IHCTPYKUIA
AN MEANYHOI0 3aCTOCYBaHHSA NiKapcbKoro 3acoby

BUIAHO/®
(VIDANOL®)

Cknag:

Aitoya pevyoBmHa: TpaHekcaMoBa KucnoTa (tranexamic acid);

1 TabneTka MiCTUTb TpaHekcamoBOT Kncnotu 500 mr;

[OMNOMI>KHI PEYOBMHU: Lie/t0N103a MIKPOKpUCTaiyHa, TiAPOKCUNPONILentono3a H13bko3amilleHa, noBifgoH K30, HaTpito Kpockapmenosa, KpPemHito AIOKCUA
KONOTAHWIA 6e3BOAHWIA, TabK, MarHito cteapaT, NokputTa Colorcoat FCAS 6ine: rigpokcunponinMeTuALentonosa, gietTungranar, onis pULMHOBA rifporeHizoBaHa
MOPOLLOK, KMC/IOTa CTeapuHOBA, TaslbK, TUTaHy aiokeung (E 171).

JlikapcbKa thopma. TabneTku, BKpUTI 060/10HKOHO.
OCHOBHI (hi3nKO-XiMiYHi BNacTUBOCTI: KPYrAi ABOONYK/i TabNeTKW, BKPUTI 06010HKOK 6i/l0ro Konbopy, rnaaeHbKi 3 060X GOKIB.

dapmakoTepaneBTUYHa rpyna.

AHTUremopariyHi 3acobm. IHri6itTopu hibpuHonisy. Kog ATX BO2A A02.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

TpaHekcamoBa KMCNOTa — aHTUQIOPMHONITUYHWNIA 3aCiB, AKWMIA € MNOTY)XHUM KOHKYPEHTHUM iHFiGITOPOM MepeTBOPEHHS Ma3MiHOreHy y Mna3miH. [pn  BUCOKUX
KOHLEHTPALiIX BIH € HEKOHKYPEHTHUM iHri6iTOpOM nnas3MmiHy. 3a3HayeHo, WO iHFibytuniA epeKT TpaHEKCAMOBOI KMCMOTWU NPW aKTuBaLil Mna3miHOreHy 3a
[0MOMOroK YpoKiHasn y 6-100 pasiB 6inbliniA, a 3a AOMOMOroK CTPenToKiHa3W — y 6—40 pa3iB OifbLUMIA, HIXX IHFiOYOUMA epeKT Y amMiHOKanpOHOBOI KUCIOTK.
AHTUQIOPUHONITMYHA [iS TPpaHEKCaMOBOI KMUCNOTU Npuban3Ho y 10 pasis nepeBuLLye aHTUQPIOPUHONITUYHY Ait0 aMiHOKaNPOHOBOI KMCNOTK. TakoX TpaHeKcaMoBa
KMCNOTa Yepe3 CTPUMYBaHHSA YTBOPEHHS KiHIHIB Ta IHLUMX aKTUBHUX NENTUAIB, WO 6epyTb y4acTb B afeprivHnX Ta 3anaibHUX peakuisx, YAHUTb NPOTUaNeprivyHy Ta
npoTUsanasibHy Aito.

PapmakoKiHe TuKa.

Abcopbuia. Mpyu BHYTPILLHLOBEHHOMY BBEAEHHI TpaHeKcaMoBOl KUCoTK y fo3i S00 Mr MakcumanbHa KOHLUEHTpaLia y nnasmi KpoBi Cpgx [OCAragTHCA 0fpasy,

MOTIM KOHLEHTpaLif 3MEeHLLYETLCA NPOTAroM 6 roaumH. Mepiog HaniBBMBEAEHHSA CTAHOBUTL 6/IN3bKO 3 FOAVH.

Posnogin. TpaHekcamoBa K1CNOTa, BBeeHa NapeHTepasibHO, PO3MOAINAETLCA Y Ba HANPSAMKIN: BCMOKTYETLCS i3 3aTPUMKOLO Y CMIMHHOMO3KOBY PiAWHY i Y HanpsmMKy
KNiTMH. O6CAar posnoginy ctaHoBUTb 6113bko 33 % Big Macu Tina.

TpaHeKkcamoBa KMUC/I0Ta MOXE MPOHUKATK Kpi3b NnaleHTapHWIA 6ap’ep, y rpyAaHOMY MOJOL XXIHOK, SKi FOAYHTh, Tl KOHLEHTpaLis MoXe gocaratv 61m3bko 1/100
Cmax:

BuBefeHHA. TpaHekcamoBa KMC0Ta BUBOAMTLCA i3 Ceyeto y HeaMiHeHoMY BUriAAi. 90 % BBeAeHOT 03U eKCKPETYETLCA HUPKamn Y nepLui 12 roguH nicns BeefeHHs
(rnomepynspHa eKcKpeLis 6e3 KaHanbLEeBOT peabcopouLil).

[icna nepopanbHOro 3actocyBaHHA, 1,13 % Ta 39 % BBefeHOI 403U BIAHOB/OBA/I0CA Yepe3 3 Ta 24 roanHu Bi4NOBIAHO.

Y nauieHTiB 3 HUPKOBOK HeOCTATHICTHO Na3MOBI KOHLEHTpaLLiT TpaHeKcamoBOT KMCNOTU 36i/bLUYHOTLCS.



KniHIYHI XapaKTepUCTUKN.
lNoka3aHHS.
KopoTkoTpusana Teparis KpoBOTEY a0 PU3MKY KPOBOTEY MpK NOCUNeHHI hibprHONI3Y Yn hibpuHOreHonisy.
MicLeBuii pibpuHONI3, LLO CMOCTePIracTbCA NPU HACTYMHUX CTaHaxX:
- npocTaTeKTOMisi ab0 BTPy4aHHsS Ha CEHOBOMY MiXypi;
- MeHoparis;
- HOCOBI KpOBOTEUI;
- KOHi3auil LUMAKN MaTKW;
- MOCTTpaBmaTunyHa riema.
CnafKoBWIA aHTIOHEBPOTUYHMIA HABPSIK.
EKcTpakuis 3yba y XBopux Ha reMoqisito.

MpoTurnokasaHHA.
- TigBuLeHa Yy TAnBICTb [0 TPaHEKCaMOBOI KNCNOTY ab0 [0 iHLIMX KOMMOHEHTIB NiKapCbKOoro 3acoby.
- HwvpkoBa HefOCTaTHICTb TAXKOr0 CTYMeHs (Yepes pusnK Kymynauir).
- TocTpi TpomM60eM60NIYHI 3aXBOPHOBAHHS.
- ApTepiasibHi Y1 BEHO3HI TPOM6O03M B aHaMHesi.
- ®IOPUHONITUYHI CTaHN BHAC/IAOK KOArynonaTil BACHaXEHHS.
- Cypomu B aHaMHesi.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

[0 TenepiLLHbOro Yacy He CrnocTepiranocs KNiHiYHO 3HaYYLLIMX B3aEMO/IN i3 TPAaHEKCAMOBOK) KUC/IOTOH.

Uepe3 HefOCTaTHICTb AOCNIKEHb LMX B3aEMOAIN CYNyTHE NiKyBaHHSA aHTUKOrY/ISSHTaMI NOBMHHO BifgbyBaTucs nuie nig peTeNibHUM KOHTPOEM NiKaps, SKUIA Mae
[OCBIA Y Uil ranysi.

Mpenapar He c/if 3aCTOCOBYBATV OJHOYACHO 3 X/1I0PNPOMa3vHOM Npu cybapaxHoiaibHOMY KPOBOBU/IMBI.

Mpenapat MOXe 3HN3NTKN eDEKTUBHICTb TPOMOONITUYHOT Tepanii (CTPenTOoKiHa3a, a/ibTennasa, aHicTpensasa).

Oc06MBOCTI 3aCTOCYBAHHA.

Y pasi BUHUKHEHHS rematypii HUPKOBOro NOXOMKeHHs (0c06MBO npy reMoinii) 3pocTae pU3MK MeXaHIYHOT aHypil BHACMifOK YTBOPEHHS 3rycTKy KpOBi Yy
CEYOBMBIAHUX LUMAXAX.

Mpw goBroTpusanivi Tepanii nawieHTam i3 cnagKoByM aHTiOHEBPOTUYHUM HAOPAKOM HeOOXIZAHO PerynspHO NPOBOAMTM NePEBIPKY 30py (Hanpuknag, rocTpoTu 30py,
noniB 30py, BHYTPILLHLOOYHOIO TUCKY, OYHOIO0 AAHA) Ta (YHKLitO NeYviHKK (NeYiHKOBI TECTH).

MauieHTKam i3 HeperynsapHUMU MEHCTPYaSibHAMW KPOBOTEYaMM He C/if, 3aCTOCOBYBATY TPaHeKcaMoBY KUCNOTY [0 BCTAHOBNEHHSA MPUYMHN TaKUX KPOBOTeY. HKLLO
3aCTOCYBaHHS TPAHEKCaMOBOT KUC/MIOTU He 3MEHLLYE IHTEHCUBHICTb MEHCTPYa/IbHUX KPOBOTEY, CAijJ PO3rNsHYTU MOX/IMBICTb a/lbTEPHATUBHONO NiKYBaHHS.
HeobXigHO 3 06epeXHiCTHO 3aCTOCOBYBATW TPAaHEKCAMOBY KMC/IOTY MaLliieHTaM, SiKi NPUMatoTb NepopasibHi KOHTpauenTMBK, Yepes NigBULLEHWUIA PU3MK PO3BUTKY
Tpom603y.



MauieHT 3 TPOMOOEMOONIYHUMI YCKNAAHEHHAMW B OCOOGMCTOMY Ta CiMeMHOMY aHamHesi (nauieHTX 3 TPoMO6O0Qinietd) NOBMHHI 3aCTOCOBYBATM TpaHEKCaMOBY
KMCNOTY NNLLE 3a HAassBHOCTI NPSAMOro MeAMYHOr0 NoKasaHHs Ta Mif CyBOpMM MeAUYHUM Harnsag0M.

OCKiNbKW PiBHI TpaHeKCaMOBOT KMCNOTY MOXKYTb MiABULLYBATUCA Y MALiEHTIB i3 HUPKOBOK HELOCTATHICTIO, PEKOMEHAYETLCS 3HMXKEHHSA 403U (AMB. po3ain «Cnocib
3aCTOCYBaHHSA Ta J03U»).

He pekomeHAyeTbCA 3aCTOCYBaHHA TPaHEKCAMOBOI KMCNOTU Y pasi NigBULLEHOro PibprHONI3y BHACNILOK AUCEMIHOBAHOMO BHYTPILUHbOCYANHHOIO 3rOpTaHHSA KPOBI
(AB3-cuHapom).

AKLLO BUHMKAIOTb MOPYLUEHHS 30pY, HEOOXiAHO MNPUNUHUTK NiKYBaHHS.

KniHiYHWIA 0OCBIf 3aCTOCYBaHHSA TPaHEKCAMOBOT KMCMOTK AN NiKyBaHHSA MeHoparil y aiTeld Bikom A0 15 pokKiB BifCyTHI.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

BariTHicTb

TpaHekcamoBa KUCOTa NPOHMKAE Yepe3 nnaueHTy. Xoya y AOKNIHIYHMX AOCAIMKEHHSX He 6yN0 BUSIBMIEHO TEPaTOreHHOro BM/MBY TpaHeKcaMOBOI KMCMOTW Ha
PO3BUTOK M/I0LY PEKOMEHAYETHCA AOTPUMYBATMCA 3arabHUX PeKOMeHAauii o4O 3aCTOCyBaHHS NiKapCbKMX 3ac06iB MpW BariTHOCTI, 30Kpema, Mpu3Havatu
npenapar nuwe TOAil, KOfn 04iKyBaHa KOPUCTb A5 MaTepi NepeBuLLye NOTEHLIAHUIA pU3KUK 415 N1oja.

[ToflyBaHHA TPy AnHo.

TpaHekcamoBa KUC/IOTa MPOHUKAE Yy FPyAHE MOJSIOKO B KOHUeHTpauii npu6nmsHo 1/100 Bif 11 KOHUEHTpauii y KpoBi MaTepi. AHTU(IOPUHONITUYHUIA ediekT Yy
HEMOB/IATY MasIoVIMOBIPHUIA.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLWMMK MeXaHi3maMu.
Hemae paHux.

Cnocib 3acTocyBaHHSA Ta [03W.
Jopocnnm nikapcbKuid 3aci6 nprsHadatoTb BCepeanHy. 3aCTOCOBYHOTb HE3aIEXHO Bif BXXMBAHHS XK.

Micuesuin ¢hibpuHonis: no 15-25 mr/kr macu Tina (2—3 TabneTkm no 500 mr) 2—-3 pasu Ha [o6y.

[N nepepaxoBaHUX HMXKYE MOKa3aHb MOXYTb 3aCTOCOBYBATUCA TaKi 403YBaHHS:

- TpocTaTeKTOoMis: Ans NpodinakTUKK i NiKyBaHHA remopariii y nayieHTiB 3 NigBULLEHUM
pU3MKOM repen abo nicnd onepauii TpaHeKCcamOBY KWC/IOTY 3aCTOCOBYHOTb Y BUTNAAI
iH’eKUil. Micna yoro — y Burnaai Tabnetok no 1 r (2 tabnetkn no 500 mr) 3-4 pasn Ha
[06Y 10 3HNKHEHHS MaKPOCKOMiYHOT rematypii.

- MeHoparis: no 1 r (2 tabnetkn no 500 mr) 3 pas3n Ha [o6y, He 6inbwe 4 fHis. MNpw
TpyBaNiini MeHCTPYyasibHil KPOBOTeYi 03y 30iNbLUYt0Tb, HEe MePEBULLYOYM MaKCUMabHOT
no3n 4r (8 tabnetok no 500 mr). He noTpi6HO po3noYMHaTK NiKyBaHHA npenapaToM [0
MoYaTKy MEHCTPYa/lbHOT KPOBOTEU.

- Hocosi KpoBoTeui: Npu nepiognyHNX KpoBoTeyax — no 1 r (2 Tabnetkun no 500 mr) 3 pasu
Ha Jo6y NpoTArom 7 AHiB.



- KoHisauis wwitkn maTkun: no 1,5 r (3 Tabnetkn no 500 mr) 3 pasu Ha 406y .

- TNocTTpasmaTuyHa ripema: no 1-1,5 r (2-3 tabnetkn no 500 mr) 3 pa3u Ha foby. [Jo3a
CTaHOBUTb 25 Mr/Kr 3 pa3n Ha f00y.

CnafiKoBuin  aHriOHEBPOTUYHMIA HAOPSK: [AesKMM nNauieHTam, 06i3HaHUM Mpo  nepeoéir
3arocTpeHb XBOpPOOM, 3a3BMyalt foCTaTHLO No 1-1,5 r (2-3 Tabnetkmn no 500 mr) 2-3 pasun Ha
06y MPOTAroM KinbKoX AHIB. IHLWKMM nNauieHTam cnig npuiimati npenapat Yy Tik ke Ao03i
MPOTAroM TPMBAIONr0 Yacy, 3a/1eXHO Bif, nepebiry 3aXBoproBaHHS

EkcTpakuia 3yba y nauieHTiB 3 remodinieto: no 25 mr/kr (2-3 tabnetkn no 500 mr) yepes
KOXXHi 8 rofimH.

MauieHTW i3 HUPKOBOK HELOCTATHICTIO.
HeobxifHa KOpeKLisa 1031 415 naLieHTiB 3 /IErKOK Ta MOMiPHOK HUPKOBOK HeOCTATHICTHO 3rifIHO 3 PiBHEM KpeaTUHIHY Niasmu.

CupoBaTKOBWIA KpeaTUHIH MepopasibHa fo3a
120-249 mMKmonb/n 15 mr/Kr 2 pa3un Ha o6y
250-500 mKMonb/n 15 Mr/Kr KoXHi 24 roguHu

MayieH TN NiTHLOrO BiKY
Y pasi BiICYTHOCTI NopyLUeHb BUAINLHOT DYHKLIT HUPOK KOPEKList 403W He NOTPi6Ha.

aiTn.

MpenapaT Npu3HaYeHnin 415 3aCTOCYBaHHA AOPOC/INM NaLlieHTaM.

BifgcyTHil KNiHIYHMIA AOCBIA LOAO 3aCTOCYBaHHSA TPaHEKCAMOBOI KUCNOTU AiTAM Ta NigniTkam Bikom 4o 15 pokiB.

[o3y ana uiel rpyny nauieHTiB cnif BMpaxoByBaTW BIAMOBIAHO A0 Macu Tina 25 Mr/kr Ha gosy. MNpoTe AaHi WOAO A03yBaHHSA, ePEKTUBHOCTI Ta 6Ge3rneku
3aCTOCyBaHHSA 3a 3a3Ha4YeHMX NoKa3aHb OOMEXEHI.

Nepeno3yBaHHA.

CumnTOMM: HyAO0Ta, 6/10BaHHS, 6i/1b Y XKMBOTI, OPTOCTATUYHI CUMNTOMM Ta/abo rinoTeH3is.

ICHY€E pU3nK TPOM6O03Y Y CXU/IbHUX A0 HbOr0 OCib.

NikyBaHHS: BMKNMKaTL GHOBAHHSA, NPOMUTU LUYHOK, 3aCTOCYBaTW akTMBOBaHe BYrifng. Heob6XigHWM € CMOXXUBaHHS BENMKOT KifIbKOCTI PignHN ANS CNPUSAHHS
HUPKOBII eKCKpeLlii. 3aCTOCOBYETLCA CUMMTOMATUYHE NiKyBaHHA Ta Yy pasi HeOOXigHOCTI — aHTUKOarynsHTHa Teparnis.

Mo6iyHI peakuii.

3 60Ky IMyHHOT CMCTeMW: peakuil rinepyyT/IMBOCTI, BKIHOYAKOUM aHa(iNaKCito.

3 60Ky opraHis 30py: MOPYLUEHHS KOMIPHOr0 CIPUAHATTS, OK/KO3ist BeH/apTepiil CITKIBKN.

3 60Ky CyuH: TPOM60eM60NiYHI YCKNagHEHHS, apTepia/ibHNIA abo BEHO3HWMIA TPOM603 Oy /ib-AKOT noKasisauii.
3 60Ky TpaBHOI cUCTeMU: Hyf0Ta, 6/1H0BaHHS, diapes, SKi 3HUKatOTb MPY 3MeHLLIEHHI [103K.



3 60Ky LUKipW Ta NiAWKIPHOT KNITKOBUHW: anepriyHi LWKIpHI peakwyii.
TepMiH NpuAaTHOCTI. 3 POKMN.

YMOBW 36epiraHHs.
36epiratu npu Temnepatypi He BuLe 25 °C.
36epiraTi B HEAOCTYMHOMY ANS AiTel micui.

YnakoBkKa.
Mo 10 Tabnetok y 6nictepi; no 3a6o no 6 6/icTepiB Yy KAPTOHHIA yNaKoBL,i.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
KYCYM XENTXKEP MNBT NTA/
KUSUM HEALTHCAREPVT LTD.

MicuesHaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiXKeHHS Moro AisnibHOCTI.
CI-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisagi, Aict. Ansap (PamxactaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India



