TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

Jlopicta®

(Lorista®)

Cknao:
ditoua pevosuHa: losartan;

1 TabneTka, BKpUTa IUTiBKOBOIO 0007I0HKOI0, MicTuTh 12,5 Mr ab6o 25 mr, abo 50 mr, a6o 100 mr
JI03apTaHy KaJliio;

O0ONOMIJCHI PeY0BUHU: TeNTaKTo3a (MiCTHUTh JTAaKTO3U MOHOTIIPAT Ta I[e/II0JI03y MOPOIIKOIOMiOHY),
KpOXMaJlb KyKypy[A3sHUM, KPOXMaJslb IpexXelaTuHI30BaHUM, LIeJII0J103a MiKpOKPHUCTaIlidYHa, KPEMHI0
IioOKCHUA KOnoigHuY 6e3BOHUIM, MarHilo cTeaparT, TilpoMeio3a, TalbK, IPOIiIeHT IiK0/Ib, TUTAHY
miokcur (E 171), 6apBauK xiHomiHOBHY xK0BTUM (E 104) - nuie gms TabneTok mo 12,5 Mr ta 25 mr.

JIikapcbka ¢opma. TabneTku, BKPUTI IJTiIBKOBOIO 000JI0HKOIO.
OcHosHi (pi3uko-xiMiuHi 8 1acmugocmi:
tTabneTku mo 12,5 Mr: KOBTi OBa/IbHi, [ell0 ABOONYKII TabIeTKH, BKPUTI MJIiBKOBOIO 000JI0HKOIO;

TabNeTKHU 0 25 MT: KOBTi, OBaJIbHi, [eIl0 ABOOMIYKIIi TaOIeTKy, BKPUTI MJTiBKOBOIO 060I0HKOIO, 3
PHCKOIO 3 OMHOTO OOKY;

tabneTku mo 50 Mr: 6ii, KPyTIi, Jel[o ABOOMYKIIi TabJeTKX, BKPUTI IIIiIBKOBOIO 000JIOHKOIO, 3i
CKOIIIEHUMM KPassMU Ta PHUCKOIO 3 OIMHOTO OOKY;

tabnetku mo 100 Mr: 6isi, oBasbHi, [elno ABOOMYKII TaOIeTKH, BKPUTI MJTiBKOBOIO 0060I0HKOIO.

dapMmakoTepaneBTHYHA rpyna. 3acobu, o OifoTh Ha PeHiH-aHTi0TEH3WHOBY cucTeMy. IIpocTi
IperniapaTy aHTaroHiCTiB penentopiB aHriotTen3uny II. Kog ATX C09C AO01.

dapmakKo102iuHi e 1acmueocmi.

®apmakoduHamika.



Jlo3apTaH - 1le CHHTEeTUYHHUM aHTaroHiCT pelenTtopiB aurioten3uny Il (tuny AT,) ans
IIepOPasIbHOTO 3aCTOCYBaHHSA. AHTiIOTeH3UH I - MOTYXKHUI Ba30KOHCTPUKTOP - € aKTUBHUM
TOPMOHOM pPEeHiH-aHTI0TEH3MHOBOI CUCTEMHU Ta OOHUM 3 HaWBaXKJIUBIIINX PAaKTOPIB
naTo@diziosnoril apTepianbHOl rinepTeH3ii. AHrioTeH3uH Il 3B’93y€eThCcs 3 penentopoM AT;,
KU MiCTUThCS y 0araThoX TKaHMHaX (HalpuKIIaf y rIafKux M’si3aX CyOuH, HaAHUPKOBUX
3aj103aX, HAPKax i ceplli), BU3Ha4Yal0Yy HU3KY BaXKJIMBUX 0i0JIOTiYHUX e(PEKTiB, y TOMY YUCIIi
Ba30KOHCTPUKIIIIO 1 3BIIbHEHHS albA0CTepPOHy. AHTioTeH3UH Il TaK0XK CTUMYIIIOE
Ipoigeparrito KIITAH IIagkux M’ sa3iB.

Jlo3apTaH CeneKTUBHO 3B'I3y€eThCS 3 perentopoM AT,. B yMmoBax in vitro Ta in vivo no3apTad
Ta 10r0 (papMaKoJIOTiYHO aKTHBHUM MeTaboIiT - KapOokcunbHa Kucinora (E-3174) -
6710KyI0TH yCi (i3ionoriyHo BaroMi BIJIMBY aHTioTeH3UHY Il He3anmexkHO Bif mKepena abo
IIJISIXy CUHTE3Y.

Jlo3apTaH He 3B’A3y€ThCS i HE OJIOKYE iHII pellenTopu TOPMOHiIB ab0 i0HHI KaHaJH, BaXKJIUBI
IJIS1 CepLieBO-CYOUHHOI perynsil. JIozaptaH He npurHiuye AII® (xinasy II) - pepmenT, gkuu
cIipusie po3nany OpaguKiHiHy. BHacmigok boro He Bim0yBa€ThCS TOCUIEHHS HeOaxkaHUX
edexkTiB, omocepegkoBaHux OpaaukiniHoM. [1ig yac 3acToCyBaHHS JI03apTaHy YCyHEHHS
HeraTUBHOI 000POTHOI peakilii aHrioTeH3uHy Il Ha cekpelliio peHiny NpHU3BOAUTH [0
MigBUILEHHS aKTUBHOCTI peHiny y mna3mi Kposi (APII). Take nigsuiiesHs APII npu3BOOUTh
[0 3POCTaHHA KOHI[eHTpallil aurioTreH3uny Il y nna3mi Kposi. Xo4a BiiOyBa€eTLCSA TaKe
3pPOCTaHHS, aHTUTIEPTEeH3WBHA aKTUBHICTE i Cynpecis KOHIIeHTPallil albJ0CTEePOHY Y IIa3Mi
KPOBi 30epiraloThCs, 110 CBIAYUTD NP0 ePeKTUBHY O710KaAy PelenTopiB anrioreH3uny II.
[Ticnist BioMiHY JTiKyBaHHS JI03apPTAHOM aKTUBHICTE PEHIHY Y Ij1a3Mi KPOBI 1 TIOKa3HUKU
piBHIB aHrioTeH3uHy Il mpoTsaroM 3 gHIB IOBEPTAOTHCSA [0 IOYAaTKOBUX 3HAUYEHb.

4K no3apTaH, Tak i ¥0ro OCHOBHMI MeTaboIiT MalOTh BUIIY CIIOPifHEHIiCTh 3 AT,-penieniTopaMu, HixX 3
AT,-penienitopaMu. AKTHUBHUM MeTabomiT y 10-40 pa3iB akTUBHIIINIM, HiXK 103apTaH.

dapmakokiHemuka.
Abcopuis

[Ticns mepopalbHOTO MIPUIOMY JI03apTaH f00pe BCMOKTYEThCA i Iifyigarae MeTa0os1i3My IePIIOro
IPOXOMXKEeHHS 3 GOPMYBaHHSIM aKTUBHOTO MeTab0IiTy KapOOKCUIIBHOI KACIIOTA Ta HEAKTUBHUX
MmeTaboriTiB. CucTeMHa 6iomoCTymHICTE TabIETOK JI03apTaHy CTaHOBUTL Mpubmu3Ho 33 %. Cepenni
MaKCHUMaJIbHi KOHIIEHTPAIlil 103apTaHy Ta M0Tr0 aKTUBHOTO MeTabOoJIiTy JOCSATAI0ThCS BiTOBIAHO
yepe3 1 roguny i 3-4 roguHU.

Po3nodin

[Tonapm 99 % no3apTaHy Ta #0ro aKTUBHOTO MeTaboIiTy 3B’sI3yI0ThCA 3 IPOTEIHAMU IJIa3MU KPOBi,
nepenycim 3 anpOyminom. O0’eM PO3MOMiNy 103apTaHy CTaHOBUTHL 34 JI.

biompaHcgpopmauis

[Tpubnusno 14 % nmo3apTaHy IPH BHYTPIITHLOBEHHOMY BBeleHHi ab0 mepopasbHOMY 3aCTOCYBaHHi
IIePEeTBOPIOETHCST Ha aKTUBHUM MeTabomiT. ITicyis BHyTPIlIHbOBEHHOTO i TepopabHOT0 3aCTOCYBaHHS
JI03apTaHy KaJjlilo, Mi4eHOro "c, PafioaKTUBHICTD V LIMPKYJIIOKYIN 11a3Mi KPOBI, SIK IPaBUJIo,
XapaKTepHU3YETHCS JI03apTaHOM Ta Horo MeTaboniToM. MiHiMambHa KOHBEPCisS 103apTaHy [0 HOT0



aKTUBHOTO MeTaboJIiTy crocTepiranacst mpubnusso B 1 % Bumapkis.
OkpiM aKTUBHOTO MeTalOJIiTy, YTBOPIOIOTLCS 1 HeaKTUBHI MeTaboIiTu.
BusedeHnHs

[Tna3MoBul KIipeHC 103apTaHy Ta MOT0 aKTUBHOT'O0 MeTaboiTy ctaHoBUTh 600 mi/xB i 50 Mi1/xB
BigmoBigHO. HUpKOBUY KiTipeHC 103apTaHy Ta HOTO aKTHBHOTO MeTa0OoJIiTy CTaHOBUTDL MIPUONINU3HO 74
MJI/XB i 26 M1/xB BigmoBigHO. Koy 103apTaH 3aCTOCOBYIOTH IEPOpaibHO, Ipubnu3Ho 4 % mo3u
BUIINIIETHCS ¥ HE3MIHEHOMY BUTIIAMI i3 cevelo i mpubnau3Ho 6 % [03u BUOINSETHCS i3 ceuero y BUTTISAOI
akTUBHOTO MeTabomiTy. PapMakoKiHETHYHI BJTaCTUBOCTI JI03apTaHy Ta HOTO aKTUBHOTO MeTabOoJIiTy
JIIHIMHI IpU TepopabHUX A03ax j03apTany Kajiwo mo 200 mr.

[Ticns mepopaibHOrO 3aCTOCYBaHHS KOHIIEHTpPAIlil y IIa3Mi KPOBi JI03apTaHy Ta XOr0 aKTUBHOTO
MeTaboIiTy 3MEeHINYIOTHCS TOJTiEKCITIOHEHITIHO 3 KiHIIeBUM I1epiogoM HamiBBUBENEHHS MPUOIU3HO
2 ropunM i 6-9 roguH BignosigHO. ITpu mo3i 100 Mr, 3acTocoBaHi# 1 pa3 Ha o0y, 03apTaH i #oro
aKTUBHUY MeTa0OoJIiT He HAKONUYYIOThCS ¥ II7a3Mi KPOBi y 3Ha4HiM KiTbKOCTI.

JIo3apTaH Ta 1#0ro MeTaboIiTH BUBOOSTHCS SIK i3 2KOBYIO, TaK i 3 ceueto. [1icis mepopasbHOTo
3aCTOCYBaHH/BHY TPIlIHLOBEHHOT0 BBefIeHHs 'C-MiueHoro 103apTany npubnusso 35 %/43 %
pafioaKTUBHO Mi4eHOT0 IIpemnapary 0yo BusBiaeHo ¥ cedi i 58 %/50 % y kari.

Oxpemi epynu nauieHmis

KoHnneHTpatiii 103apTaHy Ta #0ro akTUBHOT'O MeTa0OJIiTy Y IIJla3Mi KPOBi MAIiEHTIB JIITHBOTO BiKYy 3
apTepiasibHOIO TillePTEH31€10 3HAUYIIO He BIOPI3HATHCA Bil JaHUX ITOKA3HUKIB Y MOJIOOUX IIAl[i€HTIB
3 apTepianbHOIO TiMepPTEH3IEL0.

KonneHnTpatii 103apTany y maa3Mi KpoBi Oynix y 2 pa3u BUIlli y XKiHOK 3 apTepiaabHOIO TilepTeH3io
IIOPiBHSHO 3 YOJIOBIKaMH, TO[i K KOHI[EHTPAIlil akTUBHOTO MeTaboJIiTy y 11a3Mi KpPOBi y YOJIOBIKIB i
XKIHOK CYTTEBO He BiIPI3HANIUCH.

[Ipu npuiiomi BHYTPIIIHBO NallieHTaMU 3 JIETKUM Ta IOMIPHUM aJIKOT0JIbHUM LIUPO30M MIeYiHKU
KOHIIEHTpaIlil JI03apTaHy Ta MOT0 aKTUBHOT'0 MeTaboIiTy y My1a3Mi KPOBi BUSBIISIIIUCS BiTIOBIoHO Y
5 Ta 1,7 pasa BUIIMMHU, HiXK y MOJIOAUX YOJIOBiKiB-HOOPOBOJIBIIIB.

KonnenTpauii 103apTany y Iaa3Mi KpoBi y IaLli€HTIB i3 KIipeHCcoOM KpeaTuHiHy Buile 10 mMi/xB He
Bifmpi3HAMKCS Bifg Takux B 0cib i3 He3MiHeHO010 QYyHKIIiEI0 HUPOK. [Ipu MOPiBHSAHHI IJIOIIA IIif KPHBOIO
«KoHIeHTpanis-9ac» (AUC) y nauieHTiB i3 HopManbHOIO GQyHKIIiE0 HUPOK AUC no3apTaHy BUSBUJIACS
npubnu3HOo y 2 pa3u 0inbioio, HiXK y MallieHTiB, AKi mepebyBaioTh Ha reMofiamisi.

[Tna3MoBi KOHIIEHTPaIlil aKTUBHOT'O MeTa0OoJIiTy He 3MiHIOIOTLCS Y MAlli€eHTIB i3 MOpyuIeHHAM QyHKIIII
HUPOK ab0 XBOpHUX, SIKi mepeOyBaloTh Ha reMofiartisi.

Jlo3apTaH i #0T0 aKTHBHUM MeTaboIiT He MOXKYTh OyTU BUBEJEHI 3a IOIIOMOT010 TeMofiai3y.

dapMaKOKiHETHKA YV OIiTeN

dapMaKOKiHETHKa J103apTaHy BUBYanacs 3 y4acTio 50 fiTell 3 apTepiaibHOIO TinepTeH3ier0 BiKOM Bif
1 micsitst mo 16 pOKiB micis mepopanbHOro 3acTocyBaHHs 1 pa3 Ha o0y B mo3ax Bim 0,54 mo
0,77 Mr/kr (cepenHi go3u).

Pe3ynbpTaTy mokasanu, 1[0 aKTUBHUYN MeTa0OJIiT 103apTaHy YTBOPIOETHCS Y MALli€EHTIB yCiX BIKOBUX



rpym. Pe3ynbratu BKa3yloTh Ha IPUOIKM3HO aHa/IOTiYHi TOKa3HUKY (hapMaKOKIiHETUKY JI03apTaHy
IiCJIsI IepopabHOI0 3aCTOCYBaHHS Y HOBOHAPOIXKEHUX 1 AiTel DOIIKIIbHOTO i MIKITBHOTO BIKY.

dapMakoKiHeTHYHI TOKa3HUKY MeTaboIiTy Bigpi3Hsanucs Oinbllie 3a7eKHO Bif BikoBol rpyniu. [1pu
TIOPiBHSAHHI JiTe! MOIIKiNbHOTO BiKY i MigmiTKiB Taki BigMiHHOCTI 6y/IM CTaTUCTUYHO 3HAYYIITUMHU.
Excro3uilis y HOBOHaAPOOKEHUX i IiTel BiKOM [0 2 POKiB Oyjia MOPiBHIHO BUCOKOIO.

Kniniuni xapakKTepuCTHKH.
IToka3aHHs.
- JIikyBaHHS eceHIliaIbHOI TimepTeHsii y IopoCciuX, a TaKoX Y AiTel BiKoM Bifl 6 POKiB.

- JIikyBaHHS 3aXBOPIOBaHHS HUPOK Y AOPOC/IMX MALi€HTIB 3 apTepiaJbHOIO TinepTeH3ieo Ta
ykpoBuM fiabetoM II Tumy 3 mpoteinypieio = 0,5 r/go0y - SK YacTUHA aHTUTINEPTEeH3UBHOI Tepailii.

- JIikyBaHHS XpPOHIYHOI CepIleBOl HeJOCTATHOCTI (y maIi€eHTiB BikoM Bif 60 poKiB), KOnu
3aCTOCyBaHHS iHTiOITOPIB aHTiOTEH3WHIIEPETBOPIOBAILHOTO (hepMeHTY (AIID) BBaKa€ETHCS
HEMOXKJIMBUM 3 IIPUYMHU HECYMiCHOCTI, 0cOONMMBO IpH Kalii, abo nmpotunokasaHe. [TamieHTis i3
CepleBOI0 HeOCTaTHICTIO, CTaH SIKUX CcTabinmidyBaBca IpU 3aCTOCyBaHHI iHTiOiTOpY AII®, He cif
IIepeBOJUTH Ha JIIKyBaHHS JI03apTAaHOM. Y MalfieHTa (pakKilis BUKKUIY JIiBOTO NUIyHOYKa IOBUHHA
ctaHoBUTH < 40 %, cTaH Mae OyTH KJIiHiYHO CcTa0iNIbHUM, TAKOXK MAllieHTOBI CIlif IOTPUMYyBaTUCS
BCTAHOBJIEHOTO PEXKHUMY JIIKyBaHHS IIOI0 XPOHIYHOI CeplieBOl HeOCTaTHOCTI.

- 3HUXKEHHS PU3UKY PO3BUTKY IHCYJIBTY Y OPOCIIUX IALli€HTIB 3 apTepialbHOI0 rinepTeHsiero i
rimepTpo@di€ro JIiBOro LITyHOUYKa, 0 JOKYMEHTAaIbHO MiATBEPIAXKEHO 3a fomomMoron EKT'.

IIpomunoka3aHHs.
[TigBuIeHa YyTNUBICTE [0 M03apTaHy abo mo OyAb-SKOTO iHIIOr0 KOMIIOHEHTA Ipernapary.

BariTtHi a0 XiHKH, SIKi IIJIaHYIOTh 3aBaTiTHITH (OUB. Po3[in «3aCTOCYBaHHS y Iepioa BariTHOCTI a6o
rofyBaHHS IPyAOio»). TSXKKi nopyineHHs QyHKLil nedinku. OgHOYacHe 3aCTOCYBaHHS 3 aliCKipeHOM
nalieHTaM 3 IyKpoBuM fiiabeToM abo nopymeHHaM ¢yHKII Hupok (IHK® <60 mit/xB/1,73m°) (quB.
po3minu «Ocob6IUBOCTI 3aCTOCYBaHHSI» Ta «B3aeMoiis 3 iHIMMMU TiKapChKUMU 3acobaMu Ta iHIITi
BUMM B3a€EMOIN»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[HIIi aHTUTINEPTEeH3UBHI IpellapaTé MOXKYTh IOCUJTIOBATH TIOTEeH3UBHUY edeKT 103apTany. [o
IHIIKX IIperaparis, 0 MOXKYTh CIPUYUHUTY apTepiaibHy Ti0TeH3il0, HaleXaTh TPULUKITIYHI
AHTUOENPECAHTH, aHTUIICUXOTUYHI 3acobu, OakmodeH, amidpoctuH. OCHOBHUM ab0 moGiYyHUM
e(eKTOM OIHOYACHOTO 3aCTOCYBaHHS IIUX IIpelapariB i3 rinoTeH3WBHUMU 3acobaMu Moxke OyTu
30inbIIIeHHS PU3UKY BUHUKHEHHS apTepianbHOol rinoTeH3sil. JlozapTan MeTab01i3y€eThCs ITepeBaXkHo 3
yudacTio cuctemu nutoxpomy P450 (CYP) 2C9 3 yTBOpeHHSM aKTUBHOTO MeTab0IiTy KapOOKCUTBbHOI
KHMCJIOTH. Y XO0fi KJTiHIYHUX JoCigKeHb 0y7I0 BCTAHOBJIEHO, 1110 ¢iyKoHa3oi (inribitop CYP2C9)
3HUKYE €KCITO3UIliI0 aKTUBHOT0 MeTaboJiTy npubnu3no Ha 50 %. BcTaHOBIEHO, 1110 OJHOYACHE



3aCTOCyBaHHS JI03apTaHy Ta pudamminury (iHoyKTOpa (epMeHTiB MeTab01i3My) IPU3BOAUTD 1O
3HMKeHHS Ha 40 % KOHIeHTpallil akTUBHOT0 MeTaboIiTy y mia3Mi KpoBi. KiiniyHe 3HaYeHHS 1[bOTO
edekTy HeBifoMe. Hemae BITMIHHOCTI B €KCIIO3UIIil IIPU OGHOYACHOMY 3aCTOCYBaHHI JI03apTaHy Ta
bnyBacraTtuny (cnabkoro iuribitopy CYP2C9). Tak caMo, 5K i mpu 3aCTOCyBaHHI iHIIIUX ITpemaparis,
gKi 0710Ky10Th aHTioTeH3uH II abo #oro edpekTH, omHOYACHE 3aCTOCYBAHHS Ipernaparis, 110
3aTpUMYIOTh KaJlili B opraHi3mi (Hanmpukiaf Kanii30epiraiounx AiypeTHKiB: CIipOHOIAKTOHY,
TpiaMTepeHy, aMinopuny) abo MOXyTh MiIBUIIYBaTH PiBHI KaJlilo (TaKuX K renapuH), abo 1o0aBoK,
IO MIiCTSTh KaJili, a0o 3aMiHHUKIB COJIi 3 KaJlieM MOXKe IIPU3BECTH [0 MiJBUIIEHHS BMICTY KaJlilo y
cupoBaTIi KpoBi. OMHOYaCHe 3aCTOCYBaHHS TaKuUX 3ac00iB He pekoMeHoBaHe. [Tpo o6opoTHe
IiABUINEHHS KOHI[EHTPAIIil JIiTifo y CHPOBaTIli KPOBi Ta BUHUKHEHHS TOKCUYHUX ITPOSIBiB
TIOBiIOMJISNIOCS IIPY OOHOYACHOMY 3aCTOCYBaHHi JiTito 3 inribitopamu ATI®. TakoxX OyxKe pifko
IIOBIIOMJIAJIOCS IIPO TaKi IPOSBY IIPU 3aCTOCYBaHHI aHTArOHICTIB PELeNTOPIB aHTi0TeH3uHY 1.
OpHovacHe NMiKyBaHHS ITpenapaTaMy JIiTii0 Ta I03apTaHOM CJIifi TPOBOAUTH 3 00epEeXKHICTIO. AKIIO0
3aCTOCYBaHHS TakKol KoMOiHallil BBaxKa€eThCst HEOOXiTHUM, PEKOMEHI0BAHO ITePEeBipSITH PiBEHD JIiTii0 B
CHPOBATIIi KPOBi MPOTSATOM KOMOIHOBAHOTO JTiKyBaHHS.

[Ipu ogHOYaCHOMY 3aCTOCYBaHHI aHTArOHICTIB pPeleNTOPiB aHTioTeH3uHY Il i HecTepoigHUX
IPOTU3aNaIbHUX MTPeapariB (HallpuKiIad CeIeKTUBHUX iHTiOiTOPiB IuKIooKcureHasu-2 (110T-2),
alleTUIICATIIIMIIOBOI KMCJIOTH Y [I03aX, [0 YHHSThH IpOoTU3amnaibHy Oifo, HecenekTuBHuX HII3IT) Moxke
nocnabioBaTUCA aHTUTiITepTeH3uBHUN eekT. OmHOYacCHEe 3aCTOCYBaHHS aHTArOHICTiB aHTiI0TeH3UHY
IT a6o miypeTukis i3 HIT3IT Moxke MPU3BOAUTH [0 MiABULIEHHS PU3UKY MOTipIIaHHSA QYHKIII HUPOK,
BK/TIOUAI0YY MOXKJIUBUU PO3BUTOK I'OCTPOL HUPKOBOI HEJOCTATHOCTI, & TAKOXK [0 MiIBUILIEHHS PiBHSA
KaJIilo ¥ CHpOBAaTIli KPOBi, 0COOIMBO y MAlli€HTIB 3 iCHYI0YUM IOPYIIeHHIM QYHKIIIi HUPOK. Taky
KoMOiHallifo CyIif mpu3HayaT 3 00epexkHiCTI0, 0COONMUBO MallieHTaM JIiTHbOTO BiKy. [1alieHTaM cJif
IIPOBOAMTH BifITIOBIgHY AerigpaTaliiio, TaKOXK CIIiJ PO3TISAHYTH MUTAHHS 100 MOHITOPUHTY QYHKIIi1
HUPOK IIiCJIg T0YaTKy OMHOYACHOT'0 3aCTOCYBaHHA IIpernapariB, a TaKOX IePiOAUYHO BIPOLOBXK
JIiKyBaHHS.

HocnimKeHHsI MOKa3a/IM, III0 BHACTiTOK moaBinHoi 01okagu PAAC npu
CynIyTHbOMY 3aCTOCyBaHHi iHrioiTopiB AII®, anTaroHnicriB penentopis
auriorensuny Il abo anickipeHy migBHIy€eTHCS PU3HK MOOIYHHUX peaKIriu,
TaKHX SIK apTepiajbHa rinoren3is, rinepkaixieMisi Ta 3Minu QyHKIIiI HUPOK,
BK/II0YAaI0YH ITOCTPY HUPKOBY HEIOCTATHICTH MOPiBHSAHO i3 3aCTOCYBaHHAM
OHOI'0 areHTa pPeHiH-aHriOTeH3WH-a/IbJIOCTEPOHOBOI CHCTEeMH (IUB. PO3dinu
«I[IpoTunoka3aHHsa», «0CoO0IUBOCTi 3aCTOCYBaHHSI»).

Oco06.1ueocmi 3acmocy8aHHs1.
AHzioHegapomuuHuli HabpsaK

MoxXBe BUHUKHEHHS @HTI0HEeBPOTUYHOT0 HaOpsKy. Ci 4acTo KOHTPOJIIOBAaTH CTaH MAIliEHTIiB 3
aHTiOHEBPOTUYHUM HabpsakoM (HaOpsiku o6nuyus, ry0, ropia ta/abo s3uka) B aHaMHE3I.

ApmepianvbHa 2inomeH3iA I 800HO-e1ekmpoaimHutll ducbanamc

CuMIToMaTH4Ha apTepiaabHa TinoTeH3ist, 0cO0MMBO MicIs 3aCTOCYBaHHS MEPILOI 03K IIPemnapaTy
abo micis migBUILEHHS 03U, MOXK€e BUHUKATHU Yy MAllieHTiB 3i 3HMKEHUM BHYTPIITHbOCYAUHHUM
00’eMoM abo medinuToOM HATPil0, CIPUUYUMHEHUMU 3aCTOCYBAaHHSAM CUIbHUX OiyPETUKIB, JIETUYHUM
oOMeKeHHSIM CIIOKMBAHHS COJi, miapeeio abo OmoBaHHSIM. Taki cTaHu MOTPeOYIOTh KOPEKIIil mepef



II0YaTKOM JiKyBaHHs JlopicTon® ab0 3HHXKEHHS II0YaTKOBOI H03K Npenapary. Taki K peKoMeHpaiil
CTOCYIOTBCS HiTel BiKOM Bif 6 {0 18 pokis.

EnexkmpoaimHutli OucbanaHc

EnekTpomniTHUY gucHanaHC 4aCTO CIIOCTEPIra€ThCS Yy MAIiEHTIB i3 mopyIIeHHIM QYHKIIiI HUPOK (3
IyKpoBuM [fiabeToM abo 6e3 HBOTO), 110 Cif OpaTy go yBaru. [1ig yac KIiHIYHOTO JOCHIXKEHHS 3a
y4acTIO XBOPUX Ha IIyKpoBui miabet II Tuny Ta 3 HedpomaTielo yacToTa BUHUKHEHHS TinepKatieMii
Oyna 6inbIIoo MpH JIiKyBaHHI J103apTaHOM IOPIiBHSIHO 3 TaKow y rpymi miarebo. Tomy ciig acto
IIepeBipsTH KOHIIEHTPAIIiI0 Kaliio y m1a3Mi KpPoBi i TOKa3HUKM KITipeHCY KpeaTuHiHY, 0COOIMBO y
IAIl€EHTIB i3 CEepLEeBOI0 HeJOCTATHICTIO 1 KilipeHCcOM KpeaTuHiny 30-50 Mi1/xB.

He pekoMeH0BaHe OgHOYACHE 3aCTOCYBaHHS JI03apTaHy i Kasnii30epiraiouux AiypeTukis, m106aBoK,
III0 MICTSTDH KaJlili, Ta 3aMiHHUKIB COJIi, III0 MiCTSTDH KaJTill.

ITopyweHHA pYHKUII neviHKu

[ pyHTY0YKCh Ha papMaKOKIHETUYHKX [NaHHUX, 10 BKA3yIOTh Ha iCTOTHE MigBUINECHHS KOHIEHTpAIl
JI03apTaHy y IUla3Mi KPOBi XBOPUX Ha LIUPO3 [IEYiHKY, CIIiJ PO3IJIAHYTU IUTAHHS [P0 3HUXKEHHS 03U
TS TIAIli€eHTiB i3 HagBHICTIO B aHaMHe3i opyIieHb QYHKINI nediHKu. HeMae DocBigy TepaneBTUYHOTO
3aCTOCyBaHHS JI03apTaHy MallieHTaM i3 TAKKUMU MOPYIIeHHIMHU QYHKIII Te9iHKY, TOMY Jio3apTaH He
MOXKHa IIpUMMaTHA TaKUM IallieHTaM.

Jlo3apTaH He peKOMeHI0OBaHUM [JIs 3aCTOCYBaHHS HiTAM i3 MOPYLUIEHHSAMU (PYHKI] IeYiHKY.
ITopyweHHsA pYHKUIT HUPOK

[ToBimomIsiNIOCS IPO BUHUKHEHHS 3MiH (YHKIIil HUPOK, BKII0Yal0UYX HUPKOBY HEIOCTaTHICTS, 110
TIOB’SI3yBaJid 3 IPUTHIYEHHSIM PeHiH-aHTi0TeH3UHOBOI cucTeMu (0COOIUBO y MallieHTiB i3 3aIeKHICTIO
GYHKIIIT HUPOK Bif CHCTEMU PeHiH-aHTi0TeH3UH-aIbJOCTEPOH, TOOTO MAIliEHTH 3 TAKKOI0 CEepIeBOI0
HEeJIOCTaTHICTIO abo0 3 yKe iCHYyIoUMMU IOpPYyIIeHHAMU QYHKIII HUPOK).

[Tpemaparty, 0 BINIMBAIOTh HA PEHIH-aHTIO0TEH3WH-aIbIOCTEPOHOBY CUCTEMY, MOXYTh COPUYUHATH
TiABUIIEHHS PiBHIB CEUOBHMHU KPOBi Ta KpeaTUHiIHYy CHPOBATKH KPOBi y XBOPHX 3 JBOOIYHUM CTEHO30M
HUPKOBUX apTepii abo cTeHO30M apTepii eguHol HUpKHU. Li 3MiHK y QyHKIII HUPOK MOXKYTh OyTH
000POTHUMHU ITiC/Is TPUNIMHEHHS Teparii. JIo3apTaH ciifg 3 06epeKHiCTI0O 3aCTOCOBYBATH IalliEHTaM i3
IBOGIYHUM CTEHO30M HUPKOBUX apTepili abo cCTeHO030M apTepii equHOI HUPKHU.

3acmocyeaHHs OimsAM i3 nopyweHHAMU PYHKUITI HUPOK

Jlo3apTaH He peKOMEHIOBAHUY MJIs 3aCTOCYBAHHS AIiTAM 3i MIBUAKICTIO KITy004K0BOi dinbTpartii < 30
MI1/xB/1,73 M°, OCKiJIbKY HeMa€ BiMIOBIIHUX MaHUX IIOMO0 3aCTOCYBaHHS.

[IpoTsAromM mepiomy 3aCTOCYyBaHHS JI03apTaHy CIIif PETYISPHO MEPeBipATH QYHKIIII0 HUPOK, OCKIIbKU
MoxkuBe ii moripuranusi. Oco0GIMBO 1Ie CTOCYETLCS CUTYaIlil, KOJIU J103apTaH 3aCTOCOBYIOTh IIPH
HAasIBHOCTI iHIIMX MMaTaJ0riyHUX CTaHIiB (rapsdka, Aerigpartalis), SKi MOXYTh BIJIUBAaTA Ha HUPKOBY
GbyHKIO.

OpHOYacHe 3aCTOCYyBaHHS J103apTaHy Ta iHribiTopiB AII® moripirye QyHKIII0 HUPOK, TOMY Taka
KoMOiHalliss He peKOMEeH/IOBaHa.

TpaHcnaaHmauisa HUpKuU



Hemae mocBimy 1omo 6e3meKky 3aCTOCYBaHHS Mperapary MallieHTaM, SKUM HeIloJaBHO TPOBEIeHO
TPAHCIITIAHTAllil0 HUPKH.

ITepguHHUl 2inepaab0ocmepoHizm

Y nari€eHTiB i3 NEpPBUHHUM TilepanbAOCTEPOHI3MOM, SIK IIPABUJIO, HE CIIOCTEPITAETHCS ehEeKTy IIpU
3aCTOCYBaHHI aHTUTINEPTEH3UBHUX IIpelaparTis, 10 Ail0Th LIJIIXOM IIPUTHIYEHHS PEHiH-
aHTiOTEH3WHOBOI cucteMu. ToMmy JlopicTa® He peKOMeHIOBaHa OJIs Li€l IPyIu MallieHTiB.

3ax8opr8aHHs KOPOHAPHUX apmepill ma uepebposackyAsipHi 3ax80PHBAHHS

4K 1 Ip¥ 3aCTOCYyBaHHI IHIIMX aHTUTINIEPTEH3UBHUX [IPenaparis, HaAMipHe 3HUXKEHHS apTepialbHOr 0
TUCKY Yy TAIli€HTIB 3 illeMiYHUMM 3aXBOPIOBAHHSIMU KOPOHAPHUX apTepiil Ta 1epeOpoBacKyISpHUMU
3aXBOPIOBAHHSAME MOXKe IIPH3BOAUTH [0 PO3BUTKY iHPApPKTy MioKapza abo iHCYIbTY.

Cepuesa HedocmamHicmb

fK 1 Ipy 3aCTOCYBaHHI IHIINUX [IPenaparis, 110 BIJIUBAOTh HA PEHIH-aHTI0TeH3UH-aIb0CTEPOHOBY
CHCTeMY, Yy MAIliEHTIB i3 cepiieBO0 HeNOCTATHICTIO 3 IOPYIIeHHSIM QYHKIII HUPOK abo 6€3 HhOTo iCHYE
PU3UK PO3BUTKY TAXKKOIL apTepianbHOI rimoTeH3il i (4acTo rocTporo) NopyueHHs QyHKIil HUPOK.

Hemae mocTaTHBOrO TEpaneBTUYHOI'O JOCBiNY 3aCTOCYBaHHS JI03apTaHy IallieHTaM i3 ceplieBok
HEJOCTATHICTIO i CYIyTHIM TSXKKUM IOPYIIEHHSAM (PYHKII HUPOK, HallieHTaM i3 TSKKOI0 CepIEeBO0
HepocTaTHicTIO (Kimac IV 3a knacudikaiiero NYHA), a TakoX mallieHTaM i3 CeplieBOI0 HEJOCTATHICTIO i
CHMIITOMAaTUYHO0, HeOe3MeYHOI0 71 KUTTS CeplieBoi0 apuTMieio. ToMy j103apTaH CIiif
3aCTOCOBYyBaTH 3 00epeXkKHiCTIO TakKiil rpymi marieHTiB. Crifm 3 06epekHICTIO OGHOYACHO
3aCTOCOByBaTH KOMOiHallifo 103apTaHy 3 f-6JI0KaTopaMu.

CmeHo3 aopmanbHo20 i MimpaavbHO20 KaanaHie, obcmpykmusHa 2inepmpogiuHa kapdiomionamis

4K i mpu 3acTOCyBaHHI iHIINX Ba30AUIaTaTOPiB, 3 0COOIMBOI0 00€PEKHICTIO CITif TPU3HAYaTH
Ipemnapar IallieHTaM 3i CTEHO30M aopTaJibHOTo abo MiTpanabHOTO KJlanaHa abo 06CTPYKTUBHOIO
rinepTpodigHo0 KapgioMionaTiero.

BazimHicmb

3aCcTOCyBaHHS aHTAroOHICTIB peLenTopPiB aHrioTeH3uHy Il He ciifg PO3NOYUHATH y Iepiof BariTHOCTI.
3a BUHSITKOM BHUIIQMIKiB, KOJIU IPOHoBXKeHHs Teparii APAII BBaxkaeThCs HEOOXigHUM, HalliEeHTKAM, SIKi
IIJIaHYIOTh BariTHICTS, CIIi IPU3HAYUTH aJlbTePHATUBHY aHTUTINEPTEH3UBHY Tepallito i3
BCTaQHOBJIEHUM IIpodinieM O6e3neKy 00 3aCTOCYBaHHS y IIePiofl BariTHOCTI. AKIIO OiarHOCTOBAHO
BariTHiCTh, MiKyBaHHs APAII ciim HeralHoO IPUMIMHUTH i, SIKIIO0 HEOOXiIHO, CITig pOo3moYaTH
arbTepHaATHBHE JTiKyBaHHS.

IHwWi nonepedJCceHHA i 3acmepexrceHHA

¢IK BCTAHOBJIEHO CTOCOBHO iHTiOiTOPIB aHTi0TEeH3UHIIEPETBOPIOBAILHOTO0 PEePMEHTY, 103apTaH Ta iHmIi
aQHTAroHiCTH aHTi0TeH3WHY MeHII e(DeKTHBHI [JIs 3HUKEHHS apTepialbHOT0 TUCKY y Halli€HTiB
HETPOIHOI pacH, HiX B iHIIKX MAIli€HTiB, MOXKJINBO, Yepe3 HU3bKY aKTUBHICTh PEHIHY Y I'PYIIi TaKUX
Ial[l€HTIB 3 apTepiajbHO IiepTeH3ielo.



Ocob.ausa iHpopmauis npo 0esKi 3 00NOMIHCHUX PEUOBUH

Jlopicta® MmicTuTh nakTo3y. [lamieHTam i3 pifKiCHUMYU CIagKOBUMU (popMaMu
HelepeHOCUMOCTI rajakTo3u, JedinuTtoM nakrtasu Jlanmna abo nopyuIeHHSIM BCMOKTYBaHHS
[JIIOKO3U-TAJIaKTO3U He CIIif 3aCTOCOBYBaTH LieH IIpenapar.

IToositiHa 610Kada peHiH-aH2iomeH3UH-a1b0ocmepoHosoi cucmemu (PAAC)

[Tpu cynyTHBOMY 3aCTOCYBaHHi aliCKipeHy Ta aHTAroHiCTiB pelenTopisB aHrioTen3uny II abo
inri6iTopiB AII® migBUIIYETHCS PU3UK apTepialbHOI rinoTeH3il, rinepkanmieMii Ta 3MiHu QyHKIII1
HUPOK, BKJII0YAl0UX TOCTPY HUPKOBY HEJOCTATHICTh. Y 3B’A3KY 3 MOABINHOIO 6JI0KaMI0I0 PEHIiH-
aHTi0TeH3WH-aIbA0CcTepoHOoBOl cucTeMu (PAAC) cynyTHE 3aCTOCYBaHHS ajliCKipeHy Ta aHTarOHICTiB
penientopiB aurioTen3uny II abo inriditopis AII® He peKOoMeHAYeThCs (IUB. PO3Min «B3aemogis 3
iHIMMMY TiKapchKUMU 3aco0aMu Ta iHII BUOYM B3a€MOMiH»). Y BUMAAKy KpalHbOI HEOOXiqHOCTi
nonBiHOl 6;10kamu PAAC crip peTenbHO mepeBipsaTH GYHKIIII0 HUPOK, PiBeHb eJIeKTPOJIiTiB Y KPOBi Ta
apTepianbHu TUCK. He cif omHOYAaCHO 3aCTOCYBaTU aHTArOHICTU pelenTopiB aHrioreH3uny Il ta
inribitropu AIT® maifieHTaMm 3 LyKPOBUM AiabeToM.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.
BazimHicmb

[TpemapaT MPOTUIIOKAa3aHO 3aCTOCOBYBATH BariTHUM abo0 XKiHKaM, SIKi IJIaHYIOTh 3aBariTHITH. AKIIO0
i Yac JiKyBaHHS IIpenapaToM IMifTBePAXKYEThCS BariTHICTh, HOT0 3aCTOCYBaHHSA HEOOXigHO HEraHO
IPUIAHUTHY i 3aMiHUTH iHIIUM JIiKapChKUM 3ac000M, [O3BOJIEHUM [0 3aCTOCYBaAHHS Y BariTHUX.

EmipemiosnoriuHi gaHi CTOCOBHO pU3UKY TEPATOT€HHOTO BIJIMBY BHACIIIOK 3aCTOCYBaHHS iHTi0OiTOPIB
ATI® npotsarom | TpuMecTpy BariTHOCTI He IIEPEKOHJINBI, OOHAK HEBEJIUKE 3POCTAHHS PU3UKY He
BUKII0YeHe. OCKinbKY HeMa€e KOHTPOIbOBaHUX €MiAeMiONOTiYHMX AaHuX II0A0 PU3UKY 3aCTOCYBaHHS
aHTaroHicTiB peuenTopiB aurioten3uny II (APAII), moni6Hi pu3uKu MOXKYTh iCHYBATH i A7 IIOTO
KJIaCy IIpenapariB. 3a BUHSATKOM BUINAJKiB, KOMM IPo#oBxKeHHS Tepatil APAII BBaxKaeThCs
HeoOXiIHUM, MallieHTKaM, SKi IJIaHyI0Th BaTiTHICTD, CJIifl MPU3HAYUTH allbTePHATUBHY
aHTUTINEePTEH3UBHY Tepaliio 3i BCTaHOBIEHUM IIpodinieM Ge3meKH 100 3aCTOCYBaHHS y Iepiof
BariTHOCTI. {KIIO giarHOCTOBAHO BariTHICTh, miKyBaHHS APAII ciig HeraHoO NPUIUHUTY i, SKIIIO
HeoOXifHO, CIlig po3rmoYaTu albTepHaTUBHE NiKyBaHHS. Bigomo, 1m0 3acTocyBanHs APAII mpotsrom I1
ta [1I TpuMecTpiB BariTHOCTi CIPUYUHSE TOSIBY (PETOTOKCUYHUX SBUII (3HUKEHHS (PYHKIIil HUPOK,
onirorimpaMHioH, 3aTpuMKa ocudikallil KiCTOK 4eperna) i MposiBiB HEOHATaIbHOI TOKCUYHOCTI
(HMpKOBa HEOCTaTHICTh, apTepianbHa Till0TEeH3is, rinepKaniemis).

Axmo nporsarom II TpuMecTpy BaritHOCTI 3acTocoByBanucsa APA 11, pekoMeHI0BaHO IPOBECTHU
yIIbTPa3BYKOBE 00CTeXKEHHS s TepeBipku QYHKIIIi HUPOK i CTaHy KiCTOK yepera.

CraH HOBOHApPOAXKEHUX, MaTepi aKux 3acTocoByBanu APAII, ciig 4acTo mepeBipsaTé CTOCOBHO
PO3BUTKY apTepianbHOI TinoTeHa3ii.

ITepiod 200ysaHHA 2py0010
Yepes BiACyTHICTH OyOb-9KO1 iH(pOpMaIlil o0 3aCTOCYBaHHS JI03apTaHy y Iepiof TOfyBaHHS TPYLAI0

IIPUIOM J103apTaHy He PEKOMEHOYEThCA. baxkaHo 3aCTOCOBYBATH albTepPHATUBHI ITpemnapaTy 3
KpallliMU BCTAHOBJIEHUMHU NIpodinsMu 6e3neKku y nepion rogqyBaHHs IPYAII0, 0CO0IMBO IPH



T‘OJZ[YBaHHi HOBOHAPOOZKEHNX abo HEOOHOIIIEHUX HEMOBIJIAT.

30amuicmb enausamu Ha weudkKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHiamamu.

He npoBogumnucs mocaigKeHHs 00 BIJIUBY IIpenapaTy Ha 30aTHICTh YIPaBIATA aBTOTPAHCIOPTOM
Ta iHMmuMu MexaHizMaMu. OHaK CIIif MaM’ATaTH PO MOXKJIUBICTh PO3BUTKY TaKUX MOOIYHUX
peaxliiif, IK 3alTaMOpPOYEeHHS Ta COHJIUBICTh, 0COOIMBO Ha MMOYATKY JIIKyBaHHS Ta MPHU MigBUIIEHH]
[03U IIpenapary.

Cnoci6 3acmocyeaHHss ma do3u.
TabneTku 103apTaHy CJIifl 3aMUBaATH CKIISTHKOIO BOMM.

3acTocyBaHHS IIpenapaTy He 3aJIeXUTh Bif IPUIOMY iXKi.

ApmepiasnbHa 2inepmeH3is

3a3Buyail I0YaTKOBA i MiATpHMYyIo4a 0o3a Mg OiNbIIOoCTi MallieHTiB cTaHOBUTH 50 MT IIpenapary
1 pa3 Ha o6y (1 Tabnetka JlopicTu® 50 Mr). MakcuManbHUAN aHTUTIIEPTEH3UBHUN e(eKT
OoCATaEThCS Ha 3-6 TUKEHb Bifl IOYaTKY ITiKyBaHHA. [[/1 OESIKUX MalliEHTiB MOXKE BUSABUATUCS
CIPUSATIUBIIINUM MiABUILEHHS 103U npenapaty 7o 100 mr 1 pas3 Ha go0y (BpaHii).

JlopicTy® MOXKHa 3aCTOCOBYBAaTH y IIOEAHAHH] 3 IHIIMMU aHTUTINEPTEH3UBHUMU IIperapaTaMy,
0Cco0/IMBO AiypeTukaMu (HampuKIIakd, TigpoXIOPOTia3umIoM).

ITauienmu 3 apmepianvHor 2inepmeHsiero ma uykposum diabemom II muny 3 npomeiHypiewo
= 0,5 2/0oby

3a3Buyail moyaTkoBa fo3a cTraHoBUThL 50 Mr (1 TabneTka JlopictTu®) 1 pa3 Ha go0y. [lo3y MoxkHa
36inmpimuTy 1o 100 Mr 1 pa3 Ha o6y 3a1eKHO Biff TOTO, IKMUMU € TIOKA3HUKU apTepialbHOTO THCKY
yepe3 1 MicsAup micisg no4aTky JikKyBaHHS. JIopicTy® MOXkKHa 3aCTOCOBYBATH 3 IHIIUMU
AHTUTIEePTEeH3UBHUMHU ITperapaTaMu (HalmpUKiIaL OiypeTukaMu, 6710KaTopaMy KalbIiEBUX KaHaJliB,
6rmokaTopaMu a- abo B-pelenTopiB Ta MpelapaTaMy IIeHTPAJIbHOI [ii), a TaKOXK 3 iHCY/TiHOM Ta
IHITMMU TiMOTIiKeMiYHUMHU IIpernapaTaMy, SKi IIKXPOKO 3aCTOCOBYIOTHCS (HAIpUKiIaz
Cynb(}OHINICEYOBHHOIO, TIIiTa30HaMU Ta iHTi0iTOpaMu II0OKO3UAa3n).

Cepuesa HedocmamHicmb

3a3Buyay noyaTKoBa f03a JlopicTu® y maIfieHTiB i3 XpOHIUHOIO CePLIEeBOX0 HEOOCTATHICTIO CTaHOBUTH
12,5 mr 1 pa3s Ha mo0y. fAK mpaBuio, fo3a TUTPYETHCSA 3 TUKHEBUM iHTepBanoM (a came: 12,5 Mr Ha
no0y, 25 Mr Ha mo6y, 50 Mr Ha f0o0y) Ho 3BUYalHOI miagTprMytodoi o3u 50 Mr (1 TabmeTka JIopicTu®)
1 pa3 Ha goOy 3a1eXkHO Bif] iHAMBiAyaIbHOI TIEPEHOCUMOCTI.

3HUdCeHHA pu3uKy po38UmMKY iHCyAbMy y nauieHmia 3 apmepianbHoio 2inepmeH3siero i 2inepmpogiero
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3a3Buyail moyaTKOBa fio3a cTaHOBUTL 50 Mr jo3apTany (1 Tabrmetka JlopictTu® 50 mr) 1 pa3 Ha 7o0y.
3asnexHo Bif 3MiH piBHA apTepialbHOTO TUCKY A0 TiKYBaHHS CIIifl JOAATH TigpOXIOPOTia3ul y HA3bKIN
mo3i ta/abo 36inbmuTy Ko3y Jlopictu® mo 100 Mr 1 pa3 Ha mo0y.

OKpemi epynu nauieHmis
3acmocysaHHA nauieHmam 3i 3HUMCeHUM 06’€EMOM UUPKYH0H0Y0i Kposi

[TamieHTaM 3i 3HUKEHUM 06’€MOM IIMPKYII0I0490i KPOBi (HapUKJIaf, YHACIOK TiKyBaHHS BUCOKMMU
[03aMu [IiypeTHKiB) pO3NOYNHATH Tepallilo HeoOxifHO 3 mo3u 25 Mr 1 pa3s Ha [o0y.

3acmocysaHHs nayieHmam i3 nopyweHHAM YHKUii HUPOK ma nauieHmam, AKUM Npo8oosimb CeaHcu
eemod0ianidy

[Tpu npusHaudenHi JlopicTu® maifieHTaMm i3 nopyieHHSIM QYHKIII HUPOK Ta MalieHTaM, SKUM
IIPOBOASATH CEAHCH TeMOfliai3y, I0YaTKOBY KOPEKIIii0 103 IIPOBOAUTH He MOTPiOHO.

3acmocysaHHA nayieHmam i3 nopyweHHAM PYHKUii neyiHKku

I nauieHTiB i3 mopymeHHsIM QyHKII MeYiHKy B aHaMHe3i CIlif] PO3T/ISHYTH MATaHHS II0MI0
IIpU3Ha4YeHHd IIpenapary y MeHIIiu no3i. Hemae nocsingy nikyBaHHS IALI€HTIB i3 TAXKUMU
NOpYyIIeHHAMY (YHKIIil TeYiHKY, TOMY JI03apTaH MPOTUIIOKa3aHuM IIill TPyTi MallieHTiB.

3acmocysaHHA dimaAm

Ha#i momno eeKTUBHOCTI Ta 6€3MeKH 3aCTOCYBaHHS J103apTaHy HiTIM BiKoM 6-18 pokiB mis
JiKyBaHHS apTepiaibHOI rinepren3ii oomMexkeHi. TakoX € MaJio maHUX 000 papMaKOKiHETUKY Y
IiTel 3 apTepianbHOIO TimepTeH3i€io BikoM Bif 1 micsams. [Ins giTew, SKi MOXKYTh KOBTaTH TaONeTKH i
B sIKMX Maca Tina Oinmbine 20 Kr Ta MeHmre 50 Kr, peKOMeHI0BaHa q03a CTaHOBUTH 25 MT 1 pa3 Ha
no0y. Y BUHSITKOBUX BUIIafIKaX A03y MOXKHA 30i/bIUTH 10 MakKcuMasbHOI - 50 Mr 1 pa3 Ha moby. o3y
CJIi KOPUTYBATY 3aJIeKHO Bifl BIJIUBY Ha PiBeHb apTepiaibHOr0 TUCKY. Y MAllieHTiB 3 Macolo Tila
noHap 50 Kr 3a3BUYay pa3oBa go3a CTaHOBUTH 50 Mr 1 pa3 Ha go0y. Y BUHSATKOBUX BUIIAagKaX HO3Y
MOXKHa 30inpmuTH 70 MakcuMainbHoi - 100 Mr 1 pa3 Ha go0y. 3aCTOCyBaHHS [03, II0 IIEPEBUIIYIOThH
1,4 mr/kr (abo Ginbuie 100 mr) Ha mo6y, v [iTel He BUBYAJIOCSH.

Jlo3apTaH He PeKOMEHJ0BAHUY [JI 3aCTOCYBaHHS HIiTSAM BIKOM [0 6 POKIiB, OCKUJIbKY AAaHUX IIOL0
3aCTOCYBaHHS IIpelapaTty y Wil IPyIli MallieHTiB HeJ0CTaTHbO.

[TpemapaT He pPeKOMEHYETHCS M1 3aCTOCYBaHHS HiTSAM 3i MIBUOKICTIO KITyO04YKOBOI (PinbTpalrii
< 30 mu1/xB/1,73 M®, OCKiNIbKH HEMa€ BifIOBIMHKUX HaHMUX IOJ0 3aCTOCYBAHHS.

Jlo3apTaH TaK0XK He PEKOMEHAYETLCS AJISI 3aCTOCYBAHHS TiTAM i3 MOPYIIeHHAM (QYHKIII IeYiHKH.

3acmocyB8aHHA nauieHmam AimHb020 BiKY

4K mpaBuio, HeMae MOTPedu Yy KOPUTYBaHHiI TOYaTKOBOI HO3U IJIS MAllieHTiB TITHLOTO BiKy, X04a CIIif
BpaxOBYBaTU MOXKJIMBICTh IPM3HAUYEHH IIpenapary y Io4aTKOBiM 4031 25 Mr malieHTaM Bif 75 POKiB.



Himu.

Jlo3apTaH He PeKOMEHAYETLCS AJIST 3aCTOCYBAHHS HiTAM BiKOM [0 6 POKiB, OCKIJIbKY IIIOMO i€l TPyIu
[IaIlieHTiB maHi € 00MeXEeHUMU.

Ilepedo3yeanHsi.
Cumnmomu

IcHyroTh 0OMexKeHi maHi o#o nepefo3yBaHHs 103apTaHOM. 3a/IeXKHO Bifl CTYIEHsT iIHTOKCHKalIii
MOXKYTh 3’SIBJIATUCS TaKi CAMIITOMH, SIK apTepiasibHa rinoTeH3is1, Taxikappis, MoXJuBa OpafguKapmis.

JlixysaHHA

JlikyBasbHI 3aX0[u 3ajiexkaTh Bifl TPUBAJIOCTI Yacy, 110 MUHYB IiC/Is IPUUOMY IIpernapaTy, XapakTepy
i TkKOCTiI cumnToMiB. IIpiopuTeTHUM 3axomoM Mae OyTu crabinizauis GyHKIii ceprieBo-CyAMHHOI
cucteMu. [licna nmepopasbHOTO Ilepefo3yBaHHS I0Ka3aHe 3aCTOCYBaHHSI aKTUBOBAHOI'O BT Y
BigmoBigHiN no3i. PeKOMEeHIOBaHUMM 3aX0[laMU € CTUMYJISALS O/TI0BaHHS Ta MTPOMUBAHHS LIIYHKA.
[li3Hime ciif 4acTo KOHTPOJIIOBATH OCHOBHI ITOKA3HUKU XXKUTTENIATIBHOCTI OpraHi3My Ta KOPUT'yBaTH
npu HeoOximHOCTI. Jlo3apTaH Ta aKTUBHiI MeTabo0IiTH He BUNANISIOTLCS IIPU IIPOBEIEHHI reMofiani3y.

ITo6iuni peakuii.

[TobiyHOM0 peakili€lo, PO IKy HaldacTille MOBiIOMIIANIOCS Il Yac KTiHIYHUX AOCTiAKeHb, 010
3allaMOPOYEHHS.

iTH.

[Tpodinb mobivHUX peakifiii y giTed nmomiOHUN 0o Mpodinio y AOPOCIUX MalieHTiB. [laHi CTOCOBHO
no0iYHUX peakllill y mAiTelt oOMexkeHi.

ApTtepianbHa rinepTeH3id.

3 60Ky Hepeosoi cucmemu: 3allaMOPOYEHHS, COHIUBICTD, TOJIOBHUM 0inb, 6€3COHHS, M’sI30Bi
CyIOMHU.

3 60Ky cepu: BimuyTTs CepueOUuTTsI, CTEHOKAPIis.

3 60Ky CYOUH: CHMIITOMaTHYHa TiMoTeH3is (0COOIMBO Y MAIi€HTIB 3 BHYTPIIIHLOCYIXHHOIO
merimpaTalli€to, HAIPUKJIIA[ y MaIliEHTIB 3 TSIKKOI0 CEPIIEBOI0 HEJOCTATHICTIO ab0 IIpH TiKyBaHHi
AiypeTuKaM# y BUCOKUX [03aX), J0303aJIe’KHUU OPTOCTaTUYHUM e(eKT.

3 60Ky wkipu ma niOwWKipHOi KAIMKOBUHU: BUCHII.

3 60Ky WAYHKO0BO-KUWKOB020 MPAKmMy: aGmoMiHanbHui Oiib, QUCIIENCis, 3amop.

3 60Ky pecnipamopHoi cucmemu: Kalllellb, HeXKUTh, CUHYCUT, GapUHTIT, iHGEKIIiS BepxXHiX



OUXalIbHUX IIIAXiB.

3azanvHull cmaH ma nopyweHHs, no8’A3aHi 3i cnocoboM 3acmocy8aHHA Nnpenapamy: acTeHis,
cnabKicTh, HaOPSAKH.

JlabopamopHi NOKa3HUKU. 3MiHK CTaHAAPTHHX JIaG0PATOPHHUX [OKA3HKUKIB PinKo 6yIx 1MOB’A3aHi i3
3acToCyBaHHSIM TabeTok no3apTany. PiBenb AJIT mipBuiryBaBcs pifKo i 3a3BMYali HOpMasli3yBaBCs
icJIs IPUNIMHEHHS 3aCTOCYBaHHSA mpemnapary. ['inepkaniemisa (piBeHb KaJlilo y CHPOBaTIi

KpOBi > 5,5 MMo7ib/n1) criocTepiranaca y 1,5 % malfieHTiB 3 apTepiaibHOO TinepTeH3ieo.

[NamienTy 3 rineptpodiero IiBOro MIIYHOYKA CePId.
3 60Ky Hepeosoi cucmemu: 3aITaMOPOYEHHS.
3 60Ky opeaaHis cayxy ma nabipuHmMy: BepTHUrO.

3aeanvHull cmaH ma nopyweHHs, nos’s13aHi 3i cnocobom 3acmocys8aHHs npenapamy:
aCTeHid/c1abKicTh.

XpoHiYHa ceplieBa HEOOCTATHICTD.

3 60Ky Hepeosoi cucmemu: 3alTaMOPOYEHHS, TOJIOBHUM Oifb, ITapecTesis.

3 6oky cepu: curkomne, GibpUnsiis nepencepab, iHCYIbT.

3 60Ky cyOuH: apTepiabHa TiMOTEH3is, BKIIOYAYX [0303a/I€KHIA OPTOCTATUYHUN (PeKT.

3 60Ky pecnipamopHoi cucmemu, op2aHis epy0HOI KAimKu ma cepedoCmiHHA: OUCIHOe.

3 60Ky WAYHKO0BO-KUWKOB020 MPakmy: miapes, HymoTa, OJ1I0BaHHS.

3 6oky wKipu ma nidwkipHOi KAiMKOBUHU: KPOIUB'siHKa, CBePOikK, BUCHIL.

3 60Ky HUPOK ma cevyo8usiOHUX WsXi8: mopyIileHHs HYHKINI HUPOK, HAPKOBA HEIOCTATHICTh

3azanvHull cmaH ma nopyweHHs, noe’s13aHi 3i cnocobomM 3acmocysaHHs npenapamy:
aCTeHis/cnadKicTb.

JlabopamopHi NOKa3HUKU: TinepKasieMisi, MiIBUIIEHHS PiBHS CEYOBUHY KPOBi, KPEaTUHIHY ¥
CHAPOBATI]l KPOBI Ta KaJIilo y CUPOBATI] KPOBI.

AprepianbHa rineprensis i yKpoBui niabet Tumy II, 1110 CyIPOBOAKYETHCA 3aXBOPIOBAHHSAM HUDOK.
3 60Ky Hepeosoi cucmemu: 3alITaMOPOYEHHSI.
3 60Ky CyOuH: apTepianbHa TiIOTEH3is.

3azanvHull cmaH ma nopyweHHs, nos’s13aHi 3i cnocobom 3acmocys8aHHs npenapamy:
aCTeHida/c1abKicTh.

JlabopamopHi NOKA3HUKU: TimormiKeMis, TinepKalieMis.

[TomaTKOBi MOOiYHiI peakiiii.



3 6oky cucmemu Kposi ma aiMpamuyHoi cucmemu: aHEMiS.

3 60Ky cepuA: cuHKOIe, MabIiTalis.

3 60Ky CYOUH: OpTOCTAaTHYHA TiIOTEH3is.

3 60Ky WAYHKO0BO-KUWKOB020 MPAKkmy: miapes.

3 60Ky ckesnemHo-M’ 30801 cucmemu ma cnoay4Hoi MKaHuHu: 6ifb y CIuHI.
3 60Ky HUPOK Mma ce4o8usiOHUX wsxie: iHDEeKIIil CeYOBUBITHUX MIIAXIB.

3azanvHull cmaH ma nopyweHHs, noe’sa3aHi 3i cnocobomM 3acmocysaHHs npenapamy:
TPUIIONONIOHI CUMIITOMH.

JlabopamopHi noKasHuku: rinepkasieMis (y mali€HTiB i3 mykpoBuM miaGetoM tumy II i
Hedponarien).

I[ToCTMapKETUHTOBE CIIOCTEPEXKEHHS.

3 60Ky cucmemu Kposi ma AiMpamuyHoi cucmemu: aHeMist, TPOMOOITUTOIIEHis.
3 60Ky opeaaHie cayxy ma nabipuHmy: O3BiH y Byxax.

3 60Ky iMyHHOI cucmemu: PiAKO - peakilil rimepuyTAUBOCTi (aHadiaKTUYHI peaxiiii,
aHTiOHEBPOTHYHMY HaAOPAK, BKIII0OUal0YX HaOpSIK ropTaHi Ta rojioCoBOl LIiIINHY, 110
IIPU3BOAUTE N0 OOCTPYKIil AUXanbHUX HMUISAXiB Ta/ab0 HAOpPsAKYU 00nuy4s, Ty0, TIIOTKU Ta/abo
s31Ka); Y OeSKUX Mal[iEHTiB B aHaMHe3i OyB aHTi0HEBPOTUYHUY HAOPSK, IIOB'A3aHUM i3
3aCTOCYBaHHSM iHIIMX IIpernapariB, y ToMy 4ucii inribitopi AII®; BacKymiT, BKIIIOUYAIOYX
nypnypy Ulennaina-I'enoxa.

3 60Ky Hepeosoi cucmemu: MiTpeHb, TUCTEB3is.
3 60Ky pecnipamopHoi cucmemu, op2aHis 2py0HOI KAimKu ma cepedoCmiHHA: KallleJb.
3 60Ky WAYHKO0BO-KUWKOB020 MPAKmy: miapes, MaHKpeaTuT, OITI0BaHHSI.

3aranbHUY CTaH Ta IOPYIIeHHS, [T0B’s3aHi 3i c1oco60M 3aCTOCYBaHHS Npenapary: He3oyXKaHHS.

3 60Ky neuiHKu ma x#o8408uBiOHUX W/5Xi8: TETIATUT, IOPYIIEeHHS QYHKIIIl IeYiHKY.

3 6oky wKipu ma nidwkipHOi KAiMKOBUHU: KPOUB'siHKa, CBePOikK, BUCHUII, (OTOUYTIMUBICTS,
epUTPOaEPMis.

3 60Ky cKesnemHo-M’ 30801 cucmemMu ma CnOAYYHOI MKAHUHU: Miajrisi, apTpanris,
pabgomiosia.

3 60Ky penpodyKkmusHOi cucmemu i MOAOYHUX 3a/103: ePeKTUIIbHA TUCHYHKILIST/IMIIOTEHIIis.

3 60Ky HUPOK i1 ceuo8uBiOHUX W/s1Xi8: SIK HACTIIOK iHTiOyBaHHS PeHiH-aHTiOTEH3UH-
aNbI0CTEPOHOBOI CUCTEMHU TOBITOMIISANIOCS PO 3MiHM (HYHKIIl HUPOK, BKITI0OUYal0OUW HUPKOBY
HEJOCTATHICTh, V NALliEHTIB I'PYIY PU3UKY; TaKi 3MiHU HUPKOBOI QYHKIII MOXYTh OyTH



000POTHUMHU TIpU IPUIUHEHH] Teparrii.
3 60Ky ncuxiku: mempecis.

JlabopamopHi NOKa3HUKU: TilOHATpPieMis.

Tepmin npudamuocmi.

5 POKiB.

YMmoBH 30epirannsi.

30epiratu npu Temmepartypi He Buile 30 °C. 30epiratu y HeOOCTYIHOMY OJISl OiTeH MiCIi.

VnakosBka.
10 Tabnetox y GricTepi; mo 3 abo mo 6, abo o 9 6ricTepiB y KapTOHHIM KOPOOILi;

14 Tabnetox y 6micTepi; mo 1 abo mo 2, abo 1o 4, abo 1o 6, abo o 7 6/icTepiB y KAPTOHHIN KOPOOIIi.

Kareropis Bignycky. 3a peLenToM.

BupoOHHUK.
KPKA, n.1., Hoso mecTto, Cnoseniss/KRKA, d.d., Novo mesto, Slovenia.

TAII ®apma 'M6X, Himeuuuna/TAD Pharma GmbH, Germany.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tisl/TbHOCTI.
I[IImap’emka mecta 6, 8501 Hoo mecto, Cnosenisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

Xawuni-JToxmanHs-1lITpacce 5, 27472 KykcxaBeH, Himewunna/Heinz-Lohmann-Strasse 5, 27472
Cuxhaven, Germany.



