IHCTPYKUIA
ANA MeAUYHOro 3acTOCyBaHHS JiKapCcbKOro 3acoby

BA3AMNPOKC-ANb®A
(VASAPROX-ALPHA)

Cknapg:

gitoya pevyoBUHa:annpocrtagumn,

1 dorakoH micTnTb 20 MKr annpocTaguny;

OONOoMiXHI pe4oBUHM:anbdanekc, nakrosa MoHorigpaT, HaTPilo LMTpaT, XIopMCTOBOAHEBA
kucnoTta (y Burnsaai 0,1 M posuumny).

JNlikapcbka dhopmallopollok ons po3dnHy Ans iHysin.

OcHOBHi (hi3uKo-xiMiyHi BnacTMBoCTi:6inni abo marxe Ginuin NOPOLLOK, BiflbHWIA Bif, BidyanbHUX
arriomeparis.

CDapmaKOTepaneBTMqHa rpyna

KapgionoriyHi npenapatu.lpoctarnaHanHnKon ATC CO1E AO1.

dapmakonoriyHi BNactTMBOCTi

dapmakoguHamika

AnnpocTtaaun, akTuBHa peyoBuHa npenapaTy Basanpokc-Anbda,e Basognnatatopom. BiH nocuntoe
KPOBOTIK LUNAXOM AunaTauii apTepion Ta nepegkaninsapHux ciHkTepis. MNpenapat noninwye
MiIKpOLIMPKYMSLI0 Ta peonoriyHi BNacTMBOCTI KpoBi. IMicnsa BHYTPiLLHBOBEHHOMO 3aCTOCYBaHHA
340p0oBMM A06POBOMbLSAM abo nauieHTamM CnocTepiraeTbCs NiABULLEHHS eNacTUYHOCTI ePUTPOLUTIB i
NPUrHiYeHHs IXHbOT arperadiiex vivo. Y fioanHn Ta TBapuH annpoctagui epekTMBHO NPUrHivye
aKkTuMBaLito TpomooumTiBIN Vitro. Lien edhekT NoLMpPOETLCS TakoX Ha NapameTpu 3mMiHM dopMu
TpombouuTiB, arperakii, CekpeLii pe4oBMH, WO MICTATLCA Y rpaHynax, Ta BUBINIbHEHHSI TPOMBOKCaHy
- PEYOBUHU, L0 Ccrpusie arperadii. B ekcneprmeHTax Ha TBapuHax npenapart npu3BoAuTb 40
3MEHLLEHHSI YTBOPEHHS TPOMOIBIN Vivo

TepaneBTUYHE 3aCTOCYBaHHA Npenaparty y foaen ctumynoe ibpmnHonia Ta NigBULLEHHST NEBHUX
NMOKa3HMKIB eHOoreHHoro cpibpunHoniay (nnasmiHoreHy, nriasmiHy, akTMBHOCTI akTMBaTopa TKaHUHHOTO
nnasmiHOreHy).

dapmakoKiHeTUKa

Komnnekc, wo cknagaetsca 3 annpoctaguny (MME1) Ta anbtagekcy (anbga-LMKIoaeKCTPUHY), Npu
NPUroTyBaHHI PO34nHY ANd iHY3i AUCOLiOE Ha OKpeMi KOMNOHEeHTU. OTxe, dhapMakoKiHeT1Ka ABOX
PEYOBUH He 3aneXnTb BiJ HAsiBHOCTiI KOMMMEKCY B nioginisari.

Micnga BHYTPiLWHBOBEHHOMO 3aCTOCYBaHHA annpocTaguniy B 4o3i 60 MKr/2 roanHn MakcumarnbHa
KOHUEeHTpauist y nnasmi kposi (Cmax) 3gopoBux 4o6poBoONbLIB Ha 6 Nr/mIT nepeBuLLyBana
MaKcumanbHy KOHLeHTpauito y dasi nnauebo (2,4 nr/mn). MNMepiog HaniBBMBEAEHHS Mig Yac anbda-
hasu cTaHOBUTb NpUBNKM3HO 0,2 XBUMHM (PO3paxyHKOBE 3HAYEHHS), a nig vyac 6eta-dasm -
NprbM3HO 8 XBUIMH. TaKMM YMHOM, PIBHOBa)KHA KOHLEHTpAaLis OoCAraeTbCst HEBAOB3I MiCns
noyaTky iHgyail. [JaHi wono Yacy AocCArHeHHS MakcMmarnbHOI KoHUeHTpauii (Tmax) BiacyTHi y
3B’513Ky 3 PO3BMTKOM Mnaro.

Annpoctagun metabonisyeTbCcs ronoBHUM YnHOM Y nerensix: 80-90 % nig yac nepLuoro
NPOXOAXKEHHS Yepes fereHi. Ynpogoex Lboro npotecy hopMyoTbCs NepBUHHI MeTabonitn - 15-
keto-MNMre1, Nreo (13,14-gurigpo-rre1) ra 15-keto-MNreo, aki sasHatoTs NoganbLUOro posnaay,
30KpeMa LNAXoM 6eTa-OKMCHEHHS Ta OMera-okucHeHHsi. Metabonitv BuBoaaTees i3 cedveto (88 %) i
kanom (12 %). NoBHe BMBeOEHHA 34INCHIOETLCA 3a 72 rognHN. 3 NepBMHHMUX MeTaboniTiB Tinbku 15-
keTo-MNMIMEQ moxe 6yTK BUABNEHMMIN Vitro 3 BUKOPUCTaAHHSIM rOMOreHariB fnereHis. icna
3acTocyBaHHs annpoctaguny 60 MKr/2 roguHn 30opoBrMM A06POBOMbLAM MakcumanbHa
KoHueHTpauisa MNIEO y nnasmi Kposi 3gopoBux gobposornbLis Ha 11,8 nkr/mn nepesuLLyBana


https://likicontrol.com.ua/%D0%B4%D1%96%D1%8E%D1%87%D0%B0+%D1%80%D0%B5%D1%87%D0%BE%D0%B2%D0%B8%D0%BD%D0%B0
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https://likicontrol.com.ua/%D0%BE%D1%81%D0%BD%D0%BE%D0%B2%D0%BD%D1%96-%D1%84%D1%96%D0%B7%D0%B8%D0%BA%D0%BE-%D1%85%D1%96%D0%BC%D1%96%D1%87%D0%BD%D1%96-%D0%B2%D0%BB%D0%B0%D1%81%D1%82%D0%B8%D0%B2%D0%BE%D1%81%D1%82%D1%96
https://likicontrol.com.ua/atc-%D0%BA%D0%BB%D0%B0%D1%81%D0%B8%D1%84%D1%96%D0%BA%D0%B0%D1%86%D1%96%D1%8F/
https://likicontrol.com.ua/%D1%84%D0%B0%D1%80%D0%BC%D0%B0%D0%BA%D0%BE%D0%B4%D0%B8%D0%BD%D0%B0%D0%BC%D1%96%D0%BA%D0%B0
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MaKcMmanbHy KOHLeHTpaLito y dasi nnauebo (1,7 nr/mn), npu ubOMy nepios, HaniBBUBEAEHHS
CTaHOBUTb NPUBNN3HO 2 XBUNWUHM Nif Yac anbda-gasu i npubnuaHo 33 xBunuHu nig Yac 6eta-gasu.
Tmax gocsaraetbea nicnsa 119 xsunuH. BignoeigHi 3HayeHHsa ana 15-keto-MNIMEO Taki: Cmax - 151
nr/mn (nnaue6o - 8 mkr/mn), tV2a - npubnmnaHo 2xsunuHu, tVR - 20 xB | Tmax - 106 XBUNUH.

AnnpocTtaamn Ha 93 % 3B’s1I3yeTbCHA 3 MAKpPOMOINEKYIIAPHUMM KOMMOHEHTaMM Nna3mu Kposi. B
eKkcnepuMeHTax Ha TBapmHax Byno BCTaHOBIMEHO, LLO Nepio HaniBBMBeOEeHHS anbdaaekcy
CTaHOBUTb NPUBNN3HO 7 XBUIWH, BiH BUBOOUTLCS i3 CEYEH Y HE3MIHEHOMY BUMNA,.

KniHiyHi xapakTepucTukmu
lNoka3aHHS1.

JlikyBaHHSA XpOHIYHMX 00MiTEPYOUNX 3axBOPIOBaHb NnepudepuydHmx aptepin Il Ta IV cTagii y
Jopocnux nadieHTis (3a knacugikauieto PoHTenHa), ki He nignaraTb peBackynapu3aLii abo y skux
peBacKkynapusauis He mana ycnixy.

BHYTpiLWIHBEOBEHHE BBEOEHHSI HE PEKOMEHA0BAHE AN MiKyBaHHS XPOHIYHUX 0BniTepyoUmMX
3axBoptoBaHb nepudepnyHux aptepin IV ctagil.

lpomunoka3aHHs.
- linepuyTnueicTb 00 annpocTtaguny abo A0 iHWKX KOMMOHEHTIB NnpenaparTy;
- HasdBHICTb Takux nopyLleHb QyHKLUii cepus:

- jekomneHcoBaHa cepueBa HegocTtaTtHicTb Il Ta IV knacy 3a knacudikauieto Hbro-l7lop|<0b|<o'|'
kapgionorivyHoi acouiauii (NYHA);

- HeaJekBaTHe NiKyBaHHA cepLueBOi He4OCTaTHOCTI;

- apuTMIT pi3HOI eTionorii, BKIOYaymM apuTMIto, WO CMPUYNHAE reMognHaMivHi MOPYLUEHHS;
- HeaJekBaTHe NiKyBaHHA cepLeBoi apUTMii;

- HegocTaTHICTb Ta/abo cTeHO3 aopTanbHOro Ta/abo MiTpanbHOro KnanaHis;

- HeaeKBaTHO KOHTPOSbOBaHi KOPOHaPHI 3aXBOPHOBaHHSA cepus;

- iwemivyHa xBopoba cepus;

- HEeLo4aBHO NepeHeceHn iHapKT Miokapaa (BNpoAoBX OCTaHHIX 6 MicsaLiB);

* Nigo3pa Ha roCTPUIA/XPOHIYHMI HAOPSIK NEreHiB, 3a peaynbTaTamm KMiHIYHOrO YN PEHTIEHOMOrYHOro
OOCTiIKEHHS, HAabpSK nereHiB B aHaMHesi abo iHinbTpauis nerexis;

* TSKKI XPOHIiYHi OOCTPYKTMBHI 3aXBOPIOBAHHSI JTEreHiB, BEHOOKIIO3MBHI 3aXBOPHOBAHHS NErEHIB;

- 3a0KyMEHTOBaHi 3aXBOPIOBAHHS NEYiHKM, 30Kpema 3 03HaKkaMu rocTpoi NeYiHKOBOI HE4OCTaTHOCTI
(niaBMLEHWI piBEHb TpaHcaMiHa3 abo ramma-I T) abo 3a40KyMeEHTOBaHa HEAOCTATHICTb NEYiHKM
TSDKKOrO CTyneHs (y TOMY Yichi B aHaMHesi);

- TSKKa HMpKoBa AncdyHkuis (oniroanypis) (LLUK® < 29 mn/xs/1,73 m2);
* YLUKOPKEHHS BaraTbox opraHie (nonitpaema);
- remoparivyHum giates;

- aKTUBHE abo NOTEHLINHE O)Xepeno KpOBOTEYi, Take K rOCTPUIA ePO3NBHUIA FacTPUT, akTUBHA
BMpaska LnyHka Ta/abo gBaHagUAaTUNanoi KULLKK;

* BHYTPILULHbOMO3KOBWIA KPOBOBUIIUB;
- IHCYyNbT B @aHaMHe3i BNPO4OBX OCTaHHiX 6 MicsUiB;

- apTepiarnbHa rinoTeH3iA TSHXXKOro CTyneHs;



- 3ararnbHi NpOTUNOKa3aHHA NPoTK iHY3iNHOT Tepanii (Hanpuknaa, 3acTiiHa cepueBa
HeOCTaTHICTb, HAabpsK nereHiB abo MO3Ky Ta rineprigpaTtadis);

- nepioa BariTHOCTi abo rogyBaHHSA rpyaato;
© AUTAYUN BIK.
B3aemodis 3 iHwumMu nikapcbKumMu 3acobamu ma iHwi eudu e3aemodil.

Mpwn 3acTocyBaHHI Nikapcbkoro 3acoby Basanpokc-Anbga mMmoxe nocuntoBaTncs eekr
rinoTeH3NBHUX NpenaparTis, BasoannaTaTopis, a TakoX aHTUaHriHanbHUX npenaparis. Mpu

0L HOYACHOMY 3aCTOCYBaHHI LiMX NpenapaTiB pasoM 3 annpocTtagnriom HeobXigHNN peTenbHUN
KOHTPOIb CTaHy CepLeBO-CYAMHHOI CUCTEMU, BKIMOYAKYM MOHITOPUHT apTepianbHOro TUCKY.

CumnaTomMimeTuku, a/J,peHaniH, Hopa,u,peHaniH SHWXYIOTb Ba3ognnatatopHy aito npenaparty.

OpHovacHe 3acTocyBaHHS npenapaTy Ta aHTUTPOMBOTMYHMX 3acoBiB (aHTMKOArynsaHTIB, iHribiTopis
arperaLii Tpom6ounTiB, TPOMBONITUYHMX 3aC06iB) MOXe 36iNbLLIMTU CXUMBHICTL A0 KPOBOTEY. 3
ornagy Ha cnabky iHribytody Aito annpoctaguny Ha arperadito TpombouumTisin vitro cnig 3
06epeXHICTIO 3aCTOCOBYBATU NiKapCbKUA 3acib nauieHTaMm, siki OAHOYaCHO NPUNMaloTh
aHTMKoarynsaHTn abo iHribiTtopm arperadii TpomMooLMUTIB.

OpHo4vacHe 3acTocyBaHHSA 3 LiedhamaHaonom, LiedanepasoHoMm, LedaTeTaHOM 3HMXKYE edpekT
nikapcbkoro 3acoby Basanpokc-Anbga.

Ocobniueocmi 3acmocyeaHHs.

3a cTaHOM MaLieHTiB, SIKi 3aCTOCOBYHOTbL iKapcbkuii 3acid Basanpokc-Anbda, cnif yBaKHO
crocTepiraTv ynpoaoBX BBEAEHHS KOXKHOI [03n. OCOoBnMBO Lie CTOCYETLCSA NaLIEHTIB, CXUITbHUX A0
CepLEeBOi HEAOCTATHOCTI Y 3B’A3KY 3 BIKOM i MaLiEHTIB 3 iLLeEMiIYHOK XBOPOOOID cepus, siKi MOBUHHI
nepebyBaTtu Nig HarnNA4o0M y cTauioHapi nig vyac i NpoTsAroMm O4HOro AHA MiCns NPUNUHEHHS
3aCTOCYyBaHHS NikapCbKoro 3acoby. 3 06epexHICTIO Npy3HadaTy npenapatT npu nerkin abo NomipHin
apTepianbHin rinoTeH3sil.

[nsa 3anobiraHHa BUHMKHEHHIO CUMNTOMIB rineprigpatauii iHdy3iriHi 06’'eMn He MatoTb
nepesuiyBati 50-100 mn Ha goby (BBeAEHHA 3@ JONMOMOIrOK NPUCTPOKD ANs iHAys3in). Takox cnig
OOTPMMyBaTUCA pEKOMEHAALIN Woao TpMBanocTi iHysii (amB. po3ain «Cnocid 3acTtocyBaHHA Ta
003n»). HeobxigHWi 4acTuin MOHITOPMHI NapaMeTpiB CEPLIEBO-CYANHHOI CUCTEMM NalieHTa
(apTepianbHOro TUCKY Ta YacTOTU CEPLIEBUX CKOPOYEHbL), BanaHcy pianMHM Ta 3a NoTpedn - KOHTPOIb
Macu Tina, LeHTpasribHOro BEHO3HOro TUCKY Ta exokapaiorpadis. NMauieHTa MoxxHa BunucaTu 3i
CTaujioHapy TiNbKK Y pasi BCTaHOBMEHHSA CTabiNbHMX MOKa3HMKIB 3 BOKY CepLieBO-CyaNHHOI CUCTEMM.

Takun e camunii peTenbHUi Harnsa (KOHTporb GanaHcy pianMHU Ta NoKasHMKIB OyHKLiT HUPOK)
noTpibHMI NauieHTam i3 nepudepnyHMMn Habpskammn abo nerkoto (LLUK® < 89 mn/xe/1,73 M2) Ta
nomipHoto (LLUK® < 59 mn/xs/1,73 M2) HUPKOBOK ANCHYHKLIELD.

MpenapaT 3 00epeXxHICTIO NOTPIOHO NpM3HaYaTK NauieHTaM, ski nepebyBatoTb Ha remogianisi
(nikyBaHHs1 NpoBOAMTU Y MicnsiAiani3HMIn Nepioa), XBOPMM Ha LyKpoBuiA giabeT | Tmny, ocobnmBeo npu
BMPaXXEHOMY ypaXKeHHI CyauH.

MpenapaT NOBUHHI BBOAWTM TiNbKM fikapi, ki MatoTb 4OCBIA, NiKyBaHHS 00NiTEPYOYMX 3aXBOPHOBaHb
nepndepnyHnX apTepin, 3Hanomi 3i Cy4acHMMM METO4aMu MOCTINHOMO KOHTPOSTHO NOKa3HMKIB
CcepLeBO-CyAMHHOI cUCTEMM Ta MaloTb AN LbOro BignoBigHe obnagHaHHsA. He cnig
BMKOPMCTOBYBaTW BHYTPILLHbOBEHHE CTPYMUHHE (DOMOCHE) BBEAEHHS annpocTaauny.

Y pasi ogHOYacHOro 3acToCyBaHHS 3 FiNOTEH3VBHUMW NpenapaTamu, Ba3oguniaratopamm Ta
aHTUaHriHanNbHMUMK NpenapaTtaMmun crig NPOBOAUTU PEeTENbHUA MOHITOPUHI NMOKa3HUKIB cepLeBo-
CYAVHHOT cuctemu (amB. po3ain «B3aemogis 3 iHWnMKM nikapcbkummn 3acobamm Ta iHLLi BUam
B3aEMOpiny).

3 0bepexHicTio 3aCTOCOBYBATU annpocTagni nauieHTam i3 3aXBOPOBaHHAMM TPaBHOI CUCTEMM B
aHaMHesi, BKITYaym epo3nBHNUIA racTpUT, raCTPOIHTECTUHANbHI KPOBOTEYi Ta BUPA3Ky LUMyHKa
Ta/abo gBaHagUAaTMNANOI KMLWKK, abo 3 BHYTPILUHBOMO3KOBMM KPOBOBUIIMBOM B @aHaMHE3i Ym iHLLIMMK
3aXBOPIOBAHHSAMY, LLIO CYNPOBOAXKYOTLCS KpOBOTEYE (AMB. po3ain «poTunokasaHHsa»).



PekomeHayeTbcsa 6yt obepexxHMI Npu MiKyBaHHI NauieHTiB, ki OTPUMYOTb CynyTHIO Teparnito
nikapcbknMmn 3acobamu, WO MOXYTb MiABULLNTA PU3NK KPOBOTEYI, TAKUMU SIK aHTUKOArynsHTu abo
iHribiTopu arperauii TpomboumnTi (aMB. po3ain «B3aemogis 3 iHWKMKM nikapcbknMmn 3acobamu Ta iHLi
BMOW B3aemoginy). Cnig nunbHO cnocTepiraTi Woao BUHUKHEHHST O3HaK Ta CUMNTOMIB KpOBOTEY Y
Taknx NauieHTiB.

BacmocysaHHs y nepiod eazimHocmi abo 200ys8aHHS 2pyd0i0.

He 3acTtocoByBatu npenapart XiHkam penpoayKTUBHOIO BiKY, BariTHUM Ta >XiHKaM, SiKi rooyTb
rpyaato. MNMpu HeobXigHOCTI 3acTOoCyBaHHA npenapaTy roayBaHHA rpyaato Crid NPUNMHUTHA.

XiHkam penpogyKTMBHOrO BiKy NOTPIOHO 3acTOCOBYBATUM €PEKTUBHI KOHTpPaLENTMBHI 3acobu Ans
3anobiraHHA BariTHOCTI Mig Yac 3acToCyBaHHS npenapary.

[aHri gokniHivHMX gocnigxeHb pepTUnbHOCTI He CBigYaThb NPO BMMB Npenaparty Ha epTUnbHICTb
Nnpwv 3aCTOCYBaHHI y KIiHIYHUX J03aX.

3damHicmb ennusamu Ha weudKicmb peakuyii npu KepysaHHi agmompaHcrnopmom abo iHwuMu
MexaHi3mamu.

AnnpocTtagmn Moxe CNPUYNHUTU 3HUXKEHHSA CUCTOMIYHOIO apTepianbHOro TUCKY, TOMY npenapar
MOXe MOMIPHO BMAMBATK Ha 34aTHICTb KepyBaTW TPAHCNOPTHMMM 3acobamm Ta iHLWNMM
MexaHisMamu, 0cobnNMBO Ha NOYaTKy MiKyBaHHA, NPY NiABULLEHHI 03K, NPUNUHEHHI NPUAOMY
npenapary, BX1BaHHi ankoronto. Cnig noeiaoMnUTK NaLlieHTiB NPo HEOOXIAHICTbL AOTPMMaHHSA
06epeXXHOCTI Nif Yac KepyBaHHS TPAHCMOPTHUMM 3acobamm Ta iHLWIMMKW MexaHi3Mamu.

Cnoci6 3acmocyeaHHs1 ma 0o3u.

MpenapaT Basanpokc-Anbga BBOOUTLCSA TiNMbKN BHYTPILLHBOBEHHO ab0 BHYTpILUHbOAPTEPIanbHO 3a
YMOBM, LLIO fliKkap Mae JOCBiA4 pobOTW B aHrionorii, 3Hanomui i3 cydacHMMM MeTogamm nocTiNHOro
KOHTPOJ0 MOKa3HUKIB CEPLIEBO-CYANHHOI CUCTEMU Ta Mae Ans LbOoro BiagnosigHe obnaaHaHHs. He
cnig, BBOAMTY NpenapaT BHYTPILUHLOBEHHO CTPYMUHHO (OOSHCHO).

BHympiwHb08eHHa mepanisi Il cmadii

BHYTpILIHbOBEHHE BBEAEHHSI HE PEKOMEHO0BAHE ANS NiKyBaHHS XPOHIYHUX 0BNiTEpyOYMX
3axBOpHOBaHb NepudepunyHux aptepin IV ctagii.

Ha nigcraBi HasiBHOI iHGhopMalLlii, SIKLLO HE MPU3HAYEHO iHLLE, BHYTPILLHBOBEHHY Tepanito NoTpibHO
3[iMCHIOBATK 32 HMXKYEHABEOEHOK CXEMOLO.

BwmicT 2 donakoHiB (40 mkr annpocTtaguny) npenapaty po3unHntn y 50-250 mn 0,9 % posumHy
HaTpito xnopmay. Ogep>kaHnin po3ynH BBOAUTU BHYTPILLHBOBEHHO NPOTAroM 2 roauH. Lo gosy
3acToOCOBYBaTU 2 pa3un Ha 4o0y. AnbTepHaTUBHO: 1 pa3 Ha 400y BHYTPIiLUHLOBEHHA iHAY3is
npotdarom 3 roanH 3 donakoHiB (60 MKr annpocTaauny), BMICT SK1x cnig po3dnHntn y 50-250 mn 0,9
% PO34MHYy HaTpito XNnopuay.

Y naujieHTiB i3 nopyLleHHAMU OYHKLIT HAPOK (HUPKOBA HEQOCTATHICTb NPW 3HAYEHHAX KpeaTuHiHy >
1,5 Mr/an) BHyTpiLLHbOBEHHE 3aCTOCYBaHHSA Npenapary NoTpibHO po3noynHaTt 3 1 donakoHa 2 pasu
Ha go0y (2 x 20 MKr annpocTaauny), KoxHa iHy3ia TpuBae 2 rogmMHu. 3anexHo Big 3aranbHoi
KNiHIYHOT KapTWMHN 03y MOXHa 36iNbLUNMTN 40 BULLEHABEAEHOI HOPMarbHOI 4031 NPOTArom 2-3 AHiB.

MauieHTam i3 HAPKOBOK HEAOCTATHICTIO Ta NaujieHTaM i3 rpyny pusnKy NopyLleHHss QYHKLUiT cepus
06’em iHdy3iT cnig oomexunTtn 50-100 mn Ha 4oby Ta 060B’A3KOBO BBOAUTH 3a LOMOMOrOK NPUCTPOIO
Ans iHgysin (gue. po3ain «OcobnmMBOCTi 3aCTOCYBaHHSNAY).

BrympiwHboapmepiansHa mepanis Il ma |V cmadii

Ha nigctasi HaaBHOI iHbopMaLii BHYTpilLHbOapTepianbHy Tepanito noTpibHO npoBoauTK 3a
HXXYeHaBeJEHO CXEMOH.

Bmict 1 donakoHa (20 mkr annpoctaguny) po3dnHnt y 50 mn 0,9 % po3yunHy HaTpito xnopuay.
O6’em OTpMMaHOro po3ynHy, Lo BigNoBigae BMICTY NOMOBMHM doriakoHa npenapaTy (25 Mn po3vnHy
MicTaTb 10 MKr annpocTagwuny), BBOAUTU BHYTpiLUHboapTepianbHO npotsarom 60-120 xBunuvH 3a



[0MOMOro NpUCTPoto Ans iHdy3in. Mpn 3a40BiNbHIM NEPEHOCUMOCTI 403y MOXHa 36inbwnT 4o 1
donakoHa (20 MKr annpocTtaguny), ocobnmeo Npu HasiBHOCTI HEKPO3Y. 3a3Buyan NpoBoasTb 1
iHdby3ito Ha JO6Y.

AKLLo BHYTpILLHbOApTepianbHa iHY3is NPOBOAUTLCA Yepes BBEAEHUN KaTeTep, TO 3anexXHo Bifg
NnepeHoCUMOCTi NpenapaTy Ta TSKKOCTi 3aXBOprOBaHHS pekoMeHayeTbea aosa 0,1-0,6 Hr/kr macu
Tina/xs (Bignosigae BmicTy V4-1%2 cpbnakoHa npenapary); iHy3is i3 BUKOPUCTaHHAM NPUCTPOIO AN
iHQy3in TpmuBae 12 roguvH.

Ocobnusi nonynsauii

lNauieHmu nimHb020 8iKY, cxusbHi 00 cepuesoi HedocmamHocmi, i nauieHmu 3 iLeMidHOH
xgopoboro cepusi

MauieHTam NiTHLOrO BiKY, CXUITbHUM [0 CepLUEeBOi HeLOCTaTHOCTI, i NauieHTaMm 3 iLLeMiYHO
xBopoboto cepusa cnig nepebysaTtu nig NOCTINHUM MEANYHUM HarnsagoM (ame. po3gin «OcobnmBoCTi
3aCTOCYBaHHSAY).

lMauieHmu 3 nepughepuyHuMuU Habpsikamu

MauieHTam i3 nepuncpepnyHMmn Habpsikamu cnig nepebysaTty Nig NOCTIVHUM MEAUYHMM Harnsaom
(amB. posain «OcobnmBOCTi 3aCTOCYBaHHSI»).

lMauieHmu 3 HUPKOBO HeEOOCMAaMHICMIO

MauieHTam i3 nerkoto (LLUK® < 89 mn/xB/1,73 m2) Ta nomipHoto (LUK < 59 mn/xs/1,73 M2) HUPKOBOIO
HeOCTaTHICTIO cnig nepebyBatu nig NOCTIMHUM NUIBHUM MEOUYHUM Harng4oM (Hanpuknag,
KOHTpOnb GanaHcy piavHu Ta nabopaTopHMI KOHTPOMb OyHKLiT HUPOK) (AnB. po3ain «OcobnmBocCTi
3aCTOCYBaHHSY).

JKiHKu pernpodykmugHOz20 8iKy

XiHkam penpogyKTMBHOrO BiKy Cif 3aCTOCOBYBaTK e(heKkTMBHI KOHTpaLEeNnTUBHI 3acobu nig Yac
3acTocyBaHHA npenaparty (auB. po3ainy «OcobnmMBOCTi 3aCTOCyBaHHSA» Ta «3acTOCyBaHHSA y nepioa
BariTHOCTi a0 rogyBaHHs rPyaao»).

TpuBanictb BBEAEHHS

[Micnsa TPUTUXKHEBOTO KypCy MiKyBaHHSI NOTPIOHO PO3rMsHYTM NMUTaHHA NPO AOLIMbHICTL NO4ANbLIOro
3acToCyBaHHs npenaparty. Y pasi BigCyTHOCTI y nauieHTa TepaneBTUYHOro epekTy NikyBaHHA crig
npunnHUTK. Kypc nikyBaHHA He Mae nepesunLLyBaTh 4 TUXHIB.

MeToa BBEOEHHS

Po3unH HeobXxigHO rotyBaTn 6e3nocepeHbo nepeq iHdysieto. PoO34unH, NnpurotoBneHui Ginswe 12
roguH TOMy, BBOOUTU HE MOXHA.

BmicT dorakoHa - cyxun Ginui NOpoLLOK, LLIO YTBOPKE TBEPANIA LLAp 3aBTOBLLKM 3 MM. Ha upbomy
Lapi MOXyTb OyTV HEBENWKI TPILLUMHN Ta KPUXTU. [Mpy NOLLKOAXKEHHI donlakoHa 3a3BuYait cyxa
peyoBMHa CTae BOSIOro Ta KIENKOH0 i Ay)Ke BTpayae B 00’emi. Y Takomy BUNaAKy npenapar
3aCcTOCOBYBaTU HE MOXHa.

Cyxa peyoBMHa pO34YNHSETLCSA oapasy X nicng gogasaHHA 0,9 % po3uuHy HaTtpito xnopuay. MNicns
PO3YMHEHHS PO3YMH CroYaTKy MOXEe CTaTu TPOXM KarnamyTHUM, LLIO MOSICHIOETLCS YTBOPEHHSAM
NoBITPSIHNX OynbballoK. 3a KOPOTKUI Yac OynbOaLLKN 3HUKAOTL | PO3YMH CTAE MPO30PUM.

"OTOBMIA 4O BUKOPUCTAHHSA PO34MH CTabinbHUM NpoTsrom 24 roguH npu Temnepartypi Big 20 °C go
25°C. 3 Mikpobionori4yHOi TOYKN 30pYy rOTOBU 40 BUKOPUCTAHHS iHADY3iIAHMI PO3YNH chig,
BUKOPUCTATW HEramHo. KO NOro He BUKOPUCTATU HEramHo, Yac Ta yMoBM 30epiraHHs €
BiMOBIAaNbHICTIO KOPMCTYBaYa i 3a3BMYan He NOBMHHI NepeBuLLyBaTth 24 roguH npu 25 °C.

Hdimu.

He 3actocoByBatu gitam.



lMepedosyeaHHsi.

Cumnmomu MNMepenosyBaHHA Npenaparty MoXe NPU3BECTUN 40 3HWKEHHSI apTepianbHOro TUCKY Ta
Taxikapgii BHacnigok ecbekTy BasogunaTtauii. IHWi MOXNuBi CMMNTOMW: Ba30BarycHe CMHKonMe 3
onigicTio, nigBULLEHE NOTOBUAINEHHS, HyaoTa, bntoBaHHS, iLLemMia Mmiokapaa, cepLeBa
HepocTaTHiCTb. MoxnumBi MicueBi peakuii: 6inb, HAOPSAK Ta MOYEPBOHIHHS KiHLiBKMX, B SIKY
NPOBOANTLCS IH(PY3iA, MPOsIBU rinepyyTNINBOCTI.

JlikysaHHs cumnmomamuyHe. CneundiyHoro aHTngoTa Hemae. Y pasi nepefosyBaHHs cnig
3MEHLUMTK abo HeramHo NPUNUHUTY BBEAEHHS iH(Y3il. [pn 3HMKEHHI apTepianbHOro TUCKY
Hacamnepepq nNoTpibHO NoKNacTy nawuieHTa Ha ChHY, NPUNIOHABLUN HUXKHI KiHUIBKK. AKLLIO CUMITOMMN
He 3HUKalTb, CNif NepeBIPUTU/KOHTPOMOBATM NapaMeTpu cepLeBo-CyaANHHOI CUCTEMU. Y paasi
HeOobXigHOCTI MOXHa 3aCTOCOBYBATU JiKapChKi 3ac00u, WO cTabinidytoTe LUPKYNALI0 KPOBI
(Hanpuknag, cumnaToMiMeTnKM). Y pasi TSXKMX CUMITOMIB 3 6OKY cepLieBO-CYANHHOI CUCTEMM
(Hanpwuknag, iwemis miokapaa, cepLeBa He4OCTaTHICTb) IH(Y3il0 cnif HeraHo NPUNUHUTH.

MMo6iyHi peakyir

MoGiyHi peakuii KnacudikoBaHO 3a YaCTOTOK TakMM YMHOM: Aye YacTo (= 1/10), yacto (= 1/100, <
1/10), HewacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), ayxe pigko (< 1/10000), yactoTa
HeBigoMa (He Moxe ByTu OLiHEHa 3a HassBHUMUY AaHUMM).

3 60Ky Kposi ma nimgbamu4yHOI cucmemu : pigko - TPOMOOLIMTOMNEHIS, TENKONEHIS, NENKoOLUTO3,
aHewmig.

3 60Ky HepsoBoi cucmeMu : 4acTo - roflIoBHUIA BiNb, NApeCcTesis KiHLiBKM, Ha siKil NpoBoamnnacs
MaHinynsawuis; HeYacTo - CNyTaHICTb CBIAOMOCTI; pigKo - uepebparnbHi CyaoMu; YacToTa HeBigoma -
iHCYnbT.

3 60Ky cepueso-cyOUHHOI cucmemu ; HEHaCTO - 3HUXEHHST apTepianbHOro TUCKY, TaxikapAis,
CTEHOKapaisi; pPioKo - apuTMmisi, cepLieBa HeQOCTaTHICTb 3 BUMaAKamMmn rocTporo HabpsiKy fnereHis, Lo
MOXe MPU3BECTM 0 3ararbHOI CepLEBOl HEAOCTATHOCTI; YacToTa HeBigoma - iIHapKT Miokapaa,
remoparisi.

3 60Ky OuxarnbHoi cucmemu, opaaHige epyOHOI KIimKu ma cepedoCmiHHS | PiAKO — HAOPSIK NereHis;
yacToTa HeBigoma - AUCIHOeE.

3 60Ky WiyHKOBO-KUUWKOB020 mMpaKkmy HEYACTO - LUITYHKOBO-KULLIKOBI 3aXBOPIOBAHHSI, BKIOYa04M
Jiapeto, HyOoTy, 6noBaHHA Ta NPUCKOPEHHS KMLLIKOBOI MEpUCTanbTUKK (Oiapes, HyaoTa, 6rntoBaHHs),
LLIO € BNACTUBICTIO annpocTaguny; YactoTa HeBigoMa - racTpOiHTECTUHaNbHa remoparisi.

3 60Ky eenamobiniapHoi cucmemu : piaKo - NiABULLEHHS PiBHS NEYiHKOBUX (DEPMEHTIB.

JlocnidxeHHs1 : HeYacTo - NigBULLEHHS (OYHKLIIOHANbHUX MOKa3HWKIB NEYiHKM (TpaHcamiHas),
NigBULLIEHHSA TeMnepaTypu, 3MiHM NokasHuka C-peakTBHOro Ginka, nicnsi 3aBepLUEHHS MiKyBaHHS
BigOyBaeTbCA LWIBUAKA HOpMmanisauis.

3 60Ky wWiKipu i NIOWKIPHOI KMIMKOBUHU ; 4aCTO - MOYEPBOHIHHS, HAOPSIK, MPUMINBMW.

BaearnbHi nopyweHHs i peakuii y micyi 6eedeHHs rpenapamy : oy»e 4acTo - binb, eputema abo
HabpsIK KIHUIBKK, B SIKy BBOAWIW BHYTpILLHbOApTEpianbHy iHQY3ito; YacTo - NOAIOHI CMMMTOMM NpK
BHYTPiLUHbOBEHHOMY BBEAEHHI, JOOATKOBO - MOYEPBOHIHHSA BEH Y MiCLi BBEAEHHS iH(y3ii; nicns
BHYTPIiLLHbOAPTEPianbHOro BBEAEHHS - BiAYyTTS NOTENNiHHSA, BiAYyTTa NPUNYXIIOCTi, HAOPSK y Micui
BBEEHHS1, MapecTesisi; He4YacTo - NigBULLLEHA MITNMBICTb, 03HOD, rapsyka; nicrs BHYTPILULHEOBEHHOIO
BBEAEHHS - BiA4YyTTS NOTENMiIHHSA, Big4yTTS NPUNyXnocTi, HAabpsiK y MiCLji BBEAEHHS, NapecTesis;
yacToTa HeBigoma - hnebiT y micui BBeAeHHs1, TpoMO03 y MiCLji BBE,EHHs kKaTeTepa, MiCLieBi
KpoBOTEUi.

3 60Ky iMyHHOI cucmemMu : He4acTo - aneprivHi peakuii (LLKipHi peakLii rinepyyTnnBOCTI, BKIOYaoun
BMCUNAHHSA Ha LUKIpi, Big4yTTa HAbpaKy, AnckomdopTy Yy cyrnobax, gebpunbHy peakuito, nigsuilieHa
NiTAMBICTb, 03HOD); AyKe PiaKo - aHadinakTnYHi abo aHadinakToigHI peakuii.

3 60Ky oropHoO-pyxo80i cucmemu ma criofy4YHOI MKaHUHU ; HEYacTO - CYrNo0HI cMMnToMuU,
BKoYatoun Ginb; gyxe pigko - 060poTHMI FiNepoCcTo3 A0BIMX Tpyb4acTnx KiCToK nicng



3acTocyBaHHs npenaparTy binbLue 4 TWXHIB; YacToTa HeBiJOMa - OPTOCTATMYHA FiNOTEH3Id,
nigBuLLIEHA BTOMITHOBAHICTb.

3BITHICTb 00 NOBIYHUX peakLii

3BITHICTb LWOA0 Nigo3proBaHMX NOBIYHMX peakLin nicnsa 3aTBepO)KeHHSA Nikapcbkoro 3acoby €
BaXnuBoto. Lle fae amory npoaoBXKyBaT MOHITOPUHI 6anaHcy KOpUCTb/PU3NK 3aCTOCYBaHHS
nikapcbkoro 3acoby. MeaunyHmx npauiBHMKIB NPOCSATb NOBIAOMNATY NPo 6yab-siki Nigo3ptoBaHi
nobiyvHi peakuii Yepes HauioHanbHy CUCTEMY 3BiTHOCTI.

TepmiH npudamHocmi.

3 poku.

YmoBwM 36epiraHHs.

36epirati npu Temnepartypi He BuLe 25 °C B opuriHanbHin ynakoBLi Ang 3axMCTy Big Aii ceiTna.
36epirati B HeOOCTYNHOMY A1 OiTEN MicCLi.

YnakoBka.

®rakoH CKNAHWIA, No 5 doriakoHiB y NONiMEPHin ynakoBsLi, Mo 2 NosiMepHi yNakoBK1 B KAPTOHHIN
navui.

KaTeropis Bignycky.

3a peuenTom.

Bupo6HuUK.

K.T. POM®APM KOMMAHI C.P.J1./S.C. ROMPHARM COMPANY S.R.L.
Micue3HaxogkeHHS BUPOOHUMKA Ta agpeca MicLsA NpoBaKeHHA NOro AiANbHOCTI.

Byn. Epoinop Ne 1A, M. OtoneHb, 075100, okpyr Indo., PymyHisa - 6ygisna Pomdapm 1 i Pomdapm
2/

Str. Eroilor, nr.1A, cladiri Rompharm 1 si Rompharm 2, Oras Otopeni, Judetul lifov, cod postal
075100, Romania.

3afABHMUK.

«CA® IHBECT» OO[ /“SAF INVEST” Ltd.

Micue3HaxomKeHHsA 3asiBHUKA.

Bonrapis, M. Codist 1618, 6ynbB. «Llap Bopuc lll», Ne 168, nosepx 3, an. 34/
Bulgaria, Sofia 1618, Tzar Boris Il Blvd., Ne 168, Floor 3, Suite 34.
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