
TKaHVHN .
M’A30Ba CnabKicTb HeuvacTo - - -
Mianris Heuvacto HeuvacTo Hesigomo -
Binb y KiHLiBKax HeuacTo - -- -
HabpsK LMKONOTKM - YacTo -- -
3 60KY HUPOK i MiABULLEHHS PIBHA Heuvacto - Hesigomo -
CEeYOBUAINbHOT KpeaTuHiHy y cmpoBartLi
CUCTEMM KpOBI
MopyLueHHs - HeuvacTo - -
CEeYOBMMYCKaHHS
HikTypis - HeyacTo - -
Monakiypist Yacto HeuvacTo - -
HupkoBa gncthyHKLia - - - HeBigomo
["locTpa HMpKoBa HeuacTto — — Hesigomo
HeoCTaTHICTb
HwvpkoBa HefloCTaTHICTb - - Hesigomo Pigko
I NOPYLLEHHS YHKLIT
HVPOK
3 60Ky IMnoTeHLisA HeuacTto HeuacTto - YacTo
PenpoayKTUBHOI
cucTemu i MiHekomacTis - HeuacTto - -
MOJIOYHMX 3a/103
3aranbHi Abaszisi, MopyLLEHHSA Heuvacto - - -
MOpYLUEHHS Ta X0AN _
peakLii y Micuj AcTeHiIs HeuacTto HeuacTto - Hesigomo
3aCTOCYBaHHS Anckomaopr, HeuacTto HeuacTto — -
He3aY>XaHHA
CnabkicTb Yacto Yacto HeuvacTo -
HekapgianbHuii 6inb y HeuvacTo HeuvacTo - -
FPYAHIN KNIiTUi
Habpsik Yacto Yacto - -
Binb - HeuacTto - -
MponacHuuA - - - HeBigomo
OO6CTeXEHHS MiaBULLEHHSA PIBHS - - — [yXe yacTto
ninigis
MiABULLEHHS PIBHA Heuvacto - - -

AANT\/ ~ALINANIALLIA
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MiABULLEHHS PIBHA Heuvacto - - -
CeyoBOl KUCOTN Y
KpOBI

I noKo3ypist - - - Pigko
SHWKeHHS piBHA Kanito HeuacTo - - -

Y KpOBI
MiABULLEHHS PIBHA - - Hesigomo -
Kasnito y KpoBi
36i/IbLLIEHHA Macy Tina HeyacTo HeuacTo - -
3MeHLUeHHs mMacu Tina - HeuvacTo - -

* B OCHOBHOMY MOB’A3aHO 3 X0/1eCTa30M.
** NNB. po3Lin «Oco6AMBOCTI 3aCTOCYBaHHS». POTOUYT/IUBICTD.

Onunc 06paHMX NOBIYHMX peakLii.

HMPLL: Ha niacTaBi HasiBHUX AaHWX enigemionoriyHnX A0CNiMKeHb CNOCTEPIraeTbCsl KyMYNATUBHUIA A0303a/1€XKHUIA 3B’S30K MiXX rigpoxnopoTiasugoMm i HMPLL
(ams. po3gin «OcobAMBOCTI 3aCTOCYBAHHSA).

3BIiT NPO OYiKyBaHi NOBIYHI peakLiil

3BiTHICTb Npo nepesbadyBaHi MOGIYHI peakuii nicns peecTpauii NiKapcbKOro 3acoby Mae BaX/MBe 3HayeHHs. Lle fae 3mory npofoBXyBaTW MOHITOPUHT
CMiBBIJHOLLEHHA KOPUCTL/PU3NK NiKapCbKOro 3acoby. IHgopmauito npo 6yAb-aki nepepbavysaHi MobiyHi peakuil cnif nojasatv BignoBIAHO A0 BMMOT
3aKOHO/aBCTBa.

TepMiH NpUAaTHOCTI.
2 POKMW.

YMoBW 36epiraHHs.
[ns nikapcbKoro 3acoby He NOTPi6HI 0co6MBI YMOBYM 36epiraHHs. 36epirati B HeLOCTYNHOMY ANS AiTein Micuj.

YnakoBKa.
Mo 10 Tabnetok y 6nicTepi, no 3 abo no 9 6nicTepiB y KAPTOHHIN KOPOOL,.

KaTeropis Bignycky. 3a peLenTom.

B1po6GHUK.
KPKA, a.4., HoBo mecto, CnoseHis/

KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxomMkeHHA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro AisNIbHOCTI.



LLImap’ewka uecta 6, 8501 HoBo mecTo, CrioseHis/
Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



