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NupopmanuonHoe  nmMcbMO  AJIA
CIEeLMATHCTOB 3{PABOOXPAHEHUSA

TpanexkcamoBasi KHCJI0Ta-COAepIKallHe JIEKADCTBEHHbIE Ipenaparbl: PHCK
CepbE3HBIX MOCJIeACTBUH NPHU NPUMEHEHUH BCJIEICTBHE HENPABUILHOIO IIYyTH
BefeHns. TPAHEKCAMOBASA KHUCIIOTA JOJXKHA BBOAUTLCA
TOJIBKO BHYTPUBEHHO.

VYBakxaeMbl€ CHEIUAIMCTHI CUCTEMBI 3/I]paBOOXpaHEHMUs !

JlenapTamMeHT JIEKapCTBEHHBIX CPEACTB U MEIMLMHCKUX U3JIETUI NpU
M3 KP wundopmupyer Bac 0 HOBBIX pHCKaxX, CBSI3aHHBIX C HPUMEHEHUEM
JIEKaPCTBEHHBIX MPENapaToB, COAECPKALMX TPAHEKCAMOBYIO KHCJIOTY: PHCKe
CepPbE3HBIX TMMOCJHECACTBHH BCJIEACTBHME HENPABHJIBHOIO IYTH BBEICHUA
(mpemapar npeaHa3sHA4YeH TOJAbKO JJsi BHYTPUBEHHOIO BBE/JACHMH), PHCKe
Pa3BUTHS OCTPOr0 KOPTHKAJBHOIO HEKPO03a MO4YeK M (PUKCHPOBAHHOM
JIEKAPCTBEHHOM IPUTEMBbI.

Komuret no onienke pucka B cepe papmaxonamzopa (PRAC) Esporneiickoro
areHTCTBa MO JeKapcTBeHHbIM cpeacTtBam (EMA) 3aBepuimn paccMOTpeHUE
JIEKapCTBEHHBIX MPENapaToB, COAECPKAIUX TPAHEKCAMOBYIO KUCIIOTY.

Ha ocHoBaHMM MMeEOUIMXCS JaHHBIX O HEXENaTeIbHbIX PEaKlUsIX, BKIOYas
JIeTaJlbHbIE MCXOJbl, BOZHHUKAIOIIME BCJIEJCTBUE HEMPABWIBHOTO MYTH BBEICHUS
npenapara (B 4aCTHOCTH, MHTpaTeKkanbHOro BBeAeHus ), PRAC npumén k BbIBOY 0
HEOOXOAMMOCTH YCWICHMS TNpPEeaynpekJeHud B HH(OpManuu O mnpenaparte.
TpanekcaMoBas KUCJIOTa MpeAHA3HAYEHA TOJbKO /ISl BHYyTPMBEHHOI0 BBeIeHUSI
U HE JI0JDKHA BBOJUTHCSI MHTPATEKAIBHO WM AIUYPATIBHO.

Kpome toro, PRAC ycTtaHOBUI, YTO IPUYMHHO-CIIEICTBEHHAS CBSI3b MEXKIY
IPUMEHEHUEM TPAHEKCAMOBOM KHCIIOTHI U Pa3BUTUEM OCTPOr0 KOPTHKAJBHOIO
HEKpo3a MOoYeK, a Takke (PUKCHPOBAHHOM JIEKAPCTBEHHOW JPUTEMBI, IO
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KpaiiHeld Mepe BO3MOKHa. B cBsi3u ¢ 3TUM MHpOpMalLus O Mpenapare MoJIeKUT
COOTBETCTBYIOIIEMY OOHOBIICHHIO.

Jlumepamypa:
https ://www.ema.europa.eu/en/documents/psusa/tranexamic-acid-scientific-

conclusions-grounds-variation-terms-marketing-authorisations-psusa-00003006-
202503 en.pdf
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