IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Bi-MPECTAPIYM® 5mr/5mr (Bi-PRESTARIUM® 5 mg/5 mg)
Bi-MPECTAPIYM® 5mr/10 Mr  (Bi-PRESTARIUM® 5 mg/10 mg)
Bi-MPECTAPIYM® 10 mr/5mr  (Bi-PRESTARIUM® 10 mg/5 mg)

Bi-NMPECTAPIYM® 10 Mr/10 Mr  (Bi-PRESTARIUM® 10 mg/10 mg)

Cknap:

Bi-MPECTAPIYM® 5 mr/5 mr

AU PeYOBUHU: NEPUHLONPUY apriHiH/amnoguniH;

1 TabneTka MiCTUTb NepuHAoNpUNY apridiHy 5 mr (wo Bignosigae 3,395 Mr nepuHAONpPUY) Ta amnoauniny ecunaty 6,935 mr (Lo BignoBigae 5 Mr amnoguniHy);
Bi-MPECTAPIYM® 5mr/10 mr

Ait04i PeYOBUHW: MEPUHAOMNPUNY apriHiH/amnoaunix;

1 Tabnetka MIiCTUTL nepuHgonpunay apridivy 5 mr (wo signosigae 3,395 Mr nepuHgonpuny) Ta amnoguniny 6ecunaty 13,870 mr (wo Bignosigae 10 mr
amnoaunniny);

Bi-MPECTAPIYM® 10 mr/5 mr

Ait04i PeYOBUHW: MEPUHAOMNPUNY apriHiH/amnoaunix;

1 TabneTka MicTUTb NepuHaonpuny apridiy 10 mr (Lo signosigae 6,790 Mr nepuHAoNpuay) Ta amnoguniHy 6ecunaty 6,935 mMr (LLLO BiAMNOBIAAE 5 MI amiognNiHy);
Bi-NMPECTAPIYM® 10 Mr/10 mr

Ai04i PeYOBUHW: NEPUHAONPUANY apriHiH/amnogunix;

1 Tabnetka MiCTUTbL nepuHaonpwuny apridiny 10 mr (wo Bignosigae 6,790 mMr nepuvHAonpuny) ta amioguniny 6ecunaty 13,870 mr (wo signosigae 10 mr
amioauniny);

[ONOMI>KHi PEYOBUHW: NaKTO3M MOHOriapaT, MarHito cteapat (E 470B), uentonosa mMikpokpucTaniyHa (E 460), KpeMHito aiokcna KonoiaHuin 6e3sogHuii (E 551).

JlikapcbKa thopma. TabneTku.

OCHOBHI (pi3MKO-XiMiYHI BNaCTWBOCTI:

Bi-NMPECTAPIYM® 5 mr/5 Mr: 6inoro Konbopy, 0Bractoi opmMu TabeTka 3 TUCHEHHAM 5/5 3 0fIHOro GOKY Ta *5* 3 iHLLIOTO.
Bi-MPECTAPIYM® 5 mr/10 Mr: 6in0ro Konbopy, KBaapaTHoi hopmm TabeTka 3 TUCHEHHAM 5/10 3 04HOro 60Ky Ta *5* 3 iHLLOTO.
Bi-NMPECTAPIYM® 10 Mr/5 Mr: 6inoro Konbopy, TOMKYTHOT (hopMm TabneTka 3 TUCHEHHAM 10/5 3 0iHOro 60Ky Ta 5 3 iHLLIOTO.
Bi-MPECTAPIYM® 10 mr/10 Mr: 6in10ro Konbopy, Kpyrnoi popmiu Tabnetka 3 TucHeHHsM 10/10 3 0HOro 60Ky Ta =5 3 iHLLOrO.

dapmakoTepaneBTUYHa rpyna. IHriéitopu Ard, kom6iHauii. IHri6iTopn AMNd Ta 6nokatopu KanblieBnx KaHanis. MepuHgonpun Ta amnoamnid. Kog ATX 9B
BO4.

dapmako/oriyHi BnacTmBoCTI.



dapmakogyHamika.

MNepuHgonpun

MexaHi3m aii
MepuHaoNpun — iHri6iTop (hepMeHTY, SKWIA NEePeTBOPHOE aHTiOTEH3NH | B aHrioTeH3uH |l (aHrioTeH3MHMNepeTBOPtOBabHMIA hepmeHT AlD). MNepeTBOpPHOBaNbHNIA

(bepMeHT, abo KiHa3a, Lie eK30nenTnaasa, ska poouTb MOX/IMBUM NePeTBOPEHHS aHriOTeH3UHY | y CYAMHO3BYXXYBa/IbHWI aHTIOTEH3UH |1, @ TAKOXX CNPUYNHSAE po3nag,
Basoguiararopa 6pagnKiHiHy A0 HEeaKTUBHOro rentanentugy. IHribysaHHA AlM® npusBoAUTb 40 3MEHLUEHHA KOHLUeHTpauil aHriotTeH3uHy Il y nnasmi Kposi, Lo
NiBWLLYE aKTUBHICTb PEHIHY Y Mna3mi KpoBi (3a paxyHOK NPUrHiYeHHsS HEeraTMBHOrO 3B0OPOTHOIO 3B’ 3Ky BUBISIbBHEHHSA PEHIHY) Ta 3HWKYE CeKpeLito anbJoCTEPOHY.
Ockinbkn AMN® iHaKTUBYE GpafdnKiHiH, iHFi6yBaHHA AlM®d TakoXX NPU3BOANTL A0 NiABWLLEHHS aKTUBHOCTI LIMPKY/HOKOYOT Ta MicLEBOT KasliKpeTHKIHIHOBOT cucTtemm (i
TakMM UYMHOM TaKOX NPU3BOAWUTL 40 aKTWBaLii cMCTEMW npocTarfaHavHiB). Liel MexaHi3m AiT 3yMOB/MIOE 3HVXEHHS apTepiaibHOro TUCKY iHribiTopamn AMN® i
4aCTKOBO BiAnoBigae 3a NosiBy AesaKNX No6iYHMX edeKTiB (HanpuKiag Kalusto).

MepuHaonpun gie yepes CBili aKTUBHUIN MeTabOoNIT — NepUHAONPUAAT. THLLI XX MeTaboniTh He AeMOHCTPYIOTb aKTUBHOCTI B iHri6yBaHHI AM® B eKCnepuMeHTa/IbHUX
YMOBaXx.

KnidivyHa edheKTUBHICTb Ta be3neka

ApTepiasibHa rinepTeH3is.

MepuHaonpun eeKTUBHO 3HUKYE apTepiaibHUIA TUCK NPU BCIX CTYNeHsX apTepiaibHOI FinepTeHsiil: 1erkoMy, MOMipHOMY Ta TSXKKOMY; 3HVDKEHHS CUCTOMIYHOIO Ta
[iaCTONIYHOr0 apTepiaibHOro TUCKY CrOCTEPIraeTbCA AK Y NOMIOXKEHHI NaLieHTa 1eXauu, TaK i y NONOXKEHHI CTOAYM.

MepuHAONPUA 3MEHLLYE OMip NepUPEPUUHNX CYLUH, LLLO NPU3BOAUTL A0 3HKEHHS apTepiasibHOro TUCKY. BHacMifoK LbOro 36i/bLYETHCH NePUEPUUHNIA KPOBOTIK
6e3 BMN/IMBY Ha YaCTOTY CepLEBUX CKOPOYEHD.

AK NpaBuno, 30iNbLUYETLCS | HUPKOBUIA KPOBOTIK, TOAI AK LUBUAKICTL Ky604koBOT inbTpauii (LUKP) 3a3Bunyaii He 3MiHIOETLCA.

MakcManbHUiA aHTUFiNePTEH3MBHUIA eqieKT pPO3BMBAETLCA 4epe3 4— 6 roAauMH Nicns OAHOKPATHOrO NPWInOMy Ta 36epiraeTbCs LUOHaViMeHWe 24 roauHK:
cniBBigHOLEHHA T/P (eheKTUBHICTbL Nepes NPUINOMOM HaCTYMHOT 403K/ MaKCUMasibHa e(heKTUBHICTb) NepUHAONPUIY CTaHOBUTL 87 — 100 %.

ApTepia/lbHUA TUCK 3HWMXXYETLCA LUBMAKO. Y MauieHTiB, AKi BIAMOBIM Ha NliKyBaHHSA, HOpMai3auis apTepiabHOro TUCKY Bif0yBaeTbcA NPOTArOM Micaud Ta
36epiraetbcs 6e3 BUHMKHEHHS Taxithinakcil.

Y pasi NpUNMHEHHs 3aCTOCYBaHHSA NEPUHAONPUNY eqeKTy BigMiHWN He BUHUKAE.

MMepvHAONPUA 3MEHLLYE TinepTPodgito MiBOro LWIyHOYKa.

KniHiuHi  gocnifkeHHs A0Benu, WO NepuHonpua Mae CyAUHOPO3LWIMPHOBasIbHI BNacTMBOCTI. BiH NOKpallye enacTUYHICTb BE/IMKMX apTepil Ta 3MeHLUYe
CMiBBiJHOLUEHHS TOBLUMHN CTIHKM A0 MPOCBITY CYAMHW Y Ma/inX apTepii.

3anobiraHHs cepueBo-CYANHHUM YCKIAAHEHHAM Y NaLiEHTIB 3 JOKYMEHTOBAHOK CTabinbHOK IXC.

EUROPA — ue MiXXHapogHe MyNbTULIEHTPOBE paHoMi3oBaHe MoABiHe cnine nnaueb0- KOHTPONbOBaHE KIiHIYHE AOCNI[IKEHHS, ke TpuBano 4 poku. 12218
[0pocnnX nauieHTiB Oynu paHLOMi30BaHi Ha rpynu: 6110 nauieHTiB npuiimany 8 Mr nepuHAoNpuNy TeptToyTunamiHy (LLO € eKBIBASIEHTHUM NEPUHLONPUITY apriHiHy
10 mr) Ta 6108 nauieHTiB nNpuiiManyM nnaue6o. Y AOCNimMKeHHI 6pany y4yacTb MNalieHTX 3 MiATBEPAKEHOH ilLeMiYHOK XBOPOOOH cepusd Ta 6e3 KAiHiYHO
nigTBEpAKEHOI cepueBoi HegocTaTHOCTI. 3aranom 90 % nauieHTiB NepeHecnn B aHamHesi iHapKT Mmiokapaa Ta/abo onepawito 3 peBackynspusauii. binbwictb
nawieHTIB y JOCNIIKEHHI OTpMMYyBaia NepuHAONPWA Ha AOAATOK [0 CTaHAapTHOT Tepanii Ae3arperaHtamu, rinoninigemivHumm npenaparamm ta -6nokatopamu.
TONOBHMMW KPUTEPISIMU OLIHKN e(DEKTUBHOCTI 6yna KOMOIHOBaHa TOYKa: CEPLEBO-CYAMHHA NETaNbHICTb, HeNeTabHUIA iH(aPKT Miokapaa Ta/abo 3yrnuHKa cepus 3
noAanbLLUMM YCMILLHUM 3anyCKOM. Pe3yibTaToM Tepanii nepuHAonpuiy TeptéytuiamiHoM y fo3i 8 Mr (Lo € eKBiBa/IeHTHUM nepuHaonpuny aprididy 10 mr) oguH
pa3 Ha [ieHb CTasio AOCTOBiIpHe abCo/OTHE 3MEHLLUEHHS MOKa3HMKa NePBUHHOT KiHLEBOT TOUKM AOCNIKEHHS Ha 1% (3MeHLUeHHs BiAHOCHOro pun3nky Ha 20 %, 95 %
CI[9,4; 28,6] — p<0,001).

Amnoamnin




MexaHi3m aii
AMNOANMIH € Hri6ITOPOM MOTOKY I0OHIB Ka/lbLiito, L0 HaneXuTb A0 rpynu aurigponipnanHis (6710KaTop MOBINIbHMX KasbLieBUX KaHaniB abo aHTaroHICT iOHIB

KasibLiito) Ta 6/10Kye TpaHCMeMOPaHHWIA MOTIK I0HIB Ka/ibLito A0 KNITUH rNagkux M’A3iB Miokapa Ta CyavH.
MexaHi3M aHTUrinepTeH3UBHOI AiT amnoAuniHy 3yMOB/IEHWI NPAMOIO PeNlakCytoUOo0 Aiet0 Ha rnafKy MycKynaTtypy CyauH. TOUHWUIA MexaHi3M, 3a LOMOMOroH AKOro
am/IoAMMiH 3MEHLLYE NPOSBU CTEHOKapAii, MOBHICTIO He BU3HAYEHO, a/ie aMI0AMMNIH 3MEHLLYE 3ara/ibHy iLeMit0 HaBaHTaXXeHHS 3aBAAKN TaKUM AisM:

- AM/I04UNIH PO3LLUMPIOE NEPUREPUYHI apTePIoNU i TAKUM YMHOM 3HUXKYE 3arasibHWUin nepugepuyHunii onip (NocTHaBaHTaXKeHHs). OCKI/IbKM Y4acToTa cepLeBmx
CKOPOYEHb HE 3MIHIOETHCS, 3HUXXEHHS HABaHTAXKEHHS Ha CepLie 3MEHLLYE CMNOXMBaHHA eHeprii MioKapAoM Ta Moro noTpeby y KUCHI.

- AmN0o4MNiH TakoX YacTKOBO CMPUSIE PO3LUMPEHHIO MOOBHMUX KOPOHAapPHUX apTepiit Ta KOPOHAPHUX apTepion fK Yy He3MIHEHWX, TakK i B iLleMi30BaHMX 30Hax
miokapga. Taka Aunatauis 36ifblye HagXo[XKeHHS KWCHIO [0 Miokapfa Yy XBOPMX Ha Ba3oCnacTUUHy CTeHOKapAito (cTeHokapais MpuHuMeTana abo
BapiaHTHa CTeHOoKapAais).

KniHiYHa edeKTUBHICTbL Ta 6e3neka

Y naujieHTIB 3 apTepia/ibHOK TinepTeH3Ie0 NPMInOM aMnoamniHy O4UH pa3 Ha Ao6y 3abesrneyvye KNiHIYHO BUPaXKeHE 3HMKEHHSA apTepiaslbHOro TUCKY NpoTarom 24
FOAVH AK Y NOMOXEeHHI NaLieHTa neXkayn, Tak i B MOI0XKEHHI CToAYN. 3aBAAKM NOBIIbHOMY NOYaTKY AiT aM104AMMIH He CNPUYMUHSAE rOCTPOI FiNoTeH3Il.

Y naujieHTiB 3i CTEHOKapieto NpuiioM amioanniHy OAUH pa3 Ha AeHb 30iMbLUYE 3araibHWin Yac (i3MYHOro HaBaHTaXXEHHS, Yac 40 BUHUKHEHHSA Hanady CTeHOKapAii
Ta Yac [0 BUHUKHEHHS fenpecii cerMeHTy ST Ha 1 MM, 3HMXXYE YacTOTy HanaziB CTeHOKapii Ta 3MeHLye NOTpeby Y 3aCTOCyBaHHI HITPOrNiLEepUHY.

3 npuitomom amnofuniHy He MoB’A3aHi OyAb-AKi HeraTMBHI MeTaboniyHi NPosBM abo 3MiHW piBHA NiNigiB y nnasmi KpoBsi, TOMY MOro MOXHa 3acTOCOBYBATM
nawieHTam 3 acTMOH0, LIlyKPOBUM fiabeToM Ta nogarpoto.

llemivyHa xBopoba cepus (1XC)

EhekTMBHICTb amnogumniHy y 3anobiraHHi KAiHIYHWX NOAIN Y nauieHTiB 3 iLemiuHo xBopoboto cepus (IXC) 6yno OuiHEHO Yy He3aeXXHOMY MY bTULEHTPOBOMY
paHAoMi30BaHOMY MOABIHOMY Cninomy nnaue60-KoHTPObOBaHOMY AOCNIAKeHHI 3 yyacTio 1997 nauieHTiB — TOPIBHAHHA aMnoauniHy A0 eHananpuiy LWoao
06MmeXeHHs Bunaakis Tpomoosy (CAMELOT). MpoTarom 2 pokiB 663 nauieHTV npuiMany amnogunid y aosi 5 — 10 mr, 673 nayieHTn npuiiManun eHananpun 'y 4osi
10 — 20 mr Ta 655 nauieHTiB npuitmany nnawuebo Ha AoAaTOK A0 CTaHAAPTHOT Tepanii cTaTuHaMK, B-6nokaTtopamu, AiypeTukamum Ta acnipnHoM. OCHOBHI pe3ynbTaTi 3
e(heKTUBHOCTI HaBefeHO Y TabnuLi HMXYe. Pe3ynbTaTu cBig4aTh MPO Te, Lo NiKyBaHHA aM10AMMiHOM 610 MOB’S3aHO 3 MEHLLIOK KifIbKICTHO BUMAaAKIB rocnitanisawil
3 NPUBOLY CTeHOKapAil Ta onepaviin peBackynapu3auii y nagieHTis 3 1XC.

KinbKicTb BUNaaKiB 3HAYHMX KNiHIYHKX pe3ynbTatiB y gocnigkeHHi CAMELOT

YacToTa KapAioBacKysapHUX Nofii, KifbKicTb (%) AmMnoauniH vs nniaueoo
Pe3ynbTatu AmnoguniH Mnave6o EHananpwn BigHOCHWI PU3NK | p 3HAYEHHS
95 % ClI
lMepBUHHA KiHLEBA TOYKa
HebaxaHi
KapAioBacKynapHi nogii 110 (16,6) 151 (23,1) 136 (20,0) 0,69 (0,54-0,88) 0,003
OkpeMmi CKnazfosi
KopoHapHa 78 (11,8) 103 (15,7) 95 (14,1 0,73 (0,54-0,98) 0,03
peBacKynspu3ayis
"ocniTanisauii 3 npuBogy 51 (17,7) 84 (12,8) 86 (12,8) 0,58 (0,41-0,82) 0,002

CTEHOKapAii




HenetanbHuiA iHapKT 14 (2,1) 19(2,9) 11 (1,6) 0,73 (0,37-1,46) 0,37
Miokapza
IHCYNbT abo TpaH3UTOpPHa 6 (0,9 12 (1,8) 8(1,2 0,50 (0,19-1,32) 0,15
iLemMivyHa aTaka

KappgioBackynspHa

neTanbHICTb 5(0,8) 2(0,3) 5(0,7) 2,46 (0,48-12,7) 0,27
ocniTanizayii 3 npusoLy

3acTiliHOI cepueBoi 3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 0,46
HeLoCTaTHOCTI

3ynuHKa cepus 3

noAabLLMM 3aryCKOM 0 4 (0,6) 10,1 - 0,04
BnepLue BusBneHi

3aXBOPHOBAHHSA 5(0,8) 2(0,3) 8(1,2) 2,6 (0,5-13,4) 0,24

nepuepuYHnX CyamH
CepueBa HefloCTaTHICTb
JocnimpKeHHs reMogvHamiKu Ta KNiHIYHI 4OCNIIKEHHS 3 KOHTPOIEM HaBaHTaXKeHHS 3 y4acTO MaLieHTiB i3 CepLeBO0 HeOCTATHICTIO, (hyHKLioHabHUIA Knac Il — 1V
3a NYHA, nokasanu, Wo amio4uniH He NPuU3BOAMB A0 KIHIYHOMO MOTIPLUEHHS 3a pe3ynbTaTamMy NMOKa3HUKIB MepPeHOCMMOCTI (PI3UYHNX HaBaHTaXeHb, (PPaKLIErD
BUKMAY NiBOTO LUYHOYKA Ta K/TIHIYHOK CUMNTOMATUKOLO.

MeToto nnaue6o-KOHTPOILOBAHOIo focnimpkeHHs PRAISE 6yna ouiHka BNAWBY amiogmniHy Ha NauieHTIiB i3 CepLeBO0 HefOCTaTHICTHO, PYHKLiOHaNbHWIA Knac
[l = 1V 3a NYHA, aKi npuiimany gUrokcuH, aiypeTukn Ta iHrieitopy AN®. JocnigpkeHHs NOKas3ano, WO 3acTOCYyBaHHS aMIoANMiHy He NPU3BENo A0 NiABULLEHHS
PU3MKY NeTanbHOCTI ab0 MiABULLIEHHS PU3MKY 3aXBOPHOBAHOCTI/NETaNIbHOCTI, MOB’A3aHMX i3 CEPLIEBOD HEOCTATHICTHO.

PRAISE-2 — goBrotpusae nnaueb0-KOHTPOIboBaHe JOCNIAKeHHA. MeTa [OC/IIKEHHA — OLiHUTW BMNAMB aMNOAMMIHY Ha MaLieHTIB i3 CePLEBOD HeLOCTATHICTHO,
(hyHKUioHanbHUin knac 111 — IV 3a NYHA, 6e3 KniHiYHMX CUMMTOMIB abo 06’€KTUBHUX AaHWX, SKi NiATBEPMKYHOTb ab0 NexaTb B OCHOBI iLIeMIYHOI XBOPOOMW.
MauieHTn, AKi 6pann yyacTb Y AOCNIMKEHHI, TPMBAIMA Yac npuidmany iHricitopy AMN®, npenapaTn guritanicy Ta AiypeTuUKU. [OCNiIKEHHA Mokasano, LWo
amnioanniH He BMNAMBAaE Ha 3arasibHy KapAiOBaCKYNsPHY NeTanbHICTb. Y pamkax [OCNIMKEHHS MPUIAOM amMNoAMMiHY acouitoBaBCs i3 MiABWLLEHHAM KiflbKOCTI
NoBiAOM/IEHb NPO HAOPSIK NEreHiB.

ALLHAT — gocnifjKeHHs pi3HUX TUMIiB NiKYyBaHHS 418 NonepempKeHHs CepLeBnxX Hanagis

PaHAoOMi30BaHe MoOfBIHE cnine AocnimkeHHs 3axBoproBaHoCTi/neTanbHOCTi ALLHAT (AHTWrinepTeH3nBHe Ta rinoninigemivyHe nikyBaHHA Ans NPOgiNakTUKu
cepueBnX Hanagis) NPOBOAUAOCA Y NALIEHTIB 3 IErKOK i NOMIPHOK apTepiasibHOK TiNePTEH3IEKD AN MOPIBHSAHHSA CyYaCHMX TepaneBTUYHMX 3aC006iB: aMIoAuMiHY Y
[03i 2,5 — 10 mr/geHb (6n1oKaTop KasbLieBUX KaHanis) abo nisvHonpuny y fo3i 10 — 40 mr/geHs (iHri6iTop AM®) ak Tepanii nepLioi NiHiT Ta Tia3n4HOro Aiypetrka
XnopTanifoHy y aosi 12,5 — 25 mr/geHsb.

Y pocnifxeHHi 6panun yyactb 33357 naLieHTiB 3 apTepia/ibHOKO rinepTeH3ielo BikoM Bif 55 pokiB, AKi cnocTepiranmca B cepegHboMy NpoTarom 4,9 poky. MauieHTu
Masm xoua 6 OAuH [J0LATKOBUIM KapLioBacKyNspHUMA (hakTop pu3uKy, Y TOMY Yuchi: nonepesHii iHhapKT Miokapga abo iHCy/nbT > 6 MiCALIB [0 BKIOYEHHS Y
AocnifkeHHs abo NiATBEPKEHHS IHLWIOr0 aTepOCKIePOTUYHOMO CepLEeBO-CYANHHOI0 3aXBOPOBaHHS (3arasiom 51,5 %), aiabet Il Tuny (36,1 %), avcninigemito J1BLL,
(ninonpoTeigun BUCOKOT WinbHOCTI) < 35 mr/an (11,6 %), rinepTpoito NiBOrO LLUMYHOUKA, WO Oyna BCTAHOB/IEHA Ha eNleKTpoKapaiorpami abo nif yac exokapgiorpadii
(20,9 %), naniHHs (21,9 %).

MepBMHHA KiHLEBA TOYKa LOCNILKEHHA Gyna KOMOIHOBaHO i CKfiafanacs 3 netaibHUX ycknagHeHb IXC abo HenetasbHOro iHgapkTy Miokapga. CTaTUCTUUHO
[OCTOBIPHOI Pi3HNLI 32 MOKasHWKaMy NepBUHHOT KIHLEBOI TOYKM MiX Tepanietd Ha OCHOBI am/ioAuMiHy Ta Teparietd Ha OCHOBI X/IOPTaNifOHY He BUWSBJIEHO:




BigHOCHMIA pu3nk 0,98, 95 % CI1(0,90 — 1,07) p=0,65. LLof0 BTOPMHHMX KiHLEBMNX TOYOK, TO YaCTOTa BUHMKHEHHS CepLEBOT HEAOCTaTHOCTI (CKNagoBa KOMGIHOBaHOI
CepueBo-CyANHHOT KiHLIEBOT TOUKM) Byna JOCTOBIPHO BMLLOK Y rpyni, WO Npuiimana aMnoauniH, NopiBHAHO 3 rpyrnoto, Wo npuiimana xnoptanigoH (10,2 % npotu
7,7 %, BigHOCHWIA pu3nk 1,38, 95 % CI [1,25 — 1,52] p<0,001). OfHak He 6yno BiA3HAYeHO [OCTOBIPHOT Pi3HUL 3a NeTa/IbHICTIO 3 BYAb-AKMX MPUUMH MK Teparieto
Ha OCHOBI am/I0AMMiHY Ta Teparieto Ha OCHOBI XNopTanigoHy (BigHOCHMIA pusnk 0,96, 95 % CI [0,89 — 1,02] p=0,20).

BnacTuBOCTI CNiNbHI AN NepUHAONPUAY Ta aMaoannizy

JocnipkeHHs 3axsoptoBaHocTi Ta fetanbHOCcTi ASCOT-BLPA (AHIM0-CKaHAMHABCLKE LOCNIKEHHA KapLiOoBaCKYyMAPHUX HACNIAKIB — aHTUriNepTeH3MBHA TiNKa)
6yno nposeaeHo 3 y4yacTio 19257 nauieHTiB Bikom Big 40 A0 79 pOKiB 3 TiNepTeH3iel0 Ta HasBHICTIO LUOHaliMeHLe 3 i3 HMDKUYeHaBeAeHNX KapAioBacKynspHUX
(haKTopiB PU3NKY: rinepTpodis NiBoro wnyHo4vka (BusiBneHa 3a gaHnmu EKIM a6o exokapgiorpadii), iHWi BiAXWUNEHHS, BUSIBMEHI HA eNeKTPOKapAiorpami, LyKpoBuii
piabet Il Tuny, 3axBOPIOBaHHS NEPUREPUYHUX apTepiil, MepeHeceHWUi IHCYNbT abo TpaH3UTOpPHa illemiyHa aTaka, 4onoBiva CTaTb, BiK Bif 55 poOKiB,
MiKpoa/ibbyMiHYpisi a60 NPOTeTHYpis, NaiHHSA, CNiBBIAHOLLEHHS PIBHS 3ara/lbHOr0 X0MeCTepMHY NiasMu A0 X0NecTepuHy NinonpoTeiaiB BUCOKOT WinbHocTi (JIBLLL)
6 i 6inbLue, CiMeiHUIA aHaMHE3 paHHBLOI0 BUHUKHEHHS I XC.

OCHOBHOK METOH AOCNiIKEHHA BY/10 OLIHATK Ta MOPIBHATA AOBrOTPMBasi BM/IMBIN ABOX PEXMMIB aHTUTiNePTEH3MBHOT Tepanii Ha KOMGiHOBaHY KiHLEBY TOYKY —
HeneTanbHUIA H(APKT MioKapaa (BKIKOYaouM 6e3CMMNTOMHUIA TH(APKT Miokapfa) Ta feTanbHi YCKnagHeHHs iwemiyHoi xBopobu cepus (IXC), — a cawme
amnoAuniHOM y KomOGiHauil 3 nepvHZOMPWIOM, SKWA [ojaBaBca y pasi HeOOXiLHOCTI 3HWKEHHS TUCKY, MOPIBHAHO 3 Tepanietd aTeHOo/10/10M Yy KOMGiHauil 3
AlypeTrKoM 6eHapodyMeTia3naom, Wo AoAaBaBcs Y pasi He06Xi4HOCTI 3HKEHHS TUCKY.

Y KiHUi gocnimpKeHHs 6inblwicTb nauieHTis (78 %, 14974 3 19242) oTpMMyBa/u LLOHaNMeHLLE ABa aHTUTiNepTeH3MBHI 3acobu i nuwe 15 % (1401 3 9634) Ta 9 %
(857 3 9608) oTpMMyBa/IM MOHOTepanito aM104MMIHOM Ta aTeHO/10/10M BiAMOBIAHO.

JocnipkeHHs 6yn0 [LOCTPOKOBO MPUMUHEHO B CepefHbOMY 4Yepe3 5,5 poKy CnocTepexeHb 3a pilleHHAM Pagy 3 MOHITOpUHTY gaHux 3 6e3neku (Data Safety
Monitoring Board — DSMB), ocKiflbK1 crniocTepiranaca 3HauyHo BULLA NeTa/bHICTb Y rpyni, Ae 3aCTOCOBYBa/iacb Tepanis Ha OCHOBI aTeHO/10/1Y, MOPIBHAHO 3 TPYMOHO 3
3aCTOCYBaHHSA am/I0ANMIHY.

3a pesynbTatamv OCiIKeHHS Bif3HAYa10Cca HeOCTOBIPHE 3HVXKEHHSA NEPBUHHOT KiHLEBOT TOUKM, L0 CK/Iafanacs 3 HeneTalbHOro iHapKTy Miokapaa (BK/o4aoun
6e3CMNTOMHUIA iH(apKT Miokapaa) Ta NeTalbHUX YCKNafHeHb ileMiyHoi xBopobu cepus (IXC) Ha 10 % y rpyni nauieHTiB, AKi 3aCTOCOBYBa/M KOMOiHALitO
amioAvniH/nepuHAONPUA, MOPIBHAHO 3 TPynoto arteHonon/6eHgpodnymetiaang. OfgHak cnocTepirasocs [AOCTOBIPHE 3HWXKEHHSI BCIX MOKA3HUKIB BTOPUHHUX
KIHLEBMX TOYOK (32 BUHATKOM /IeTa/IbHOI Ta HefleTaslbHOI CepLieBOi HeAOCTATHOCTI) Y rpyni NauieHTiB, AKi OTPUMYBaIM aMnognniH/nepuHaonpun.

KiHUeBi TOUKM:

BTOPUWHHI KiHLEBI TOYKMK 3HMKEeHHS Bi4HOCHOIO 95 9% CI p
PU3NKy
HeneTtanbHWiA iHapKT Miokapaa 13 % 0,76 — 1,00 0,0458

(Kpim 6e3cMMNTOMHOrO) +
netanbHa IXC

3arasibHa KopoHapHa KiHLeBa 13% 0,79 -10,96 0,007
TOYKa

KopoHapHi nogaii Ta BTpy4YaHHs 16 % 0,78 -0,90 <0,0001
JNeTa/bHICTb 3 YCIX NPUYUH 11% 0,81-0,99 0,0247
CepLeB0o-Cy/AMHHA NeTa/IbHICTb 24 % 0,65 -0,90 0,0010
NeTanbHWin Ta HeneTanbHNIA 23% 0,66 — 0,89 0,0003

IHCYNbT




IeTanbHa Ta HenetanbHa 16 % 0,66 — 1,05 0,1257
cepLeBa HeOCTaTHICTb
dapmakoKiHeTVKa.
LLIBMAKICTb Ta CTyNiHb BCMOKTYBaHHS NEPUHAONPUIY Ta aMnoguniHy K MOHOMNPENaparis, Tak i y cknagi (ikcosaHoi kombiHauii Bi-NPECTAPIYM® focToBipHO He
BIPI3HAKOTLCA.
MNepuHaonpun

Abcopbuis
Micna nepopasbHOro NPUMInOMY MEPUHAONPUN LWIBMAKO BCMOKTYETLCS, MakCUMa/lbHa KOHLEHTpauis Yy nna3mi KpoBi gocaraeTbca nNpotarom 1 roauHu. lMepiog

HaniBpo3nagy nepuHAONPuUIYy y naasmi KpoBsi CTaHOBUTL 1 roguHy.

MepuHgonpun € nponikamun. 27 % Bif, 3aranbHOT KiflbKOCTI MPUAHATOrO NepUHAONPUIY A0CATaE KPOBOTOKY Y BUTNISAI aKTUBHOrO MeTaboniTy — nepuHaonpunarty.
Kpim akTVBHOro MetabosniTy nepuHAonpwunary, npenapar yTBOptoe 5 MeTaboniTiB, fKi € HeaKTMBHUMK. MakcMasibHa KOHLEHTpaLis nepuHgonpuiarty y nnasmi
KPOBI [OCAraeTbCs Yepes 3 — 4 roAnMHN Nicns npuinomy.

MpuiioM DKi 3MeHLLYE NepeTBOPEHHS MEPUHAONPUAY Y MEPUHAONPUNAT, OTXKE, 3MEHLIYETLCH MOro 6i0A0CTYMHICTb, TOMY LO60BY 403y NEPUHAONPWAY apriHiHy
PEKOMEH/YETbCA NPMAMaT 04HOPA30BO BpaHLi Nepea iaoto.

Posnogin

Bif3HavaeTbca NiHiHa 3aN1eXHICTb MiDXK 40300 NEPUHAONPUIY Ta KO0 KOHLEHTpauieto y nna3mi kposi. O6’em po3noginy He3B’s3aHOro NepuHAoNpPUAaTy CTaHOBUTb
npu6nnsHo 0,2 N/Kr. 38’A3yBaHHS NepuHAoNpuaaTy 3 6inkamu nnasmu ctaHoBuTb 20 %, rONOBHUM YMHOM 3 aHFiOTEH3UHNEPETBOPIOBA/IbHUM (DEPMEHTOM, asne Liel
MOKa3HWK € [,0303a/IEXXHUM.

BuBefeHHA

MepuHaonpunat BMBOAUTLCA i3 cedeto. epiog OCTAaTOMHOrO HariBBMBEAEHHA He3B’A3aHOT (Ppakuii CTaHOBWUTb MNPUGAM3HO 17 roavH. CTafis piBHOBaXKHOI
KOHLeHTpaLiT y nnasmi KpoBi HacTae Yepes 4 AHi Bif nMovaTKy MiKyBaHHS.

BviBeaeHHs MepuHAONpUNaTy YMOBINbHIOETHCA Y MALIEHTIB JIITHLOIO BIiKY, a TaKOX Yy MaUieHTIB i3 CepueBOo0 ab0 HMPKOBOK HEJOCTATHICTIO (AMB. po3fin
«OC06MBOCTI 3aCTOCYBaHHA»). TOMY 3BMYaliHe MefUYHe CNOCTepPeXeHHs Oy/e BK/IKYaTN YaCTUIn MOHITOPUHT PiBHS KPeaTUHIHY Ta Kasito.

[MeyiHKOBA HEJOCTATHICTb

[LianisHnii KnipeHc nepuHaonpunaty — 70 Ma/xs.

KiHeTnka nepuHaonpuay 3MiHKETLCS Y XBOPUX HAa LMPO3 MEYiHKW: NeYiHKOBUIA KNipeHC NepuHaonpuay 3MeHWYeTbeA BABIYi. OfHaK KinbKiCTb NnepuHaonpuiarty,
LLL0 YTBOPHOETLCA, He 3MEHLLYETLCA. OTXKe, TaKMM XBOPUM He MOTPiBHO KopurysaTtu fo3y (41B. po3ain «OcobMBOCTI 3aCTOCYBaHHSA).

Am04MNiH

Abcop6Lis, po3nogis, 38’a3yBaHHA 3 6ifikamy n1asMu

[icns nepopanbHOro NPUnoMy TepaneBTUYHMX 403 aMoAMNIHY BiH 406pe BCMOKTYETLCA | AOCArae MakCMMasibHOT KOHLEHTpaLiTy KpoBi Yepe3 6 — 12 roauH nicns
npuinomy. A6conoTHa 6i0A0CTYMHICTb CTAHOBUTL Bif 64 00 80 %. O6’eM po3NoAiNy CTaHOBMTb NPU6IM3HO 21 n/Kr. [ocnimpKeHHs in vitro NpoAeMOHCTPYBau, Wo
npréansHo 97,5 % LMPKYNOKYOro B KPOBI aM10AMMNIHY 3B’ A3YETbCA 3 BiIKaMu Nnasmu.

MpwuiioM Ki He BNIMBaAE Ha 6i0A0CTYNHICTb aMN0OAMMIHY.

BioTpaHchopmaLLis/BMBeAEHHS

Mepiog HaniBBUBEAEHHS i3 MNa3My KPOBi CTaHOBUTL Npnban3Ho 35— 50 roguH, LWo Jae 3Mory npusHadaTtu npenapar 041H pa3 Ha [o0y.

AMNOAWMIH TONOBHUM YMHOM MeTabosi3yeTbCA Yy MeyiHUi 3 YTBOPEHHSIM HeaKTMBHUX MeTabonitie. 60 % MeTaboniTiB BMBOAMTLCA i3 ceveto Ta 10 % - y
He3MiHeHOMY BUT IS4

MauieHTM NiITHLOrO BiKY. Yac AOCATHEHHSI MaKCMMa/IbHOT KOHLEHTpaLiT aMnoauniHy y nnasmi KpoBi Y XBOPMX NIITHbOr0 BiKY Ta MOMOALUMX NaUIEHTIB € O4HAKOBUM.




Y nauieHTiB NIITHbOrO BiKYy Bif3HAYaE€TbCA TEHAEHLIA [0 3HWKEHHS KIIpPeHCY amioguniHy Ta, BigMoBigHO, 30inblieHHA nokasHukiB AUC Ta nepiogy
HaniBBMBeaeHHA. [MigBuileHHs nokasHukiB AUC Ta nepiogy HaniBBMBELEHHA Y MauieHTIB i3 3aCTiMHOK CepueBO0 HeAOCTaTHICTIO BIAMOBIAaN0 BiKOBUM
0C06NMBOCTAM LOCNIAKYBaHMX MaLiEHTIB.

MeyiHKOBa HEOCTATHICTb

ICHye foy>Ke 0O6MeXeHa KiflbKiCTb KMIHIYHMX AaHWX WOoA0 NPU3HAYeHHs aMoAMMiHY NauieHTam i3 MOPYLUEHHAM (PYHKUIT MeYiHKW. Y MauieHTiB i3 MeYiHKOBO
HeLOCTATHICTIO KNIPEHC amMnoauniHy 3HWKYETLCA, Lie NPU3BOAUTL L0 MOLOBXEHHS Nepiofy HaniBBMBEAEHHS Ta MigBULLEHHA nokasHuka AUC npnbnnsHo Ha 40 — 60
%.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
ApTepiasnibHa rinepTeHsis Ta/abo ilemivyHa xBopoba cepus (AKLWO HeobXigHe NiKyBaHHS NEePUHLOMPUIOM Ta aMI04MMNIHOM).

MpoTunokasaHHs.
MoB’s3aHi 3 NepUHAOMNPUIOM:
- MigBULLEHA YYTAMBICTb 0 AiH0YOT pe4yoBUHM abo 40 6yAb-AKUX IHLINX iHri6iTopiB AMNd;
- @HrioHeBPOTUYHWI HAOPSK B aHaMHe3i, NOB’A3aHWI 3 nonepesHiM NiKyBaHHAM iHribiTopamm Alr®;
- YPOMKeHWI abo ifionaTMUYHWIA aHTIOHEBPOTUYHMIA HABPSIK;
- BariTHICTb ab0 NnaHyBaHHA BariTHOCTI (AMB. PO34iN «3aCTOCYBaHHA Y Nepiof BariTHOCTI abo rofyBaHHSA rpyaat0»);
- OfHOYaCHe 3aCTOCyBaHHS 3 npenapatamu, SiKi MICTATb Ait04y PevyoBUHY aniCKipeH, nauieHTaM 3 LyKpoBUM fia6eToM abo HMPKOBOK HefOCTaTHICTHO
(LWBMAKICTb KNy60oUYKOBOT (hinbTpauii < 60 Mn/xe/1,73 M2) (AuB. Po3Ain «B3aeMO/iN 3 iHLLMMM NIKAPCLKMMM 3aC06aMm Ta iHLL BUAY B3aEMOfili»);
- 0fiHOYaCHe 3aCTOCYBaHHS 3 cakybiTpunom/BancapTaHom (AMB. po3ain «OCco6/IMBOCTI 3aCTOCYBaHHSA» | «B3aeMOfis 3 IHLUMMW NiKapCbKMMKM 3aco0b6aMu Ta iHLWi
BUAN B3aEMOLIN»);
- eKcTpakopropa/bHi MeToAu NiKyBaHHSA, AKI NMPU3BOAATbL [0 KOHTAKTY KPOBi 3 HEraTMBHO 3apspKEHUMU MOBepXHAMU (AMB. po3ain «B3aemogis 3 iHWMMK
NiKapCbKMMM 3aco6amu Ta iHLWI BUAX B3aEMOMIN»);
3HaYHWI ABOGIYHMIA CTEHO3 HUPKOBUX apTepili abo CTeHO3 apTepil eANHOT PYHKLIOHYOUOT HAPKK (4MB. po34in «OcoBIMBOCTI 3aCTOCYBAHHS»).
MoB’A3aHi 3 amnoAunNiHOM:
- TSXKKa apTepiasibHa rinoTeHsis;
- MigBULLEHA YYTAMBICTb [0 Ait0YOT pe4yoBUHM abo 40 NOXIAHWX AUTIAPOMIPUANHY;
- LWOK, BK/IHOYAKUM KapaioreHHNI LLOK;
- 06CTpyKLUis BUXOAY 3 NiBOro W/yHOUYKa (HanpyKiag CTeHO3 a0pTyW TSXKKOrO CTYMEHS);
- CepueBa HefoCTaTHICTb NICA rOCTPOro iH(hapKTy MioKapAa 3 HecTabi/lbHOK reMoAUHaMIKOL.
Mos’a3aHi 3 npenapaTom Bi-NMPECTAPIYM®:
Yci BuLLe3a3HaueHi NPOTUMNOKa3aHHs, NOB’3aHi 3 KOXKHUM 3 KOMMOHEHTIB Npenaparty, CTOCYHThCs (hikcoBaHOT KombiHauiT Bi-NMPECTAPIYM®,
- MigBULLEHA YYTAMBICTb 0 6YAb-AKOI JOMOMIXKHOT PEHOBUHMN.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AaEMOSIiA.
B3aemogii, NoB’A3aHi 3 NepMHAONPUIOM




[aHi KNiHIYHMX JocnigpKeHb CBigYaThb, WO NoABiliHa 6/10Kafa PeHiH-aHrioTeH3nH-anbAocTepoHoBoi cuctemm (PAAC) WNSXoM OAHOYACHOMO MPUIAOMY iHTiGITOpIB
AT®, 6nokatopis peLenTopiB aHrioTeH3nHy Il abo anickipeHy acouitoeTbCA 3 6iflbLL BUCOKOK YaCTOTO MOBIYHMX peakLiid, TaKuX SK rinoTeH3is, rinepkanieMis tTa
3HVKEHHSA (DYHKUIT HUPOK (BK/IKOYAKOUM rOCTPY HUPKOBY HELOCTATHICTb), MOPIBHAHO i3 3aCTOCYBaHHAM OAHOrO npenapaty, wo snimeae Ha PAAC (4MB. po3ainu
«[poTunokasaHHs» Ta «OCO6/IMBOCTI 3aCTOCYBAHHSA»).

JlikapcbKi 3ac0o6u, WO CNPUYMHAK T rinepkaniemito. Jeski nikapcbki 3aco6u abo TepaneBTUYHI Knacy NiKapcbKMX 3aC06iB MOXYTb CIIPUUMHUTI TinepKaniemito, a
came: anicKipeH, coni Kanito, Kaninsoepiratodi giypeTuku, iHriditopu AN, aHTaroHiCTK peLenTopiB aHrioTeH3uHy |1, HecTepoigHi NpoTu3ananbHi 3acobn (HM33),
renapuHy, IMyHOCYnpecopu, Taki SK LMKNOCNOpUH abo Takponimyc, TpuMeTonpuMm Ta (hikcoBaHa KOMGIHauUis 3 CynbgameToKca3o/oM (KO-TPMMOKCason).
OfHOYaCHMIA NPUIAOM BKa3aHMX NIKaPCbKMX 3ac06iB MigBULLYE PU3NK BUHUKHEHHS FinepKaniemii.

OfHoYacHe 3aCTOCYBaHHA NPOTUNOKA3aHO (AMB. Po34iN «1pOTUNOKa3aHHA»).

AnicKipeH. Y nauieHTiB, XBOPMX Ha LyKpoBWiA aiabeT, abo nauieHTiB 3 MOPYLLEHOK (PYHKLIEH HUPOK PU3NK BUHUKHEHHS FinepKanieMii, noripeHHs (yHKLIT HUPOK
Ta KapAioBacKyNApPHOT 3aXBOPKOBAHOCTI | N1ETA/IbHOCTI MiBULLYETHLCS.

EkcTpakopnopa/ibHi MeTOoAM NiKyBaHHA. EKCTpakoprnopasibHi METOAN NiKYBaHHSA, fKi NMPU3BOAATL A0 KOHTAKTY KPOBI 3 HEFaTUBHO 3apAKEHNMMN NOBEPXHAMM, TaKi
AK fiania abo remoinbTpayis i3 BUKOPUCTAHHAM MEBHUX MeM6paH i3 BMCOKOK TifpaBniyHO MPOHUKHICTIO (Hanpuknag noniakpunoHiTpUnoBmx) Ta adepes
NinonpoTeifiB HM3bKOT LWiNbHOCTI i3 3aCTOCYBAHHAM [LeKCTpaHy Cy/b(aTty, MiABULLYIOTb PU3NK PO3BUTKY aHaMINaKTOIAHUX peakLii TSHKKOro CTyneHs (4MB. po3gin
«[pOTUNOKa3aHHSA»). Y pasi HeobXiJHOCTI NPOBELEHHA TaKOro fliKyBaHHA CNif PO3rNsHYTU MOX/MBICTb BUKOPUCTaHHS Aiafi3HOT MembpaHu iHLWoro tuny abo
3aCTOCYBaHHS IHLIOr0 Knacy aHTUrinepTeH31BHUX 3acO0iB.

Caky6iTpun/sancaptTaH. OfHo4yacHe 3aCTOCYBaHHA MEPUHAONPUNY 3 cakybiTpunom/BancapTaHOM NPOTUMOKa3aHe, OCKi/IbKM OfHOYAaCHe IHri0yBaHHA HeNpuIi3nHy
Ta AP MOXe NPU3BeCTH 40 NiABULLEHHSA PU3NKY PO3BUTKY aHTiOHEBPOTMYHOIO HabpsAKY. PO3NoYmMHaTK 3aCTOCYBaHHSA caKybiTpuny/BancapTaHy Cnif He paHille HiX
yepe3 36 rofuH nicns NpUIMOMy OCTaHHLOT L4031 NepuHgonpuay. Tepanito NePUHAONPUIOM CAif PO3NOYMHATY He paHile HiX 4yepe3 36 roAvH nicns npuiiomy
OCTaHHbOT A03u caKyb6iTpuny/BancaptaHy (AMB. po3ainn «poTunokasaHHa» Ta «OCcob6IMBOCTI 3aCTOCYBAHHS).

He pekoMeHAYETbCA 04HOYACHE 3aCTOCYBaHHA (AMB. po3ain «OCO6/MBOCT I 3aCTOCYBaHHS»).

AnickipeH. Y 6yab-aKuMX IHLUMX NaLieHTIB, AK i Y XBOPUX Ha LyKpoBUiA fiabeT abo nauieHTiB 3 NOpYLUEHOK (YHKLIEID HUPOK, PU3NK BUHWUKHEHHS TinepKaiiemi,
NOTripLIEHHN PYHKLIT HAPOK Ta KapAioBacKyNspPHOT 3aXBOPKOBAHOCTI i NIeTa/IbHOCTI MifBULLYETHCS.

3a ony6nikoBaHUMW [aHUMK BifOMO, WO Y MauieHTiB 3i BCTAHOB/IEHWM aTepOCKIepO30M, CEPLEBOKD HeLOCTaTHICTIO abo LYKPOBUM AiabeToM 3 YparKeHHSM
OpraHiB-MilLeHen oHOYacHe 3acTOCyBaHHsA iHribiTopis AM® Ta 6/10kaTOopIB PeLenTOopiB aHrioTeH3NHY CYNpPOBOLXKYBaN0CA MiABULLEHHAM YaCTOTU BUHUKHEHHS
apTepianbHOI rinoTeH3il, HeNnPUTOMHOCTI, rinepkaniemii Ta noripweHHAM (YHKUIT HUPOK (y TOMY 4YMCNi rOCTPOI HMPKOBOT HEAOCTATHOCTI) MOPIBHAHO 3
MOHOTeparnieto npenapatamu, WO BMJMBalOTb Ha PEHIH-aHriOTeH3UH-abA0CTEPOHOBY cucTeMy. [loagiiHa 6n10kaga (TO6TO KomGiHauis iHri6iTopy AlN® 3
aHTaroHiCTamMmy peuenTopiB aHrioteH3uHy 1) moxe 6yTW 3acTocoBaHa B iHAMBIAYaNbHUX BMNaAKax 3 PeTeslbHUM KOHTPOJSIEM (PYHKLUIT HUPOK, PIBHSA Kanito Ta
apTepiaibHOro TUCKY.

EcTpamycTuH. ICHYe py3KK 36iMbLLUEHHSA YaCTOTN BUHMKHEHHSA NOGIYHMX peakLiil, TakuX SiK aHriOHEBPOTUYHUIA HAOPSK (aHrioeaema).

Ko-Tpumokcason (TpumeTonpum/cynbameToKcason). Y nauieHTiB, fKi O4HOYACHO 3aCTOCOBYHOTb KO-TPMMOKCA30/1, MOX/IMBE MiABULLEHHSA PU3UKY PO3BUTKY
rinepkaniemii (ame. po3ain «OCO6/MBOCTI 3aCTOCYBAHHS»).

Kaniinsbepiratoui giypeTvku (Hanpuknag TpuamTepeH, aminopus Ta iHwi), coni Kanito. BUHUKHEHHS rinepkaniemMii (MOXMBO, NeTa/lbHOT) 0CO6MBO Y NaLieHTIB 3
HMPKOBOKO HEAOCTATHICTIO (aAUTUBHWIA rinepKaiieMivYHUA etheKT). 3a3Ha4veHi npenapaTy He PeKOMeHA0BaHI A5 0fHOYaCHOr 0 3aCTOCYBaHHSA 3 NePUHAONPUIOM (AMB.
po3ain «Oco6aMBOCTI 3aCTOCYBaHHA»). OAHaK AKLL0 OAHOYaCHe NPU3HAYeHHS LUX PeYOBMH € HeOOXigHUM, TX CNif 3aCTOCOBYBaTU 3 0OEPEXHICTIO Ta MPOBOAUTU
YaCTWIN KOHTPONb Kanito nnasmm Kposi. LLLoao 3acTocyBaHHS CMiPOHOMAKTOHY NPV CepLEBili HefOCTaTHOCTI AMB. po3ain «lpenapatun, ogHOYacHe NPU3HaYeHHs 3
AKUMU NOTPebyE 0CO6/IMBOT yBarm».

NiTiiA. OgHovacHWIA NpWitom NiTito Ta iHriGiTopis AMN® He peKOMEHAYETLCA Yepe3 MOX/IMBICTb 060POTHOr0 36iNbLUEHHA KOHLEHTPALLT /iTik0 Yy CMpoBaTL,i KPOBI Ta,




BiZANOBIAHO, NiABULLEHHS MOr0 TOKCMYHOCTI (TSHKKOI HEMpOTOKCMYHOCTI). OAHaK SKWO HeobXiAHICTb TakKoi KOMGiHauil € 06rpyHTOBaHOK, PEKOMEHAYETLCS
KOHTPO/OBATM KOHLIEHTPAL,ito NiTit0 y cupoBatui KpoBi (AyB. po3ain «Oco6nMBOCTI 3aCTOCYBaHHS»).

[MpenapaTy, 04HOYACHE NPU3HAYEHHA 3 SKMMM NOTpebdye 0c06aMBOT yBaru

LlyKpO3HM>KYBa/lbHI  3ac00M (iHCYNiH, MmepopanbHi  LyKPO3HU>KYBaslbHI 3aco6um). EnigemionorivyHi AocnifpKeHHs MpunycKaroTb, WO OAHOYacHe 3acTOCyBaHHS
iHriGiTopie AMN® Ta LyKPO3HMXYBa/IbHUX 3ac006iB (iHCYNiH, NepopasibHi LYKPO3HMKYBa/IbHI 3aC061) MOXE NPU3BECTU A0 NOCUNEHHS LlYKPO3HUXYBA/IbHOIO e(heKTy
3 PU3UKOM PO3BUTKY rinornikemii. HainvacTille Leii peHOMeH MOXKe BUHMKATW Y MepLUi TMXKHI KOMBIHOBaHOTr 0 NiKyBaHHA Ta Yy pa3i HUPKOBOT HELOCTAaTHOCTI.
[iypeTvku. Y nauieHTiB, SKi NpuiiMatoTb AiyPeTUKK, Ta 0COBMMBO Yy TUX, Y KOro MOPYLUEHWUIA BOAHO-eNEKTPONITHUIA 6anaHC, MOXIMBE HAAMIPHE 3HUKEHHS
apTepianbHOro TUCKY Nicns noyaTKy NikyBaHHA iHri6itopom AM®. IMOBIpHICTb PO3BMTKY FINOTEH3UMBHOIO eqeKTy 3HMXKYETbCA Y pasi BiAMIHWM AiypeTuKa,
NiABVLLEHHS 00°€MY LMPKY/IHOKOYOT KPOBI ab0 CMOXMBaHHA CONi Mepes, NoyaTkom Tepanii NepuHAONPUIOM, AKY CNif4 PO3NoYMHATU 3 HU3bKUX [03 3 MOCTYNOBUM
nigBuLLeHHsAM. TMpu apTepianbHii rinepTeHsii, Konn nonepeaHb0o NPU3HaYeHUn AiypeTuK Mir CAPUYMHUTKA HeAOCTaTHICTb BOAW/eNeKTPoniTiB, MOro HeobXigHO
BIAMIHWUTI Nepeg NoYaTKOM NiKyBaHHS iHri6iTopoM AMN® (y Takux BUNagKax Npuinom aiypetnka Moxke 6yTv NOHOB/IEHO 3 YacOM) abo NPU3HaYnTK iHribiTop AMd y
HM3bKIl 03I 3 MOCTYNOBMM Ti NigBULLEHHSAM. pKn 3aCTIiiHIA cepueBiii HeAOCTAaTHOCTI Ha T/i NpuiioMy AiypeTvKa npuinom iHriditopy AN cnig po3novnHaTtu 3
MiHIMaNbHOT 031, MOX/IMBO, MICNA 3HWXKEHHS 03U AiypeTuKa. Y Oyb-KOMY BUNaaKy HeobXigHO KOHTPONHBATH (DYHKLIiF0 HUPOK (PiBEHb KPeaTUHIHY) NpoTArom
MePLUNX TUXKHIB NliKyBaHHS iHri6iTopom AMNd.

Kanilizbepiraroui giypeTuku (ennepeHoH, cnipoHonakToH). OcobmBoil yBaru notpedye ogHOUacHe 3aCTOCYBaHHS erniepeHoHy abo CMipoHOMaKTOHY B A03ax Big 12,5
Mr 4o 50 Mr Ha o6y 3 HM3bKMMK fo3amn iHri6iTopy AMN®. Y pasi HeAOTPUMaHHA PeKOMeHAALIN Woa0 NPU3HaAYeHHA TaKoT KOMOIHaLiT iICHYE PU3NK BUHUKHEHHS
rinepkaniemii (MOX/MBO, NIeTaNbHOT) Nif Yac MiKyBaHHA NaLieHTIB i3 cepueBoto HegocTaTHICTIO |1 — IV knacy 3a NYHA Ta (hpakuieto Bukmay < 40 %, sKi paHile
nikyBanuca iHrioitopom AIN® Ta NetnLoBUM AiypeTMKOM. epef Npu3HavyeHHAM Takol KOMOGIHaUii clif YNeBHUTUCA Y BiACYTHOCTI rinepkanieMii Ta nopyLleHHs
(hYHKLIT HUPOK. PeKOMeHA0BaHO NPOBOAUTUN PETEIbHUIA MOHITOPUHT KaslieMiT Ta KpeaTUHIHEMIT WOTUXKHEBO Nif Yac MepLuioro Micaus fikyBaHHA Ta LWOMICAYHO
Hagani.

PauekagoTpun. Bigomo, Wo nikyBaHHA iHri6iTopamu AlM® (Hanpuknag nepyuHAONPUIOM) MOXe CMPUYNUHUTIA PO3BMTOK aHriOHEBPOTUYHOIO HabpsKy. Lieid pusnk
MOXe 36i/1bLLIYBaTMCh NPU OLHOYACHOMY 3aCTOCYBaHHI 3 paLeKafoTPUIoM (NiKapCbKUM 3aC060M, IKUIA BUKOPUCTOBYETLCA A/151 /TIKYBaHHA rOCTPOT fiapel).

IHri6iTopn MTOR (Hanpuknag cuponiMmyc, eseponimyc, Temcuponimyc). MawieHTn, SKi 04HOYaCHO 3aCTOCOBYHOTL IHri6iTopr MTOR, MOXYTb Hanexatu Ao rpynm
NigBULLEHOI0 PU3NKY PO3BUTKY aHTiOHEBPOTUYHOIO HabpsKY (AMB. po3ain «OcobnMBOCTI 3aCTOCYBaHHS»).

HecTepoigHi npoTu3ananbHi nikapcbki 3acobu (HM33), y Tomy uncni acnipuH = 3 1 Ha Jo6y. Moximee nocnabneHHs aHTUriNnepTeH3MBHOMO eqiekTy nif yac
0[JHOYaCHOr0 3aCTOCyBaHHS iHri6iTopie AIM® 3 HIM33, TaknMmuK SK: aueTunicaniynioBa K1cnoTa y npotusanaibHUX fosax, iHrieitopm LLOI 2, HecenekTusHi HIM33.
OfHouYacHe 3acTocyBaHHS iHri6iTopis AM® Ta HM33 mMoxe Npu3BecTV A0 MiABULLEHHS PU3NKY MOTipLIEHHS (PYHKLUIT HAPOK, Y TOMY YMC/i iIMOBIPHOCTI PO3BUTKY
rOCTPOi HUPKOBOT HEAOCTATHOCTI, NIABULLEHHSA PIBHA Kanito Y nia3Mi KpoBi, 0CO6/NMBO Y MALiEHTIB i3 NOPYLUEHHAM (DYHKLIT HUPOK B aHaMHesi. Taky Kom6iHaLito
cnif npusHavaT 3 06EepPEeXHICTIO, 30Kpema naljieHTam MiTHbOro Biky. lMauieHTamM Heo6XigHO BiAHOBUTW BOAHWI GanaHC Ta KOHTPOMOBATU (DYHKLIIFO HUPOK Ha
noYyaTKy iKyBaHHA TakoK KOMOiHaL et Ta NepioAMyHO BNPOAOBXK NiKyBaHHS.

[MpenapaTw, 04HOYACHE NPU3HAYEHHA 3 AKMMU NOTpebye yaru

[ninTuHK (NiHarninTuWH, cakcarninTWH, CUTarninTyH, BinbAarninTuH). Y NauieHTiB, SKMM Npu3HaveHo KOMOiHaLito rinTUHY Ta iHri6iTopy AMN®, NigBuLLyeTbCS
PU3MK BUHUKHEHHSA aHrioefeMn BHaCNiLOK TOro, WO MiMTUH 3HUXKYE aKTUBHICTb Agnnentugunnentungasu-1Vv (4Nr-1v).

CumnaToMiMeTUKN MOXYTb NocnabntoBaTh aHTUTiNEPTEH3NBHY Ait0 iHri6iTopis AMNd.

3on0To0. MNpKn ofHOYACHOMY 3acTOCyBaHHI iHribiTopiB AM®, BKIOYarouM NepUHAONPUA, Ta iH’EKLiNHUX NpenapaTiB 30/10Ta (HaTpito aypoTiomanar) pPifKo MOXYTb
BUHWUKHYTU peakLii, MoA4i6HI JO TUX, L0 BUHUKAIOTb MPW 3aCTOCYBaHHI HITPATIB (MOYePBOHIHHA 06/1MYYS, MPUNIVBK, HYA0Ta, 6/1F0BaHHA Ta MiNOTeH3is).

B3aemogii, noB’si3aHi 3 aMa0auniHOM

He pekoMeHAYETbCA OAHOYACHEe 3aCTOCYBaHHS




JaHTponeH (iHysia). B ekcnepvMeHTasIbHUX [OCHIIKEHHAX MIiCNA 3aCTOCYBaHHS Bepanamisly Ta [aHTPO/IEHY BHYTPILLIHbOBEHHO criocTepirannca qibpunauis
LL/TYHOUKIB Cepus 3 fIeTa/lbHUM HacNiJKOM Ta KapAioBaCcKyNspHWUIA Konanc y NoeAHaHHI 3 rinepkanieMieto. 3 ornsgy Ha MOX/IUBICTb BUHWKHEHHS TinepKaniemii
PEKOMEHJ0BaHO YHUKATU O4HOYACHOMO MPU3HAYEHHS aHTarOHICTIB Ka/ibLito, TaKMX AK aMIo4WMIH, nayieHTam 3i 3108KICHOK TinepTepMieto Ta nauieHTam, y AKux
MPUNYCKAETbCA HAsABHICTb 3/109KiCHOT rinepTepmil.
[MpenapaTw, 04HOYACHE 3aCTOCYBaHHA 3 AKMMU NOTpebye 0c06NMBOT 06ePEXKHOCT I
IHaykTOopy CYP3A4. IMpy 0fHOYaCHOMY 3aCTOCYBaHHI 3 BifoMuMu iHAyKTopamu CY P3A4 KOHLUeHTpaLis aMio4uniHy Y nnasmi KpoBi MOXe 3MiHI0BaTMCh. ToMy nif
yac Ta Micns OLHOYACHOrO 3acTocyBaHHS 3 iHAykTopamu CYP3A4 cnif KOHTpontoBaTw apTepiasibHUIA TUCK Ta MPOBOAWUTU KOPEKLit0 403W, 30KpeMa Yy pasi
3aCTOCYyBaHHS 3 iHAYKTOpamu cunbHoi ail CY P3A4 (Hanpuknag, pudamniunH, 3Bipo6in (hypericum perforatum)).
Inri6iTopn CYP3A4. OfHouacHe 3aCTOCYBaHHA am/ofuNiHy 3 BMCOKOAKTVMBHUMYK abo mnomipHumMu iHribitopamy CYP3A4 (iHribiTopamu npoteas, a3osibHUMU
NPOTUIPUOKOBMMKM 3acobamMK, Makponigamu, TaKUMW K epUTPOMILMH abo KNapuUTpPoMiLMH, BepanamisioMm abo AWNTia3eMOM) MOXEe BUKIMKATWU MiABULLEHHS
KOHUeHTpauil amnoguniny. KniHiYHWiA nposiB BuLLe3a3HauYeHNX (PapMaKOKIHETUYHMX 3MIH MOXKe O6yTW GiNbll BUPaXKeHWM Y NauieHTIB NiTHbOro BiKy. Y TakuXx
BMMaAKax HeobXiAHO NPOBOAWUTW KNiHIYHWMIA MOHITOPUHI Ta KOpUryeaTu f03y. ICHYE NiABWLLEHWUA PU3MK BUHWKHEHHSA TINOTEH3Iil Y NauieHTiB, SKi NpUiAMaroTb
KNapuTPOMILUH Yy KOMGiHaLiT 3 aMnoguniHOM. Takum nauieHTaM peKOMeH/0BaHe PeTe/IbHE COCTEPEXKEHHS.
[MpenapaTw, 04HOYACHE NPU3HAYEHHA 3 AKMMU NOTpebye yaru
Mpw 3acTOCYBaHHI aMNOAMNIHY 3 IHLIMMUW NIKAPCbKMMK 3aC06amu 3 aHTUTiNepTEH3UBHUMY BIACTUBOCTSAMU MOX/IMBUIA aAUTUBHUIA aHTUTiNEPTEH3UBHWIA eqeKT.
Takponimyc. INig Yac 04HOYaCHOro NPU3HaYeHHs 3 aMI0AMMNIHOM ICHYE PU3MK MNiABULLEHHS PIBHA Takponimycy B KpoBi. /1 YHUKHEHHS TOKCUYHOrO BNMBY
Takponimycy Heo6XiHO KOHTPO/IHOBATY MOro piBeHb Y KPOBI Ta y pasi Heo6XiAHOCTI NigdupaTi Moro Ao3y nauieHTam, SKUM L0AAETbCA aMNOANMIH.
IHriGITOPN MexaHiCTUYHOT MilLeHi panamiumHy (MTOR). Taki iHri6iTopyn mTOR, Ak cuponimyc, TeMcUposimyc Ta eBeposiimyc, € cybctpatammn CY P3A. AMnoanniH
HanexuTb fo iHriditopis CYP3A cnabkoi gii. Mpy ogHoYaCHOMY 3acTOCyBaHHi 3 iHri6iTopamm mTOR amnoguniH Moxe 36i/bLUyBaT KOHUEHTpaLito iHribiTopis
MTOR.
LimknocnopuH. [ocnifkeHHs B3aEMOAIT LUKIOCMOPUHY Ta amM1oAuniHy 3a yyacTio 340poBMX [06pOBO/bLIB ab0 iHWWX N0Aeld He npoBoauanca. BMHATOK
CTaHOB/IATL NALiEHTX NICAA TPaHCNIaHTALIT HUPKK, Y SKMUX CMOCTEPIraiNCA KOMIMBAHHA KOHLEHTPALIT LMKIOCMOPUHY 3 MiABULLEHHAM B cepegHboMy Bif O % o 40
%. [MauieHTaM nicns TpaHcnnaHTauil HUPKKW, SKi NpUiAMatoTb aMIOAMNIH Ta LUMKNOCMOPWH, CNif KOHTPOMKOBATW PiBEHb LMKIOCMOPWMHY Y KPOBI Ta Yy pasi
He0OXiAHOCTI 3HU3UTU [03Y LMKIOCMOPUHY.
CumBacTaTWH. 3acTocyBaHHA amnioguniHy B [03i, kpaTHiin 10wmr, y kombiHauii 3 80 Mr cumBacTaTuHy npu3Beno 0 77 %-ro 36iMblUeHHs KOHLUeHTpauit
CUMBACTaTUHY MOPIBHSAHO 3 MOro NPMOMOM Yy MoHOTepanii. MavieHTam cnif 06MeXuTn Ao3y cumBacTaTtuHy A0 20 Mr Ha Jo0y.
IHLWI KOMGIHAUT
Y KNiHIYHUX JOCNIMKEHHSAX L0 B3aEMOLIN LOBEAEHO, LLLO aMIOAWMNIH He BM/IMBAE Ha (PapMakoKiHETUKY aTopBacTaTuHy, AUTOKCUHY, BapapuHy.
He pekoMeHOYeTbCA 3acCTOCOBYBaTWM amioAuvniH pa3oM i3 rperngpyToM abo rpernpyToBMM COKOM, OCKIfIbKA Yy AeSAKUX MauieHTiB 6i0f0CTYMNHICTb MOXe
36iMbLUYyBATUCA, L0 NPU3BELE 40 NMOCUIEHHS TINOTEH3NBHOMO E(DEKTY.
B3aeMogii, NoB’si3aHi 3 hikcoBaHo KombiHaLiel bi-MPECTAPIYM®
MpenapaTw, 0gHOYaCHe 3aCTOCYBaHHA 3 AKUMU NOTPedye 0co6MBOT 06EPEXKHOCT
BaknodeH nocnntoe aHTUriNepTeH3MBHUIM edhekT. Cnif KOHTPOIOBATM apTepiaibHUA TUCK, a Y pasi HeoOXiAHOCTI — NPOBOAUTIN KOPEKL,itO LO3W.
MpenapaTw, 04HOYACHE NPU3HAYEHHA 3 KUMKW NOTpebye yarun
- AHTUrinepTeH3uBHI 3ac06M (Taki AK 6eTa-6/10kaTOpPK) Ta Ba3oAnIaTaTopu:

OfiHoYaCHe 3aCTOCYBaHHSA LMX 3aC06iB MOXKe MOCUANUTU TiNOTEH3UBHUIA e(heKT NepUHZONPUIY Ta aMI0AUMNIHY.

OfiHoYaCHe 3aCTOCYBaHHS 3 HITPOrNiLEPMHOM Ta IHLIMMK HiTpaTaMu abo 3 iHWNMK Ba3oAmnaTaTopaMmn MoXKe BUKIMKATV NofasibLue 3HVKEHHS apTepiaibHOro

TUCKY, TOMY TX CNif Npu3HayvaTh 3 06epexxHICTIO.




- KopTukocTepoigun, TeTpako3aKTuA NocnabnoTh aHTUMINEPTEH3UBHUI edheKT (Yepes 3aTPMMKY BOAM Ta COMel KOPTUKOCTepoigamm).

- Anbha-6nokatopn (Npasos3vH, andys3o3nH, AOKCa303WMH, TamCy/o3WH, Tepa30o3uH) MOCU/IKOKTbL aHTUrINePTeH3MBHUA eekT Ta NigBULLYIOTb PU3MK
BUHWKHEHHS OPTOCTATMYHOT TiMOTEH3IT.

- AMI(OCTMH MOXKe NoCKNOBATU aHTUTINEPTEH3VBHUIA ePEKT aMNoAMMIHY.

- TpUUMKNIYHI aHTUAENpPecaHTU/aHTUMNCUXOTPONHI 3aC06M/aHECTETUKM MOCUIIOKTL aHTU-TINEPTEH3NBHUIA e(heKT Ta MNigBULLYIOTb PU3UK BUHUKHEHHS
OPTOCTAaTUYHOT FiNOTEH3IT.

Oc06/1MBOCT i 3aCTOCYBaHHS.

YcizacTepeXxeHHs!, MOB’si3aHi 3 KOXXHUM 3 KOMMOHEHTIB Npenapaty, CTOCyThes (hikcoBaHOT KoM6iHaLlii Bi-MPECTAPIYM®,

Oco06n¥BI 3aCTePeXKEHHS, NOB’A3aHi 3 NePUHAONPUIOM

inepyyT/MBICTb/AHTIOHEBPOTUYHMIA HabpsK. i Yac 3acTocyBaHHA iHri6iTopis AP, y ToMy uucni nepuHAonpuay, NOBIAOMAANOCA MPO PIAKICHI BUNagKM
BUHWKHEHHS aHTiOHEBPOTUYHOIO Habpsiky 06/114Ys, KiHLIBOK, ry6, CIM30BMX 000/IOHOK, A3MKa, FOM0COBOI WiNNHM Ta/abo ropTaHi (4UB. po3ain «Mob6ivHi peakuii»).
Lle mMoxe cTatuca 6yAb-KOMM Nif yac NiKyBaHHA. Y TakuX BUMajKax HeobXifHO TepMiHOBO NPUMNUHWTK NpuUitoM nikapcbkoro 3acoby bi-MPECTAPIYM® j
BCTAHOBUTW HEOOXiAHWIA Harfsg 3a CTaHOM MauieHTa 40 NOBHOMO 3HUKHEHHA cUMMTOMIB. KoM HabpsK po3noBCIOAKYETLCA NNLLE Ha 30HY 06/M44s Ta ry6, cTaH
nauieHTa 3a3BMyaii NOKPaLLY€eTbCS 6e3 NiKyBaHHSA; NPU3HAYeHHS aHTUriCTaMiHHMX NpenapaTiB MoXe 6y TV KOPUCHUM A/19 3MEHLLEHHS CUMMTOMIB.
AHTIOHEBPOTUYHWIN HAOPAK, NOB’A3aHNIA 3 HAOPSAKOM rOpTaHi, MOXe NPU3BECTU A0 NIETa/IbHOTO HAaCNifKY. Y pasi KoM HabpsiK PO3NOBCHOLAXKYETLCA Ha A3MK, TO/TI0COBY
WiNMHY abo roptaHb 3 IMOBIPHMM BUHUKHEHHAM OOCTPYKLUIT AUXaNbHUX LWAAXIB, HeOOXIAHE TepMiHOBe MPOBEAEHHS HEBIAKMaAHOI Tepanii, AKa MOXe BK/IYaTy
BBeJEeHHS afpeHaniHy Ta/abo NigTpUMaHHA NPOXiAHOCTI AMXaSbHUX LWNAXIB. MauieHT NOBMHEH 3HAXOAUTUCH Mif NOCTIMHUM MeAMYHUM Harnsaom A0 MOBHOMO Ta
CTiIKOTO 3HWKHEHHS CUMMNTOMIB.

MauieHT 3 aHrioHeBPOTUYHUM HaOPAKOM B aHamHesi, Lo He 6yB NOB’A3aHWUIA 3 MPUIOMOM iHri6iTopiB AM®, MOXYTb MaTW NiABULLEHNA PU3NK BUHUKHEHHS
aHriOHeBPOTMYHOIO HabpAKY Npu Npuitomi iHriGiTopis AM® (amB. po3gin «MpoTUNOKa3aHHs).

Y nauieHTiB nif Yac NnikyBaHHS iHriditopamu Ard nosigomas10cs NPo PiAKICHI BUNALKM BUHUKHEHHS IHTECTUHA/IbHOT aHrioe4eMun. Y Takux nauieHTIiB Big3Ha4aBCs
abaoMiHanbHWI 6inb (3 HYAOTO Ta 6MK0BaHHAM abo 6e3 HKX); Y AesKUX BMNafkax nornepeaHbLOro aHrioHEeBPOTUYHOIO Habpsiky 06M4Ys He criocTepiranocs Ta
piBeHb C-1 ecTepasn 6yB y HOpMi. [liarHO3 iHTECTUHANBLHOT aHrioegemu 6yno BCTAHOB/EHO MNif Yac KOMMN’OTEPHOT TOMorpadii abo ynbTpasByKOBOIO AOC/IIXKEHHS,
abo nif yac XipypriyHoro BTpyYaHHs. [icns BigmiHu iHri6iTopy AMN® cMMNTOMM aHriOHEBPOTUYHOIO HabpsKy 3HMKanuW. Mif Yac npoBefeHHs AudepeHLiiHOro
fiarHo3y aboMiHasIbHOro 60/t0, WO BUHMKAE Y NauieHTIB Ha TNi Npuitomy iHribiTopis AM®, HeoOXigHO BPaxoBYBaTU MOX/MBICTb BUHUKHEHHS IHTECTUHA/IbHOI
aHrioegemu (auB. po3gin «Mob6ivHi peakLii»).

OfHoYaCHe 3aCTOCYBaHHA MepuHAONPUIY 3 cakybiTpuioM/BasicapTaHOM MPOTUMOKas3aHe Yepe3 MiABULLEHWUIA PUSNK PO3BUTKY aHTiOHEBPOTUYHOIO HAbpsKy (AuvB.
po3ain «lpoTunokasaHHs»). PO3MoYMHaTK 3aCTOCYBaHHSA CakyOiTpuny/BancapTaHy cfif He paHille HiK uyepe3 36 roauvH nicns npuinoMy OCTaHHbOI A03u
nepvHgonpuny. Y pasi NpuUnyVHeHHs NiKyBaHHA CaKy6iTpuioM/BasicapTaHOM Tepanito NepuHAONPUIOM CAif, PO3NOYMHATY He paHille HiK Yepe3 36 roguH nicns
npuUinoMy OCTaHHLOT 03K CaKy6iTpuy/BancapTaHy (AvB. po3ginn «poTUNOKa3aHHs» i «B3aeMOAif 3 IHWMMM NiKapCbKUMK 3acob6aMm Ta iHLWi BUAW B3aEMOAIN»).
OfiHOoYacHe 3aCTOCyBaHHA IHLWNX iHriGiTOpIB HelTpanbHOI eHgonentuaasu (HEM) (Hanpuknag pauekagotpuny) Ta iHri6iTopis AM® Takox MoXe MpuU3BeCTU [0
NiABULLEHHS PU3MKY PO3BUTKY aHriOHEBPOTUYHOIO Habpsky (AMB. po3ain «B3aemogia 3 iHWUMK NiKapCbKMKM 3acobamm Ta iHWI BUAW B3aEMOAin»). ToMy nepea
noYyaTkom JiKyBaHHA iHribitopamy HEI (Hanpuknag pauekagoTpuiom) Y MauieHTiB, AKi 3aCTOCOBYHOTb MEPUHAONPWA, CAif MPOBECTU PeTesibHY OLiHKY
CNiBBIAHOLLEHHA KOPUCTL/PU3NK.

IHri6iTop MTOR (Hanpuknag cuposnimyc, eBeposiimyc, TEMCUPOIMYC): Yy NauieHTiB, AKi OAHOYACHO 3aCTOCOBYIOTb iHFi6iTopr MTOR (Hanpuknag cuposnimyc,
eBeponiMyc, TEMCUMPOSIMYC), MOX/IMBE MiABULLEHHA PU3UKY PO3BUTKY aHFOHEBPOTMYHOIO HabpsKy (Hanpuknag Habpsaky AuMXanbHUX LWASXiB abo fA3vka, 3
nopyLleHHsAM YHKUIT AuxaHHSA abo 6e3) (auB. po3ain «B3aeMogis 3 iHLWMMK NiKapCbKMMK 3aC06aMm Ta iHLLI BUAW B3aEMOAIIN»).

AHadinakTOoigHI peakuii nig yac nnasmadepesy NinonpoTeifis HU3bKOT WinbHocTi (JIHLL). Mosigomnanoca Npo pigKicHI BUNaAKN BUHUKHEHHS Hebe3neyHux s




XUTTA aHainakToIAHMX peakLiii y nauieHTiB, AKi NpuiimaroTh iHri6iTopyn AMN®, nig Yac NnpoBeAeHHs Nna3madepesy NiNnonpoTeiaiB HU3bKOI WinbHocTi (JTHLL,) 3
BUKOPUCTaHHAM [AeKCTpaHCy/b(aTy. PO3BUTKY aHa(iNakToigHUX peakuii MOXXHa YHUKHYTU, AKWO Mepes MPOBEAEHHAM KOXHOro njasmagepesy TUM4YacoBO
MPUMNUHATY NTIKYBaHHA iHri6iTopamu AlN®.

AHadhinakToigHi peakuii nig yac geceHcnbinisyrouoi Tepanii. MoBigoMASAN0CS NPO MOXK/IUBICTb BUHWKHEHHS aHa()iNaKToigHMX peakLiil y nauieHTiB, AKi NnpuiiMatoTb
iHridiTopu AM® nig vac AeceHCMOINi3ytovoro NikyBaHHA npenaparamu, WO MICTATb 6KONMHY OTPYTY. LIMX peakuiii MOXHa YHUKHYTM MpPU TMM4YacoBOMY
MPUMWUHEHHI 3aCTOCYBaHHSA THTi6ITOpIB AID, ane peakLii MOXyTb BUHUKHYTW 3HOBY NMPU HEOO6EPeXXHOMY MOHOB/EHHI /TIKYBaHHS.
HeliTponeHis/arpaHynou/To3/TpombouuToneHis/aHemis. Y nauieHTiB, SKi  npuiAiMatoTb iHri6iTopn AP, 6yno 3apeecTpoBaHO BMNAAKW HEATPONeHii
/arpaHynouunTosy, TPOMOOUMUTONEHIT Ta aHeMIT. Y NauieHTIB i3 HOPMa/IbHOK (PYHKLIEHD HMPOK Ta MpW BiACYTHOCTI iHLWINX (haKTOPIB PU3NKY HEMTPOMEHIS BUHMKAE
pigko. MepuHAoNpWA cnif NpusHavaTn gy>ke 06epeXkHO nauieHTam i3 KonareHosamu, nig yac Tepanii iMyHocynpecopamu, anonypuHonoM abo npokaiHamigoM abo
Npu MoeAHaHHI UMX OOTXKIMBMX (haKTOpPiB, 0COBAMBO SAKLLO € MOPYLUEHHA (YHKUIT HUPOK. Y AEKOro 3 TakMX MauieHTiB Big3Ha4yaBCS PO3BUTOK CEPMO3HUX
IH(peKUiNHMX 3aXBOPIOBaHb, iHOAI — PE3UCTEHTHUX A0 IHTEHCUBHOI aHTMGIOTMKOTepanii. AKLWO NepyuHAONPUA MPU3HAYatOTb TaKUM NalieHTaM, PEKOMEHLYETLCA
NepioAnMYHO KOHTPO/IOBATU KifIbKIiCTb NEMKOLUMTIB Y KPOBi. TakoX NauieHTW MatoTb 3HATW, IO HEeOOXiAHO NOBIAOMSTV NPO OYAb-AKWUIA MNPOSB iH(EKLiAHOro
3axBoptoBaHHs (6inb y ropni, TMXOMaHKa).

PeHoBackynsipHa rinepTeH3is. Y nauieHTiB i3 ABOGIYHUM CTEHO30M HUPKOBUX apTepili abo CTEHO30M apTepii €AMHOT (YHKLIOHYOUOT HUPKKU Nif Yac NiKyBaHHS
iHriditopamn AlM® nNigBULLYETLCA PU3NK BUHUKHEHHS apTepiasibHOT TinoTeH3iT Ta HMPKOBOT HeaocTaTHOCTI (AMB. po3din «MpoTUNOoKasaHHS»). 3acTOCyBaHHS
AIYPETUKIB MOXe BYTU CpUATANBUM (DaKTOPOM. 3HVKEHHS (hYHKLIIT HUPOK MOXKe CyrnpOBOAXKYBAaTUCh NINLLIE HE3HAYHUMUK 3MIHAMW PIBHA KpeaTUHIHY Y CMpoBaTLi
KPOBI HaBITb Y NaLi€HTIB 3 04HOOIYHMM CTEHO30M HUPKOBOT apTepii.

MoagiiHa 6nokKafa peHiH-aHrioTeH3uH-anbaocTepoHoBol cucTemn (PAAC). ICHYHOTL AaHi, WO OAHOYaCHWIA NpUinoM iHribiTopis AM®, 610KaTOpPIB peuenTopis
aHrioTeHsunHy Il a6o anickipeHy NiABULLYE PU3MK BUHUKHEHHS FiNOTEH3IT, rinepkasiemii Ta 3HVKeHHS PYHKLiT HUPOK (BKNHOYaKUM roCTPY HUPKOBY HEAOCTATHICTD).
Tomy noggiiHa 6nokaga PAAC LWNsSXoM 0AHOYACHOr0 NpuritoMy iHriGiTopie AlM®, 61okaTopiB peLenTopiB aHrioTeH3nHy |l abo anickipeHy He peKoMeHAoBaHa (auB.
po3ain «B3aemopgis 3 iHWMMKM NiKapCbKMMKM 3ac006aMn Ta iHLWI BWMAM B3aEMOAiN»). FAKWO NiKyBaHHS 3 OAHOYACHMM 3acTOCYBaHHSIM ABOX 6Gnokatopis PAAC
BBaXKAETLCA abCOMOTHO HEOOXiAHMM, BOHO MOXXe Bif0yBaTnCA TiNbKW Mif Harisgom crelianicta Ta 3a YMOBM YacTOro PeTesibHOro MOHITOPUHIY (YHKLUIT HUPOK,
PIBHA €/eKTPONITIB Ta apTepiaslbHOro TUCKY. IHridiTopn AMN® Ta 610KaTOPU peuenTopiB aHrioteHsuvHy |l He cnif 3acTocoByBaTWM OAHOYACHO MauieHTaM 3
AiabeTUYHO HegponarTieto.

MepBUHHUIA aNbA0CTEPOHI3M. MMaLieHTN 3 NEePBUHHUM TinepasbLoCTePOHI3MOM, K MPaBuso, He BiANOBIAAIOTb Ha NiKYBaHHA aHTUMINEPTEH3MBHUMN NiKapCbKUMM
3aco6amu, AKi Ait0Tb LWAAXOM NPUTHIYEHHS PEHIH-aHTOTEH3MHOBOT CUCTEMW. TOMY TaKMM MalieHTaM 3aCTOCOBYBATW JaHWIA NpenapaT He peKOMeHAYETbCS.
3anob6i>KHi 3axo4u, NoB’A3aHi 3 NepUHAONPUIOM

rinoTeHsia. IHriéitopy AMN® MOXyTb CMPUUYMHUTU PI3KE 3HVKEHHS apTepiaibHOro TUCKy. CMMMITOMATWYHA TiNOTeH3is PIfKO CMNOCTepIiraeTbCs y MauieHTIB 3
HeyCK/aHEeHOO rinepTeH3ielo Ta YacTille BUHUKAE Y NaLieHTIB 3 riNOBOMEMIERD, HaNpUKnad, Npu Tepanii giypeTnkamu, nig vyac 6e3conbLoBOT AiETH, NpY remogianisi,
Aiapel abo 6/10BaHHI, ab0 y NAUIEHTIB i3 TAXKKOI PEHIH-3a/IEXXHOI0 TinepTeHsielo (4MB. po3ginv «B3aemogis 3 IHWMMKM NiKapcbKMK 3acobamy Ta iHLWI BMAM
B3aEMOAiin» Ta «[106iuHI peakuii»). MaLieHTaM 3 BUCOKUM PU3MKOM BUHUKHEHHSI CUMITOMATUYHOT FiNOTeH3il, a TaKoX nauieHTam 3 iLuemMivyHOK XBOpO6OHD cepus
abo 3 LepebpoBacKyNAPHUMM 3aXBOPHOBAHHAMMU, B SKUX HaAMIPHE 3HWXKEHHS apTepia/lbHOro TUCKY MOXE CMPUYMHUTIL PO3BUTOK IH(hApKTY MioKapaa abo iHCybTy,
nif yac nikyaHHs npenapatoM Bi-MPECTAPIYM® cnif peTenbHO KOHTPO/HOBATW apTepianibHIn TUCK, (YHKL|i0 HUPOK, a TaKOX KOHLIEHTPaLito Kanito y cupoBaTLi
KpOBI. IMp1 BUHUKHEHHI FiNOTeH3IT nauieHTa HeoOXiAHO NEPeBECTU Y FOPU3OHTA/IbHE MOMIOXKEHHA Ta Y pa3i HeoOXiAHOCTI BBECTU BHYTPILLIHLOBEHHO 0,9 % PO3YmMH
xnopuay Hatpito. TpaH3MTOpHa rinNOTeH3is Ha MoyaTKy JliKyBaHHA He € MNPOTUMOKa3aHHAM [N8 MOAa/IbLIOro NpuiioMy npenapaTy, fKWA 3a3Bvyall MOXHA
npogoBXyBaTu nicns BigHoBneHHs OLLK Ta Hopmanisauii apTepiaibHOro TUCKY.

CTeHO3 aopTalbHOro Ta MiTpanbHOro Knanadis/rinepTpodiyHa KapaiomionaTis. IHri6iTopy AMN® cnig npusHavaT 3 06EPEXHICTIO NalieHTaM 3i CTEHO30M
MiTpa/IbHOrO KanaHa Ta 06CTPYKLiet0 BUXOAY 3 NiBOr0 LNYHOUKa (a0pTaslbHMIA CTEHO3 abo rinepTpodiyHa Kapaiomionaris).




MopyLueHHA PYHKLIT HAPOK. Mpyn HAsABHOCTI HUPKOBOT HELOCTATHOCTI (KNipeHC KpeaTuHIHY < 60 MI/XB) peKOMeHAYETbCS iHAMBILYaIbHUIA NiLOIP [03 KOXHOrO 3
KOMIMOHEHTIB npenapaty (auB. po3fin «Cnocié 3acTocyBaHHA Ta A03W»). PYTUHHWIA MOHITOPUHI PIBHA Kanito Ta KpeaTUHIHY B KPOBI € YaCTMHOK 3BMYalHOI
MeAMYHOT NPaKTUKN ANS NauieHTiB 3 NopyLleHHsAM (YHKLUIT HUPOK (AMB. po3gin «IMob6ivHi peakuii»). Ha Tni npuitomy iHri6iTopis AMN® y feskux nayieHTIiB 3
ABOOGIYHNM CTEHO30M HUPKOBUX apTepiit abo CTEHO30M apTepii €AMHOI PYHKLIOHYHOYOT HUPKKM MOXK/IMBE 060POTHE MiABULLEHHS KOHLIEHTPaLii CeYOBMHM Y KPOBI Ta
KpeaTUHiHY Yy cupoBaTLi Kposi. Lle 6ifbll XapakTepHO ANs1 NauieHTIB 3 HUPKOBOK HeLOCTaTHICTHO. HasBHICTb PeHOBACKYNAPHOT FinepTeH3il NiABULLYE PU3NK
BUHWKHEHHS TSXKKOT riNOTeH3ii Ta HUPKOBOT HELOCTATHOCTI. Y [eAKMX MauieHTIB 3 apTepiasibHOK FinepTeHsieto, Yy AKMX [0 MoYaTKy NiKyBaHHSA He 6y/10 BUAB/IEHO
PEHOBACKY/SPHMX 3aXBOPHOBaHb, PO3BMBAIOCA MiABULLEHHA CEYOBMHW KPOBI Ta KpeaTWUHiIHY CMPOBATKM KPOBI, 3a3BMYail He3HayHe Ta T1M4YacoBe, 0COO/MBO KOMM
nepyvHAONPUA NPU3HaYaIM OAHOYACHO 3 AiYPeTUKOM. Llie 6inbLu XapakTepHO 419 NaLieHTIB 3 YXKe iICHYOUMM MOPYLUEHHAM (OYHKLIT HUPOK.

MeyiHKoBa HefoOCTATHICTb. PigKo npuiiom iHri6iTopis AMN® 6yB NoB’A3aHWI i3 CUHAPOMOM, SKUA NMOYMHAETLCA 3 XONIECTATUYHOT XOBTAHUL Ta PO3BMBAETLCS Y
LUBMAKOMMHHWIA HEKPO3 NeYiHKK, IHOAI 3 NeTa/IbHUM HacNiAKoM. MexaHi3M BUHUKHEHHS LbOro CUHAPOMY HeEBILOMUIA. [MalieHTu, y SKMX Ha Ti NPUIAOMY iHri6iTopy
AT® po3BMBAETLCA XKOBTAHWLSA 260 3HAYHO MiABULLYETLCS PiBEHb MEYIHKOBUX €H3VMIB, MOBUHHI NPUNUHUTK NPUIAOM iHriGiTopy AMN® Ta oTpumatu BignosigHe
MefuYHe 06CTeXeHHS | NiKyBaHHA (4UB. Po34in «IM0o6IYHI peakuii»).

PacoBi 0co6/1BoCTi. IHri6iTopn AIN® YacTile CNPUUNHAOTbL BUHUKHEHHS aHTiOHEBPOTUYHOIO HabpsKY Y NaLieHTIB HErPOTAHOT pack, HiXK Y NPeACTaBHUKIB IHLLIMX
pac. AK i iHWi iHri6iTopy AMN®, nepuHZONPUN MeHL eDEKTUBHO 3HMKYE apTepiaibHUIA TUCK Y NaUieHTIB HErpoigHOT pacy 3 rinepTeHsieto, HiX Y NpeicTaBHUKIB
IHLWNX pac, WO, MOX/INBO, MOSACHIOETLCS HU3bKUM PIBHEM PeHiHY Y Mna3mi KPOBi TakuMX NawieHTIB.

Kawenb. MoBigoMasnocs Npo BUHUKHEHHS Kall/ko nig yac npuiiomy iHri6iTopis AM®. Lieit Kawenb € HENPOAYKTUBHUM, TPUBA/IUM | NPUMMUHAETLCS MiCNA BIAMIHM
npenapaty. Kawuenb, BUKANKaHWA NPUAOMOM iHri6iTopiB AMD, NOBMHEH BYTW YaCTUHOK ANMEPEHLIAHOMO AiarHo3y Kalufto.

XipypriyHe BTpy4YaHHa/AHecTesid. Mpun XipypriyHoMy BTpy4YaHHi abo Npu NpoBefeHHI aHecTesil, 0co6MBO Nif Yac 3aCTOCYBaHHA aHECTETUKaA, SKUA NPU3BOANTL [0
3HWXKEHHS apTepianbHOro Tucky, Bi-NMPECTAPIYM® moxe 6/10KyBaTh YTBOPEHHS aHrioTeH3uHy |l Micis KOMMNEHCAaTOPHOrO BUBINbHEHHS PeHiHy. Mpenapat cnig
BIAMIHWUTK 33 OAVH [eHb A0 XipypriyHOro BTpy4YaHHs. AKLO PO3BMHYNACA TMOTEH3iA | BBAXKAETLCA, LLIO BOHA CMPUYMHEHA caMe LM MeXaHi3MOM, CTaH XBOPOro
MOXHa HopMani3yBaTy 36i/bLLUEHHAM 06’ EMY LIMPKY/HOKYUOT KPOBI.

Finepkaniemia. Y aeskux nauieHTiB Ha TAi npuitomy iHriéiTopis AM®, y ToMy uncni nepuHLONpuy, Big3Hayanocs 36i/bLIeHHA KOHLEHTpaLil Kanito y cupoBaTtLi
KpoBi. [10 (hakTOpIiB PU3NKY BUHUKHEHHS TinepKasieMil Hanexarb HUPKOBa HeAOCTaTHICTb abo 3HMXKEHHS PYHKLIT HMPOK, BiK (MoHag 70 pokiB), LyKPOBUIA fiaberT,
IHTEPKYPEHTHI CTaHW, Taki fK Aerigparauis, roctpa cepLesa AeKoMeHcawlis, MeTabonivyHniA aumao3 Ta OAHOYAaCHe 3aCTOCYBaHHS 3 Kaslinsbepiraloummu giypetmkamu
(cnipoHONaKTOH, ennepeHoH, TpuaMTepeH abo aminopua), 3 XapuoBMMK AobGaBKamu, WO MICTATb Kaniid, abo 3amiHHMKamu coni 3 KanieM; abo NpuinoM iHWKX
npenaparis, LLO BUKIMKAKOTb MiABULLEHHS KOHLEHTPALLIT Kanito y cMpoBaTLi KpoBi (renapviH, KO-TPUMOKCAa30/1, TaKoXX BIAOMUIA K TPUMETONPUM/CYb(aMeToKCa3or).
3acTocyBaHHs XapyoBUX [06aBOK, WO MICTATb Kanil, Kaniin3bepiratoumnx 4iypeTrkis abo 3amMmiHHUKIB CONi 3 KaslieM, 0CO6/IMBO Y NALIEHTIB i3 MOPYLUEHHAM (PYHKLIT
HMPOK, MOX€ NPMW3BECTM [0 3HAYHOrO NiABMLLEHHSA PIBHA Kanito B cMpoBaTLi KpoBi. inepkKaniemis MoXe CNpUUMHUTA BUHUKHEHHS CEPI03HOI, iHOAI neTanbHOI
apuTMii. AKLLO0 0AHOYaCHE 3aCTOCYBaHHSA NepUHAONPUY Ta 6yab-SKOT 3 BULLE3a3HaYeHNX PEYOBUH BBAXKAETLCS JOPEYHNM, TX C/if 3aCTOCOBYBATU 3 00EPEXHICTIO Ta
4aCTO KOHTPO/KOBATV PiBEHb Kanito B CMPOBATLi KPOBI (AMB. po34in «B3aemMogis 3 iHWMMK MiKapCbKUMM 3aC06aMU Ta iHLWWI BUAW B3AEMOLIN»).

MauieHTn 3 UyKpoBUM AiabeToM, AKi MpUAMatoTb NepopasibHi LYKPO3HMKYBa/lbHI 3aC06M ab0 OTPUMYHOTb IHCY/IH, HEO6XiAHO peTenlbHO KOHTPO/HOBATU PiBEHb
rNikeMiT NpOTAroM NepLuIoro micsus tepanii iHrieitopammn AM® (aue. po3ain «B3aeMogis 3 iIHLWNMMMK NiKaPCbKMMK 3aC06aMK Ta iHLLI BUAW B3AEMOLIN»).

3anobi>kHi 3ax04u, MOB’sA3aHi 3 aMI0AMNIHOM

besneky Ta epeKTUBHICTb 3aCTOCYBaHHS aMNOAMMIHY Y CTaHi FinepTOHIYHOro Kpn3y A0BeAeHO He 6yro.

CepueBa HeJOCTATHICTb. Tak1UM nawlieHTaM npu3HavaTy aMao4auNiH CNif 3 06epeXKHICTIO. Y [0BroTpmBasiomy nialeb0-KoHTPOIboBaHOMY LOC/IAKEHHI 3 YYacTHo
nawieHTIB i3 cepueBoto HegocTaTHICTIO TsKKoro cTyneHs (1 — 1V dyHkuioHanbHUX Knacis 3a NYHA) npu 3acTocyBaHHI aMnoAuMiHy YyacToTa BUNagKiB PO3BUTKY
HabpsiKy nereHb 6yna BULLOK MOPIBHSHO i3 3aCTOCYBaHHAM Mnaue6o (aAvB. po3ain «PapMakoamMHamika»). AHTaroHiCTK KanbLito, BKIKOYaOUM amioauniH, Heo6XiaHoO
npu3HayvaTh 3 06epeXHICTIO NaLieHTam i3 3aCTiiHOK CepLeBO0 HELOCTATHICTIO, TOMY L0 BOHW MOXYTb NiJBULLYBATN PU3NK PO3BUTKY KapLioBaCcKYNSAPHUX MOAiN Ta




NeTaNbHOCTI Y ManbyTHLOMY.

MeyviHKOBa HEAOCTATHICTb. Y NauieHTIB i3 NopyLweHHAM (YHKUIT nevyiHkM nepiog HaniBBMBEAEHHS amMNoAuniHy € NogoBXeHWM Ta 3HadyeHHss AUC —BUCOKE;
pekoMeHauil Woao fo3yBaHHSA He BU3Ha4yeHi. TOMY NiKyBaHHA ami1oAmMniHOM HEO6XifAHO PO3MOoYMHATM 3 HaNHMKUMX 03 Ta 3 06epeXHICTIO SK Npu iHiyiauii
NiKyBaHHs, Tak i Nig Yac NigBMLLIEHHA [03. MMauieHTam 3 NOpYLIEHHAM (DYHKLIT NeYiHKM TSHKKOro CTyneHs MoXke OyTu HeobXifAHMM MOCTynoBuiA Nigbip Ao3 Ta
peTeIbHNIn MOHITOPUHT.

MayieHnTn NiTHLOro Biky. MNiABMLLYBaTK 03y NaLieHTaM NiTHLOrO BiKy NMOTPIOHO 3 06epeXHICTIO (4MB. po3ainu «PapmakoamHaMika» Ta «Cnocib 3acTocyBaHHSA Ta
[031).

HupkoBa HegocTaTHICTb. TakMM nauieHTam amioguniH MOXHa 3aCTOCOBYBaTWU Y 3BMYaHMX f03aX. KONMBaHHA KOHLEHTpauil amnoauniHy y nnasmi Kposi He
3a/1exaTb Bif, CTyMNeHs HUPKOBOI HeAOCTaTHOCTI. AMIOAMNIH HE BUBOAMUTLCA Mif, vac fianiasy.

3anobi>kHi 3ax0/1, NOB’A3aHi 3 (hikcoBaHO KoMbGiHaLieto Bi-NMPECTAPIYM®

[lonomi>KHi peyosuHK. [lo cKnagy npenaparty BXOAWTb akT03a, TOMY MaulieHTaM 3 YPOKEHOH HenepeHOCUMICTIO rasiakTto3u, CUHAPOMOM Masibabcopouil rntoKo3m
Ta ranakTosu, 3ara/ibHUm geiLmMToM NaKTasm He PeKOMEH/0BaHO MOro Npu3HayaTu.

B3aemogii. OfHo4acHe 3acTOCyBaHHA NiTitO, Kaninsbepiraloumx npenapartie, XapyoBuMx [06aBOK, L0 MICTATb Kanii, abo AaHTPoNeHy 3 npenapaTom
Bi-MPECTAPIYM® He pekoMeHf0BaHe (Au1B. po3ain «B3aeMogis 3 iHLWIMMM NiKapCbKUMM 3aC06aMU Ta iHLLI BUAM B3AEMO/ii»).

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHA rpyaato.

3acTocyBaHHs npenapaty bi-MPECTAPIYM® npoTunokasaHe y nepiog BaritHOCTI.

3acTocyBaHHs npenapaty bi-NMPECTAPIYM® He pekomeH/I0BaHe y Nepiof rofyBaHHs rpyaat0. Y pasi Heo6XiAHOCTI 3aCTOCYBaHHA npenapaty rofyBaHHs rpyaato
CNig NPUNUHUTA.

BariTHiCTb

MMepvHaonpwun. 3acTocyBaHHA IHriGiTopiB AP npoTunokasaHe y nepiof BaritHOCTI. MepeKOHIMBUX enifemiofioriyHuX [O0KasiB TepaToreHHoOro pusuky npu
3acTocyBaHHi iHri6iTopis AM® npotarom | TpMMecTpy BariTHOCTI Hemae; OAHaK He MOXKHa BUK/OYATW HEBENIMKE MifBULLEHHS LbOr0 PU3MKY. Y pasi Konu
MPOLOBXEHHSA NiKYBaHHA iHri6iTopamu AlN® BBaXKaeTLCA 000B’A3KOBUM, NALiEHTOK, AKi NaHYHOTb BariTHICTb, CMifJ NMEPeBeCTM Ha allbTEPHATUBHI aHTUTINEePTEH3NBHI
npenapaTtu, fKi MaloTb NIATBEPKEHI faHi NMpo 6e3neky 3aCTOCyBaHHSA B Mepioj BariTHOCTI. AKLWO B Nepioj /liKyBaHHA MiLTBEPLXKYETbCA BariTHICTb, JliKyBaHHSA
iHriGiTopamn AM® cnig HeranHo NPUNUHUTK |, AKLLO HEOOXiAHO, 3aMiHUTW IHLINM NiKaPCbKUM 3ac060M, A03BOMEHMM N5 3aCTOCYBaHHS BariTHUM. Bigomo, wo
npuitom iHri6itopis AM® nig yac Il ta Il TpumecTpiB BariTHOCTI MPU3BOAUTL A0 (PETOTOKCUYHOCTI (MOPYLUEHHS (PYHKLIT HUPOK, MasioBOAASA, YNOBI/IbHEHHS
(hopMyBaHHS KICTKOBOT TKaHWHW 4Yepena) Ta A0 HeoHaTa/lbHOT TOKCUYHOCTI (HMPKOBa HEAOCTATHICTb, apTepiasibHa rinoTeH3is, rinepkaniemMis). AKLWO X iHri6iTopu
AMN® npuitmann 3 1l TpumecTpy BariTHOCTI, PEKOMEHOBaHO Y/bTPa3BYKOBE OOCTEXEHHS (YHKLUiA HMPOK Ta OyAoBWM Yeperna HOBOHAPOLXKEHOro. 3a
HOBOHaPOMKEHNMM, YMT MaTepi y nepiog BariTHOCTI NpuiAMani iHri6iTopum AMN®, cnig cnoctepirati 4ns CBOEYACHOMO BUSBNIEHHS | KOPEKLiT apTepiasibHOT rinoTeHsil.
AmioaunniH. be3neky 3acTOCyBaHHA aMI04UMIHY BariTHUMM >XXiHKamy BCTaHOB/IEHO He 6Y/10. Y [OCNI[KEHHAX Ha TBAPMHAX TOKCUYHWIA BM/IMB HA PENPOAYKTUBHICTb
criocTepirascd nif 4vac BBeAEHHS BUCOKUX [03. 3aCTOCYBaHHA npernaparty y nepiog BariTHOCTI PeKOMeHOBaHe TiflbKM Yy pasi BigCYTHOCTI 6e3neyHiworo
aNbTePHATMBHOIO NliKyBaHHA Ta KOM 3aXBOPHOBaHHSA Mae GiNbLUMIA pU3KNK ANs BariTHOT Ta Nnoja.

["ofyBaHHA rpyaato

MepvHoonpwun. He peKomMeHA0BaHO 3aCTOCYBaHHA NePUHAONPWY Y Mepiof rofyBaHHA rpyALto y 3B°A3Ky 3 BIACYTHICTIO AaHuX. i yac rogyBaHHA rpyaaro 6axaHo
NPU3HAYNTK aibTEPHATUBHE NTIKYBaHHS i3 6i/bLU AOCNIKEHMM npodinem 6e3neku, 0cob6MBO Mif vac rofyBaHHsS HOBOHAPOLXKeHOro abo HeJOHOLLEHOr0 HEMOB/ATMH.
AmMnoaunid. AMIoAuNiH NPOHUKAE Yy rpyaHe MOMOKO. [l03a, OTpMMaHa HEMOB/SIM, OL|iHKOBasacs Ha MIXXKKBAPTU/IbHIA OCHOBI | 3HAX0AWUTLCS B fiana3oHi 3—7 % 3
MaKCMManbHUM 3HauYeHHsaM 15 % Bif NPUIRHATOI MaTip’to 4031. BB amnoguniHy Ha HEMOBAAT HEBILOMUIA. PilLeHHS LWOA0 NPOAOBXKEHHSA/MPUNUHEHHS FOA4YBaHHS
rpyLato abo NpoLOBXKEHHSA/NMPUNUHEHHS NiKYBaHHA aMIOAUMNIHOM CNif npuimatu, 6epyyn [0 yBarv KOPUCTb Bif, rofyBaHHA rpyALt0 41 AUTUHW Ta KOPUCTb BIf




NiKyBaHHA aM1o4UNIHOM 4719 maTepi.

PepTUNbHICTb

MepuHAonpwn. Bnave Ha penpofyKTUBHY (DYHKLiK0 abo (hepTUNbHICTb BiACYTHIM.

AmnoauniH. MNpo 060poTHI GioXiMIYHI 3MIHW Yy TOMI0BL Crepmarto30iga MoBiAoOMAANOCA Y AeSKMX NaUieHTIB, AKi NiKyBamca 61okaTopammn KasbLieBUX KaHani..
KniHiYHi gaHi Woao noTeHUiiHOro BNAMBY aMnoauniHy Ha hepTUbHICTb € HeaoCTaTHIMK. Bigomo, Wo y gocnimkeHHi Ha wypax 6yno BMSIBNEHO NOGIYHY Ait0 Ha
(DePTU/BbHICTbL CaMLiB.

30aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKU MeXaHi3MaMu.

JocnimkeHHs wogo snauey npenapaty bi-MPECTAPIYM® Ha 3aaTHICTb KepyBaTW TPAHCMOPTHMMM 3aco6amu Ta MpauioBaTh 3 iHWUMKU MexaHi3mamu He
MPOBOANINCE. AMIOAMMIH MOXE YNHUTU He3HaYHMIN a60 MOMIPHUIA BNIMB Ha 34aTHICTb KepyBaTu TPaHCMOPTHNMM 3ac06aMm Ta NpaLoBaTy 3 IHLWIMMUW MexaHi3Mamu.
MoxknvBe NOpPYLUEHHS peakuii BOAIA Y pasi BUHWMKHEHHS 3anamMOpOYeHHs, TO/0BHOIO 600, CnabKocTi, CTOM/IKOBAHOCTI abo HyAoTU. PeKOMeHZOBaHO 6yTu
06epe>xxHMMKM, 0CO6/IMBO Ha MOYATKY /TiKYBaHHS.

Cnocib 3acTocyBaHHA Ta [03Mu.

[ns nepopasibHOro 3aCToCyBaHHS.

[Jopocnum cnig npusHadat 1 TabneTky Ha feHb 04HOPa3oBo, 6aXaHo BpaHLi nepes NpuinomMom xi. Tabnetka He nignsarae noginy.

[o3y cnig nigovpaty iHAMBIAYaSbHO A1 KOXKHOIO MalieHTa 3 ypaxyBaHHSAM MoKasaHHS [/15 3aCTOCYBaHHSA, Nepebiry 3axBOPHOBaHHA Ta MOKa3HUKIB apTepiaibHOro
TUCKY. MakcumanbHa 1060Ba f1o3a — 1 TabneTka npenapaty bi-NMPECTAPIYM® 10 mr/10 mr Ha 06y .

LLloio nayieHTiB 3 rpyn pu3nKy AvB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHSA».

MauieHTn 3 MNopyLUeHHAM (OyHKLIT HMPOK Ta nauieHTu NiTHboro BiKy (AuB. po3ginnm «OcobAMBOCTI 3aCcTOCyBaHHs» Ta «dPapMakOKiHETUKA»). BuBeaeHHS
NepvHAONPUNATY 3HWKYETHCA Y NalieHTIB 3 HUPKOBOK HEAOCTaTHICTIO Ta Y NauieHTiB NiTHbOro BiKy, TOMY Mif Yac NliKyBaHHS HEOOXi[AHO MPOBOAUTM YacTWiA
KOHTPO/Ib PIBHA KPEATUHIHY i Kanito.

Bi-MPECTAPIYM® moxHa npu3HayaTi natjieHTam 3 KnipeHCOM KpeaTWHiHy = 60 MA/XB Ta He Chifi Npyu3HauaTV nauieHTaM i3 KNipeHcoM KpeaTuHiHy < 60 M//XB.
Takum navieHTaM peKOMeHAYETbCS IHAMBIAYaNbHWIA NiLGIP 403U KOXHOI0 3 KOMMOHEHTIB Npenapary OKpemo.

3a ymoBu [06poT NepeHOCMMOCTI [03yBaHHS am/IoAuNiHY € OAHaKOBMM A/ MOMOALUMX MauieHTiB Ta MauieHTiB MiTHLOro BiKy. Jns NauieHTiB NiTHLOrO BiKYy
PEKOMeH/0BaHWIA 3BUYaHNIA PEXMM [J03YyBaHHS, ane NigsuLLyBaTn 403y HeobXigHO 3 06epeXHICTIO.

KoHUeHTpauis amnoamniHy y nnasMi KpoBi He 3a/1eXXUTb Bif, CTYMNeHs NMopyLUeHHs PYHKLIT HUPOK.

AMNOAMNIH He BUBOAUTBLCA Nij vac dianisy.

MopyLeHHs (OyHKLIT nediHky (auB. po3ainn «Oco6nMBOCTI 3aCTOCYBaHHA» Ta «®apMaKoKiHETUKa»). BifCyTHI pekoMeHAauii WOAO0 A03yBaHHS 414 NaUieHTIB 3
NErkKUM Ta NOMIPHUM MOPYLUEHHAM (YHKUIT NeviHkK, ToMy nigdéupat Ao3y NOTPiGHO 06epeXxHOo, Po3noumMHaTK Tepanito CAif 3 HalHWK4YMX 003 (AMB. po3ainu
«Oc06MBOCTI 3aCTOCYBaHHA» Ta «®PapMaKOKiHeTVKa»). [nd BMOGOpY ONTMMaNbHOI MOYaTKOBOI Ta NIATPUMYHOUOT [03M NiKapcbKOro 3acoby nauieHTam 3
MOPYLUEHHAM (PYHKLIT NeYiHK1 HeobXigHO OKpPeMo nifbupatn [03y aM/ioAvniHy Ta nepuHaonpunay. JocnifkeHHA (hapMakoKiHETMKM aMI0AMNIHY Y MaLieHTiB 3
TSHKKUM NOPYLLUEHHAM (DYHKLIT NeviHky He nposogunncs. MauieHTam 3 nopyLleHHAM QYHKLUIT MeYIHKN TSXKKOro CTYNeHs NpuiAoM amioguniHy cnif po3noynHaTu 3
HaMHKYMX 03, SKi Ni4BULLYIOTb MOCTYMOBO.

aiTn.
Bi-MPECTAPIYM® He peKoMeHayeTbCA NPU3HAYATM iTAM Yepes BifICYTHICTb AOCiAXKEHb 3 YUACTHO L€l rpyniu NawieHTiB.



NepenosyBaHHS.

Mpo BUNagku nepefo3yBaHHs npenapaty bi-NMPECTAPIYM® He nosigomnsnocs. [aHi WWoA0 CBiAOMOro nepefo3yBaHHS aMaoAuniHy € 06MexeHUMU. CUMNTOMMU:
HasiBHI [aHi NPUMNyCcKatoTb, L0 NPUIAOM AY>KEe BEIMKNX [03 MOXE NP13BeCTU A0 HaAMIpHOT nepudepnyHoi BasogmnaTalii Ta MOBIPHOrO BUHWKHEHHS pethIeKTOPHOT
Taxikapail. MoBiZoOMNANOCA NPO BUPAKEHY, MOXX/IMBO, TPMUBA/TY CUCTEMHY FiMOTEH3I0 Ta LUOK 3 JIETa/IbHUM HAC/iAKOM.

NiKyBaHHA: KNiHIYHO BMpaXKeHa rinoTeH3is, BUKIMKaHa MNepefo3yBaHHAM amnoAuniHy, noTpebye akTMBHOI KaphioBaCKy/NsPHOI JOMOMOrK, 30KpeMa 4acToro
MOHITOPUHTY (PYHKLIT cepusa Ta pecnipaTopHOl (YHKLIT, HafaHHA MaLieHTy rOPU3OHTA/IbHOIO MOJIOXKEHHSA 3 NPUMNILHATAMU HUKHIMW KiHLUiBKamu, Ta noTpebye
YBa@KHOI0 CTEXEHHS 32 06’€MOM LMPKY/IHOKOYOT KPOBI Ta CEYOBUINEHHSAM.

Mpu3HayeHHs Ba30KOHCTPUKTOpPa MOXe OyTW KOPWUCHWUM A1 BIZHOB/IEHHA TOHYCYy CYAUH Ta apTepia/lbHOro TUCKY, SAKLWO BIACYTHI NPOTUMOKa3aHHS.
BHYTpiLWHbOBEHHE BBEAEHHSA Ka/lbLitO [TFOKOHATY MOXKE A0MOMOITM YCYHEHHIO HaCcNiAKiB 6/10Kaan KanbLieBUX KaHaniB.

Y [eaknx BUnagkax € JOpeyHuM MPOMMBaHHA LWIYHKA. JocnifpKeHHs 3a yyacTio A06pOBO/bLIB NPOAEMOHCTPYBASIO, WO MPUIAOM aKTUBOBAHOIO BYTiNSA vepes 2
roguHy nicng npuiiomy 10 Mr ama1o4uniHy 3HWXYE LIBUAKICTL abcopbuii amnoauniHy B opraHiami. ¥ CMCTEMHOMY KPOBOOGIry amnoAuniH Mae BUCOKMIA PiBEHb
3B’A3yBaHHA 3 6i/IKaMun KPOBI, TOMY MPU3HaYeHHsA reMofianisy He epeKTUBHE.

IHopmaLis Npo nepefo3yBaHHA NepUHAONPUNY € 06MeXeHow. Mpu nepefo3yBaHHI iHriGiTOpiB AMN® MOXYTb BUHUKHYTWU TiMOTEH3IA, LUMPKYNSTOPHUIA LLOK,
MOPYLUEHHS eN1eKTPONITHOrO 6a1aHCy, HUPKOBA HEAOCTATHICTb, MiNepBEHTUNALIA, TaXiKapais, nanbnitayis, 6pagnkapais, 3anaMopoyeHHs, TPUBOra Ta Kallefb.

Mpn nepefo3yBaHHI PEKOMEHYETLCA BHYTPILLHLOBEHHE BBEAEHHA PO34MHY Xnopuay Hatpito 0,9 %. Mpy BUHWKHEHHI TiNOTeH3iT nauieHTy HeobXigHO HagaTw
FOPU30HTA/ILHOTO MOMOXEHHSA. Chif PO3rfsHYTU MOX/MBICTb MPOBEAEHHS iHQY3ii 3 aHrioTeH3uHoM |l Ta/abo BHYTPILLUHLOBEHHOrO BBEAEHHS KaTexonaMiHiB.
MepuHAONPUA MOXe 6YTV BUBEAEHWIA 3 CUCTEMHOIO KPOBOOGIry 3a A0MNOMOrol remogianiay (ave. po3ain «OcobanBOCTI 3aCTOCYBaHHA»). Mpy BUHUKHEHHI CTIlKOT
[0 NiKyBaHHA 6paavKapii MOX/IMBe 3aCTOCOBYBaHHS LUTYYHOr0 BOAis putMy. Heo6XigHWA NOCTIMHWIA MOHITOPUHI OCHOBHUX MOKA3HUKIB XUTTEAIANLHOCTI, PiBHA
KOHLEeHTpaLiT eleKTPONITIB Ta KpeaTUHIHY Y CUPOBATLL KPOBI.

Mo6iuHi peakuii.

HaivacTilwymMmmn nobiyHMMKU peakuisamMu, Npo SAKi NOBILOMASNOCA NPU OKPEMOMY 3aCTOCYBaHHI MEepUHAONPUAY Ta amioguniHy, €. Habpsiku, COH/UBICTD,
3arnamopoyeHHs, rofoBHNIA 6inb (0CO6/IMBO Ha NOYaTKY NiKyBaHHS), CNOTBOPEHHSA CMaKy (AMcreB3ist), NapecTtesisd, NopyLeHHs 30py (BKIKOYaOUumn ABOTHHS), A3BIH Y
ByXax, BEPTUro, nasibnitawisa, Npunaneu, rinoTeHsis (ta NoB’A3aHi 3 HEH CUMMTOMM), 3a4ULLIKA, KaLlesb, O6iNb Y XWUBOTI, Hy0Ta, 6/110BaHHSA, AUCMENCIA, 3MiHa pUTMY
Aedekaulit, giapes, 3anop, cBepbiXK, BUCKN, ek3aHTeMa, HabpsaK cyrnobis (HabPSAK WMKONOTOK), Cna3mmn M’a3iB, NifBuLLEHA BTOM/IHOBaHICTb, aCTEHIS.

Mig yac KNiHIYHUX AocnigpKeHb Ta/abo NicnsipeecTpauiiHOro 3acToCyBaHHA MEPUHAONPUIY abo amioAMMniHy OKPEMO CMOCTepirainca HpkyesasHayeHi NoGiyHi
peakuii, AKi KnacuMikoBaHi 3rigHo 3i C/IOBHUKOM CTaHAAPTU30BaHOI MeAnyHOI TepMmiHonorii MedDRA 3a cucTemMaMun OpraHiaMmy 3 Takol 4acTOTOK BUHUKHEHHS:
AyxXe yacTo (=1/10); yacTto (=1/100 go <1/10); HeyvacTo (>1/1000 fo <1/100); pigko (>1/10000 go <1/1000); ay»xe piako (<1/10000); yacTtoTa HeBigoMa (He MOXHa
BU3HAUYNTU 38 HAsABHOO iIH(hopMaLi€to).

IHeKUIT Ta iHBA3Ii: PUHIT (HEYaCTO - aM/IoAWMIH; fyXXe PIAKO - nepuHLonpun).

3 GOKyY CUCTEMM KPOBI Ta NiMaTUYHOI CUCTEMM: €03MHOQINIA (HeYacTo* - nNepuHAONPWN); NEKONeHIS/HEMTPONEHIN (QyXKe PigKo - aMioauniH Ta NepuHAoNPU)
(amB. posgin «OcobnMBOCTI 3aCTOCYBaHHA»); arpaHynoumMTo3 abo naHuuToneHisa (4yxe pigko - nepuHgonpun) (aue. posgin «OcobnMBOCTI 3aCTOCYBAHHA);
TpombouuToneHis (Ay>e pigko - aMnoAuniH Ta nepuHaonpun) (ame. po3ain «Oco6MBOCTI 3aCTOCYBaHHSA»); eH3UMOocMNeUMdivHa reMoniTUYHa aHeMist y NaLieHTiB 3
YPO/KEHOH HeAOCTaTHICTHIO INHOK030-6-octaTaerigporeHasm (gy>e pigko - nepuHgonpun) (ame. posgin «OcobnmBoCTi 3aCTOCYBaHHS).

3 60KY IMYHHOT CUCTEMMU: TiNepUyT/IUBICTb (JYXKE PIAKO - aM/I0AWMNIH; HEYaCTO - NepUHZoNPU).

3 6okKy 06MiHY peyoBWH i MeTaboni3my: rinornikemis (Heyacto* - nepuHgonpwun) (ame. po3ginn «OcOo6/MBOCTI 3aCTOCYBaHHA» Ta «B3aemogisi 3 iHLWMMK
NiKapcbK1MMK 3aco6amm Ta iHLLI BUAM B3aEMOAiN»); rinepkanieMisi, WO 3HMKaE Nicns BiAMIHWM npenapaTy (HeyacTo* - nepuHaonpun) (aume. po3ain «OcobAnBOCTI




3aCTOCYBaHHA»); rinoHaTpiemMisa (HeyacTo* - nepuHAoONpPWN); rinepraikemisa (gy>e pigko - amnoauniH).

3 60Ky ncuxikn: 6e3COHHA (HeYacTo - am/oAMMiH); NOPYLUEHHS HACcTPOK (BKIHOYAKUM TPMBOrY) (HEYacTo - amio4MMiH Ta NepuHaonpu); Aenpecia (Hevacto -
am/IoAMMiH); NOPYLLEHHS CHY (HeYacTo - nepuHzonpwn).

3 60Ky HepBOBOI CUCTEMM: COH/IMBICTb (0CO6/IMBO HA NMOYATKY NiKyBaHHS) (4acTo - aM/Io4UMiH; HeYyacTo* - NepuHAONPU); 3anaMopoYeHHs (0CO6/IMBO Ha NoYaTKy
NiKyBaHHs) (4acTo - amioauniH Ta NepuHAONpPWN); ronoBHNUIA 6inb (0CO6IMBO Ha MOYATKY NiKyBaHHS) (4acTo - aMn10AMNIH Ta NePUHAONPUN); CNOTBOPEHHS CMaKy
(aucressis) (He4yacTo - am/IOAMMIH; YacTo - nepuHAonpwun); Tpemop (HeyactTo - am/oAvniH); rinoectesisa (Heyacto - amoAvniH); napectesia (Heyacto -
am/I0fMNiH; 4acTo - NePUHAONPWN); HENPUTOMHICTb (HEYacTo - aMOAWMIH; HeYacTo* - MepuHAONPWA); CNYTaHICTb CBIAOMOCTI (PIAKO - aMNoAMMiH; Ay>Xe PiaKo -
nepuHAoNpun); rineptToHyc (LyXe PigKo - amnoguniH); nepugepuyHa HeliponaTis (4yXe pifko - amnoAuniH); LepebpoBacKyNspHi NOAIT MOXYTb BUHWUKATH
BHACNIOK HaAMIPHOTO 3HWKEHHS apTepia/ibHOro TUCKY Y NAauieHTIB rPynu BUCOKOrO pu3vKy (4yXe pigko - nepuHponpun) (aus. posgin «OcobnmBocCTi
3aCTOCYBaHHS»); eKcTpanipamifgHi po3naan (ekctpanipamigHuii cuHApoMm) (YacToTa HeBigoMa - aMnoAuniH).

3 60Ky OpraHis 30py: NOPYLUEHHS 30pYy (4acTo - amIoAMNIH Ta NePUHAONPU); ABOTHHSA (4acTo - aM/IOAWIIH).

3 60Ky opraHiB ciyxy Ta BECTUOYIAPHOIo anapary: A3BiH y Byxax (HE4acTo - aM104uNIH; 4acTo - NepuHAONPUI); BEPTUIO (4acTo - MepuHaonpun).

3 6OKy cepus: nasbniTauia (4acTo - amnoAMMiH; HeYyacTo* - nepuHAoONpPwUN); Taxikapgis (Heyacto* - nmepuHAONpPWN); CTeHoKapdis (4Ay>ke piako - nepuHgonpu)
(avB. po3gin «OcobnMBOCTI 3aCTOCYBaHHSA»); IH(APKT MioKapAa MOXe BWHMKATW BHACMILOK HAAMIPHOIO 3HVDKEHHA apTepiabHOr0 TWUCKY Y MauieHTIB rpynu
BMCOKOro pu3nKy (Ly>Xe pigKo - amnoguniH Ta nepuHaonpun) (Ave. po3gin «OcobnmMBOCTI 3aCTOCYBaHHA»); apuTMmia (B TOMYy uucni 6pagmkapgis, WiyHOUKoBa
TaxikapAia Ta Qibpunalia nepeacepab) (HeYacTo - aMIo4MMIH; LyXXe PIAKO - NepuHzonpun).

3 6OKY CYAMH: NpMnavMBKM (4acTo - amIofAMniH); rinoTeH3ia (Ta NOB’s3aHi 3 HEK0 CUMMNTOMM) (HEYaCTO - amM/I0AMNIH; YacTo - NePUHAONPUN); BaCKYNIT (Qy>Xe piaKo -
amIoAnMiH; HeYyacTo* - nepuHaonpun); peHoMeH PeitHo (YacToTa HeBigoMa - MepuHAoNpun).

3 6OKY AMXa/bHOI CUCTEMMW, OPraHiB rpyaHOT KNITKW Ta CepefoCTiHHA: 3aAMiiKa (4acTo - amioAMniH Ta NepUHAONPUN); Kallenb (HevyacTo - aM/oAuMiH; 4acTo -
nepuHgonpusn); 6poHxocnasm (HeYacTo - NepUHAONPUN); e03UHOMINbHA MHEBMOHIS (Ay>Xe PigKo - NepuHAoNpPun).

3 60Ky LINYHKOBO-KMLLIKOBOrO TPaKTy: rinepnsasia fceH (Ly)ke pigko - amnoguniH); 6ifb y XUBOTI (4acTo - amio4uMiH Ta nepuHAonpun); Hygota (4acto -
amnoavniH Ta nepuHgonpun); 6aBaHHA (HEYaCTO - aMNOAMMIH; YacTo - NePUHAONPWA); AnCNencis (4acTo - aMno0AMMIH Ta NePUHAONPUN); 3MiHa pUTMY AedeKawit
(4acTo - amnoguniH); CyXiCTb y PoTi (HeYyacTo - amnoAuniH Ta nepuHgonpun); aiapes (4acto - amio4uniH Ta nepuHAonpun); 3anop (4acto - amnoauniH Ta
MepyvHAONPU); NaHKpeaTuT (Ly>Xe PigKo - amIoANMIH Ta NEPUHAONPUN); racTpuT (Ly>Ke PigKO - amMIOAUMIH).

3 6oky renatobiniapHoi CUCTEMW: TENATUT, XXOBTAHULA (JY>Ke PILKO - amIogUMiH); LMTONITUYHWIA 260 X0NecTaTUYHWIA renatut (4yxe pigko - nepuHgonpun) (aus.
po3L4in «Oco6nMBOCTI 3aCTOCYBAHHA»); MIABULLEHHS PIBHA MEYIHKOBUX (PEPMEHTIB (MepeBaXXHO CMPUYMHEHT X0NeCTa3oM) (LyXKe PiAKo - amIo4uMiH).

3 60Ky LWKipVY Ta NiAWKipHOI KNITKOBUHW: aHriOHEBPOTUYHNIA HabpsK KBiHKe (gyXe piAKo - aMiofAuniH); aHrioHEBPOTUYHMIA HabpsAK 061M4ys, KiHUIBOK, ryo,
C/IM30BUX 060NIOHOK, A3KKa, ro/I0COBOI LWiNNHK Ta/abo ropTaHi (gy)Xe piAKo - amnofguniH; HevyacTo - nepuHaonpun) (Ane. po3ain «Oco6/MBOCTI 3aCTOCYBAHHA»);
MybTUOPMHa epuTemMa (Ly>Ke PigKO - aMIOAWMIH Ta NepuHAONpPW); anonewis (HeyacTo - aM104uniH); nyprypa (HeyacTo - amnoAuMiH); 3He6apBIeHHS LLKIpY
(HeyacTo - amnoAuniH); rineprigpo3 (He4YacTo - amIoAuNIH Ta NePUHAONPUN); cBepOiX (HeYacTo - aMIoAWMIH; YacTo - NEePUHAONPUN); BUCUI, eK3aHTeMa (HevacTo
- aMN0A4MNIH; YacTo - NepuHAONPUI); KPOMMB’aHKa (HeYacTo - aM/oAuniH Ta nepuHgonpun) (ave. po3gin «OcobmMBOCTI 3aCTOCYBaHHSA»); peakLil PoToUyTANBOCTI
(By>xe piLKo - amMnoAuNiH; HeYacTo* - MepuHAoMNpPWU); NeMgirois (Heyacto* - NepuHAONPWUI); NOCUIEHHA CUMMNTOMIB mcopiasy (PIAKO - MEepUHAOMPW); CUHAPOM
CriBeHca — [>XOHCOHa (Ay>Ke pifKo - ami1oAmnin); eKcgoniaTUBHMIA aepmaTuT (Ay>Ke piaKo - aMnoauniH); TOKCUUYHWIA enigepMaibHUIn HEKPONi3 (YacToTa Hesijgoma -
ams1Iomnnix).

3 60OKY 0MOPHO-PYXOBOI CUCTEMU Ta CMOJYHYHOT TKAHUHW: HAOPAK CYrno6iB (HabPSK LLUMKOMOTOK) (H4acTo - aM1oAuNiH); apTpanris (HeYacTo - amMmIo04uNIH; HevacTo* -




nepuHgonpun); Mianrig (Heyacto - am/Io4MNIH; HeYyacTo* - nepuHZONpwUs); cnasmMu M’A3iB (4acTo - amIoAMNiH Ta nepuHgonpun); 6ifb y CruHI (HeyacTo -
amMnoaunniH).
3 BOKY CeYOBUAINbHOI CUCTEMW: MOPYLUEHHS CEYOBUMYCKaHHSA, HIKTYpis, nonakiypis (4acte ce4oBmnyckaHHA) (HeYacTo - amMIoAuniH); HMPKOBa HeJoCTaTHICTb
(HeyacTo - mepuHAONPWN); rocTpa HNPKOBA HELOCTATHICTb (QY)XKe PiAKO - nepuHAonpun).
3 60Ky penpofyKTMBHOI CUCTEMU Ta MOJIOYHMX 3a/103: ePeKTU/IbHA ANCHYHKLIA (HEeYacTo - aM/Io4MNIH Ta NePUHAONPWII); NIHEKOMACTIS (HEeYacTo - aM/IoAMNIH).
3arasibHi_po3naaM Ta peakuii Yy Micli BBeAEHHA: HabpsKW (Jy>Xe 4acTo - amioAuniH); nepudepuyHi Habpsku (Hevacto* - nepuHAONPWUN); MiABULLEHA
BTOM/IFOBaHICTb (4aCTO - aMnoAuniH); 6inb y rpyAHii KniTui (He4YacTo - aMnoAMNIH; HeYacTo* - NepMHAONPWN); acTeHis (YacTo - amIoAMMIH Ta nepuHAonpun); 6inb
(HeyacTo - am/I04MNIH); He34Y>KaHHA (HEYacTo - aM/I0AMNIH; HeYacTo* - MepuHAoNpwN); rineptepmia (HeYacCTo* - nepuHZONpPUN).
Pe3ynbTaTy N1abopaTopHUX AOCNIKEHb: 30i/bLUEHHS Macy Tifa, 3MeHLIeHHs Macy Tina (HeyacTo - amoauniH); NiABULLEHHA PiBHSA CEYOBUHU Y KPOBI (HeyacTo* -
nepuHZONpPU); NiABULWEHHSA PIBHSA KpPeaTUHIHY Y KPoBi (HeYacTo* - nepuHAONpU); NigBULLEHHA PiBHA 6inipy6iHY y KpoBi (PIAKO - nepuHAonpui); nigBULLEHHS
PiBHS NEYiHKOBUX (hepMeHTIB (PiAKO - NEPUHAONPWN); 3HUXKEHHS PIBHSA reMOrno6iHy Ta remaToKpuTy (A4y»e pigko - nepuHaonpwn).
YWIKOMKEHHA,0TPYEHHA Ta YCKIaAHEHHA NPW NPOoBeieHHi npoLefyp: nafiHHA (HeYacTo* - nepuHAonpun).
*YacToTy 6y/10 po3paxoBaHo 3a AaHUMW COHTaHHMX MOBIAOM/IEHb NPO MO6IYHI peakwil, BUABMEHI Y XOA4i KNiHIYHWMX LOCIAXEHD.
Mpy 3acTocyBaHHI iHWKX iHriGiTopiB AM® noBigoMAsN0Cca NPo BUNaAKN BUHUKHEHHA CUHAPOMY MOPYLUEHHS CeKpeuii aHTuaiypeTuyHoro ropmony (CMALN).
Tomy MoxHa po3suiHtoBaT CMALIM AK MMOBIpHE YCKNafHeHHs, NOB’si3aHe i3 3aCTOCyBaHHAM iHri6iTopiB AMN®, y TOMy uucni NepuHAONpuUAy, i3 4acToTOH
BUHUKHEHHS Ly)XXe pijKo.
[MoBigOMNEHHSA NPO Nif03POBaHI NOBIYHI peakLil
MoBifOMMEHHA NPO Nigo3ptoBaHi NOGIYHI peakuii y nicnspeecTpayiinHMiA nepiof NiKapcbKoro 3acoby € BaxvMBuM. Lle gae 3mory BecTn 6e3nepepBHUIA MOHITOPUHT
CMiBBIAHOLLEHHA KOPUCTI/PU3NKY 3acToCyBaHHA npenapaTy. Creyianictu B raaysi OXOPOHW 340POB’S 30060B’s3aHi MOBIAOMAATM Yepe3 HalioHa/lbHY CUCTEMY
noBifoOMNeHb NPo By ab-AKi Nif03ptoBaHi NO6IYHI peakLii.

TepmiH NpuaaTHOCTI. 3 pOKMK.

YMoBW 36epiraHHs.
36epirati TabNeTKM Y LLiNIbHO 3aKPUTOMY KOHTEMHepi. He noTpebye 0co6MBUX TeMMepaTypHUX YMOB 36epiraHHs.

YnakoBKa.
Mo 30 TabneToK y KOHTeNHepi Ana TabneTok; No 1 KOHTelHepy A/1s TabneToK y KOopoobLi 3 KapTOoHY.

KaTeropis Bignycky. 3a peLenTom.
3asABHUK.

Nne NABOPATYAP CEPB’E/

Les Laboratoires Servier.

Micue3HaxoLKeHHS 3asBHMKa.
50 pto KapHo, 92284 CropeH ceaekc, dpaHuis/



50 rue Carnot, 92284 Suresnes cedex, France.

Bupo6HMK.
Na6opaTopii Ceps’e IHgacTpi/
Les Laboratoires Servier Industrie.

Micue3HaxomkeHHs BUPOOHMKaA Ta agpeca MicLsi NPoBafKeHHS A0ro 4isiNIbHOCTI.
905 pyT ae CapaH, 45520 Xigi, ®paHuis/
905 route de Saran, 45520 Gidy, France.

Bupo6HMK.
Cepp’e (IpnaHgis) IHgacTpic Jita/
Servier (Ireland) Industries Ltd.

Micue3HaxomkeHHs BUPOOHMKaA Ta agpeca MicLsi NPoBafKeHHS A0ro 4isifIbHOCTI.
MaHineHas, Fopeii Poya, Apknoy, Ko. Biknoy, lpnaHgis/
Moneylands, Gorey Road, Arklow, Co. Wicklow, Ireland.

Bupo6HMK.
AH®APM Mignpremcteo PapmaueTnyHe AT/
ANPHARM Przedsiebiorstwo Farmaceutyczne S.A.

Micue3HaxomkeHHs BUPOOHMKA Ta agpeca MicLsi NPoBapKeHHS A0ro 4isiNIbHOCTI.

By/l. AHHONO/ 66, Bapliasa, 03-236, MonbLya/

ul. Annopol 6B, Warszawa, 03-236, Poland.

[nsa oTprmaHHs 6yb-aKol iHpopmaLii Wo40 Nikapcbkoro 3acoby npocumo 3septatnca Ao TOB «CepB’e YkpaiHax» 3a Ten. (044) 490 3441, dakc: (044) 490 3440.



