SATBEPI)KEHO
Haka3s MinicrepcTBa oxoponu
3popoB’s Ykpainu

fﬁ?f 04 LDZS Ne 773
PeecTpaniiine mocsinuenns
Ne UA/16995/01/01

IHCTPYKIIA
AJIS MEAHTHOT0 32CTOCYBAHASI JIIKAPCHKOT0 3200y

DirebaBen® 500
(Flebaven® 500)

Cknao:

0i04a peuosuna: Ji0CMiH;

1 TabreTka, BKpUTa [LIIBKOBOIO 000IOHKOI0, MIiCTHTE 500 Mr MiKPOHI30BaHOTO JiOCMiHY;
OONOMIdCHI  pevosuHu:  UEMON03a  MIKPOKPHCTATiYHA,  MONiBIHLIOBHIA CIIHpPT, HATpIlO
KPOXMaNbITKOIST (TUII A), TaldbK, MarHiio creapar;

IUTIBKOBa 000JIOHKA: TOJIBIHIIOBHI CIMpT, tuTay giokcun (E 171), makporon 3000, Tanek, 3amisa
okcup xosTuit (E 172).

Jlikapceka popma. TabeTky, BKPUTI MITIBKOBOIO 060I0HKOIO.
Ocnoeni  izuxo-ximiuni  enacmueocmi: KOPHYHIOBATO-XOBTI, JBOOIYKJIi, BKPHTI IUIIBKOBOIO
000IIOHKOIO, KaNcyIIonoAi6Hoi hopMHU TabIeTKHy.

dapMakoTepaneBTHYHA IPyna.

Amnrionporekropu. biodnasoroinm. Kamninspocrab6inizyroui 3acobu. Jliocmiw.
Kon ATX C05C A03.

Dapmakonoziuni enacmueocmi.
Dapmaxoounamixa.

Mexaniszm il
Benomoniuna axmuenicme

JllocMiH 3MEHIIye pPO3TSKHICTH BEH i 3MCHIYE BEHO3HMH 3actiif. JliocMiH MiiBHIIye TOHYC BeH i,
OTKE€, 3MCHIIYE €MHICTh, DPO3TSKHICTH BEH 1 3acTilf KpOBi: BeHO3Ha OKIIO3iiHA pryTHa
IICTA3MOrpadist CBiTIUTE IIPO CKOPOYEHHS! 4acy CIIOPOXKHEHHS BEH.

Kinnesum edextom € 3MeHIIEHH s BEHO3HOT TiepTeHsii y Halli€ATIB i3 3aXBOPIOBAHHSIMHE BEH.
Mixpoyuprynamopna akmugnicmo

JloCMiH 3MeHINye NPOHUKHICTH Kamispie i 30inbIIye KamiisgpHui omip. BiH Takox 4uHHTE
NpOTH3aNaNkHy Jil0, BILIMBAIOYM HA CHHTE3 IIPOCTATIIAH/IMHIE. KonrponroBani moasilino cruimi
KIiHiuHi fochimkenns ACMOHCTPYIOTh CTAaTUCTUYHO 3HAYYIy Pi3HHUIIO MiX A10CMiHOM i mane6o. V
NAIIEHTIB 3 KPHUXKICTIO KaIiIApiB JNIKYBaHHS JiOCMiHOM iBUITYE PE3NCTEHTHICTh KAMiIApiB Ta
3MEHIIye KIiHiuHi npossu. [licng BBemenHs 1 r JIOCMiHY LIOXHS, MOPIiBHAHO i3 3aCTOCYBaHHSAM
I1aIIe00, CIIOCTEPIranocs TakoK 3HIKEHHs IPOHHKHOCT] KAIISPIB, IO BU3HAYATOCS 33 JOLOMOTO0
BHKOPHCTaHHS MI9€HOTO TeXHelieM anms0yminy abo neTusmMorpadii.

Dapmarodunamiyni eghexmu

®apMaxoIOTiuHy aKTHBHICT JiOCMiHY y MOIUHHA GyII0 HiITBEPIKEHO Y KOHTPOJILOBAHUX ITOBIHHO
CHNIMX KITIHIYHUX JOCIIUKCHHAX, a TaKOXK 33 JIOTIOMOT 00 00’ €KTHBHUX Ta KiJIbKICHHX METO.IB
JOCIiKCHHS BILTUBY aKTHBHOI PEYOBHHY Ha BEHO3HY reMOAWHAMIKY.
Bnaug na nimpamuuny cucmemy

Y3rofxeHo 3 martepianami
peecTpaliHoro foch




Miocmin cTUMYMIOE NiM(aTHIHyY aKTHBHICTS, TOKPANYIOYH IPSHAXK IHTEPCTHLIATEHOTO IIPOCTOPY Ta
3611bLIYIOYH JiMbaTHdHui TOTiK. BBeieHns 1 1 miocMiHy moaHs 3MeHIIye maMeTp nmmMdarugHOTO
Kalinspa Ta BHyTplmHLomM(paanHHH THCK, IIOKpAIIyIOUd KUIBKICTh (YHKIiOHyHOUMX
JMiM(ATHYHAX KASPIB Y HAIi€HTIB 3 BAXKKOIO XPOHIYHO BEHO3HOIO HENOCTATHICTIO 6€3 BHPA3oK.
Kniniuna eghexmusnicmo ma 6esnexa

KonTponsoBani moagilno ciini KIiHIYHI JOCITI/UKEHHS IEMOHCTPYIOTh TEpANEBTHYHY aKTHUBHICTE
npenapary It JNKYBaHHs O3HAK TA CUMIITOMIB BCTAHOBJIEHOI XPOHIYHOT BEHO3HOT XBOpOGH 1 st
JIIKYBaHHS T'OCTPOI reMOpOiNabHOT XBOPOOH.

Dapmaroxinemuxa.

Bemokmyesanns

Hicnst nepopanbHOro mpuiioMy TiOCMIH IIBHAKO TiAPONI3yEThCS B KMIIEYHHKY KHAIIKOBOK (IIOPOIO
i BCMOKTYETBCA y BUIVISI HOTO TOXiHOTO arnikoHy — aiocMeTrHy. [lepopansna 6i0f0CTyIHICTb
MiKPOHI30BaHOT'O JIOCMiHY CTAHOBHTE MPHOIH3HO 60 Y%.

Po3znooin

06’eM posnoainy [i0OCMETHHY CTAHOBUTH 62,1 11, M0 BKa3ye HA MIMPOKHiT PO3MO/INI y TKAHWHAX.
biompancghopmayis

HiocMeTnH iHTEeHCHBHO MeTabomi3yeThes 10 GeHONMBHIX KHCIOT ab0 TXHIX MOXIAHMX KOH’FOTATiB
TIIIUHY, SKi BUBOAATHCH i3 ceuero. YV JOaMHI IEPEBAXXHIM METaO0IITOM, SIKHI BUSBIISETLCS B CEYl,
€ M-TiIPOKCU-(eHINMpPONiOHOBa KHCITOTA, IO B OCHOBHOMY BHBOJMTBCSA Y KOH IOTOBaHiH (OpMi.
MertaGonitn, 3HalieHi B MEHIINX KiTBKOCTSX, BKIIOYAIOTH (hEeHONbHI KHCIOTH, 10 BiAMOBI 1aI0Th 3-
TiIPOKCH-4-MeTOKCUOEH30MHIN KHCIIOTI Ta 3-MeTOKCH-4-T1IpoKCHbEHITONTOBI# KACTOTi.
Busedenns -

EniMizanis MikpoHi3oBaHOro miocMiHy BinGyBaerhcs MOpIiBHAHO IIBHAKO, OCKUIBKH IPAGIA3HO
34 % BigMiyeHOi palioOAKTHBHUME peqOBHHAMHU J1034 14C-miocMiHY BHBORMTBCS i3 cedero Ta
dexanismu npotsarom nepmux 24 roguH i HabmmwKaeTses 10 86 % MPOTSATOM MepIIHX 48 romuH.
HpH6J1H3H0 HOJIOBMHA 103U BUBOJUTECS 3 KAJIOM Y BUIILA/II HE3MIHEHOTO JiocMiny a0 Ji0CMETHHY,
TOZA} SIK Il /IBi CIIOJIyKH HE BUBOJISTHCS 13 CEUEIO.

Ilepion HamiBBEBEICHHS JIOCMETHHY NOKA3aB CepeIHe 3Ha4eHHs 31,5 roausm, KONMMBAKOYHUCH Bixl 26
110 43 roquH.

Kainiuni xapakrepucruxn.

Ilokazanna.

CumuToMarryHe JTiKyBaHHS XPOHIYHOI BeHOMM(AaTHIHOT HeXOCTAaTHOCTI (BaXKKIiCTh Y HOTax, Gijb,
HI4H] Cyfomu, HAOPSK Hir, TpodivHi IOpyIIEeHHs, BKIIOYAIOYH BAPUKO3HI BUPA3KH).
CuMnTOMaTHYHE TiKyBaHHS FEMOPOIO.

Ilpomunokazanna.
IlinBuinena 4y TiamMBicTs [0 Oirodoi abo Oyab-s1K0i TOTIOMI>KHOT PEUOBHHH.

B3aemoodia 3 inwumu nikapcokumu 3acobamu ma inwi eudu e3aemodiii.
Hocimxenns B3acMozii He poBogUIHcs. Y TicaspeecTpanifiuuit mepiox mpo B3aEMOi0 JIOCMiHY
3 IHIIMMH JIIKapChKUMHE 3aC00aMH HE TIOBiAOMITSIIOCS.

Ocobnusocmi 3acmocysanna.

3actocyBanHs nikapcekoro 3acoby ®neGaen® 500 mpu rocrpoMy reMopoi He 3aMiHIOE
crenudivHoOl Teparii Ta He MiepeIuKo/pKae TiKyBAHHIO IHITMX MPOKTONONYHIX 3aXBOPIOBaHD. Y pasi
SIKINO YIPOJNOBX KOPOTKOTO KypCy JIKyBaHHS CHMIITOMH INBAIKO HE 3HHUKAIOTh, CIIi HPOBECTH
HPOKTONIOTIYHE 0OCTEXEHHS Ta NEPETIAHYTH TEPAIIIFO.

Ipu mopyIeHHsX BEHO3HOro KPOBOOOIry 61ibin eeKTHBHUM € TIOEIHARHS TepaIlii 3 JOTPUMAHHIM
TaKMX PEKOMEHJaLiH o0 crocoly MUTTS:

® YHHKATH 3aHaATO AOBroro mepebyBaHHS Ha COHIN, TPUBATIOTO HEPYXJIMBOIO MEpeOYBaHHS Ha
HOTax;

®  IiATPHMYBATH 37I0POBY Macy Tina; .
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®  CHi XOJUTH MIIIKM 1 B JESKMX BHIAJKaX HOCHTH CHEIUANbHI MAHYOXH IS IOKpaIeHHs
KpOBOOOITY.

Crin npuAinsaTH 0coONHBY yBary, sKIIO IIPW JIKyBaHHI IOTipIIyeThcs cTad mamienTta. Ile moxe
NPOSBIATUCA Y BMIISIl 3aNaCHHS IIKipH, 3alalieHHs BEH, MiAIIKIPHOTO YIIIIBHEHHS, CUILHOIO
00110, BUpa30K IIKipy ab0 aTHIOBUX CHMIITOMIB (HAIIPHKJIAL MUTTEBE HAaOPIKaHHS OHieT a60 060X
Hir).

®rnebapen® 500 HeedeKTHBHHMH U1 3MEHINEHHS HaOpSAKiB HMXKHIX KiHI[IBOK, BHKJIMKAHHUX
XBOpOOaMu ceplid, IeYiHKu ab0 HUPOK.

3acmocysanna y nepioo eazimnocmi abo 200yeanus 2pydoio.

Bazimuicmy

Baritaum xinkam nikapcekuit 3aci6 ®neGasen® 500 cmix 3acTocoByBaTH 3 obepexuicTio. ITepen
3aCTOCYBAHHSM CJI1Jl IPOKOHCYJIBTYBATHCS 3 JIIKAPEM.

JlocikeHHS He BUSBIIIN TEPaTOTEHHO] il penapaTy; Ipo IMo6idHi ehekTH He MOBiJOMIISIOCS.
I'ooysanns epydodio

Yepes BiaCYTHICTE AaHHX IMOZO MPOHHKHEHHS JIKAPCHKOTO 3aco0y y IPyJHE MOJOKO HE CIif
3aCTOCOBYBATH Y IIE€PioJ] TOAYBAHHS TPY/UIIO.

Depmunvricme

JIOCTi/UKEHHS. PENPOYKTUBHOI TOKCHYHOCTI HA TBAPHHAX IIOKA3alM BifCYTHICTh BILIMBY Ha
GbepTUIBHICTD.

30amuicmy eniueamu na weudxicmo peaxyil npu Kepyeammi aemompancnopmom abo iHuumu
Mexauizmamul.

JloCHi/KeHHsl BIIMBY JIOCMiHYy Ha 3[aTHICTH KepyBaTH aBTOTPAHCIOPTOM a6o iHIIHME
MeXaHi3MaMu He TpoBoguiich. OnHaK, BiAMOBIAHO M0 3aTalbHOTO Mpodimo 6e3Nnekd, JiocMiH He
BIUIMBAE 200 Mae HE3HAYHMH BINIUB Ha IFO 3/ATHICTH. IlamieHTaM ci1if 3BepHYTH yBary Ha 6y ab-aKi
no6iyHi epexTy, nepernivueni y posaini «[To6idni peakiiy.

Cnoci6 3acmocysanus ma 0o3u.

JUIs1 IepopanbHOro 3aCTOCYBaHHS.

INpusnavaerecs gopocmuM. TabeTku citix mpuitMaTy Hij 9ac mpuioMy iKi.

Xponiuna senonimgpamuuna nedocmamuicme

PexomenmoBana 03a cTaHOBUTE 2 TabIETKH Ha 100y OJHOPa3oBo abo PO3NOJiNEH] HA 2 MPHIOMH.
TpuBaiicTs ikyBaHHS HE MeHIIE 4—5 THKHIB.

L emopoidansua xeopoba ‘

JlikyBaHHs €mi30/iB rocTporo reMoporo: 1o 6 TabneTok Ha Ao0y (mpuiiMaTé 1o 3 TabneTky 2 pasu
Ha 100y) ynponosx 4 HiB; HOTIM 110 4 TaGneTkyu Ha 100y (priiMaTy 1o 2 TabneTku 2 pasy Ha 106Y)
npoTsaroM HacTynHux 3 jgmiB. IlinTpumyroda tepamis — 2 TabneTkn Ha n00y (upwitMard mo 1
TabeTni 2 pasu Ha 700y).

TpusamicTe nikyBaHHS BH3HaYae JiKap 3QI€KHO Bil IOKA3aHHS JIO 3aCTOCYBaHHS Ta mepebiry
3aXBOPIOBaHHS (HHB. po31ill « OcOOIMBOCTI 3aCTOCYBAHHAN).

Himu.

Yepes BiACYTHICTh JaHUX NiKapchkuil 3aci6 OnebaBen® 500 He cItif 3aCTOCOBYBATH JiTSM.

Ilepeoosyeanna.
ITpo BunanKy nepeno3yBaHHs He OB IOMIIAIOCS.

Iob6iuni peaxuii.
Iix yac KIiHIYHAX JOCIiMXEHb IPU 3aCTOCYBaHHI JIOCMiHY CIOCTepirammcs TPaH3HTOPHI Mo6iuHi
edexTn MOMipHOi iHTEHCHBHOCTI, TOJIOBHUM YHHOM 3 GOKY KHMIIKOBO-IILIyHKOBOTO TPakKTy (miapes,
JMCIIEHCIs, HyA0Ta, OIIOBaHHS).

YarogxeHo 3 matepiarng
peecTpaLiiHor




Hwxue 3a3maveni moGiuni peakmii, mpo ski moBigomusiocs. 3a 4acTOTOO MOGIUHI peakiii
PO3NOALIEH] TaKUM YHHOM: Ayxe wacto (> 1/10); wacro (> 1/100, < 1/10); mewacto (> 1/1000,
<1/100); pizxo (> 1/10000, < 1/1000); nyxe piakxo (< 1/10000); yacToTa HeBigOMa (HEMOMKIIMBO
BH3HAYHUTH 33 HAIBHOIO iH(POpMAITIETO).

Knacudikaris 3a cucremaMmu oprasis Yacrora [Tob6iuna peakirist
3 60Ky HEPBOBOI CHCTEMH Pigxo 3anaMopoOYeHHS
I"omoBHUI 611
He3ngyxaHHs
3 OOKY ITYHKOBO-KHIIKOBOI'O TPAKTY Yacto Jliapest
Jlucnericist
Hymota
biiroBaHHS
Heugacto Kot

YactoTa HeBigoMa* [bists B abaoMIHABHIN UTIHIT

3 60Ky MIKipH i DiAMIKIpHOT KIITKOBHHHA Pigxo CBepOix

Bucumauus

Kponus’siHka

UYacroTa HeBinoma* JlokanizoBaHuii HaOpsSK o0mHyus, 1y0,
MOBiK. Y BHHATKOBHX BHIIAJKaX —

HaOpsik KBinke

* IlaHi OCTMApPKETHHIOBHX CIIOCTEPEKEHE.

Jeimyeannsn npo nidospiosani nobiuni peaxyii

INoBinomneHHs mpo MOGIYHI peaxiii micis peecTpaii JiKapehKoro 3aco0y Mae BaKIMBE 3HAYCHHSL.
Lle mac 3Mory npOBOIUTH MOHITOPHHI CIIBBiJHOIIEHHS KOPUCTH/PH3MK IIPH 3aCTOCYBaHHI I[LOrO
JiKapchkoro 3acoby. MenwynuMm Ta QapMaleBTHYHUM INpaliBHMKAaM, a TaKoX HamieHtam abo ix
3aKOHHMM IPEJICTABHUKAM CJIiJI OBIIOMIIATH MO YCi BUIIAJKH I1i{03PIOBAHUX MOOIYHUX peakiriit Ta
BiICYTHOCTI €eKTUBHOCTI JIiKapChKOro 3acofy depe3 ABTOMATH30BaHy indopManiiiny cucTeMy 3
(bapmaxoHarisay 3a nmocwianusam: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poxu.
YmoBu 36epiranns.
36epiratu npu Temmeparypi He Buie 25 °C B OpUriHaANbHIM YIAKOBI IS 3aXUCTY BiA Aii BOJIOTH.

30epiraTi B HEIOCTYITHOMY IS AiTEM MiCIIi.

YnakoBka.
Io 15 Tabnerox y 6micrepi; mo 2 abo 4 Gicrepu B KApTOHHIN KOpoOwi.

Kareropisa Bigmycky.
bes penenra.

BupoOunnk.
KPKA, n.x., Horo Mecto, Cnosenis / KRKA, d.d., Novo mesto, Slovenia.

Micne3naxoxeHHs BUPOOHMKA Ta aJpeca MiCIA NPOBAIKEHHS f0ro JisJILHOCTI.
Imap’emka necta 6, 8501 Hoso mecto, Ciiosenis / Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

JaTa ocTaHHBOI0 Meperjasy.
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