IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

TPOMBOIIU
(THROMBOCID®)
Cknao:
diroua peuoguna: pentosan polysulfate sodium;
1 r rexro MicTUTh 15 MT eHTO3aHy MoMicyIb(aTy HATPi€BOT COi;
O00NOMICHI peuo8uHU. BOJIA OUUIIICHA, CIIUPT 130NPOIIIOBHIA, TPHETAaHOIAMiH, KapOomep, 0J1isi pO3MapHUHOBA,
OJ1isl TIPCHKOI COCHU, OJIisl MEJICH.

Jlikapcbka ¢popma. ['enb.
OcHogni Qizuko-ximiyHi enacmugocmi: Mpo30puid 6e30apBHUN Teb 3 TPUEMHUM 3aMaXOM.

dapmakoTepaneBTHYHA rpyna.

AHT10IPOTEKTOPU. 3aco0M, M0 3aCTOCOBYIOTHCS TPHU BapUKO3HOMY pO3IMIMpeHHI BeH. [‘emapuH abo
TerapuHOINN AJIs MicLieBOro 3actocyBaHHs. [leHTo3aHy nomicynbdar HaTpieBOi COMi.

Kon ATX CO05B A04.

Dapmakonoziuni e1acmusocmi.

Dapmakoounamika.

CucteMHa J1is IEHTO3aHy NOJiCyIb(aTy HATPi€BOI COJIi HA TEMOCTA3 BiIOYBAETHCS 3a TP €TaITH.

[To-nepie, mpemnapart iHridye arperaiito TPOMOOIIMTIB, IHAYKOBaHY KOJIareHOM abo afeHo3uHaudochaToM.
[To-nmpyre, meHTO3aHy MOMiCYIb(GaTy HATpi€BA CUIIb BILTUBAE HA 3TOPTAHHS KPOBi, TOJIOBHUM YHHOM 3aBJISIKH
AT IlI-ne3anexxHOMy MpUTHIUYEHHIO (aKkTopa 3ropTaHHs KpoBi Xa, B3aemojie 3 ¢akropom VIlla Ta inridye
akTuBamiro ¢akropa V. Ha BiqmiHy Bij remnapuHy, npenapat YUHATh HE3HAYHY IO HA aKTUBHICTh TPOMOiHY.
[To-TpeTe, meHTO3aHy moMicynb(daTy HaTpieBa cinb BIUMBae Ha (iOpHHOMI3: BOHA BHBUIbHsE t-PA 13
ennorenito, aktuBye (axrop XII i mogudikye npoaykmiro ¢idpuny. i epexTr CTUMYITIOI0TH BUBUIEHEHHS
TPOMOiHY.

Kpim TOrOo, meHro3aHy mnoiicyibdary HaTpi€eBa CiTb YHHUTH CHCTEMHY [0 Ha MeETa0oji3M KHPIB,
BUBUIBHSAIOUN JIMOMPOTETHIINA3y 3 KIITUH EHJOTENI0 Ta TMEYiHKH 1 3HIKYIOYH pPiBEHb 3arajbHOro
XOJIECTEPUHY, 3aTaJIbHUX JKUPIB 1 TPUTIIIEPUIIB B KPOBI.

Mexani3m nii remapuHOify, MEHTO3aHy MOdicyib(aTy HaATpi€BOI COJi, MOPIBHSHHUI 3 MeXaHI3MOM il
rerapyuHy Ta IHIIUX PEYOBHH, MOAIOHUX J0 TenapuHy.

[lenTo3any momicynbhary HaTpi€Ba Cilb B pe3ylbTaTi MICLEBOI MAii MOCHIIIOE KamISIpHUNA KPOBOOOIT B
ypaXXCHUX TKaHWHAX 3aBISIKU ii (IOPHHONITHYHIA Ta aAHTHKOATYJSHTHIM akTHUBHOCTI. I[leHTo3aHy
noJicynb(dary HaTpieBa Cilb YHHHUTH MPOTU3ANAIbHY Ail0, MIPUTHIUYE TlallypoHiAa3y, 3MEHIIY€E MiABUILECHY
NPOHHUKHICTh CY/JMH B YPa)XCHHX TKaHMHAX 1 3MeHIIye HaOpsk. EdipHi oiii BHABISIOTH I0JATKOBUI
CHa3MONIITUYHHUH e(PEeKT 1 MONETHIyIOTh O1J1b B ypa)KeH1i ALISHIT.

Dapmakokinemuxa.

Abcopoyis

[lpr migmkipHOMY BBEICHHI NEHTO3aHY NOJICynb(ary HaTpi€Ba CUTb IIBHAKO 1 Maibke TOBHICTIO
BCMOKTY€eTbcs. OlHaK mpu A031 75 MT JTiKapchKuit 3aci0 MiAA€Thes JOCUTh IHTEHCUBHOMY €(eKTY HNepIIOro
TIPOXO/KEHHS.

ITpu nepopaibHOMY 3aCTOCYBaHHI IIEHTO3aHy MOJIICYIb(paTy HaTpi€Ba CUIb LIBUIKO BCMOKTY€ETHCSI, aJl€ JIUILE
B HE3HAUHIN MIp1 1 N1A1a€ThCS IHTEHCUBHOMY €(eKTy Hepuioro npoxokeHHs. CTymiHb BCMOKTYBaHHS 3,3—
3,5 % Big BUKOpUCTAHOI 103, 110 3pic mpubauzHo a0 11 % mpoTsarom TkHA micias OaraTopa3zoBOro
BBEJICHHS, OyB ocsrHyTuil npu 1031 2—10 mr/kr 3H-nenTo3any nonicynshaTy HaTpPieBOi COM.

Posnooin

JlocnmiKeHHsT Ha TBapuHaX, SKMM BHYTPIIIHbOBEHHO BBOAMIN 3H-nieHTO3aHy moiicynbgaTy HaTpieBY Cilb,
MOKa3aJM, M0 TMpenapar B3a€MOJIE 3 CMTeAIbHIMH KIITHHAMH CEYOCTATEBOTO TPAKTY 1 30aradyeThCs
emitesnieM cyAuHHOI cucTeMu. HaliBUIIl KOHLIEHTpaIlil pajiloaKTUBHOCTI Oy BUABIICHI B ITEUiHIII 1 CENE3iHII],
TOAl SIK B HUpPKAaX, JIETEHSAX, MIKIpPi 1 KICTKOBOMY MO3Ky BOHHM Oynu HabaraTto HWKYUMHU. ['icTOJIOTIYHI
JOCIIJIKSHHS M1ATBEPAMIIH, 1110 IIEHTO3aHy MoJicyIb(ary HaTpieBa cijib, HOAIOHO A0 remaprHy, B OCHOBHOMY
MOTJIMHAETHCS ~ KJIITHHAMH ~ PETHKYJIOTICTOIIMTApHOI  cucTeMH. [ amMma-cumHTUTpadis, MpoBeAcHA
T0OpOBOJIBLAM Ticis BBeneHHs 1251 meHTo3aHy moiicyiabdary HaTpi€BOi CoOJli, MiATBEpAMIIA, 10 IpenapaT
HaKOIMMYYETHCS B TEYIHIIl Ta ceye3iHili. BiH Mae He3HauHy CHOPIAHEHICTh 3 EPUTPOIUTAMHU 1 HE MOXKE



NEPEeTHYTH IJIalleHTapHuil 6ap’ep.

Memabonizm

[TenTo3any momicyibdaTy HaTpieBa Cijb METabOMI3y€e€ThCs TOIOBHUM YMHOM Y MEYIiHII 1 Cee3iHIIl, a TAKOXK
9acTKOBO y HupKax. [Ipemapar crouaTky necyiabpaTyeTbes 10 IEHTO3aHy 1 OJHOYACHO JEMOTIMEpU3Y€EThCS
(B HMpKax) 3 YTBOPEHHSM HU3BKOMOJEKYISPHHUX (pakiliii MEeHTO3aHy MOJicynb(aTy HATPi€BOi COIi, SKi
Takoxk Jecyibdaryrorecsa. I mecynmbdararis, 1 gemomiMepusaiis € MpolecamMu, siKi MOKHA HACHUIyBaTH
LUIIXOM 301IbIIEHHS T03M.

Buseoenns

Yepes 3HaYHY TPOIHICTH A0 TKAHUH, III0 HAKOIMUYYIOTh NEHTO3aHY MOIicysbdaTy HaTpieBy Ciib, Mpemnapar
CIOYATKY AYXe€ IIBUAKO BUBOJUTHCS 3 I1a3Mu. [Ipu BHYTpIIIHLOBEHHOMY BBeZIeHHI B 103ax 1-100 mr nepiox
HaIiBBUBEICHHS 301BIIYETHCS 3 7 10 55 XBHUIMH 31 30UIBIICHHSIM HACUYEHHS CTPYKTYP, 1110 30€piraroTh It0
cnionyky. KiHneBuii nmepio/ HarliBBUBEICHHS IEHTO3aHy MOMiCyIb(aTy HATPi€BOI COJIi CTAHOBHUTH 24 TOTUHH
1 He 3aJIeXKUTH B 03U B KIIHIYHO 3HAUYIIOMY Jl1alla3oHi J103.

Exckpeyisn

[TenTo3any nmomnicynbdary HaTpieBa Ciib 1 11 MEeTaOO0IITH BUBOASTHCS TOJIOBHUM YHHOM HUpKamu. Ekckperis
3 J)KOBYIO Ma€ JIPyropsaHe 3HaueHHs: micis 30-XBHUIIMHHOI BHYTPIIHBOBEHHOT iH(Y3ii 75 mr 3H-nienTo3any
noJicyiab(ary HaTpieBoi cosi OyJ0 BUSBIEHO, IO KyMYJIATUBHA HHUPKOBAa €KCKpellisi cTaHOBUThH 27+3 %
BBEJICHOT JI03H, TOJII SIK KyMYJIATHBHA (peKallbHA €KCKpEIlisi CTAHOBHUTH BChOTO 4 £ 5 %.

O3naxu, xapaxmephi 01151 yb020 K1ACY Pe4OBUH

dapmakoKiHETHKa MEHTO3aHy TOMiCyNb(haTy HATPi€BOI CONi €KBiBaJICHTHAa (papMaKOKIHETHII TellaphHy Ta
IHIIMX BiAMOBITHUX JIIKAPCHKHUX 3aCO01B aHAJOTIYHOI XiMIYHOI OyZOBH 1 3 KiITbKICHOT TOYKH 30py. ToOTO
HAKONMYCHHS TIEHTO3aHy TOJICYIb(aTry HATpi€eBOi COJi B eMmTeTadbHUX KITHHAX CyIuH 1 B
PETUKYJIOTICTOLUTAPHINA CHUCTEMI € O3HAaKOI, XapaKTepHOIO Ul I[bOI0 KJIAacy PEYOBHH, a HE TIJIbKU
0COOJMBICTIO TIEHTO3aHy NOJicynbdary HatpieBoi coii. OcoOIMBICTh IEHTO3aHY MOJICYIb(paTy HATPi€BOL
COJIi BIZIIIPa€ Ty X KJIIOYOBY POJIb MPH 3aCTOCYBAHHI JI0 FeMapuHy Ta HU3bKOMOJIEKYJIIPHUX TeapuHiB.
biooocmynuicmo

Bracnigok o6mupHoi Merabomizamii mpu MEpHIOMY MPOXOPKEHHI piBeHb O10J0CTYHMHOCTI IEHTO3aHY
noJiicynb(dary HaTpieBOi coji € Habarato HWKYHMM ii piBHA abcopOuii 1 cTaHOBUTH Oau3bko 35 % micis
HiAIKIPHOTO BBEACHHS 75 MI' MEHTO3aHy mnouicynbpaTry HaTpieBoi coumi. Ilicis GaraTtopa3oBoro
MepOpaILHOTO MPUHOMY TaOJIETOK MEHTO3aHy ModicyabdaTy HaTpieBoi coii B 1031 700 Mr Ha J€Hb piBEHb
61010CTYITHOCTI uepe3 i HU3bKHi piBeHb aOcopOLii i 00mMPHY MeTaboi3aIi0 IPU HEePIIOMY MTPOXOKEHHI
CIOYATKy CTaHOBUTH BChOro Omm3bko 0,4 % 1 30umbmIyeThCs MPUOIU3HO 10 3 % MPOTATOM IBOX THIKHIB.
[Ticns 30BHIMIHBOTO 3aCTOCYBaHHS piBEHb O10JOCTYITHOCTI IEHTO3aHy MOJICyIb(ary HaTpieBOi coJi
aHAJIOTIYHUH PIBHIO 0100CTYITHOCTI MPH MEPOPATLHOMY 3aCTOCYBaHHI.

Kuiniuni xapakrepucTuku.
Ilokasanus.
MicueBe CUMIITOMATUYHE JTIKYBaHHS TIOBEPXHEBUX TPOMOO(DIeOiTiB.

IIpomunoka3zanna.
[TinBuIeHa 9y TAUBICTH 10 MIEHTO3aHY MOJICYIb(haTy HaTPi€BOI COJIi a00 A0 OYIb-IKOTO 1HIIIOTO KOMITOHEHTA
JKapChbKOTo 3aco0y.

B3aemodia 3 inwumu nikapcokumu 3acooamu ma iHuii 6uUOU 63a€MO0ill.
OpnHouacHe 3acTOCYBaHHS JIIKAPCHKOTO 3acol0y 3 TremapuHOM ab0 IHIIMMH aHTUKOATYJSIHTaMH MOXE
CIPUYUHUTH MMOCUIICHHS X aHTUKOATYJISIHTHOT 1ii.

Ocoonueocmi 3acmocyanns.

Jlikapcbkuii 3aci0 He CITii HAHOCUTH Ha BIIKPUTI paHH.

3 00epeXHICTIO 3aCTOCOBYBAaTH 0co0aM JIITHBOTO BiKY, OCOOJUBO NMPH OJHOYACHOMY 3aCTOCYBAaHHI 1HIIHUX
JKapCchKHUX 3ac00iB, 30KpeMa THX, [0 BIUTMBAIOTH Ha MPOIECH 3TOPTAHHS KPOBI.

3acmocysanns y nepioo eacimmocmi abo 200y8anHs 2py0oio.

Ha nmanwii yac BigcyTHs iHGOpMmariist abo TOCBiJ 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00y y Tepio 1 BariTHOCTI abo
royBaHHA IPYyALIO.

[Tento3any nmosicyns(dary HaTpi€Ba CiIb HE MPOHUKAE Yepe3 TUTaliCHTapHUA 0ap’ep.



JlocaimkeHHs, pOBEeH] Ha TBAPHHAX, HE HAIAHU JOKa3iB eMOPIOTOKCUYHOT0 200 (PeTOTOKCUYIHOTO e(heKTiB.
OpnHax JikapchKuit 3aci0 He CiTiJl 3aCTOCOBYBATH Y MEPiOj] BaTiTHOCTI.

Hesigomo, ui mpoHUKae MEHTO3aHy MoiicyiabdaTy HaTpieBa Cilb y TpyJHE MOJIOKO, TOMY JIIKApChKHIA 3aCi0
HE CJIi/1 3aCTOCOBYBATH Y TIEPi0J] TOyBaHHS TPYIIO.

30amuicmob eniusamu Ha WEUOKICMb peaKyii npu Kepy8anHi aBMompaHcnopmom abo iHuuUMU MexaHizmamu.
Jlikapchkuii 3aci0 He BIUIMBA€ Ha IMIBUAKICTH PEakilii MpW KepyBaHHI aBTOTPAHCIIOPTOM abo0 I1HIIUMHU
MeXaHi3MaMHu.

Cnocio 3acmocysanna ma 003u.

['ens HAHOCATH TOHKUM IIAPOM Ha YpaKeH1 MICIS 1 PUIIETIIi IO HUX JIJISTHKH, 3JIETKa BTHPAIOYH, 3 pa3u Ha
JIeHb.

TpuBaiicTs Kypcy JiKyBaHHS BCTaHOBIIOIOTH 1HAMBIIyalIbHO, 3aJIE3KHO BiJl CTAaHY XBOPOTO, ITepediry XBopoou
Ta IOCSTHYTOTO €(EeKTYy.

Himu.

Jlikapcbkuii 3aci0 HE pEeKOMEHJOBAHO 3aCTOCOBYBATH JITSAM BiKOM 110 16 poKiB.

Ilepedosyeanns.

Cumnmomu iHmokcukayii, CnpuyuHeHoi nepeoo3y8anHIM.

JloTemnep >KOTHOTO BUNIAJIKY TEpPEI03yBaHHS HE CIIOCTEPIraocs.
Tepaneemuuni 3ax00u y pasi nepeoo3y8anHsi.

AHTHIOTOM TIEHTO3aHy MOJIICYIb(paTy HATPIEBOI COIMI € MPOTaMiHy CyJb]ar.

Ho6iuni peaxuii.

Ominka moOIYHUX peakiii IPYHTYETHCS HA TAKUX IMMOKA3HUKAX YaCTOTH:

nyxe dacto (> 1/10);

gacto (> 1/100 mo < 1/10);

Hewacto (> 1/1000 mo < 1/100);

pinko (= 1/10 000 mo < 1/1000);

nyxe pinko (< 1/10 000);

HEBIJIOMO (YaCTOTy HE MO>KHA OI[IHUTH HAa OCHOBI HasSIBHUX JITAaHUX).

Topywenns 3 60Ky wKipu ma niOWKIPHOI KIIMKOBUHU

Jly’)ke piako: MyxXupli y MicHsfX 3acTOCYBaHHS, IIKIpHI peakiiii, Taki sK BIAYYTTS Temia, CBEpOiK,
MOYEPBOHIHHS, HAOPSAK Yy MICISIX 3aCTOCYBaHHS.

Tnwi moorcnuei nobiuni peaxyii

[HOI1 MOKYTH BUHUKHYTH peaKilii TinepuayTIMBOCTI, CyXICTh IIKIPU Y MICISX HAHECEHHSI JTIKAPChKOTO 3ac00y.
[Toni6HO 1O BUCOKO- Ta HU3BKOMOJIEKYJSIPHUX TeNapWHIB, MEHTO3aHy NOdicynb(ary HaTpi€Ba CLTb TPH
BHYTPIIIHBOBEHHOMY, MIIIIKIPHOMY 200 BHYTPIIIHEOM S130BOMY 3aCTOCYBaHH1 MOKE€ IPU3BECTH 0 PO3BUTKY
rermapuHACOIIHOBAaHOT TPOMOOIMTONICHIT, 1[0 HE 3aJIC)KUTh BiJl 3aCTOCOBAHOI /T03U. X04a I MoOivHa peaKIlis
HE 0B’ s13aHa 13 MICLIEBUM 3aCTOCYBaHHSIM JIKapChKOT0 3ac00y, MpH il pO3BUTKY CIIijl 3BEpHYTHUCS 10 JiKaps.

Tepmin npuoamnocmi.

5 pokiB.

Tepmin nIpuIaTHOCTI TICSA TEPIIOTO POKPUTTS TyOU — 6 MiCSIIiB.

He 3actocoByBatu miciist 3aKiHYeHHSI TEpMiHY IPUAATHOCTI, 3a3HAYEHOTO Ha YIAKOBII.
YMoBH 30epiranus.

30epiratu mpu Temmneparypi He Bute 25 °C y HeAOCTYITHOMY ISl IITEH MICIT.
Ynakoska.

ITo 40 r a6o 100 r rexro y Ty61; o 1 TyOi y KapTOHHIHM KOpoOLi.

Kareropis Bignmycky.

bes penenra.

Bupoonuk.

6ene-AprHaiMitTTens I'M6X/

bene-Arzneimittel GmbH.

Micue3HaxoakeHHs] BUPOOHUKA Ta ajgpeca Micusi MPOBAzKeHHsI HOro AislJIbHOCTI.
Xeprepixmrpacce 1-3, 81479 Mronxen, Himeuunna/Herterichstrasse 1-3, 81479 Munchen, Germany.
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