IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®nedaseH® 500

(Flebaven® 500)

CKn1ao0:
ditoua pe4oB8uHaA: MiOCMiH;
1 TabneTka, BKpHTa IUIiBKOBOIO 0007I0HKOI0, MicTUTh 500 MI MiKpOHiI30BaHOTO JiOCMIiHY;

0onoMidcHi peyosuHu: 1EJII0JI03a MiKPOKPUCTaIiyHa, IOJIiBiHIJIOBUN CIIUPT, HATPIIO
KPOXMaJbIJIiKOJAT (TUll A), TalnbK, MarHito creapar;

TIiBKOBa 000JI0HKA: MOJIiBiHiNOBUM cnupT, TuTany aiokcup (E 171), makporon 3000, Tanek,
3aJjiza okcup xxopTtuii (E 172).

JIikapcbka ¢opma. TabneTKH, BKPHUTI IIJIiIBKOBOIO 000JIOHKOIO.

OCHOBHI (pi3uKo-XiMiYHI 81acMuUBOCMI: KOPUYHIOBATO-KOBTI, IBOOIYKJIi, BKPUTI IIJIIBKOBOIO
000JI0HKOI0, KaIlCynomnofioHol popmu TabnIeTKH.

®dapMakoTepaneBTUYHA Ipyna.
Awnrionpotektopu. biopnaBonoigu. Kaminsgpocrabinisytooui 3acobu. [Jiocmin.

Kog ATX C05C A03.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Mexani3M mii

BeHOmoHIYHA akmusHicmb

[liocMiH 3MeHIIly€e PO3TIXKHICTh BEH i 3MEHIIye BEHO3HUY 3acTid. [IioCMiH MigBUIlly€e TOHYC BEH i,
0TXKe, 3MEeHIIy€e EMHICTh, PO3TSXKHICTh BEH i 3aCTiil KPOBi: BEHO3HA OKJIIO3iHA PTYTHA
nnetusMorpadis CBigYUTh IPO CKOPOUYEHHS YacCy CIOPOKHEHHS BEH.

Kinmesum e(heKTOM € 3MEHIIEHHSI BEHO3HOI TinepTeH3il y malieHTiB i3 3aXBOPIOBAHHSIMHU BEH.



MiKpouupky1amopHad dKmusHIiCMb

IiocMiH 3MeHIye TPOHUKHICTh KaliNsapiB i 30inblye KamingpHul omip. Bid TaK0XK YUHUTH
IIpOTHU3ananbHy [Ail0, BIJIMBAIOUYM Ha CUHTE3 MPOoCTariaHanHiB. KOHTPOIbOBaHi MOABIMHO CIimi
KJTiHIYHI JOCTiIXKeHHs TeMOHCTPYIOTh CTAaTUCTUYHO 3HAUYIIY Pi3HUINO MiX miocMiHoM i mname6o. Y
Malll€eHTIB 3 KPUXKICTIO KaIIsApiB JIiKyBaHHS OIOCMIHOM ITiABUINY€E PE3UCTEHTHICTD KallisapiB Ta
3MeHIye KJIiHiYHi npossu. [liciag BBefeHHA 1 T HioCMiHYy IIOOHS, IIOPIBHAHO i3 3aCTOCYBaHHAM
nane0o, CIIoCTEPIranocs TakKoXK 3HUKEHHS IIPOHUKHOCTI Kamiasgpis, 10 BU3HAYAJIOCS 3a I0IIOMOT 00
BUKOPUCTAHHS MiYeHOT0 TexHellieM ansOymiHy abo muetusMorpadil.

®apmakoOuHamivHi ehekmu

®apMakonoriyHy aKTUBHICTE AiOCMIiHY y TIOAUHY OYJI0 MiATBEPAXKEHO ¥ KOHTPOJILOBAHUX MTOABIMHO
CHINMX KITiHIYHUX OOCITIMXEeHHIX, a TAK0XK 3a MOIIOMOT0I0 00'€KTUBHUX Ta KiIbKiCHUX METOMiB
OOCIiI?KEeHHS BIIJIUBY aKTUBHOI PEYOBUHM Ha BEHO3HY reMOJMHAMIKY.

Bnaus Ha aimpamuyHy cucmemy

iocMiH cTUMYJIIO€E NTiM(paTUYHy aKTUBHICTh, IOKPAIyIYX OPeHaX iHTepPCTULiaIbHOTO IPOCTOPY Ta
306inmbinytoun giMbaTUYHUY OTIK. BBeieHHs 1 T mioCcMiHy IIOAHS 3MEHINyE AiaMeTp JiMbaTUIHOTO
KalliJigpa Ta BHYTPIMHbOIIMGaTUYHUYN THCK, TOKPAIIyI0UH KifTbKICTh QYHKIIOHYIOUUX JTiM(paTUIHUX
KaIinsapiB y naieHTiB 3 BaXKKOI0 XPOHIYHOI0 BEHO3HOI0 HEJOCTATHICTIO 6e3 BUPa30K.

KiiHiuHa e(pekmusHicmb ma be3neka

KoHTpoipoBaHi MOABIMHO CIIiMi KITiHIYHI AOCTIIXKEHHS IeMOHCTPYIOTh TepalneBTU4YHy aKTUBHICTh
mpernapary [Jis JTiKyBaHHS 03HAK Ta CUMIITOMiB BCTAHOBJIEHOI XPOHIYHOI BEHO3HOI XBOPOOH i st
JiKyBaHHS TOCTPOI TeMOPOifianbHOI XBOPOOH.

dapmakokiHemuxka.

BcMoxkmyeaHHA

[Ticng mepopanbHOTO NPUMOMY HIOCMiH MIBUAKO TiPOII3yEThCA B KUIIEUHUKY KAIIKOBOIO (JIOPOIO i
BCMOKTYETHCS y BUTJISA1 MO0 MOXiAHOTO arylikoHy — aiocMeTHHY. [lepopanbHa 6i000CTyIHICTD
MiKpOHi30BaHOTO iOCMiHY CTaHOBUTH MPubOIU3HO 60 %.

Po3nodis

O06’eM po3MOAiNy AioCMEeTUHY CTaHOBUTH 62,1 71, 1110 BKa3ye Ha MKUPOKUM PO3MOMiN Y TKAHUHAX.

biompaHchopmauis

HiocMeTHH iHTEHCUBHO MeTaboi3yeThCs 10 GEeHOMbHUX KUCIOT abo IXHiX MOXiTHUX KOH 10TaTiB
TTIUHY, SKi BUBOOATHCSA i3 cevero. Y NIOAWHY TTepeBakHUM MeTaboIiTOM, SKUi BUSBISETHCSA B CEUi,
€ M-TigPOKCU-PEeHINIPOIiOHOBA KHCIIOTA, III0 B OCHOBHOMY BUBOJUTLCS Y KOH'IOTOBaHi# GpopMi.
MeTaboriTH, 3HakIeHi B MEHIINX KiJTbKOCTSX, BKJIIOUAOTh ()eHOJIbHI KUCIOTH, 110 BigmOBiTaoTh 3-
rimpokcu-4-MeTOKCUOEH30MHiN KUCIOTi Ta 3-MeTOKCH-4-TigpoKCcHu(eHinouTOBIN KUCIOTI.

BusedeHHs

EniMiHarisi MiKpoHi30BaHOTO [iOCMiHY BigOyBaeThCS IMOPIBHSIHO IIBUAKO, OCKiIbKY IPUOIU3HO 34
% BimMideHOl paflioaKTUBHUMU pedoBrHaMU 0031 14C-giocMiHy BUBOOUTLCSA i3 cevero Ta deKamisiMu



IPOTSATOM Iepmmx 24 rofuH i HabnuxaeTbes 0o 86 % nporarom nepmux 48 rogus. [TpubnusHo
TIOJIOBHHA 103U BUBOOUTHCS 3 KAJIOM Y BUTTISII HE3MiHEHOr0 JiocMiHy abo miocMeTHHy, TOMi K Ii oBi
CIIOJIyKY He BUBOIATHCA 13 CeUero.

[Iepion HamiBBUBEOEHHS OIOCMETHHY II0Ka3aB CepefHe 3HaueHHd 31,5 roguHU, KONUBAIOYUCH Bif 26
0o 43 ropuH.

KriniuHi XxapaKTepHCTHKH.
Iloka3anns.

CuMInToMaTH4HE JIiIKyBaHHS XPOHIYHOI BEeHOIIM(paTUYHOl HeIOCTaTHOCTI (BaXKKiCTh y HOTaX,
6inb, HiYHI cymoMu, HAOPSK HIir, TpodiuHi MOpPyIIeHHs, BKIII0Yal0Yl BapHKO3Hi BUPa3KH).

CuMnTOMaTU4YHE J'[iKy'BaHHH reMOopoIo.

IIpomunoka3aHHA.

[TigBuIieHa YyTIUBICTE [0 Ai040l ab0 OyOb-IKO1 JOIOMiKHOI peYOBUHH.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

HocnifkeHHS B3a€EMOIil He IPOBOOUNHUCS. Y MiCAspeecTpalilHuM epiof IPO B3a€EMOMI0 OIOCMIHY 3
iHIITUMM JTIKapCbKUMHM 3aC00aMu He TTOBiIOMIISIIOCS.

Oco6.1ueocmi 3acmocyeaHHsi.

3acTocyBaHHS NiKapchkoro 3acol0y ®nebaBeH® 500 mpu rocTpoMy remMopol He 3aMiHIOE
criennGpivHOl Teparil Ta He ITepPemKOAXKae JTiIKyBaHHIO iHIIWX IPOKTONIOTIYHUX 3aXBOPIOBaHb.
Y pasi gKI10 yIpomoBK KOPOTKOTO KYPCy JiKyBaHHS CUMIITOMM IIBUIKO He 3HUKAIOTh, CIIif
IIPOBECTH IIPOKTOJIOTiYHE 00CTeXKEeHHS Ta MEPETISHYTH Teparriio.

[Ipu mopyIIEHHSIX BEHO3HOT'0 KPOBOOOITY Oinbill eeKTUBHUM € MTOENHAHHS Tepartii 3
NOTPUMaHHSM TaKUX PEKOMeHAAlil MOoA0 CIoCco0y XKUTTS:

YHHUKATHU 3aHAATO OOBIOro nepe6yBaHH;{ Ha COHI_Ii, TPHUBAJIOTO HEPYXJIUBOTO nepe6yBaHH;[ Ha
HOrax;

MiOTPUMYBATH 3MOPOBY Macy Tifa;

CITii XOOUTH MIlIKY 1 B IesIKUX BUIIAaAKaX HOCUTH CHelllalbHi TaHY0XU AJId MOKPalleHHT
KpPOBOOGITy.

Cnip npupinsatu ocoO6NuBy yBary, SKILIO IPH JIiKyBaHHI MOTIPIIyeEThCS CTaH nalieHTa. Lle
MOXKe IIPOSBIATUCS Yy BUTJIAA] 3allajieHHd LIKIpH, 3allajieHHs BEeH, MigIKIPHOTO YILiIIbHEHHS,



CHUIILHOTO 60JII0, BUPA30K IIKipx ab0 aTHIIOBUX CHMIITOMIB (HAlIPHUK/IA[ MATTEBe HAaOPsSKaHHS
opHiel a00 000X Hir).

®nebaBeH® 500 HeeheKTHBHUM [IJIST 3MEHIIIEHHS HaOPSKiB HUXKHIX KiHIIIBOK, BUKIUKaHUX
XBopoOaMu cepllsd, IediHKu abo HUPOK.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaeimHicmb

BaritHuM xkinkam nikapcekuit 3aci6 @mebaBeH® 500 ciig 3acTocoByBaTH 3 00epexHicTiO. [Iepen
3aCTOCYBaHHSAM CIIi[l IPOKOHCYJIbTYBaTUCSA 3 JIIKapeM.

HocnimKeHHS He BUSBUIN TEPATOTeHHOI il mpenapaty; mpo nobiuHi ehekT He MOBiIOMIISAIOCS.

T'odyeaHHA 2py0d0io

Yepes BiACYTHICTh JaHUX 100 MPOHUKHEHHS TiKapChKOro 3acoby y TpygHe MOJIOKO He CITif
3aCTOCOBYBATH y Iepiof rogyBaHHs I'PYALLO.

PepmuabHicmb

HocmimKeHHS PEMPOAYKTUBHOI TOKCUYHOCTI HAa TBAPUHAX ITOKA3aJIH BiICYTHICThH BIJIUBY Ha
(hepTUIbHICTE.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

HocmimKeHHS BIJIMBY MiOCMiHY Ha 3MATHICTh KEPyBaTH aBTOTPAHCIIOPTOM abo iHIIMMM MeXaHiZMaMu
He mpoBogunrchk. OgHAaK, BiATIOBIMHO M0 3arajbHOTo mpodimto 0e3mneku, JiocMiH He BIJIUBAE a00 Ma€
He3HaYHWY BIIJIUB Ha ITI0 3[aTHICTh. [lalieHTaM ciifi 3BepHYTH yBary Ha OyOb-siKi mo6iuHi epeKTH,
nepenideHi y po3nini «I1o6iuHi peakirii».

Cnoci6 3acmocyeaHHss ma do3u.
Il71s1 IepopabHOro 3aCTOCYBaHHS.
[TpusHavaeThCcsa gopocnuM. TabneTKu CIif MpuiMaTH Mif 4ac IpuioMy ixi.

XpoHiYHa 8eHoaiMpamuyHa HedocmamHicma

PexkoMeH[0BaHa no3a CTaHOBUTH 2 TabmeTKy Ha K00y OAHOPa30Bo abo PO3NoLineHi Ha 2 IPUHOMU.
TpuBasnicTs 1iKyBaHHS He MeHIle 4-5 TUXHIB.

TemopoidaavHa xeopoba

JIikyBaHHS eImi30fiB roCTPOro reMopoio: 1o 6 TabneTok Ha fo0y (mpuiiMaTH Mo 3 TabeTKu 2 pa3u Ha
no0y) ynpomgoBxk 4 fHiB; moTiM 110 4 TabneTku Ha goOy (IpuiiMaTH o 2 TabneTKu 2 pa3u Ha [o6y)



IPOTSATOM HacTynHux 3 gHiB. [linTpuMytoda Tepamisa — 2 TabneTku Ha 0oOy (mpuiiMatu o 1 tabnerii
2 pa3u Ha go0y).

TpuBamicTh NiKyBaHHS BU3HAYa€ JlikKap 3a/ie’XKHO Bifl TOKa3aHHA 10 3aCTOCYyBaHHS Ta nepeodiry
3axXBOPIOBAHHS (OUB. Po31in «OcoBIUBOCTI 3aCTOCYBAHHS»).

Himu.

Yepes BifACYTHICTh JaHUX NiKapchkuii 3aci6 ®mebaBeH® 500 He CIIif 3aCTOCOBYBATH [iTIM.

Ilepedo3yeanHns.

[Ipo BUnapxKu mepeno3yBaHHS He IIOBIOMIISAIIOCH.

ITo6iuni peakuii.

[Tig yac KIiHIYHUX DOCTiAXKEeHb IPU 3aCTOCYBaHHI IiOCMiHY CIlOCTepiranucs TpaH3UTOPHI mo0ivuHi
eeKTH mOMipHOI iIHTEHCUBHOCTI, TOJIOBHUM YMHOM 3 GOKY KHUIIKOBO-IIJTYHKOBOTO TPAKTY (Oiapes,
OMCIIEeNCisl, HymoTa, OMI0BaHHS).

Huxxue 3a3HaveHi mobiuHi peakiril, mpo sKi MoBiOMIIsII0Cs. 3a 4acTOTOI0 Mo0iuHi peakxiii
PO3MOfiNieHi TaKUM YMHOM: AykKe 4dacTo (= 1/10); wacro (= 1/100, < 1/10); HewyacTo (= 1/1000,
< 1/100); pigkro (= 1/10000, < 1/1000); myxe pigko (< 1/10000); yacToTa HeBigoMa (HEMOKIIUBO
BU3HAYUTH 3a HasBHOWO iH(opMaIii€io).

Knacudikallis 3a cucteMaMu OpraHis HacToTa [ToGiuHa peaxiiis
3 60Ky HEPBOBOI CUCTEMHU Pigxo 3anamMopo4YeHHs
| [omoBHMIA OiNb
HesgyxaHHSA
3 60Ky ITYHKOBO-KMIITKOBOTO TPAKTY acTo Hiapes
| [ucnencis
| Hynora
| btoBaHHS
| HeuyacTo Komit
[JacToTa HeBimoMma* Binb B abmoMinaneHiA ginsgHIi
3 60Ky IKip¥ i migUIKipHOi KITITKOBUHU Pinko CBepbix
| Brcunanas
| Kponus'ssHKa
[JacToTa HeBigoma* JTokamizoBaHUY HAOPSIK 00MUYYs, T'y0, MOBIK.
Y BUHSATKOBUX BUIMTaKax - HAOPsIK KBiHke

* HaHl IIOCTMAPKETUHTOBUX CIIOCTEPEXKEHE.

38imyBaHHA npo ni003preaHi nobiuHi peakuii



[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry MPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI ILOTO
JiKapchbKOro 3acoby. MeguuHuM Ta ¢hapMalleBTUYHUM IIpalliBHUKAM, a TAKOXK IaliieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX MOOIYHUX Peakilii Ta
BifiCcyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy CUCTEMY 3
(dbapMakoHarnsany 3a nocunaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 POKH.

YmoBH 30epiranns.

30epiraTu npu TeMnepaTypi He Bullle 25 °C B opuTiHabHilM yIIaKOBI AJIS 3aXUCTY Bif il
BOJIOTH.

30epiratu B HEAOCTYIHOMY OJIS1 OiTE€W MiCIIi.

YnakoBka.

[To 15 Tabnetok y GiicTepi; mo 2 abo 4 6ricTepu B KapTOHHIM KOPOOIIi.

Kareropis Bigmycky.

Be3s pernenra.

BupoOHHUK.

KPKA, n.m., HoBo mecto, CnoBenis / KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca MicIsi IpoBaIXKeHHs HOro Iis/IbHOCTI.

[IImap’emka necta 6, 8501 HoBo mecTo, CnoBeHisi / Smarjeska cesta 6, 8501 Novo mesto,
Slovenia.



