IHCTPYKIIA
JJIS1 MEeIUYHOT0 32CTOCYBAHHS JIKAPCHKOT0 32C00y

BICOITPOJIOJICAHJIO3®
(BISOPROLOLSANDOZ®)

Cknao:

dioua peyoguna: OiCOTPOIIONTy pymMapar;

1 Tabnerka MictuTh 5 Mr a6o 10 Mr Giconponony dymapary;

00NOMINCHT peyosunu: Kanblito Tinpodocdar 6e3BOIHNMN, IETI0I03a MIKPOKPHUCTATIIYHA, KPOXMaJbh KYKYpPYA3sTHAN
Mpe’KeIaTHHI30BaHUM, HATPIIO KPOCKApPMeNno3a, KPEMHII0 1I0KCH KOJOiNHUN O€3BOIHUMN, MarHilo cTeapar;
nieKose nokpumms 0711 madiemox no 5 me: HOKpUTTs 06e3 OapBHUKIB (JIAKTO3H MOHOTIAPAT, MIIPOMEN03a, TUTAHY
niokcua (E 171), makporon 4000), 3amiza okcup sxoBTHit (E 172)

niieKoge nokpumms 0151 maobaemox no 10 me: moKpuTTs 6€3 6apBHUKIB (JIAKTO3U MOHOTIPAT, TIITPOMEN03a,
tutany aiokcun (E 171), makporon 4000), 3amiza okcun sxoBtuit (E 172), 3amiza okcua uyeponuit (E 172)

Jlikapcbka ¢gopma. TabneTku, BKPUTI IJTIBKOBOIO 000JIOHKOIO.

OcHO8HI Qi3uKO-XIMIUHI 61ACMUBOCTI:

mabaiemky no 5 M2: *KOBTOTO KOJbOPY KPYTJIi TaOJIeTKU, BKPUTI TUTIBKOBOIO 00O0JIOHKOIO, 3 HACIYKAMU JIJIs
PO3UICHHS HAa YOTUPH YaCTHUHU, 3 TUCHEHHIM «BIS5» 3 ogHOro G0KY;

mabaemku no 10 me: abpUKOCOBOTO KOJIbOPY KPYTJIi TaONETKH, BKPUTI TUTIBKOBOO 00OJIOHKOI0, 3 HACIYKaMU 3a
TUTIOM «snap taby» U1 po3/IiieHHs] Ha YOTHPH YacTHUHH, 3 TUCHEHHM «BIS10» 3 omHOTO GOKY.

dapmakoTepaneBTHYHA rpyna.
CenekrtuBHi 61okaropu B-anpenopenentopis. Kox ATX CO7A BO7.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

biconpomnon — BucokocenekTUBHUMN 1-aapeHobmokarop. [Ipu 3acTocyBaHH1 y TepaneBTUYHUX JJ03aX HE Ma€
BHYTPIIIHBOI CUMITATOMIMETHYHOI aKTUBHOCTI 1 KIIIHIYHO BUPAKEHUX MEMOPAHOCTA01Ti3yI0UMX BIACTUBOCTEH.
YuHUTH aHTHAHTIHATIBHY Ta rinoTeH3uBHY Aito. [Ipu nikyBanHi namienTis 3 IXC 6e3 XpoHIYHOI ceprieBoi
HEJOCTATHOCTI 01COMPOIIOI 3MEHIIIY€E MOTPeOy MiOKapaa y KUCHI 3aBISKHA 3MEHIICHHIO YaCTOTH CEPIICBUX
CKOpPOYEHb 1 3MEHIIIEHHIO CEpPLIEBOr0 BUKUAY Ta 3HU)KEHHIO apTepialbHOTO TUCKY, 30UIbLIYE MOCTaYaHHs MioKap/aa
KHCHEM 32 PaxXyHOK 3MCHIIICHHS KiHIIEBO-/11aCTOJIIYHOTO TUCKY 1 MOAOBKeHHsmiacTonu. [IpemapaT mae qyxe
HU3bKY CIIOPITHEHICTH 13 B-perienTopaMu riiagkoi MycKyaaTypu OpOHXIB 1 CyAHH, a TaKOXK 13 BpenentopaMu
SHJIOKpUHHOI cucteMu. [Ipenapar TUTbKH y TOOAMHOKMX BUMAIKaX MOKE BIUIMBATH HA TIAJIKy MYCKYJIaTypy
OpoHXiB 1 mepudepuIHUX apTepiil, a TAaKOK Ha METa0O0IIi3M TITIOKO3H.

Biconpo:on He Mae BUPaKEHOTO HETATHBHOTO IHOTPOITHOTO e()EeKTY.

MaxkcumanbHui eeKT 0iCOMpOoIoNy 10CAraeThes uepes 3-4 roJAuHM Micisl MepopaibHOTo 3acTocyBaHHs. [Tpu
OJIHOPA30BOMY 3aCTOCYBaHHI [list 0iCOMPOII0Ty 30epiraeThcst MpoTiIroM 24 roanH. MakcuMaTbHAN
AHTHUTINIEPTEH3UBHUI ePeKT 0iCOMpPOIIONy 3a3BHUall JOCATAETHCS Yepe3 2 THKHI.

Dapmaroxinemuxa.

Abcopoyia. Ilicns npuiioMy BHYTPIIIHBO 01COTPOIION J00pe abcopOyeThCs 31 IITYHKOBO-KUIIIKOBOTO TPAKTY.
BiomoctynHicTs ctanoBUTH iprOIM3HO 90 % 1 HE 3aIeXKUTh Bi npuitoMy ki. @apMakoKiHeTHKa 01COTPOIIONY i
KOHIIEHTpAIlisl y M1a3Mi KPOBi JiHIKHI y Aiana3oHi 103 Big 5 mr 10 20 Mr. MakcuManbHa KOHIIEHTpAIIis Yy Tuia3mi
KpoBl (Cpay) AOCATAETHCA Yepe3 2-3 TOAUHH.

Po3nooin. 38’a3yBaHHs 3 OlIKaMM I1a3MU KPOB1 CTaHOBUTH MpuOnn3Ho 30 %, 06’em posnozaury — 3,5 n/kr, a
3arallbHUH KIIipEeHC — MpUOIu3HO 15 n/KT.

Memabonizm ma sugedenns. llepion HamiBBUBEACHHS 3 M1a3MHU KpoBi cTaHOBUTH 10-12 roaun. biconpomnon
BHUBOJIUTHCS 3 OPTaHi3My JBOMA PIBHOIIHHUMU HuisixaMu — 50 % aKTUBHOT peUOBHUHU MEPETBOPIOETHCS Y
HEaKTHBHI MeTa0OJIITH y MeYiHLll 1 BUBOIUTHCA HUPKaMu, 50 % BUBOIUTHCS HUPKAMU y HE3MIHEHOMY CTaHI.
JlocmikeHHs in Vitro 3 BAKOPHCTAaHHSIM MIKPOCOM TMEYiHKH JIFOWHU MTOKA3aJIH, 110 0iCOMPOIIONT METa0O0I3y€eThCS 3
yuacTio CYP3A4 (~ 95 %), CYP2D6 Binirpae nuiie He3HauHy poib. Kopekiis 1031 A7 Mali€eHTIB 3 MOPYIICHHIM



GyHKIT IediHKH a00 HUPOK JIETKOTO Ta CEPEeTHBOTO CTYMEHs TSHXKKOCTI He MOoTpiOHa. DapMaKoKiHETHKA
OicompoIIoiy JTiHIIHA 1 HE 3aJIeKUTH BiJ] BIKY MaIli€HTA.

Kainiuni xapakrepucTuku.

Ilokasannus.

AprtepianpHa rinepTensis, imeMiuna xBopooa cepust (IXC) (cteHOKapis), XpoHiuHa cepueBa HenoctaTHicTh (XCH)
13 CUCTONIYHOI0 TUCGYHKIIETO JIIBOTO HMIUTyHOUYKA Y KOMOiHari1 3 iHriditopamu AIID, niypetukamu, y pasi
HEOOXI1THOCTI — CEPIEBUMH TIIIKO3HIaAMH.

Ilpomunoxazanus.

— IligBuIIeHa Yy TIUBICTH 10 Oicompoiony ado 10 IHIIUX KOMIIOHEHTIB Mpenapary;

— TOCTpa cepiieBa HEJOCTATHICTh a00 ceprieBa HEIOCTATHICTh Y CTaHi JIEKOMITEHCAIIi1, 10 MOTPeOy€eIHOTPOITHOT
Teparii,

— Kap/10reHHUH 1I0K;

— atpioBeHTpukyispHa onokanall i I1I ctynens (3a BUHATKOM Takoi y MAIi€HTIB 31 IITYYHUM BOJIIEM PUTMY);
— CHHJIPOM CJTa0KOCTi CHHYCOBOT'O BY371a;

— BUpakeHa CMHOATpiajibHa OJI0Kaza;

— CUMITTOMAaTHYHa OpaguKap/Iis (4acToTa CepIeBuX CKOpoueHb MeHie 60 y/XB);

— CUMITOMAaTHYHA apTepianbHa TIoTeH31s (CUCTOMIYHUN apTepianbHuid TUCK HIbK4Ye 100 MM pT. CT.);

— TSDKKI XpOHIYHI 0OCTPYKTHBHI 3aXBOPIOBAHHS JIET€Hb;

— TsDKKa popma OpOHXiaNnbHOI aCTMH;

— mi3Hi cTajii mopymeHHs nepuepuIHOro KpoBooobiry, xsopobda Peitno;

— ()e0oXpOMOIIMTOMA, 1110 HE JIIKYBanacs;

— MeTa0OIIYHUHN aluao03;

— OJTHOYACHE 3aCTOCyBaHHS 3 (IIOKTa()EHIHOM 1 CYTBTOMPUIOM.

B3aemooia 3 inwumu aikapcoKumu 3acoboamu ma inuwii 6UOU 83a EMOOIL.

Kombinayii, wo ne pekomeHOyemvbcsi 3acmoco8ysamu.

JlikyBaHHS XpOHIYHOI ceplieBOi HEIOCTATHOCTI.

— AHTnapuTMmiuHi 3acobu | kinacy (Hanpukian, XiHiAWH, TU30Mipamis, JTiAoKaiH, GpeHiToiH, guekainia, nponadeHoH):
HEraTUBHUU BIUIMB HA aTPiOBEHTPUKYIISIPHY MPOBIAHICT Ta IHOTPOTHY (PYHKITiFO MioKap/ia.

¥Yci nokazaHHsl.

— AHTaroHiCTH KaJbllil0 TUITYy Bepanamiity, MEHILIOK MIpOI0 —IWITia3eMy: HEraTUBHUI BILTUB HA CKOPOUYBAJIbHY
(byHKLII0 MiOKap/a Ta aTpiOBEHTPUKYIISIPHY MPOBIIHICTh. BHYTPIIIHPOBEHHE BBEICHHS BEparaMily MOXKe
MIPU3BECTH JI0 BUPAKCHOT apTepiaibHOI TIOTEH311 Ta aTpiOBEHTPHUKYJISIPHOIT OJIOKaIA y MAIIEHTIB, K1 MPUHUMAIOTh
B-6mokaTopu.

— CyrmyTHE 3aCTOCYBaHHS TIMIOTCH3UBHUX IIPETapatiB 3 IEHTPAIBHIM MEXaHI13MOM il (KJIOHIIUH, METHJIIONA,
MOKCOHI/IMH, pUJIMEHI/IMH) MOK€ TIPU3BECTH 10 3HWKECHHS YaCTOTH CEPIIEBUX CKOPOYEHB, 3SMEHIIICHHS CEPIIEBOTO
BHUKHY Ta PO3MIMPEHHS cyauH. [Ipu koMOiHOBaHi# Teparii panToBa BiIMiHA IIMX 3aCO01B MOXKE MIABUIITUTH PU3UK
pedieKTopHOI TinepTeHs3ii.

Kombinayii, wo crnio 3acmocosysamu 3 0bepedicHicmio.

JlikyBaHHS apTepiasibHOT rinepTensii abo imeMidyHOi XBOpoOHU cepiis (CTEHOKAP/IT).

— AHTHapuTMiuHi 3aco6u | kimacy (HanpukiIaa, XiHIIuH, TU30Tipamia, JigoKaiH, GeHiToiH, dhiekainia, mpormadeHoH):
MOXYTb Ii/IBUIITyBaTH HETaTUBHUI BIUIMB HA aTPIOBEHTPUKYJISIPHY MPOBIAHICT Ta IHOTPONHY (YHKIIIIO MiOKap/a.
¥Yci nokazaHHs.

— AHTaroHICTH KaJlbLil0 TUITY AUTIAPONIpUANHY (HanpuKiIaa, Hipeaumin, (peroanmnid, aMIOUIIIH): MOXKYThb
MJBUILYBAaTH PU3HK BUHUKHEHHS apTepialibHO]I rinoTen3ii. He BUKIII0Ua€eThCsl MOMXKIIUBICTD 3pOCTaHHS
HETaTUBHOTO BIUIMBY Ha IHOTPOMHY (PYHKIIIIO MiOKap/a y MAIi€HTIB i3 CEpIIEBOIO HEJOCTATHICTIO.

— AnTtuaputmiuni npenapatu Il knacy (Hanpukiam, aMiogapoH): MOXKYTb ITiIBUIIYBaTH HETaTUBHUN BILUIUB HA
aTpiOBEHTPUKYJISAPHY TPOBIIHICTb.

— B-6mokaTopu MicIeBO1 il (HAPUKIIA, 110 MICTATHCS B OUHUX KPAIUISIX ISl JTIIKYBaHHS TJIAYKOMUJIist
01COMPOIIOTY MOKE TTOCHITIOBATHCS.




— IlapacuMmaTOMIMETUKH: MOXe 301IbIITYBAaTHUCA Yac aTPIOBEHTPHUKYIISIPHOL MIPOBIIHOCTI Ta MiABUIIYETHCS PUBUK
Opaaukap/Iii.

— [HCyniH Ta mepopalibHi TnoriiKeMi3ytodi 3aco0M: MOCUITIOETHCS i X NpenapaTiB. O3HaKU TiNOTIiKeMil MOXYTb
OyTu 3amackoBadi. [1oiOHa B3aemMoist GLIBII BipOTiHA TIPU 3aCTOCYBaHHI HECEIEKTUBHUX P-0JIOKATOPIB.
—3acobu 1 aHecTesli: MiABHUILY€EThCS PU3UK NPUTHIYEHHS (QYHKIIT MiOKap/ia 1 BUHUKHEHHS apTepiajabHOl
TimoTeH3ii.

— Cepuesi T11K031M (MIpenapaTy HaepCTSIHKN): MOXKYTh 3HHXKYBAaTH YaCTOTY CEpLEBUX CKOPOUYEHb, 301IBIIYIOTh
Yac aTpiOBEHTPHUKYJIISPHOI MTPOBITHOCTI.

— Hecrepoinni npotusanansHi 3acobu (HI133): MoxxyTh mocialmroBaTy rinoTeH3UBHUN ePeKT Gicompoioiny.

— B-cuMIaToMiMeTHKH (HAIPUKIIA, 130MIpEeHaNiH, J00yTaMiH): 3aCTOCYBaHHs y KOMOiHarii 3 6iconmpoIioioMm Moke
MIPU3BECTH JI0 3HMKEHHS TEPANEeBTUYHOTO e(pekTy 000X 3ac00iB.

— CUMIaToMiMETHKH, K1 aKTUBYIOTbH O- 1 B-aJpeHopenenTopy (HampuKiIal, aJpeHalliH, HOpaapeHalliH):
MiIBUIIYIOTh apTepianbHuii TUCK. [loaiOHa B3aeMoist O1TbII BipOTiiHA IPU 3aCTOCYBAaHHI HECEIEKTHUBHUX [3-
0J0KaTOPIB.

— AHTHTINEPTeH3UBHI 3aco0U (HAMPUKIaA, TPULUKIIYHI aHTUETPEeCcaHTH, 0apOiTypaTu, PeHOTia3uH):
MiABHIYIOTH PU3HK apTepiabHOI TiMOTeH311.

Mooicnusi kombinayii.

— MedoxiH: MOKe TiIBUIIYBATUCS PU3UK PO3BUTKY OpaguKapmii.

— Inriditopu MAO (3a BunsTKOM 1HT101TOpiB MAO THIy B): miABUIIYIOTH T1IOTeH3UBHUH eekT B-O10KkaTopiB.
€ pU3HUK PO3BUTKY TIEPTOHIYHOTO KPHU3Y.

Ocobueocmi 3acmocy8anHs.

JIikyBaHHS XpOHIYHOT cepLeBOT HEAOCTATHOCTI OICOMPOJIOIOM CIIiJl PO3NOYMHATH 3 TUTPYBaHHA 103U. Ha mouaTky
JKyBaHHS IpernapaToM HEOO0X1IHO MPOBOJUTH PETYJISIPHUNA MOHITOPHHT.

JIikyBaHHSI HE MO’KHA ITEPEPUBATH PANTOBO, Kypc HEOOX1THO 3aKiHUYBaTH MOBUIBHO, 3 OCTYIIOBUM 3HUKCHHAM
J1031 O1COTIPOIIONY.

HeoOxinna obepexHicTh Mif Yac JIiKyBaHHS 01COMPOIIONIOM MAalli€HTIB 3 apTepialbHOIO TiepTeH31€r0 abo
CTEHOKAPII€T0, 110 CYMPOBOKYIOTHCS CEPIIEBOI0 HEJJOCTATHICTIO.

3 0c06IUBOIO0 00EPEKHICTIO CTiJl NpUiMaTh 61CONPOJION y TAKUX BHUIAKAX:

— aTpioBEHTPUKYIIsIpHA Osokana I cTymnens;

— I[yKpOBUH Aia0eT 3 pi3KUMHU KOJIMBAHHSIMHU MMOKA3HUKIB PIBHS IITIOKO3U y KPOBICUMIITOMH TIHOTTIKEMiT MOXKYTh
OyTH pUXOBaHi (HAPUKIIA/I, TaXiKapIisi, BIIIYTTs CEPLEOHTTS, IMiABUIIECHE TOTOBUIICHHS);

— CyBOpa Ji€Ta;

— creHokapais [Ipunimerana;

— Oponxocmas3M (OpoHXialbHA acTMa Ta 1HII 0OCTPYKTHBHI 3aXBOPIOBAaHHS JIETEHb MOMIpHOTO cTyneHs). [lepen
MIOYaTKOM JIIKYBaHHS PEKOMEHIyE€ThCS TPOBOAUTH JOCIIKEHHS (DYHKIIN 30BHIIIHBOIO JUXAaHHS y XBOPUX Ha
OpoHXiaJbHYy acCTMY B aHAMHE3I;

— MPOBEJICHHA JieceHCHOTi3aliitHo1 Teparii. Sk i1 iHmi B-61okaTopu, 6iCOMPOIOT MOXKE IMTOCHITIOBATH Yy TIHBICTh
JI0 aJIepreHiB Ta 30UIbIIYBaTH MPOSBU aHA(IIAKTUYHUX peaklii. Y Takux BUMAJKaX JIKyBaHHS aJpeHATIHOM HE
3aBXK/IM A€ TIO3UTUBHUM TEPAaNeBTHYHHNA €(EKT;

— TOpyIIeHHS neprudepruuHOro KpoBOOOITYy (MOXKIIMBE MMOCUJICHHS CUMIITOMIB, OCOOJIMBO Ha MOYATKY Tepartii);

— 3arajbHa aHecTe31s.

Heo06xiHO 000B’13K0BO MOMNEPEINTH JiKaps-aHecTe310J10ra Mpo NpuiioM B-agpeHo0I0KaTopiB. Y MaLi€HTIB, SKUM
IUTAHYETHCS 3arajbHa aHEeCTe31sl, 3aCTOCYBaHHA -0J0KaTOPIB 3HMKYE BUIIAJAKU apuUTMIi Ta 11emii Miokapa
MPOTATOM HapKo3y, iHTyOAIlil Ta micasonepariiiHoro nepioay. PekomeH10BaHO MpOIOBKYBATH 3aCTOCYBaHHS [3-
OJI0KaTOPIB Mij Yac iHTpaonepaniiHoro nepiory. AHECTE310JI0T TOBUHEH BPaXOBYBATH IMOTCHIIIHHY B3a€MO/IIIO 3
IHIIMMH JIIKaMU, SIKa MOKe IPU3BECTH 10 OpaaiapuTmii, pedIeKTOpHOI TaXikap/ii Ta 3HUKEHHS MOKITUBOCTEH
pedeKTOpHOTO MeXaHi3My KOMITCHCAIlil 3HIKEHHS apTepiajbHOTO THCKY. SIKIIO BBAKAETHCS 32 HEOOXiTHE
NPUITMHUTH JIIKYBaHHS O1COMPOJIOIOM Mepel ONepaTUBHUM BTPYUYAHHSM, J103Y CJIiJ] 3HM)KYBATH IOCTYIIOBO Ta
NPUIMMHUATU TPUHOM Npenapary npudin3Ho 3a 48 TOAMH 710 3arajibHOI aHEeCTe31l.

[TouyaTok Ta MPUIMHEHHS JIKYBaHHS XPOHIYHOI cepLeBOT HEJJOCTATHOCTI 61CONPOIIOIOM NOTPEOYE PEryIsspHOro
MOHITOPUHTY CTaHy Malli€HTa.



Ha nanwuii yac Hemae 10CTaTHHOI'O TEPAeBTUYHOTO 10cBiny JiKyBaHHsA XCH y mauieHTiB 3 TAKUMU
3aXBOPIOBAaHHSMH 1 TTATOJIOTIYHUMH CTaHAMM: IyKpOBHi fiabeT | Trimy, TsSHKKi mopymeHHs GpyHKIiT HUPOK Ta/abo
MEYiHKHU, PECTPUKTUBHA KapioMionaTisi, BpOKEH1 TOPOKH cepIls, TeMOIMHAMIYHO 3Ha4yIIi HAOyTi KJamnaHHi
MIOPOKH ceplis, iHpapKT Miokap/a 3a OCTaHH1 3 MicCsIIi.

Komb6inarii 6icomposiony 3 aHTaroHicTaMy KajbIlilo TUIY Bepanamii abo AUITia3eM, 3 aHTHAPUTMIYHUMH
npenapatamu | Kiacy Ta rinoTeH3UBHHMHU 3aCO0aMH LIEHTPAILHOT i1 He PEKOMEHTYIOThCS (IUB. PO3/LT
«BzaeMonis 3 IHIIUMU JTIKAPCHKUMHU 3aCO0aMHM Ta 1HII BUIU B3a€EMOIIiN» ).

XBopuM Ha 1icopias (y T.4. B CiMeifHOMY aHaMHe31) -aIpeHO00I0KaTOpH TPU3HAYATH TICIIS PETEIHHOT OI[IHKA
KOPHUCTB/PU3HK.

[TamienTam i3 peoxpoMOIUTOMOIO OiCOTIPOIION MPU3HAYATH TUIBKH Ha TJIi MOTIEPEeIHBOI Teparii -
aipeHo0I0KaTOpaMH.

[Tpu mikyBaHHi 0iCOMPOIOIOM MOXKYTh MACKyBaTHCSI CHMIITOMU THPEOTOKCHKO3Y.

[Tpu GponxianbHil acTMi a00 IHIIUX XPOHIYHUX OOCTPYKTUBHHUX 3aXBOPIOBAHHSX JIET€Hb MOMIPHOTO CTYIICHS
MoKa3aHa CyIyTHS Teparis OpoHXoauIaTaTopaMu. Y AESKHX BUIAIKaxX Ha TII MPUHOMY MperapaTy MarieHTH 3
OpOHXiaJTbHOIO aCTMOIO Yepe3 MiABUILEHHS TOHYCY AUXaIbHUX HUISAXiB MOKYTh MOTPeOyBaTH OLIbII BUCOKUX 703 3
-CHMIIAaTOMIMETHKIB.

3acTocyBaHHA IpenapaTy MOKe JaBaTH MO3UTHUBHI PE3yJIbTaTH JOIMIHI-TECTY.

[IpenapaT MICTUTH JTAKTO3Y, TOMY MOT0 HE CIIiJ] MPU3HAYaTH Malll€HTaM 13 pPIAKICHUMHU CHaJAKOBUMHU (popmamu
HEMEPEHOCHUMOCTI TaJlaKTO3H, 1e(ilUTOM JaKTa3u a00 CHHAPOMOM TIFOK030-TalaKTO3HOT MambabcopOLii.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooio.

dapmakosoriuHa Jist 6icompoIoay MOXKe CIIPUYMHNATH IIKIUIMBAN BIUIMB HA BariTHICTh Ta/a0o0 TUTif

/ HOBOHApPOJKEHOT0. Y Mepiof] BariTHOCTI Mpenapar 3aCTOCOBYBATH TUIBKH TOJI1, KOJIHM OYiKyBaHa KOPUCTh JUIS
MaTepi MepeBHIy€e MOTSHIIHHUEI PU3UK s TU1oa. SIK mpaBmito, B-aapeHOOIOKAaTOpH 3MEHITYIOTh KPOBOTIK Y
IUTALEHT] Ta MOXKYTh BITMHYTH Ha PO3BUTOK IUI0/A, CIPUUMHUTH HOr0 BHYTPIIIHBOMATKOBY 3arudeis, abopT abo
nepeaYacHi moJyord. Y 1mioa/HOBOHAPOPKEHOTO MOKYTh BUHHKATH TOOI4HI epeKTH (HAPHUKIIA, TIMOTIiKeMis Ta
Opaaukapis). Skuio JiKyBaHHS B-6mokaTopom HeobOxigHe, ObakaHo, 00 11e OyB [J-CeneKTUBHUI
6mokarop. HeoOximHO KOHTPOIIIOBATH MaTKOBO-TUTALICHTAPHHI KPOBOTIK Ta PIiCT TUIOJA.

ITicyis mosoriB HOBOHAPOXKEHUH MOBUHEH 3HAXOIUTHCS i peTeabHUM HarisioM. CHMOTOMM TrinoriikeMii Ta
Opanukapii MOXKHA OYiKyBaTH MPOTATOM repmux 3 mio.

Jani mono exckperlii 6iconposionyy rpyiHe MOJIOKo abo Oe3neKy BIUIMBY Ha TPYIHUX JITEH BIACYTHI.
['ogyBaHHS rpyAJit0 HE PEKOMEHY€EThCS M1 Yac JIIKYBaHHS 01COMPOJIOIOM.

30amuicmo éniueamu Ha WEUOKICMb peaKkyii npu Kepy8anHi asmMompancnopmom abo iHUUMU MEXAHIZMAMU.

B iHquBiqyansHUX BUIAIKaxX Mpenapar Moke BIUTMHYTH Ha 3/1aTHICTh KepyBaTH aBTOTPAHCIOPTOM abo poOoTy 3i
CKJIaTHUMH MeXaHi3MaMH, TOMY II€ CJIiJ] BpaXOBYBaTH, OCOOJIMBO Ha TIOYATKY JIIKYBaHHS Ta IPH 3MiHI JO3H
npemnapaTy abo mpH B3aEMOJIIT 3 aIKOTOJIEM.

Cnocio 3acmocysanna ma 0o3u.
[Ipenapat ciig npuiiMaTH HE PO3KOBYIOUM BPaAHIl, HE3AJIEKHO BiJ IPUHOMY i1 3alIMBalOYM HEBEIUKOIO
KUTbKiCTIO piguHu. TabneTku o 5 mr ta 10 Mr MoHa IIJTUTH HAa YOTUPU YACTHUHHU.

Apmepianvha cinepmens3is, iwieMiuHa xeopooa cepys (cmenoxapois).

PexomeHnoBaHa 103a craHOBUTH 5 Mr (1 Tabnerka) Ha 100y. Y BUMaaKy MOMIpHOI apTepiajabHOI rinepreHsii
(miacTomiyHMiA THCK 10 105 MM pT. CT.) Ha MOYATKY JIIKyBaHHS MOKHA MPU3HAYUTH 7103y 2,5 MT 1 pa3 Ha 100y (72
TaOJICTKH 10 5 MT).

[Tpu HeoOXigHOCTI 1000BY 103y MOskHA migBUIIUTH 10 10 mr (1 Tabnerka) Ha 100y. MakcumansHa
pPEKOMEHIOBaHa J103a CTaHOBHUTH 20 MT Ha 700y .

3MiHa Ta KOPUTYBaHHS JTO3M BCTAaHOBIIOIOTHCS JIIKapeM iHAWBITyalbHO, 3aJISKHO BiJl CTaHy MaIli€HTA.

[Tpemapat 3acTOCOBYBaTH 3 00EPEKHICTIO MALlIEHTaM 3 apTepialIbHOIO TiMepTeH31€0 a00 IIEeMIYHOI0 XBOPOOOIO
cepIls, O CYIPOBOKYIOTHCS CEPIIEBOIO HETOCTATHICTIO.

XpoHiuna cepyesa He0OCMamHicmy i3 CUCIONIYHOIO OUCHYHKYIEIO 1I8020 WITYHOUKA Y KOMOIHayii 3 ineibimopamu
AIID, oiypemukamu, npu HeoOXiOHOCMI — cepyesuMU 2IKO3UOAMU.



Crannaptha tepanisg XCH: inri6itopu AII® (abo 610kaTOpH aHTIOTEH3UMHOBHUX PELENTOPIB y pasi
HernepeHoCcUMOcTi iHTi0iTopiB AIID), GokaTopu B-agpeHopenenTopiB, TiypeTHKH i, P HEOOX1THOCTI, cepIieBi
TJIKO3UIH.

Biconponon npu3HauaTh 115 JikyBaHHs namienTiB i3 XCH 6e3 03HaK 3arocTpeHHs.

JIikyBaHHS XpOHIYHOT cepILIeBOT HEJOCTATHOCTI PO3IIOYNHAETHCS BIAMOBIIHO O MOJAHOT HUYKYE CXEMHU
TUTPYBAHHS, HOT0 MOKHA KOPUTYBATH 3aJIKHO BiJl iHIUBIAyaIbHUX PEaKIliii OpraHizMy:

— 1,25 mr Giconponony ¢pymapaty 1 pa3 Ha 100y IpoTAroM | THXKHS, MIABUIIYIOUHU 10

— 2,5 mr Giconpornony dymapary 1 pa3 Ha 100y MPOTATOM HACTYITHOTO | THIKHS, IMiIBUITYIOYH 10

— 3,75 mr Giconpoinony ¢pymapaty 1 pa3 Ha 100y IPOTATOM HACTYMHOTO | THIKHS, MABHUILYIOYH IO

— 5 mr 6iconpornony ¢ymapary 1 pa3 Ha 100y IPOTITOM HACTYIHHX 4-X TIDKHIB, IiJBUILYIOYHN 10

— 7,5 mr 6icomposony ¢pymapary 1 pa3 Ha 700y NPOTATOM HACTYMHUX 4-X THUXKHIB, IMiIBUIYIOYH J0

— 10 mr Gicomponony pymapary 1 pa3 Ha 100y SK MATPUMYOUYa TepaITis.

MaxkcumasnbHa peKoMeH10BaHa f03a b6iconposony ¢pymapary craHoBUTh 10 Mr 1 pa3 Ha 100y.

Ha mouatky niKyBaHHS CTIMKOi XpOHIYHOT HEJOCTATHOCTI HEOOXITHO TPOBOJUTH PETYIISIPHUI MOHITOPHHT.
[TpoTsirom a3y TUTpYBaHHS HEOOX1IHUI KOHTPOJIb 32 HACTYITHUMH NMOKAa3HUKAMU KUTTEAISITBHOCTI
(apTepiabHUI TUCK, YACTOTA CEPLIEBUX CKOPOUYEHB) I CHMIITOMAaMH TIPOTPECYBAHHS CEPIIEBOi HETOCTATHOCTI.
Mooudpixayia nikysanms

Sxmro mix yac ¢a3u THTpyBaHHA a00 IMicis Hei CIIOCTEePIraeThCs MOTiPIICHHS CEPLEBOi HEAOCTATHOCTI,
PO3BHMBAETHCS apTepialibHa rinoTeH3is ado Opaaukapis, peKOMEHIY€EThCSl KOPUTYBaHHSA 03U IpenapaTty, 110 MOKe
noTpe0yBaTH THMYacOBOTO 3HWKECHHS 1031 0iCOTpPoIoay ab0, MOKIMBO, MPU3YITUHEHHS JTiKyBaHHs. [licis
ctabimizanii craHy maiieHTa JiKyBaHHS pernapaToM CIIiJl IPOAOBKYBaTH.

Kypc nikyBaHHS npemnapaTtoM TpuBaiuii. TpuBamicTs JIIKyBaHHS 3aJIS)KUATh BT XapakTepy Ta rnepediry
3aXBOPIOBaHHS.

He cnix npunuHsTH JTIKyBaHHS palTOBO Ta 3MIHIOBATH PEKOMEH/IOBaHY /103y 0e3 KOHCYIIbTAIIi 3 JTiKapeM, OCKIIbKH
11€ MO>KE IIPU3BECTH JI0 MOTIPIICHHS CTaHy MalieHTa. Y pa3i HeoOX1IHOCTI JIIKyBaHHS IIPENapaToM CIIiJl
3aBEpIyBATH TOBIJIBHO, TOCTYIIOBO 3HIKYIOUH JI03Y.

Tayienmu 3 ne4inKo08o Ma HUPKOBOIO HEOOCMAMHICMIO.

AprtepialibHa rinepTeHsis; imemiuyHa xBopoOa cepisllanieHTaM i3 HOPYIIEHHAM QYHKIIN eYiHKH a00 HUPOK
JIETKOTO 1 CEPEeTHBOTO CTYMEHsI TSYKKOCTI mia0ip 103U 3a3BUuail pooutu He moTpiOHo. [TamieHTam i3 TSHKKOIO
($opMOI0 HUPKOBOI HEAOCTATHOCTI (KIIipeHC KpeaTuHiHy MeHmIe 20 MII/XB) 1 ali€eHTaM i3 TSKKOI0 (HOpMOFO
MEYiHKOBOI HEAOCTATHOCTI J0OOBA 032 Oicomposiony He Mae nepeBuiyBaT 10 mr.

XpoHiYHa cepIieBa HeOCTATHICTh Hemae maHux moo GapMakoKiHETHKH OiCOMPOIIONY Y MAli€HTIB 13 XpOHIYHOO
CEpIIEBOIO HEJOCTATHICTIO OJJHOYACHO 3 MOPYIICHHAMHU (DYHKIIIT TEYiHKU Ta/ab0 HUPOK, TOMY 301bIIYBaTH 103y
HEOOX1THO 3 00EPEKHICTIO.

Tayienmu nimuvo2co 6iKy He OTPEOYIOTH KOPUTYBAHHS I03H.

Himu.
He 3acrocoByBaru. KiiniuHi 1aHi mo10 e()eKTUBHOCTI 1 O€3MEKH 3aCTOCYBaHHSI MPeTapary JUIst JiKyBaHHS JiTel
BiJICYTHI.

Ilepedo3ysanns.

Cumnmomu. Ilpu nmepeno3yBanHi (Hanmpukiam, 1000Ba go3a 15 Mr 3aMicTs 7,5 Mr) MOBiTOMIISIIOCS TTPO
aTpioBeHTpUKYIsIpHY Onokany Il ctynens, 3anmamopoueHHs. Sk npaBuiio, HafYacTIIMMK TPOSIBAMHU
nepe03yBaHHSI MOXKYTh OyTH OpafuKapis, apTepiajibHa TinoTeHsis, OpoHxocma3M, rocTpa cepiena
HEJOCTaTHICTb, Tinoruikemis. [ToBimomisiocs mpo KiibKa BUMAJKIB nepeno3yBaHHs (MakcumyM2000 mMr
0icompoII0y), CHMIITOMAaMHU SIKUX Oy Opajaukapais Ta/abo apTepialibHa TIMOTSH31s; yCi Malli€eHTH Oay)ad. [cHye
[IMPOKa BapiaOenbHICTh IHAUBIYaTbHOI YyTIUBOCTI O OHOKPATHOI BUCOKOT 103U 01COMPOIIONy, MAlliEHTH 3
CEepIIEBOIO HEAOCTATHICTIO MOXKYTh OYTH OLTBII UyTIMBUMH 0 Tpenapary.

Jlikyeanns. HeoOXiTHO MPUNMHUTY MPUHOM Ipernapary Ta 3BEpHYTHUCS [0 JiKaps. 3aeKHO BiJl CTYNCHS
nepe03yBaHHs CIIiJl MPOBOAMTH MiATPUMYIOUY 1 CHMIITOMATHYHY Tepariro. € oOMexeHi 1aHi, n1o 6icompoomn
TSDKKO MIITAETHCS Tiami3y.



IIpu 6paduxapoii: BHyTPIIIHBOBEHHE BBEACHHS aTpoIliHy. Y BUNAAKY OpaauKapii, 110 He MiAJa€ThCs JIIKyBaHHIO,
3 00epEeKHICTIO MOYKHA 3aCTOCYBATH 130MIPEHAIIIH 200 1HIII 3ac00H 3 MO3UTUBHUMHU XPOHOTPOITHUMHU
BJIACTHBOCTSIMU, MPU HEOOX1THOCTI — KapAIOCTUMYJIAIIO0. 3a AeSIKUX 00CTaBUH MOXKE 3HaJOOUTHUCS TPAHCBEHO3HA
YCTaHOBKA KapAiOCTHMYJIATOPA.

IIpu apmepianvhiti 2inomen3ii: IPUHOM CyTUHO3BYKYBaJIbHUX TPETapaTiB, BHYTPIITHHOBEHHE BBEJCHHS
TITIOKAroHy.

IIpu ampiosenmpuxynapuiu 610kadi Il i I1 cmynerns: HeOOX1THUN pEeTEIbHUI MOHITOPUHT MAIIEHTIB MpU
iH(Y31ifHOMY BBEJICHHI 130TpeHANTiHY; y pa3i HEOOX1THOCTI 3aCTOCOBYBATH KapAiOCTHMYJIALIIO.

Ilpu 3a20cmpenni xponiunoi cepyesoi Heoocmamuocmi: BHYTPIIIHOBEHHE BBEACHHS JIIyPETUYHUX 3aC001B,
Ba30/IMJIaTAaTOPIB, IHOTPOITHUX 3aCO0IB.

IIpu 6ponxocnazmi: GPOHXOMITUYHI Tpenapatu (HanpuKIad, 130MpeHanin),f2-aIpeHOMIMETUKH Ta/a00 aMiHO]1ITiH.

Ilpu 2inoznikemii: BHyTPIITHLOBEHHE BBEJICHHS TTIOKO3H.

Ilo6iuni peakuii.

Hebaxani edektn knacugikoBaHi 3a 4acTOTOIO MposiBiBIYy>ke mommpeHi (> 1/10), mommpeni (=>1/100,<1
/10), menommmpeni (> 1/1000, < 1/100), piako mommupeni (> 1/10000, < 1/1000), mysxe piako nmomupeni (< 1
/10000), HeBimoMi (4acToTa HE MOXKe OyTH OIIHEHA Yepe3 BiICYTHICTh JaHUX).

3 60Ky ncuxiku: HETOIUPEH] — ETIPECis, MOPYIICHHS CHY; PIJIKO MOMIMPEHI — HIYHI JKaXH, TaTIOIMHAITII.

3 boky yenmpanvHoi Hep8osoi cucmemu: TIOIITUPEHI — 3aTIaMOPOUYEHHS, TOJIOBHUH O1J1h; PiJIKO TOITHPEH]

— CHUHKOIIE.

3 6oy opeanis 30py: pIAKO MOMIMPEH] — 3HIKEHHS CIIO30BUALIECHHS (CITi] BpaXOBYBAaTH IIPU HOCIHHI KOHTAKTHUX
JH3); AyKe PIAKO MOMIHUPEH]1 — KOH FOHKTHUBIT.

3 60Ky opeanis ciyxy: piAKO NOUIMPEH] — MOTIPILIEHHS CIyXY.

3 b6oky cepyego-cyounHoi cucmemu. Iyxe MOMUPEH] — Opaaukapis (y XBOPUX 13 XpOHIYHOIO CEPIICBOIO
HE/IOCTaTHICTIO); OLIMPEH] — 03HAKU 3aTOCTPEHHS BXKe 1CHYI0U0i ceplieBoi HefocTaTHOCTI (y XBopux 3 XCH),
BITUYTTS X0JIOAY 200 OHIMIHHS KIHI[IBOK, apTepiajbHa IIOTEeH31s; HEMOUINPEH] — MOPYIIEHHS aTP10BEHTPUKYJISPHOI
MIPOBITHOCTI, OCOOJIMBO Y MAIIIEHTIB 13 CEPIIEBOIO0 HEAOCTATHICTIO, OPTOCTATUYHA TIMTOTEH31s1, TOCUJICHHS CEPIIEeBOi
HEJ0CTAaTHOCTI (y HAIllEHTIB 3 apTepiaIbHOIO TepTeH31er0 ado cTeHoKapai€ero); Opaaukapais (y MalieHTIB 3
apTepiaNbHOIO TNePTEH31€10 a00 CTEHOKAPIIELO).

3 60Ky JuxanvHoi cucmemu: HETIOMUPEH1 — OPOHXOCTIA3M Y TAIIEHTIB 3 OPOHXIATLHOIO aCTMOIO B aHAMHE31 Ta
XPOHIYHUMHU OOCTPYKTHBHHUMHU 3aXBOPIOBAHHAMU TUXAJIbHUX LUIAXIB; PIJIKO MOIIUPEH] — allepridyHui pUHIT.

3 boky mpasnoeo mpaxkmy. TIOMUPEH] — HY0Ta, OJIOBaHHS, Alapesi, 3amop.

3 60oky eenamobiniapnoi cucmemu: piAKO NOUIMPEH] — FeNaTuT.

3 60Ky wiKipu: piIKO MONTUPEH] — aJeprivHl PeaKilii, BKII0Yar0YH CBEPOiK, MOYCPBOHIHHS, €K3aHTEMY; YK€ P1IKO
HOLIMPEH] — IPH JIiKyBaHHI B-0JI0KaTOpaMu MOXe CIOCTEpPIraTucs MOTipIIEHHsS CTaHy XBOPUX Ha IIcopia3 y
BUTJISIZII TICOPIATUYHOTO BUCHUITY, QJIOTIEITis.

3 60Ky KicmKko60-M 5130601 cucmemu: HEIOIIUPEH] — MiacTeHis, cria3M M s31B, CyJIOMH.

3 60Ky penpodykmugHoi cucmemu: piaKO MOMUPEH] —TIOPYIICHHSI TTOTEHIIIT.

3acanvni posnadu: nomupeni —acreHis (y namientiB 3 XCH), miBuiiieHa BTOMIIOBaHICTh (OCOOIMBO HA TOYATKY
JIKyBaHHS) 3a3BUYail cIaOKOBUPAXKEH1 1 MPOXOAATH MPOTAroM 1-2 THXKHIB; HEOUIUPEH1 —acTeHis (y Halll€eHTiB 3
apTepiaNbHOIO TIEPTEH3IEI0 Ta 1IIEMIYHOI0 XBOPOOOIO CepIis).

Jlabopamopni noxaznuxu: piAKO MOIIMPEH] — MIABUILEHHS PIBHS TPUTIILEPUIIB Y KPOBI, MABUILEHHS aKTUBHOCTI
nedinkoBuX (¢epMeHTiB y miasmi kposi (ACT, AJIT).

Tepmin npuoamnocmi. 5 poxiB.
YmoBu 30epiranns.
He notpeOye crieniaabHUX yMOB 30€piraHHs.

30epiraTy B HEJOCTYITHOMY ISl ITEH MICIIi.

YnakoBka.
ITo 10 Tabnerox y 6mictepi; mo 3 (10 x 3) GicTepu B KapTOHHIM KOPOOTIi.



[To 15 tabneroxy 6micrepi; mo 2 (15 x 2),4 (15 x 4), 6 (15 x 6) GmicTepiB y KapTOHHIM KOPOQIT
Kareropis Binmycky. 3a peentom.

BupoOHuk.
Camrorac ®apma I'm6X, HimeuunnaSalutasPharma GmbH, Germany(supoonuymeo 3a nosHum yukiom,).

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi MPoOBaKeHHs TislIbHOCTI.
Otto-BoH-T'1opike-Amee 1, 39179 bapneben, Himeuunna/
Otto-von-Guericke Alleel, 39179 Barleben Germany

BupoOuuk.
Jlex C.A., ITonbmal.ek S.A., Poland (aremeprnamusnuii eupobnux).

Micue3HaxoakeHHs1 BHUPOOHHMKA Ta HOro agpeca Micusi MPOBaKeHHs AisIbHOCTI.

95-010 Crpuxkos, Bya. [Tomrimie, 16, [Tonpma/16,PodlipieStr., 95-010 Strykow, Poland (6upo6ruymeo 3a nognum
YUKTIOM).

Byn. lomaniescbka 50 C, Bapmaa, 02-672, [Tonpmail Domaniewska 50 C, Warszawa, 02-672, Poland (
nepsunHe i 6MoOpUHHe NAKY8AHHSA, KOHMPOIb MA 8UNYCK cepi).



