IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

TYTTHA
(TUGYNA)

Cknao:

dioua pevosuna. tranexamicacid;

1 M7 po3unHy A 16’ ekiiit Mictuth 100 Mr TpaHekcaMOBOT KUCIIOTH;
O0ONOMIMHCHI peqosuHY: BOJIA IS 1H €KITIH.

Jlikapcbka ¢opma. Po3uun aiis iH’ €KIiil.
OcnosHi Qizuxo-ximiuni enacmusocmi. Ipo3opuit 6e30apBHUIN PO3UHUH .

dapMakoTepaneBTHYHA rpyna.
Iari6itopu ¢idbpunomizy. Kon AX B02A A02.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa. AHTUGIOPUHONITUIHHINA, TPOTHANIEPTIYHUH, TpoTHU3anansHuil 3aci6. KoHkypeHTHO iHri0ye
aKTUBATOP IUIa3MIHOTEHY, Y OUIBIINX KOHLEHTpAaLIIX 3B’ A3ye ia3MiH. [1ogoBxkye npoTpoMOiHOBHIA Hac.
[TpurHidye yTBOpeHHS KiHIHIB Ta 1HIIUX MENTUAIB MPH 3aMaTbHUX Ta aJePriYHUX PeaKIisX.

Dapmarokinemuxa.

[Ticns BHYTPIIIHBOBEHHOTO BBEJICHHS 103U 1T KpHBa «KOHIEHTPALlis — Yac» MOKa3y€e TPUEKCIOHEHIIIHY KIHETUKY
3 CepeaHIM MepioIoM HaIiBBUBEACHHS MPUOIN3HO 2 TOAMHHU Yy KiHIEBiH (a3l eniminamii. [TogatkoBuit 06’ em
PO3MOALTY CTAaHOBUTH NpUOIN3HO 9-12 1. EkckpeTyeTbes 3 ceuero. BUBOAUTHCS HUPKaMU HUIIXOM KIyOOYKOBOT
¢iabTparii. 3araibHUN PIBEHb €KCKPELlll HUPKaMU €KBIBAJIEHTHUH /10 3arajibHOro KiipeHcy miazmu (110-116mn
/xB). Ilonax 95 % BBeneHOI 103U BUALISAETHCS 3 CEUEIO Y HE3MIHEHOMY BUTJIs1i. BuBeieHHS TpaHEeKCaMOBOi
KHUCJIOTH CTaHOBUTH NpHOIN3HO 90 % npotarom 24 roauH miciis BHyTPIITHLOBEHHOTO BBEJCHHS Mpenapary y 031
10 mr/kr macu Tija. TpaHekcaMoBa KUCIIOTa IPOXOAUTh uepes MialeHTapHuii 6ap’ep. KoHnuenTparis y
MYTIOBHHHINA KPOBI MICIIsl By TPIIIHFOBEHHOTO BBEJCHHA Ipemnapaty y 1031 10 MI/Kr Macu Tia y BariTHUX XKIHOK
CcTaHOBUTH 0sin3bK0 30 Mr/n. TpaHekcamoBa KHUCIOTA MIBUIKO IPOHUKAE Y CHHOBIAIbHY PIUHY 1 CHHOBIaJIbHY
000JI0HKY. Y CHHOBIAJIbHINA PIUHI JOCATAE TOTO K PIBHSI KOHIICHTpAIIii, 1110 1 B cuposariii kpo.i. [lepiox
HaliBBUBEICHHS TPAHEKCaMOBOI PIJUHU CTAHOBUTH OJIM3bKO 3 roauH. KoHleHTpalist TpaHekcaMOBOT KUCIIOTH Y
KpOBI1 HI)KYA, HIK B IHIIMX TKAHWHAX. Y TPYTHOMY MOJIOII KOHIIEHTpALlisi CTaHOBUTH O01u3bko 1/100 mikoBoi
KOHIIEHTpaIlli y cupoBartiii KpoBi. KoHIleHTpallisi TpaHeKCaMOBOi KMCTIOTH B LIepeOpOCIiHANBHIN PiAMHI CTAHOBUTH
6mu3pko 1/10 Bix 1u1a3MoBoi, y BHYTPIIIHROOUHIHN pifuHi — npuomm3Ho 1/10 Bix mra3mMoBoi.

Kainiuni xapakrepucTuku.

Ilokasanns.

KpoBoreua abo pu3nk KpoBOTEUi pH MOCHIICHH] (GiOPHUHOITI3Y, SIK TeHEPaIi30BaHOTO (KPOBOTEYA il Yac oreparii i

B MICIIsI0NIEpaliifHOMY MepioJii Ha MepeaMIXypoBili 3a1031, reMopariuHi yckiagHeHHs GiOpUHONITUYHOI Tepartii), Tak
1 MICLIEBOr0 (MaTKOBA, IIIJTYHKOBO-KHUIIIKOBA KPOBOTEYA, KPOBOTEYA MICIISI MPOCTATEKTOMIT, TOH3UIEKTOMIi, KOH13a1ii
IIMIKY MaTKH, eKCTpakiii 3yda y XBOpUX Ha reModiiio).

Ilpomunokaszanns.

[TinBuiieHa 9y TIUBICTH 10 OYIb-SKOT0 KOMIIOHEHTA Mpemnapary, TOCTpuil BEHO3HMM a00 apTepiaabHuil TpoMO03,
TpoMO0eMOOITiYH1 3aXBOPIOBAHHSA, TPOMOO3 MNIMOOKUX BEH, CXUIBHICTH 10 TPOMOO031B Ta eMO0Iii, Koarysiomnaris
BHACIII0K JU(Y3HOTO BHYTPIIIHBOCYAUHHOTO 3ropTanHs Kposi (IB3K-cunapom) 0e3 3HauHOT akTHBALIT
¢b10puHOINIZY, TOPYILIEHHS CIPUHHATTS KoNIbopiB. [IpoTunokaszanuit mpu cybapaxHoinadIbHUX KPOBOBHIINBAX,
TSDKKIA HUPKOBIM HEJIOCTATHOCTI, y MAlll€HTIB 3 FeMaTypi€lo, y Malli€HTIB 13 cyaoMaMu B aHamHe31. [IpoTunokasane
MPOBEJICHHS IHTPATEKAIbHUX Ta IHTPABEHTPUKYJISIPHUX 1H’ €KIIIH.

B3aemodia 3 inwmumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63a EMOOIL.



Yepes 00MexKEHICTh TaHUX BUCOKOAKTUBHI MTPOTPOMOIHOBI KOMITJIEKCH Ta 1HII aHTH(IOPUHOMITUYHI areHTH,
aHTUIHTIOITOPHI KOATYJIALIHHI KOMIUIEKCH HE CJIiJl 3aCTOCOBYBATH OJTHOYACHO 3 TPAHEKCAMOBOIO KHCIIOTOIO.
TpaHekcaMOBY KUCJIOTY MOKHA 3MIITyBaTH 3 OLIBIIICTIO PO3YHHIB (€IEKTPOIITH, PO3YUH TITIOKO3U, TPOTHIIOKOBUI
pO3UUH).

[Tpu BHYTPIIIHBOBEHOMY KPAIUTMHHOMY BBEI€HHI MOXKHA J10/1aBaTH IreMapHHH.

CywmicHa Tepariist XJIOpIpOMa3uHOM 1 TPAHEKCAMOBOIO KHCIIOTOIO y MAIIE€HTIB 13 cy0apaxHOITaAIbHUM
KPOBOBWJINBOM MO’K€ MPU3BOAUTH JI0 CIIa3My MO3KOBHX CYAMH 1 IepeOpalbHOI 111eMii, TAK0XXK MOKIINBE
3HWKEHHS 11epedpaIbHOro KpoBOOOIry.

3acib He CyMICHMI 3 ypOKIHA3010, HOPAAPEHAIIHOM O1TapTpaToOM, J1e30KCienHe(PHUHOM TiAPOXIOPUAOM,
JTUTIPHIAMOJIOM, J[ia3eTIaMOM.

3 00epeKHICTIO 3aCTOCOBYBATH IMALlIEHTAM, SIKI OTPUMYIOTh aHTH()IOPUHOIITHUHY TEpaIilo.

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI 3 €CTPOTr€HaMM I1JIBULIY€ThCS PU3UK YTBOPEHHS TPOMOIB.

Ocobueocmi 3acmocy8anHs.

BHyTpiltHROBEHHI 1H’ €K11IBBOJUTH MOBIIHHO. TpaHekcaMOBY KHCIOTY HE CIijl BBOJUTH BHYTPIIIHHOM  SI30BO.
[Tpu mBHIKOMY BHYTPIITHHOBEHHOMY BBEJICHHI MOKJIMBI 3aIIaMOPOYCHHS Ta TIMOTEH31s, [UIT YHUKHEHHS
apTepiasibHOI TMOTEeH311 mpemnapar Ciil BBOJUTH MOBLIBHO 1 B KUTBKOCTI He Oiblie 1Mr Ha XBUJIHHY.

[Tpu HUPKOBIN HETOCTATHOCTI (3aJI€XKHO BiJ CTYIEHS MIABUILEHHS KPEaTUHIHY CUPOBAaTKU KPOB1 3MEHIIYIOTh A03Y 1
KUTBKICTh BBEJICHb, TIPU TSHKKIH HUPKOBIM HEJOCTATHOCTI IpenapaT NPOTUIIOKA3aHUH.

[Tpu nikyBaHHI remMartypii HHPKOBOTO T€HE3Y 3pOCTa€ pU3NK MEXaHIYHOI aHypii BHACIIOK YTBOPEHHS 3TyCTKA B
ypetpi.

[Tepen 3acTocyBaHHSIM TpaHEKCAMOBOI KHCIOTH HEOOXITHO OIIHUTH (PaKTOPH PH3UKY TPOMOOEMOOTITHIX
3aXBOPIOBaHb.

Crocrepiranucsi BUIaIKyd BEHO3HOTO Ta apTepiaibHOro TpoMO03y ur TpoMO0eMOoIIii y mamieHTiB, sKi
3aCTOCOBYBaIM mpemnapar. Kpim Toro, moBiioMiisiiocs po BUMAAKH 3aKYHNOPEHHS CYIUH CITKIBKH 1 IEHTPaJIbHOI
PETHHAIILHOI BEHH, y MAIIEHTIB 3 TPOMOOESMOOJIIYHO XBOPOOOI0 200 HASBHICTIO B aHAMHE31 CIIAIKOBHX
TpOMOOEMOOIIIYHIX 3aXBOPIOBAHb ICHY€E IMiIBUIICHUI PU3UK BUHUKHEHHS BEHO3HHUX UM apTepialbHUX TPOMOO3iB.
TpanekcamMoBy KHCJIOTY HE CIIi/I 3acTOCOBYBaTH ogHOYacHO 3 PaktoplX kommiekcom (Factor IX complex) ab6o
AHTHIHT10ITOPHUMH KOATYJISIIHHUMHU KOMIUIEKCAaMHU, OCKUIBKH MOXe€ IMiIBULTUTHCHh PU3UK YTBOPEHHS TPOMOO3iB.
[MamienTtn 3 J/IB3K-cunapomom, sskuM HeOOXiHE JTIKyBaHHS IPETapaToM, MOBHHHI IepeOyBaTH i HATJISA0M
JiKaps, SIKUM Ma€e JOCB1JI Tepallii TAKUX 3aXBOPIOBAHb.

VY mamni€eHTiB 3 TUCEMIHOBAaHUM BHYTPIITHBOCYIMHHUM 3rOpPTaHHAM KpoBi(IB3-cruHapom) TiKyBaHHS TOBUHHO
OyTu oOMeXXeHe TUIbKHU Y BUTIAJKyNepeBakKaHHs aKTUBallii (iOpUHOMITUYHOI CHCTEMHUIPU TOCTPUX TAKKUX
KpPOBOTEUaX.

V mami€eHTiB 3 BUCOKMM PU3UKOM PO3BUTKY TPOMO0OEMOOJIii MOMIIMBE 3aCTOCYBAaHHS TPAHEKCAMOBOI KUCIIOTH
pa3om 3 renapuHoM. TpaHekcaMoBa KUCIIOTa HE BIDIMBAE HA MEXaHI3M JIii TemapuHy.

[Tin yac niKyBaHHS MPOTATOM KIJIBKOX JIHIB HEOOXiHE CIIOCTEPEKEHHDPTATIBMOIIOTA 3 IEPEBIPKOIO TOCTPOTH,
HoJIeH 1 KOJIbOPOBOTO 30PYy, OTJISIOM OYHOTO JHA.

3 00epeKHICTIO 3aCTOCOBYBATH TPAHEKCAMOBY KUCIJIOTY Malli€eHTaM, sIKi IpUIMAalOTh NepopanbHi KOHTPALENTHBHY,
OCKIUJTBKHY TIBUITYETHCS PHU3UK BHHUKHEHHS TPOMOO3IB.

[Tpu 3acTocyBaHHI TpaHEKCAMOBOI KMCIOTH MOBIAOMIISIIIOCS PO BUMAIKUCYAOM. BiibIIICTH3 IIUX BUMAAKIB OyIH
3apeecTpOBaHi MMiCysi BHYTPIIIHBOBEHHOT O 3aCTOCYBaHHI TPAHEKCAMOBOI KHCIIOTH y BUCOKHX J103aX MPH MPOBEICHH1
aopTo-kopoHapHoro myHTtyBaHHs (AKIL). Ilpu BUKOpHCcTaHHI peKOMEHA0BAaHUX HU3bKHX /103 TPAHEKCAMOBO1
KHCJIOTH, YaCTOTA BHHUKHEHHS BUIAJIKIB CyIOM ITiCIISl OTIEpalliii Taka K, sIK 1y MaIli€HTIB, SKi HE OTPUMYBaJIH
TPaHEKCaMOBY KHCIIOTY.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooio.

Hemae pocraTHix KIiHIYHUX JaHUX 1010 3aCTOCYBAHHS MpenapaTy y nepiol BariTHOCTI, TOMYIperapaT MOXHa
3aCTOCOBYBATH JIMIIE y BUMAIKaX, KOJIU ICHY€ 3arpo3a >KUTTS BariTHOI.

TpanekcamMoBa KHCJIOTa IPOHUKAE y TPyIHE MOJIOKO. Y pa3i HEOOX1THOCTI 3aCTOCYBaHHS Ipemapary Clif
BUPIIIATH MUTAHHS PO MPUITUHEHHS TOAYBaHHS TPYIIO.



30amuicmo eniueamu Ha WEUOKICMb peakyii npu Kepye8anHi agmompancnopmom abo pobomi 3 iHuumMu
MEXAHIZMAMU.

Crix MaTu Ha yBa3i, 110 MiJ] Yac JIIKyBaHHS Y JI€SKHX MAI[i€HTIB MOXJIMBE BUHUKHEHHS 3alIaMOPOYCHHS Ta
aprepianbHOi rinorensii. Tomy ciig Oyt 00epeKHUMU MPH KEPYBaHHI aBTOTPAHCTIIOPTHUMH 3aco0amMu abo Tipu
pOoOOTi 3 IHIIUMU CKJIaTHUMU MEXaHI3MaMH.

Cnocio 3acmocysanna ma 0o3u.

BBoauTi BHYTPIITHHOBEHHO (KPAIUIMHHO, CTPYMUHHO).

Pexxum 1o3yBaHHS 1HAUBIAyaIbHUMN, 3a7I€KHO B KIIIHIYHOT CUTYyaIIii.

[Tpu renepanizoBanoMy ¢GiOpUHOIMI31 BBOJUTH y pa30Biid 1031 15 Mr/Kr Macu Tijia KOxHi 6-801H, IIBUIKICT
BBEIIeHHSA — 1| MII/XB.

[Tpu micueBomy ¢iOpHHOII31 peKOMEHIY€eThCs 3acTocoByBatH npenapar mo 200-500 mr 2-3 pasu Ha 100y.
[Tpu mpocraTekTOMIl BBOAUTH Mij yac omnepaiiil T, moTimM mo 1 T KoXkHi § roAWH IPOTATOM 3 JHIB, MICIs YOTO
NEPEeXOAUTH Ha IPpUHOM TabJIeTOBaHOT (POPMH TPAaHEKCAMOBOT KHCIIOTH JI0 3HUKHEHHSI MaKpOTeMaTypii.
SIK110 iCHY€ BEIMKHM PU3UK PO3BUTKY KPOBOTEUl, IPH CUCTEMHIHN 3analibHIM peakiiii peKkoMeHAyeThbCs
3acrocoByBaTH mpemnapar y 103i 10-11 mr/kr 3a 20-30 XB 10 BTpy4YaHHS.

XBOpHUM Ha KOaryJjomnaTiio mepe] eKCTpakiliero 3yda mpenapar BBOJUTH y 1031 10 MI/Kr Macu Tina, micis
eKCTpakIii 3y0a mpu3HavaTH MPUIOM BHYTPIIIHBO TabJIETOBAaHOI ()OPMHU TPAHEKCAMOBOI KHUCIIOTH.

V BUNajKax NOPYLIEHHS BUAUIBHOI GYHKIIT HUPOK HEOOXiHA KOPEKIis peXXUMY 103yBaHHS: PU KOHLEHTpaLlii
KpeaTtuHiHy B KpoBi 120-250 mxMons/n mpu3Hayatu o 10 mMr/kr 2 pasu Ha n00y; npu KoHneHTpaii 250-500
MKMOJIB/1T — 110 10 mr/kr 1 pa3 Ha 100y; mpu KOHIEHTpallii Oibie

500 Mxmomw/n — o 5 Mr/kr 1 pa3 Ha 100y.

Himu.

PasoBa no3a cranoButh 10 Mr/kr, BBOIUTH 2 pa3u HA 100Yy.

layienmu nimnb020 BiKY.

VY BUMaaKy BiICYTHOCTI MOPYIICHb BUALIHHOI (PYHKIIIT HUPOK KOPEKI[is 103U HE TOTpiOHA.

Jimu.

Jlo3yBaHHS IITSAM 3aJ7I€KHO BiJl BIKYy HE BCTAHOBIICHO.

Ilepedo3ysanns.

VYV nooAMHOKHX BUIAJKaX MOXKYTh CIIOCTEPIraTHCS Hy10Ta, OJIOBaHHS, OPTOCTATHYHI CUMITOMH, apTepiajibHa
rinoTeH3is, 3a1aMOPOYCHHS, TOJIOBHUMN O1J1b, CyTOMH 200 MOCHIICHHS MPOSBIB IHIINX MOOIYHUX PeaKIliil.
Jlikyseanus: caMriromaTidHe, GOpCOBaHUMN Alypes.

Ilo6iuni peakuii.

3 6oky mpagnoco mpaxmy: Hyf0Ta, OJIOBaHHS, Jiapesi, BITUYyTTsS JUCKOM(POPTY y HUTYHKY Ta KHUIICYHHKY.

3 60Ky Hep6060i cucmemu: CyI0OMHU, 3aTTAMOPOUYCHHSI.

Cyounni poznaou: aprepiajabHa TinoTeH3is (0cOOIMBO MICIs IBUIKOTO BHYTPIIIHBOBEHHOTO BBEICHHS),
OpPTOCTaTUYHA TIOTEH3is1, TpoMO0eMOo0il, TpoMO03 TIHOOKMX BEH, eMOOIIs JIeTeHb, TPOMOO3 CYy/IUH TOJIOBHOTO
MO3KY.

3 60Ky HUPOK ma cevyo8UOINbHUX WIAXI6: TOCTPUNA HEKPO3 KOPKOBOTO IIAPy HUPOK.

3 60Ky opeanis 30py. NOPYLIECHHS 30pPYy, XPOMATOIICIS.

MoxIuBi peakiii TinepuyTInBOCTI, BKIIOYAI0UX aHa(iaKcito, MIKipHI BUCUTIAHHS.

Tepmin npuoamunocmi. 2 poku.
YmoBu 30epiranus.

30epiraTu B OpUriHaJIbHIN ynakoBIi mpu temneparypi He Buiie 250 C. He 3amopoxyBatu. 30epirati B
HEJOCTYITHOMY JUTSI TITEH MiCIIi.



Hecymicuicmo.

dapManeBTUYHO HECYMICHUH 3 IIpernapaTaMy KpoBi; pO3YMHAMMU, 110 MICTATh NEHIIWIIH, T1IEPTEeH3UBHI 3ac00u
(HopeninedpuH, ne30KcieniHePpPUH TiAPO XITOPUI; TETPALMKITIHAMU;, TUITIPUIAMOIIOM; Jlia3eTIaMOM.
HecymicHuii 3 ypokiHa3010, OKpIM BUIAJIKIB 3aCTOCYBaHHS SIK aHTHIOTY IICJISI IEPEI03yBaHHS OCTaHHBO.

YnakoBka.
[To 5 mu B ammynii 3 6€30apBHOTO CKJIa; MO 5 ammyl B IOTKY 3 [IBX; KOxkeH TOTOK B yIaKOBIIi 3 KAPTOHY.

Kareropis Binmycky. 3a peentom.

BupoOHuk.
Aypo6ingo Dapma Jlimiteq — FOniT [VAurobindoPharmaLimited- UnitIV.

Micue3HaxonaxeHHs1 BHPOOHHKA Ta ajpeca Micls NPOBAIKEHHS HOro AiAIbHOCTI.
[Tnot Ne 4, 34 no 48, ®aza-111, 30au APIIC, EPIP, [Tamawminapam, Paiton Menak, 502307 Annxpa [Ipanem, [nais/
Plot Ne 4, 34 to 48, Phase-11I, APIIC, EPIP area, PashamylaramMedak (Dist), 502307, AndhraPradesh, India

3asiBHUK.
Tynin JIa6 Ipaiisit Jlimiten, [naisfulipLab PrivateLimited India

Micue3HaxoaKeHHs 3aBHMKA Ta aJpeca MicUsi NPOBA/’KEHHA Oro AisIbHOCTI.
4024, A-Binr, O6epoi 'apaen Ecteiir, Yanaisam, Auaxepi (Ict), Mym6a400 072, Tumist/
4024, A-Wing Oberoi Garden Estate, Chandivali Andheri(East), Mumbai400 072, India



