SATBEPJKEHO
Haka3 MinicTepcTBa 0XopoHH
310poB’a YKpaiHu
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PeecTpaniiine mocBituenns
Ne UA/16995/01/02

IHCTPYKIIA
ANl MEAMYIHOI0 3aCTOCYBAHHSA JIKapChKOIo 3a¢00y

®aedasen® 1000
(Flebaven® 1000)

Cknao:

oiloua pewosuna: NIOCMIH;

1 Tabnerxa Mictuth 1000 M MiKpOHI30BaHOTO HiOCMIHY;

O0OnOMIDICHE peyosun Y. TIONIBIHIIOBHI CIHPT, HATPIIO KPOCKApMENI03a, MarHiio cTeapar.

Jlikapcbka ¢opma. Tabnerku.

Ocnosni pisuxo-ximiuni eracmugocmi: Bix 6J1ino-3e1eHyBaToro abo cipyBaro-*)oBTOro A0 6Iixo-
3eleHyBaToro abo CipyBaTO-KOPHYHEBOI'O KOJNBOPY, MapMypoBi, 3JieTKa JJBOONYKJI OBajbHi
TabIeTKH.

PapmakoTepaneBTHYHA rpyna.
Amnrionpotekropu. biodnasonoinu. Kaningapocrabinizyrodi 3acobu. JliocMiH.
Kox ATX CO5C A03.

Dapmakonoziuni enacmusocmi.
Dapmaxoounamira.

MexaHni3M nii
Benomoniyna axmusnicme. JIioOCMiH 3MeHINYE PO3TSHKHICTH BEH 1 3MEHINye BEHO3HHM 3aCTiid.

JliocMiH IiZBHIIYe TOHYC BEH i, OTXKe, 3MEHINYE EMHICTh, PO3TSKHICTE BEH i 3aCTilt KpOBi: BeHO3HA
OKIMIO31#Ha pTyTHA IUTeTH3MOrpadis CBIAUUTH PO CKOPOYEHHS Yacy CIIOPOKHEHHS BEH.

Kinnesnm eekToM € 3MEHIIIEHHS BEHO3HOI rinepTensii y HanieHTiB i3 3aXBOPIOBAaHHAMH BEH.
Mixpoyupxynamopna axmuenicme. JliocMiH 3MeHUIye IPOHUKHICTh KaIlilsapiB 1 36inbimye
KarsapHuii onip. BiH TakoX YMHUTE MPOTH3ANAILHY JiI0, BILIMBAIOYH HA CHHTE3 [IPOCTATTIAH /IMHIB.
Konrponbosani moziBi#iHO ciini KIIHIYHI JOCIIDKEHHS AEMOHCTPYIOTH CTATUCTHYHO 3HAYYIY
PI3HMIIO MiX HiOCMiHOM i IutaneGo. Y MamieHTIB 3 KPUXKICTIO KaminspiB JiKyBaHHS JiOCMiHOM
IiJIBHIIYE PE3UCTEHTHICTh KAMLIAPIB Ta 3MeHINye KiiHiuni nposeu. [licns BBemenns 1 T aiocMminy
IIO/HS, NOPIBHAHO i3 3aCTOCYBaHHAM ILIANE00, CIOCTEPITANOCS TaKOX 3HHMIKEHHS IIPOHHKHOCTI
KaIiIsapiB, MO BU3HAYATOCS 33 JOMOMOTOK BHKOPHUCTAHHS MIYE€HOTO TEXHEIIeM ambOyMiHy ab6o
neruzMorpadii.

Dapmaxoounamiyni epexmu. PapMaKkoNOrivHy aKTUBHICTE JIOCMIHY Y JTIOAMHK GYyJI0 MiATBEPIKEHO
Y KOHTPOIBOBAHMX NOJBIHO CIINHX KIHIYHMX JOCHIKEHHAX, a TAaK0X 3a JJOIOMOTOIO
O0’€KTMBHHMX Ta KIIBKICHMX METOXIB MOCII/DKEHHS BILUIMBY aKTHBHOI PEYOBHHH HA BEHO3HY
reMO/IMHAMIKY.

Bnnue na nimpamuuny cucmemy. JliocMiH cTEMYMOE JiMPATHYHY AKTHBHICTh, MOKPAIIyIOYH
APEHaX IHTEPCTUIIAEHOTO IPOCTOPY Ta 30iblryoun iMbaruannii otik. Beenenns 1 r miocMminy
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IMOAHS SMEHIIYE M1aMETP JIMATHIHOTO Kallilspa Ta BHY TPIHBOMIMpATHYHUH THCK, TOKPALLYIOUH
KUIBKICTE (yHKIIOHYFOUMX JIMGATHYHHX KAMiIsApiB y DALIEHTIB 3 BaXKOIO XPOHIYHOIO BEHO3HOKO
HE/IOCTaTHICTIO 0€3 BUPa3oK.

Kniniuna epexmusnicmo ma 6eznexa. KonTponeoBani mofBiiHO ciimi KINHIYHI JOCTIMKEHHS
ACMOHCTPYIOTh TEpPaNeBTUYHY aKTHBHICTb MpemapaTy JUls JiKyBaHHS O3HAK T4 CHMIITOMIB
BCTaHOBJICHOT XPOHIYHOT BEHO3HOT XBOPOOH 1 JUIs JIIKyBaHHs TOCTPOT reMOpoianbHOI XBOPOOH.
Dapmakoxinemuxa.

Bemoxmysanna. Tlicnst mepopaibHOro NpuioMy IIOCMIiH IIBHIKO TIAPOJI3YETHCS B KHUIICUHHKY
KAIIKOBOKO (JIOPOI0 i BCMOKTYETBCSL y BHIJIAAI HOTO MOXiJHOrO ariikoHy — JUOCMETHHY.
Hepopaiibra 6i0f0CcTyIHICTS MiKPOHI30BAHOTO JIOCMiHy CTAHOBHTE upubim3Ho 60 %.

Posnooin. O6’em posnoginy Al0CMETHHY CTaHOBHTH 62,1 1, mo BKa3sye Ha WHPOKUH po3MOAiN y
TKaHWHAX.

biompancgopmayis. JliocMeTHH IHTEHCHBHO MeTabOII3YETHCS 10 beHOTPHUX KHCITOT a0 IXHIX
MOXITHAX KOH’IOraTiB IIHIWHY, SKi BUBOIATHCS 13 cevero. Y MIOANHH NIEPEBAXXHUM METa0O0ITOM,
SIKUH BUABJISIETBCS B CEUi, € M-T1IPOKCH-(QEHIIIPOTIONOBA KHCIOTA, 10 B OCHOBHOMY BUBOUTHCS y
KOH’foroBaniii gopmi. MeraboniTi, 3HalAeHi B MCHIIHX KUTBKOCTSX, BKIIOYAIOTH benonbHI
KUCIIOTH, 10 BINOBIJAIOTH  3-TiJ[POKCH-4-METOKCUOCH3OMHINA KHCIOTI Ta 3-METOKCH-4-
TiAPOKCH(EHITOITOBIN KUCTOTI.

Busedenns. Eniminaniss MiKpoHI30BaHOTO miocMiHy BinOyBaeTbest HOPIBHSIHO IIBHJIKO, OCKIILKH
upubam3Ho 34 % BimMideHOI pajllOAKTHBHUMH PCYOBMHAMHU JIO3H 14C-giocMiHy BHBOAMTECA 13
CeHCIO Ta QeKalliIMU IPOTIAroM Nepmux 24 TOUH i HabmmKaeTbes 10 86 Y% OPOTArOM Hepiux 48
rojiuH. 1Ipn6ausHo nosoBMHA O3 BUBOAMTBLCA 3 KAJIOM y BHIUISA HE3MiHEHOTO niocMiny abo
JUOCMETHHY, TOZI SK ITi JIBi CIIOIYKHW HE BUBOJATECS 13 CEUEIO.

Ilepion HaMiBBUBEICHHS TIOCMETHHY IIOKA3aB cepende 3HadeHHs 31,5 rogusu, KoMuBaroOYuch Big 26
JI0 43 roauH.

Kuinivni xapakrepucrukm.

Hokazanna.

CumnromMaTiyHe NiKyBaHHS XPOHIYHOT BEHOMIM(pATHIHOT HEOCTATHOCTI (BaxkicThb y Horax, 0ifb,
HIYHI CyJIoMH, HaOPAK HIiT, TpoQivHi MOpPyLIEHH s, BKIIOYAI09H BAapUKO3HI BHPa3KH).
CuMnToMaTHYHE JTIKYBaHHS TeMOpOIO.

Ilpomunokaszannas.
llinBuinena gy TauBicTh 10 Ait0401 a60 6YIb-IKOT JOMOMIXHOT pEYOBUHH.

Bsaemodin 3 inmumu nikapcokumu 3aco6amu ma inuii gudu 63acmodiil.
JlocmiokeHnst B3aemozii He mpoBoxumrcs. Y micspeecTpanifnmii mepiox PO B3aEMOJIIO TIOCMiHY
3 IHIIMMH JIIKAPCHKUMHM 33c00aMH HE MOBIJOMIISIIOCS.

Ocobnusocmi 3acmocysanna.

3acTocyBaHHS JiKapcekoro 3acoby @meGaBer® 1000 OpH TOCTPOMY TeMOpOi HE 3aMiHIOE
crendiTHOI Teparnii i He MepelKoKae JIKYBaHHIO iHIMHX MPOKTOIOTIYHUX 3aXBOPIOBaHb. Y pasi
SKIIO YIIPOTOBX KOPOTKOrO KypCy JiKyBaHHs CHMIITOMH MIBHIKO HE 3HUKAIOTh, CJiJ[ IPOBECTH
IPOKTOJIOr 9HE 0OCTEXEHHS Ta IEPETIIHYTH TEPAITiIO.

IIpu nopyleHHsIX BEHO3HOro KPOBOOGITY Gilblr e)eKTHBHHM € IOETHAHHS Tepanii 3 TOTPUMaHHAM
TaKMX PEKOMEHAIIH 010 CIIOCO0Y KUTTS:

® YHHKaTH 3aHajToO JOBroro mepebyBaHHA HA COHIli, TPHBAIOTO HEPYXJIMBOTO IepeGyBaHHS Ha
HOrax;

®  IiATPUMYBATH 3[J0POBY Macy TiJa;

®  XOIWTH MIIKM i B N€SKUX BHNAJKaX HOCUTH CIEMiATbHI MAHYOXH IS HOKPAIIEHHS KpoB0oOOiry.
Crix npuninata ocobnuBy yBary, sAKIIO IPH JiKyBaHHI HOTipIIyEThCS CTAH MALEHTA. [le moxe
TPOSIBJIATHCS Y BHTTISL 3allaleHHs IIKipH, 3alaleHHs BeH, HiJUIKipHOTO YINUIBHEHHS, CHIIBHOTO
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00110, BUPa30K MmKipyu a60 aTHIIOBUX CUMITTOMIB (HanpuxIa MUTTEBE HAabpsKaHHA ojHieT a60 060X
HIT).

DiiebaeH® 1000 HeeeKTHMBHMI JUls 3MEHIIEHHS HaOpSIKIB HUKHIX KIHLIBOK, BHUKJIHKAHHX
XBOpoOamm ceplis, NewiHKH ab0 HUPOK.

3acmocyeanna y nepiod sazimnocmi abo 200yeanns 2pyooio.

Bazimuicmo

Baritaum xinkam nikapcekmit 3aci6 ®nebasen® 1000 crin 3aCTOCOBYBATH 3 0bepexHicTio. [lepe
3aCTOCYBAHHSIM CJIi/l IPOKOHCYJIBTYBATHCS 3 JIIKapeM.

JlociiiXeH s He BUSIBUITH TEPATOreHHOT il IIpenapary; 11po no6i4Hi edeKTr He 10BIIOMMSIIOCS.
[odyeanns 2pyodio

Hepes BIACYTHICTH JAaHMX IIOXO TIPOHHKHEHHS JIKAPCHKOTO 3ac00y y TpyJIHE MOJIOKO HE CIIij|
3aCTOCYBATH Yy NEPIOJ TOXYBAHHS IPYIIIO.

Depmunvricmey

JloCIIKeHHS  PETIPOJYKTHBHOI TOKCHYHOCTI Ha TBApHHAX I[1OKA3ATH BIICYTHICTh BIUIMBY Ha
(GepTHNBHICTS.

30amuicme ennusamu na weuokicms peaxyii npu Kepyeawui asmompancnopmom abo iHuumMu
Mexanizmamu,

JocmipkeHHs  BIMBY NiOCMiHY Ha  3/aTHICTD KepyBaTH aBTOTPAHCIOPTOM abo  iHmmMu
MeXaHI3MaMK HE TIPOBOMHIMCh. ONHAK, BiAIOBIHO JIO 3arajlbHOro 1podinto Oe3nexu, AiocMiH He
BILTMBAE a00 Ma€c He3HAYHWM BIUIMB HA INIO 3/JaTHICT. ITanientam ciif 3BepHYTH yBary Ha 6yIb-sKi
no6iuni edextu, nepeniveni y posaini «[o6iumi peakuii.

Croci6 3acmocysanna ma oo3u.

JL71st nepopanbHOro 3acTOCYBaHHS.

Hpusnauaerbes nopocanm. TabneTku cmix npuitmary i yac MPHUHAOMY 1XKi.

Xponiuna senonimgpamuuna nedocmammnicme

Pexomennorana no3a cranoButs 1 Tabnerky Ha noOy Bpanni. TpuBaicTs JNiKyBaHHS He MeHIIE 4—5
TUXKHIB.

I'emopoidansua xeopoba

JlikyBanHs emi3o/liB roCTPOro reMoporo: mo 3 TabieTku Ha 100y ynpomoBx 4 AHIB, MOTIM IO
2 TabneTky Ha 106y NPOTATOM HACTYIIHHX 3 qHIB. Ho6oBy KiNBKiCTh TAOJIETOK PO3MOAIIMTH Ha 2—3
npuiiomy. Ilintpumyroua teparmis — 1 Tabnetka na 106y.

TpuBanicte JikyBaHHS BU3HAYae JHKAap 3aJ€KHO BN MOKA3AHHS 1O 3aCTOCYBaHHS Ta Iepediry
3aXBOPIOBAHHS (AHB. po3/in «OcoGIUBOCTI 3aCTOCYBAHHS).

Limu.

Hepe3 BiACYTHICT naHUX JliKapcehkuit 3aci6 OreGasen® 1000 we cix 3aCTOCOBYBATH HiTSIM.

Ilepeoosyeanna.
1Ipo BHNaAKK epeJ03yBaHHs He TTOBLIOMIISIIOC.

Io6iuni peaxuii,

Ilix wac KrIiHIYHEX JOCIIIKEHb MPH 3aCTOCYBaHHI AIOCMiHY crocTepirajiucs TpaH3UTOpPHI MoGiuHi
eheKTH MOMIpHOI IHTEHCHBHOCTI, TOJOBHAM YHHOM 3 OOKy KHMIIKOBO-IILTYHKOBOTO TPaKTy (miapes,
AUCIETICis, Hy/I0Ta, OJIIOBaHHS).

Hmxae 3a3saveni mo6Giumi peakuii, mpo Ski MOBIHOMISNOCA. 3a YAaCTOTOK MOOiIuHi peaxiii
PO3NOJINEHI TAKHM YHHOM: IyXKE€ YacTo (= 1/10); wacro (>1/100, < 1/10); mewacto (> 1/1000,
< 1/100); pimko (> 1/10000, < 1/1000); myxe pimxo (< 1/ 10000); gactrora HeBizoMa (HEMOXKIHMBO
BH3HAYHTH 33 HAsABHOIO iHbopMartiero).
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Knacmbm?’;:aiz;nc’reMaMH Yacrora [ToGiyna peaxiis
3 60Ky HEpBOBO1 CHCTEMH Pinko 3anaMopouYeHHs
[omoBHMIT 61Nk
HesnyxanHs
3 00Ky IITyHKOBO-KHHIKOBOTO Yacro JTiapest
TpaKTy Jlucnencis
Hynora
biroBanHs
Heuacto Kot
Yactora Herijoma* [bine B abnoMiHaANBHINA AUITHIL
3 GOKy IIKIpH 1 MiAMKIpHOT Pinxo CaepOix
KJIiTKOBUHH Bucunauusa
Kponup’sinka
Yacrtora Heigoma* JlokanizoBanuii HaOpsak oOnuyus, ryo,
[OBIK. VY BHHATKOBUX BHIAJKaX —
HaOpsk KBinke

* JlaHi MOCTMApPKETUHIOBUX CIIOCTEPEKEHD.

3eimyeans npo nidospiosani nobiyni pearyii

IoBinomieHHst mpo mMoOiYHI peaxIiii micis peecTpariii JTiKapchKoro 3aco0y Ma€ BaKIIHBE 3HAYECHHS.
Ile mae 3MOr'y IPOBOJUTH MOHITOPHMHI CHIiBBiJIHONIEHHS KOPHCTH/PU3MK IPH 3aCTOCYBaHHI IbOTO
JiKapchkoro 3aco0y. MeauunuMm Ta dapManeBTHYHAM [paliBHAKAaM, a TAaKOX HamieHTaMm abo ix
3aKOHHMM IPEICTABHUKAM CJIi/T TOBIIOMIISTH IIPO YCi BHITAJIKY MTiZIO3PIOBaHMX MOOIYHUX peakuii Ta
BiZicyTHOCTi e(peKTHBHOCTI JIiIKapChHKOro 3aco0y uepe3 ABTOMATW30BaHY iHGOpMaliifHy cucTeMy 3
dbapMakoHarisy 3a nocrianuaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poku.
YmoBu 30epiranns.
36epirary mpu TeMepatypi He Buiie 25 °C B OpUTiHANBHINA YIAKOBIL IJIsl 3aXUCTY BiJ Jii BOJIOTH.

30epiraty B HEJJOCTYITHOMY JUIS TITEH MICHI.

YnakoBka.
Ilo 10 tabnerok y Gmictepi; mo 3 abo 6 GiicTepiB y KapTOHHIN KOPOOITi.

Kareropis Binnycky.
be3 penernra.

Bupoonuk.
KPKA, n.1., HoBo Mecto, Cnosenis / KRKA, d.d., Novo mesto, Slovenia.

Micue3Haxo/keHHA BUPOOHUKA TA agpeca Micls NPOBaI)KeHHA Horo AisljibHOCTI.
[TImap’emka necra 6, 8501 Hoso Mecto, Crrosenis / Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

JlaTa ocTaHHBOrO MeperJsay.
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