3ATBEPKEHO
Haxas MinicTepcTrBa 0XOpOHH
300pOB’s1 YKpaiHu
01.08.2018 Ne 1422
PeecTpaniiine mocsixueHHst
Ne UA/8590/01/01

3MIHU BHECEHO
Haxka3 MinicrepcTBa 0X0pOHH
3710poB'st YKpaiHu

0B8.Qf S No L850

IHCTPYKIIA
U1 MEAMIHOT0 32CTOCYBAHHS JIKAPCHKOro 3aco0y

GJIEBOJIIA 600
(PHLEBODIA 600)

Cknao:

ditoua pevosuna: riocMin (diosmine);

1 TaGeTKa MiCTHTH Ai0CMiH, 10 Bifnosigae 600 Mr giocMiny G€3BOJIHOTO YHUCTOTO,

Qonomisichi  pevoeuny: TENI0NI03a MIKpOKpHCTANiuHa, TalbK, KHCIOTA CTeapHHOBA, KPEMHiI0
miokewn KonoimHuil rimpodobuui, o6onoHKa (rimpomenosa, LEJI0I03a MiKpOKpHCTalIiyHa,
makporony creapar 400), Opaglos 6000 (sick manbMOBHH, BicK OKONHHUN Oinmuii, ryMinak,
etanon Oe3pomHuil), GapBHEK Sepisperse (komreninb 4epsoma A (E 124), mpoIiNeHriKonb,
rimpomenosa, turany giokcun (E 171), 3aniza oxcun uepsonuii (E 172), 3anmiza oKCH 9OpHHH
(E 172))

Jikapcoka popma. TabneTku, BKPHTI ITiBKOBOIO 000/10HKOIO.
Ocnoeni (hizuko-ximiuni eénacmusocmi. TabICTKH, BKPHUTI TUTIBKOBOIO OOOJIOHKOIO, POIKEBOTO
KOJIBODY.

dapMakoTepameBTHYHA  rpyma.  AHTIOHNPOTEKTOPH. Kaminspocrabinisyroai  3acobu.
Biopnasonoimu. Kog ATX CO5C A03.

Dapmaxonozivni 6nacmueocmi.
Dapmaxoounamixd.
BeHOTOHIK Ta aHTOMPOTEKTOP, SIKHI OKpallye BEHO3HHH BLATIK, TILIBHIY€E PE3UCTEHTHICTh CYIUH
i 3HIKYE IXHIO IPOHUKHICTh, YAHHTD IIPOTHHAOPSIKOBY Ta IPOTH3ANAIBHY JUIO.
®nebonia 600 miBHILYE TOHYC BEH Majuoro Kamibpy, 3a paxyHOK 40ro IOKpaliye BEHO3HUH BIITIK
ta niMparauEEi JpeHax. BeHosHuil TOHyC UiBHITYETHCA 3aB/UIKH IiJICHIIEHHIO TPOIHOCTI
NPHCTIHKOBOrO HOpaJpeHaliny 10 MIOLHUTIB BeH (mijummye cHHTE3 Ta/abo BMBUIBHCHHS
HOpajipeHaiy; iHrioye aKTHBHICTH karexon-O-MeTrITpacdepast; TOMIPHO 3HIKYE AKTHBHICTDH
docomiectepasn). CyIHMHO3BYXyBalbHa Jiisi Ipenapary CTOCYETBCA TIIBKK BEHO3HOI'O Ta
nimarugnoro pycna. Ilpemapar He BIDIMBAa€E Ha TOHYC aprepiit. ¥ teapun ®nebonia 600 mokpamrye
TpohiKy TKaHHH Ta MiKPOITHPKY JISIIIIO, 3MEHILY € HaOpsK TKAHAH 3@ PaXyHOK 3HHKCHHS IPOHHKHOCTI
KamiIpiB Ta MiABULIEHHS IX pesucTeHTHOCTI. IIpemapar YMHATH [OMIpHY AHTHArperaHtHy Ta
NpoTH3aNmaNbHy  Jifo. Y  JIOJHHH IPOTH3ANANBHAN  epEKT — pealisyeThes — 3aBJSKH
AHTMKOMIULIMEHTAPHIH aKTHBHOCTI, TaJbMyBAaHHIO ~PCaKLl BUBLIPHEHHS II€POKCHA-aHIOHIB,
3HIDKEHHIO TIPOMYKIlil JeHKOTpieHiB.
[IpoBeneni mocimipkeHHs (hapMako[MHAMIKH Y JIHOfEH TOKAa3aaH HMIKUe3a3HaueHl BIIACTHBOCTI
Ipernapary.
Benomoniuni anacmusocmi, axi 6yny npo0emoncmposaui 6 Kiiniunii (apmakonoaii. ;
Y3ropxeHo 3 MaTepianamu J ) 1
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o [locmmoe CyaMHO3BYKyBaJbHY IIIO afpeHalliny, HOpaJpeHalliHy Ta CEPOTOHIHY Ha IOBEPXHEBI
BEHH BEPXHIX KiHIIIBOK a00 Ha i30JIb0BaHy IiAIIKIpHY BEHY.

e [lixBunrye BeHO3HHMH TOHYC, IO MiATBEP/DKYETHCS UULIXOM BHUMIpPIOBAHHS BEHO3HOI €EMHOCTI 3
BHKOPHCTaHHSAM T€H30MEeTPHYHOI IuleTH3Morpadil; 3MeHIITye BEHO3HHIH cTas3.

* BeHOTOHIUHHIT €eKT € 10303aIeKHUM.

e 3MeHIIy€e cepeHil BEHO3HUH THCK (K B CHCTEMI IIOBEPXHEBHX, TAK 1 B CHCTEMI INIMOOKHX BEH),
10 IIPOJEMOHCTPOBAHO B IIOJBIHHO CIiOMY IOCII/DKEHH] B MOPiBHSHHI 3 tane0o I1iJi KOHTPoJIeM
nomneporpadii.

e[linpuimye cucroymiunui Ta jiacToNiuHuil aprepianbHmil THCK y pasi micisonepariiHol
OPTOCTATHYHOI I1II0TEH3il.

® BusBsg€ €)EKTUBHICTD 1iCIIsI BEHEKTOMII.

AneionpomexmopHi enacmugocmi:

o [TiBHIIEHHSI PE3UCTEHTHOCTI KAIILIAPIB € 0303AIEIKHIM.

Dapmaxoxinemuxa.

AbcopOmist

Ilicns mepopaypHOrO mpHItOMY JHKApCHKOro 3aco0y JMiocMiH MeTaboi3yeThest GakTepismu
KMIIEYHHKY 3 YTBOPEHHSM JiocMeTHHY. IIOTiM [JioCMETHH BCMOKTYETHCS 1 BHSBISETBCS B
KOMIIaPTMEHTI KpoBi y (hOpMi INIIOKYPOHIIHHX KOH’IOraTiB i cyiab(okon’roratis. bBylio Bu3HaveHo,
110 OCHOBHHM MeTabO0JiTOM Ji0CMiHY € JIoCMeTHH-3-O-TIIOKYpOHiIL.

MakcumanpHa KOHIEHTpAIlisl B IJIa3Mi KpOBI JocAraeTbes uepe3 12—15 rofwH michis mpHitomy
JTKapcBKOTo 3ac00y.

Po3mogin )

B xoni (apMakoKiHETHYHUX JOCIIKEHD i3 3aCTOCYBAHHAM JiOCMIHY, MiYEHOTO C! Bcranosineno,
IO Y TBAPHH NIpenapar MBUIKO BCMOKTYETLCSA 31 IIITYHKOBO-KHINKOBOI'O TPAKTY Ta BCTAHOBJICHO,
IO J{IOCMiH PIBHOMIPHO PO3IOIIISETHCS ¥ BCIX MIapax BEHO3HOT CTIHKH, IEPEBAXKHO B TIOPOIKHUCTHX
BEHaX, MiJMIKIPHUX BeHaX HIDKHIX KiHI[IBOK, MEHIIOK MIpOI0 — B HHpKaXx, IeUiHIi Ta jiereusx. B
IHIIMX TKaHHHAX TIPEIapaT BUSBISIETHCS B HE3HAUHIN KibKoCTi. BubipkoBe HAKONHUYEHHS HIOCMIHY
Y CTiHKaX BEHO3HMX CYIHH JOCSTae MakCUMyMy Ha 9 TOIMHY IICIISl IPHHOMY 1 TPUBAE MPOTITOM
HACTYIHHUX 96 roJIuH.

Busenenns

Y TBapuH mikapchkKHi 3aci0 BHBOIMTHCA i3 ceuero (79 %) Ta 3a JOMOMOrOI €HTEPOrernaTHYHOL
mupKy i 13 kamom (11 %) 1 xxoBuio (2,4 %).

VY monei 110CMiH BUBOAHTHCSI i3 CEUCIO 1 BUSBIIAETHCS Y BUTIIAI HiocMeTHH-3-O-TIIIOKY pOHITY.

Kuinigai xapakTepucTHKH,

Ilokazanna.

* Komnnexcne nikyBaHHs QyHKIIIOHAJBHHX CTaHIB, IO CYIPOBOJPKYIOTHCS ITi/IBUILIEHOIO
IIPOHUKHICTIO KAITiJISPIB,

» JIikyBaHHS CHMITOMIB BEHO3HOI Ta JIIM(paTHYHOI HEIOCTATHOCTI, B TOMY YHCJIi: BIT9yTTS
BAXKKOCTi B HOTax, HabpsKy, 6ol Ta TpodiuHKX po3IamiB.

* JlikyBaHHs ()yHKLIOHAJIEHUX CHMIITOMIB I'OCTPOTO TEMOPOIO.

IIpomunoxazanna.
I'inmepuyTnuBicTe 10 Ai0490i peyoBuHH abo J0 Oyab-sikoi 3 JOIMOMDKHHX PEUYOBHH JIKapChKOIO
3aco0ly.

B3aemodin 3 inmiumu nikapcokumu 3acobamu ma iHwii ¢uou 63aemooiil.
JliocMiH MO>Ke IIOCHITIOBATH CYIHHO3BYKYBaIBHY JHIO afpeHATIHY, HOpagpeHaiHy.

Ocobnugocmi 3acmocyeanHs.

XpoHiyHa BeHO3Ha Ta jiMdarHyHa HepocTaTHicTh, [lei mikapepkuil 3acib HalGuIBIN eeKTHBHUH
IIPH JIOTPUMAaHHI 37T0poBOT0 ¢rocoby sutta. Ciig yHHKATH TpHBANOro nepeOyBaHHS Ha COHIU Ta
neperpiBy, TpuBasoro nepeOyBaHHs y IOJOKEHHI CTOSAYH ab0 CHISYH, IIAHATTS Ha,HMlpHOI BarH.

Y3rofeHo 3 MaTepianamu
PeecTpaLiiHoro 4OCkE




[Tporyisuky niuku Ta y JESKHX BHIIAAKaX HOCIHHS MEIMYHMX CTIEMiaNbHIX HiITPUMYIOYHX HaHdiX
CHPHUSIOTH HOpPMaJli3allii MiKpOIMpPKyJIALIT Ta HiABALTYIOTH KPOBOOGIT.

I'octpuil _remopoi#i. 3acrocyBaHHs IpemapaTy He 3amimioe cmenudiumoi Tepamii  inmmx
IPOKTOJIOTTYHHX 3aXBOPIOBAHb Ta He NEPEIIKODKAE JIKYBAHHIO iHIIIHX 3aXBOPIOBAHb.

JIikyBaHHS IPOBOJISITH KOPOTKHM KYPCOM.

SIKIO CHMIITOMY He 3HHKAIOTS I/l KOPOTKOTO KYPCY, CJIiJl IPOBECTH MPOKTONOTUHE 06CTEKEHH S
Ta TEPETJITHY TH TEPAIilo, 0 MPOBOAUTHCSL.

Leit nikapcpkuit 3aci6 MicTHTh KoueHins yepBony A (E 124), sixa Moxke CIPHYMHHTH alepridHi
peaxuii.

3acmocyeanna y nepioo eazimmocmi abo 200yeannus zpyoow.

B xoni €KCIICPUMEHTAIbHIX JOCTIDKEHb Y TBApUH He OYJIO BHSIBIEHO TEPATOTEHHOTO BIUIMBY
,HlOCMlHy Ha I Y KIiHiIHIE npakTani He Gyo HOBifoMIIEHD Tpo 6yab-gKi Mo6idHi edextn npu
JMIKyBaHHI NPENapaToM BATiTHHX XKIHOK. BariTHUM >iHKaM CIJ 3aCTOCOBYBATH 3 0GEpPEXKHICTIO.
Ilepen 3acTocyBaHHSM MPOKOHCYNBTYHTECS 3 JiKapeM. 3 METOIO 3acTEPEKEHHs GaKaHO YHHKATH
3aCTOCYBAHHs JIKapCHKOT0 3ac00y B IIEPiojl BariTHOCTI.

Hepes BiACYTHICTD MAaHMX 100 NPOHAKHEHHS MPENApaTy B TPYJIHE MOJOKO 3aCTOCYBAHHS LBOIO
npenapaTry y Nepioj TOQyBaHHS TIPYIUI0 HEoOXinHO yHukarH. PilleHHS IMOJO NpHIMHEHHS
TOJyBaHHS TPYJUII0 a0 IIPHIIMHEHH:/BIIMOBH Bifl JIIKyBaHHs JKapchkuM 3acoboM Diebojia 600
HeoOXiIHO pUIiMaTH, BPaXOBYIOTH KOPHCT IPY{HOTO BUTOY BAHHS LTS IUTHHH Ta KOPHCTH Tepalii
JUISL KIHKH.

30amuicme eniusamu na weudkicmv peakyii npu xepysawui asmompancnopmom abo
IHWUMU MexXanizmamu.

KoaHuX NOCHi/DKEHb MO0 BIUIEBY IiOCMIHY Ha 3/aTHICTh KepyBaTH aBTOTpaHcroproM abo
IpalioBAaTH 3 IHIIHMH MeXaHisMaMH He nposojminocs. Ilompu me, srigmo 3 mpodizem 6esnexn
AlocMiHy B pisHHX KpalHax CBiTY, Jikapchkuit 3aci6 ®rebosia 600 HesHauHO aGo B3araii He BILUIABAE
Ha WIBHJKICTh peaKIlii mpy KepyBaHHI aBTOTpaHCOpToM a6o poGOTi 3 IHIIMMH MeXaHi3MaMH.

Chnoci6 3acmocysanna ma 003u.

Jl71s mepopasibHOTO 3aCTOCY BAHHS.

Jlo3yBanHs

* llpu BenosHidf Ta snimdaruuniit _HemocrarHocri: 1 TaGmeTka Ha 106y MiA 4yac npuiomy DKi.
Tpusanicts xypcy NiKyBaHHs BH3HAYa€ JiKap 3aleXHO Bij nepebiry 3axBoproBamms. Ilepumi
CHMIITOMH 3HUKAIOTB ITiC/IA IEPIIOT0 Micsl JTiKkyBauHs. JIIKyBaHHS MOKe TIOIOBXKYBATHCA Bif 1
10 6 micsanis. CepenHs TPHBAICTE JIIKYBAHHSA CTAHOBHUTD 2 -3 MiCSII.

o llpu rocrpomy remopoi: 2-3 Tabnerku Ha mo6y mijx yac mpuitoMy Dxi mpoTsroM 7 mmiB. SIKio
IiCJIs JIIKyBaHHS CHMIITOMH I'€MOpOIO HE 3HHKAIOTh, CIIJi 3BEPHYTHCS O JIKaps JUIsi KOPEeKIii
JiKyBaHHs. MakcumaisHa 10608a 103a — 1800 mr (3 Tabaerkn).

Aimu.
besnexa Ta edexrtuBnicTs JiKapebkoro 3acoby ®iebomia 600 s miTeit Ta mimmiTKIB (BikoM mo 18
POKiB) He BCTaHOBIICHI, TOMY JiKapChKHi 3acif He 3aCTOCOBYIOTH HITSIM.

Hepeoosyeanna.
IIpo BumazKH nepe103yBaHHS Mperapary He MOBiIOMIISIOCS.

Ilob6iuni pearuii.

3 boKy WITYHKOBO-KUUKOBO20 MPAKNLY:
gacTo (= 1/100 < 1/10): 6ine y sxuBOTI;
Hevacrto (= 1/1000 < 1/100): 3ayTTs sxuBoTa, Hiapes, AUCIIENCis, Hy10Ta;
pinko (> 1/10000 < 1/1000): 6noBanHs.
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Y IOOJNMHOKAX BHNA/KaX IUIYHKOBO-KHIIKOBI DO3NAMM PIAKO MPH3BONATH [0 [PHIMHEHHS
JiKyBaHHS,

Huist 3SMEHIIEHHS YacToTH MOGiuHKX peakuili Heo6Xi/HO npuiMaTH MKapchKriA 3aci6 pazoM 3 Tikero.
3 6oxy wixipu ma niouwKipHoi Kiimkoeunu:

Hewacro (> 1/1000 <1/100): amepriumi peaxuii, Taki sk BucHm, cBepbiX, KpOIMB’IHKA,
AHTiOHEeBPOTHYHHUI HaGpSIK.

ToBijoMIIeHHES T1pO IiKO3pIOBaH MOGIYHI peakii

BaxuBO MOBIZOMJIATH PO mimosproBami moGiumi peakmil miciis OTPUMAaHHS peecTpaniiHoro
NOCBINYeHHs Ha Jiikapcekuif 3aci6. Ile mae 3Mory 3miffcHroBaTH mocTiiiHmit MOHITOPHHT
CHiBBIIHOIIEHHSA KOpI/ICTb/pHSHK 3aCTOCYBaHHsI 1bOTO JIiKapchkoro 3acoby. Cremiamictam cdepu
OXOPOHH 3JI0POB’SI CI1i /I TIOBiIOMIIATH IPO Gy b-5IKi 111103pIoBani noGiuHi peakiii yepes HarioHAIBHy
indopmaniiiny cucreMy 3 GpapmakoHarsIy.

Tepmin npuoamnocmi. 5 poxis. He 3acTocoByBaTH Tpemapar Imicis 3akiHUeHHS TepMiHy
OPUIATHOCTI, 333HAYEHOT'0 Ha YIIaKOBII.

Ymosu 30epiranns.

366p1ram B OpHTiHaNBHIN ymakoBli mpu Temueparypi He Bume 25 °C y HeJOCTYIHOMY IS
aiTei micrri.

Ynakoska.
Io 15 rabnerox y 6mictepi, o 1 a6o 2 Gricrepu y KapToHHii KOpoGIi.

Kareropis Bignycky. bes penenra.

Bupoonux.
Iunorepa Ilysi, ®pannis/Innothera Chouzy, France.

MicnesHaxop:keHHs: BUPOOHHKA Ta aJpeca Micust HpoBaIKeHHs HOro JisiLHOCTIL
Pio Pene Illanrepo, Illysi-ciop-Cic, Basmoap-crop-Cic, 41150, ®panuis/Rue Rene Chantereau,
Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, France.

3anBHHK,.
Jlaboparopis Innorek InTepHackitonans, ®@pannis/Laboratoire Innotech International, France.

Miciesnaxo/xeHHs 3asIBHHKA.

22 aBenio Apicrin Bpittan, 94110 Apxkeit, ®panmis/22 avenue Aristide Briand, 94110 Arcueil,
France.

)IaTa 0CTAHHBLOTO Ieperjasiay. /
79 HCM %W/H/W %

LL.ps5 2ody

@J/ﬂféff

Y3rogkeHo 3 Matepianamu 4
PeecTpaLinHoro 4ocke




