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Thudc nay ¢hi diing theo don thude

Trane-BFS 10%

Tranexamic acid 100 mg/mil
©é xa tdm tay tré em
Boc ky hudng ddn sir dung trudc khi ding

Thanh phian

Mdi ml dung dich chia:

Thénh phén hoat chdt: Tranexamic acid ... 100,0 mg.

Thénh phdn td duge: Nudc cat pha tiém vira di.

Dang bao ché: Dung dich tiém

Mé td: Dung dich khéng mau dén vang nhat.

pH: 6,5-8,0

Chidinh

Tranexamic acid dung dé phéang ngira va diéu tri chiy mau do tiéu fibrin toan than
hodc cuc bé & nguai I6n va tré em trén 1 tudi. Cac chi dinh cu thé nhu sau:

- Xu#t huyét do tidu fibrinogen toan than hodc cuc bd trong cac trudng hop:

+ Rong kinh, bang huyét

4+ Chay mau dudng tiéu hda

+ Roi loan xuat huyét dutng niéu, dac biét khi can tién hanh phau thuat tuyén tién liét
hodc phiu thuat khac lién quan dudng nidu

- Phau thuat tai mai hong (Nao V.A, cit amidan, nhé rang)

- Phiau thuat phu khoa hodc rdi loan ngudn gdc san khoa

- Phau thuat 16ng nguic, phau thuat bung va cic dai phau khac nhu tim mach. ..

- Chay mau do diing qua liéu thudc lam tiéu huyét khéi.

Liéu ding va cach ding

Budng ding: Chi tiém tinh mach hoac truyén tinh mach cham (t6i da 1 mi/phat),
khéng tism bip.

Ngudi lon:

Liéu théng thudmng

Bidu tri chdy mdu do tiéu fibrin cuc bé: Tiém hodc truyén tinh mach cham (1 mg/phit)
0,5-1 g tranexamic acid (5-10 ml) x 2-3 [dn/ngay

Biéu tri chdy mdu do tiéu fibrin todn thén: Tiém hoac truyén tinh mach cham (1 mg/
phdt) 1 g tranexamic acid (10 ml) méi 6-8 tiéng, tuong duong 15 mg/kg trong luang
ca thé

Ngudi suy than: Tranexamic acid c6 nguy ca tich ldy & bénh nhan suy than. Do dé
chdng chi dinh tranexamic acid cho bénh nhan suy thin nang. B6i vdi bénh nhan suy
than nhe va trung binh, can diéu chinh liéu ding va khodng cach ding dua trén ndng
d6 creatinin huyét thanh (SCC)

N6ng d& creatinin huyét thanh Liéu tiém tinh Khodng céch liéu
mach/kg trong

pmal/l ma/10ml lugng co thé

120 dén 249 1,35-282 10 mg/kg Mbi 12 gid

250 dén 500 2,82-5,65 10 mgrkg Mbi 24 gia

>500 > 565 5 mg/kg Mai 24 gis

Ngudi suy gan: Khéng cén diéu chinh liéu & bénh nhén suy gan

Tré em tif 1 tudi: Ding duémg tinh mach khéng qua 20 mg/kg/ngay. Tuy nhién di
liéu vé an toan, hidu qud va liéu ding cho cac chi dinh trén con han ché. Hiéu qua,
an toan va liéu dung cla tranexamic acid & tré em trdi qua phau thuat tim chua dugc
thiét lap day du.

Ngudi cao tudi: Khang cin gidm lidu & nguéi cao tudi, trif khi ho bi suy than

Chéng chi dinh

Qua man vdi tranexamic acid hoac bat ky thanh phan nao cla thude.

Huyét khai tinh mach hodc ddng mach cap tinh.
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Tiéu fibrin sau khi rdl loan dong mdu raj rac (DIC) ngoai trlr bénh nhéan ¢6 hoat héa
manh hé théng tiéu fibrin khi chay mau nang cip tinh

Suy than ndng (do cé nguy co gdy tich lay thudc).

Tién sif co giat.

Tiém néi tly, nado that, ndi so (nguy co phi ndo va co giat)

Canh béo va thdn trong khi ding thudc

Cén tudn thu nghiém ngat cac chi dinh va cach st dung néu trén;

+Tiém tinh mach hodc truyén tinh mach rét cham (ti da 1 ml mai phat)

+ Khéng tiém bap

Cogiat

Céc truding hop co giat da dugc bdo cdo lién quan dén diéu tri bang tranexamic acid.
Trong phiu thuit bic cdu déng mach vanh (CABG), hiu hét cic truting hop da dugc
bdo cdo co co giat sau khi tiém tinh mach tranexamic acid véi liéu cao. Khi si dung
vdi liéu thap hon, ty [é co giat sau phau thudt |2 tuong ty nhu & nhing bénh nhan
khéng sir dung.

Cén chi y dén cac roi loan thi gidc bao gom suy giam thj luc, m& mat, suy giam thj luc
mau sac va néu can thiét phai nglmg diéu tri. Khi sir dung lau dai dung dich tranexam-
ic acid, ki€ém tra nhan khoa thuéing xuyén (kiém tra mét bao gém thi luc, th luc mau,
d4y mét, trudng thi glac...). V&i nhitng thay dai bénh Iy v& mat, dic biét 1a cac bénh vé
viéng mac, bac si phai quyét dinh sau khi tham khao y ki€n chuyén gia vé su can thiét
clia viée sir dung lau dai dung dich tranexamic acid tly ting truéng hop.
Tiéu ra mau

Truang hop tiéu ra méu tif dudng tiét niéu trén, cd nguy co tic gay nghén niéu dao,

Trudc khi si dung tranexamic acid, nén xem xét cdc yéu té nguy co clia bénh huyét
khéi. J nhiing bénh nhan co tién sl bénh huyét khdi hodc nguei than trong gia dinh
¢6 benh huyét khél, chi nén sl dung dung dich tranexamic acid sau khi co chi dinh cia
biéc si cd kinh nghiém vé cdm mau va dudi suf gidm sdt y té chit ché.

Tranexamic acid nén duoc st dung cén than & nhing bénh nhin diing thubc trénh
thai vi tang nguy co huyét khoi.

Béng mau ndi mach lan tda

Trong héu hét cic trudng hop, bénh nhan bi déng méau ndi mach lan téa (DIC) khéng
nén dugc diéu tri bing tranexamic acid. Néu tranexamic acid ducc chi dinh, phdai han
ché & nhiing bénh nhan hoat héa manh hé théng tiéu sgi huyét khi chay méu nang
cap tinh. D liéu huyét hoc duge phéng dedn nhu sau: gidm thai gian ly gial cuc méu
dang euglobulin; thai gian prothrombin kéo dal; gidm néng dé fibrinogen trong
huyét tuong, cic yéu 18V va Vi, plasminogen fibrinolysin va alpha-2 macroglobulin;
néng d P va phuc hap P trong huyét tuong binh thuding (cac yéu té || (prothrombin),
VIl va X); ting ndng €6 trong huyét tudng cia cdc san pham thodl hoa fibrinogen; 56
Iugng tiéu cdu binh thugng.

Trong nhimg truéng hop cép tinh, mét liéu duy nhat 1g tranexamic acid thuéng dd
dé kiém sodt chay mau, Chi nén can nhac s dung tranexamic acid trong DIC khi ¢6
san cd sd thiét bi phi hop.

S dung thudc cho phu nif ¢6 thai va cho con bi

Phu ni trong d6 tudi sinh sdn phai st dung bién phap tranh thai trong qué trinh didu
tri.

Phu nif mang tha:

Khéng 6 du dir liéu |am sang vé viéc st dung tranexamic acid & phu nir mang thai.
Theo két qua nghién ciu, di khéng thiy tic dung gy qudi thai & déng vét, nhung dé
phéng nglia, khéng khuyén cao st dung tranexamic acid trong ba thang dau cla thal
ky. Dir ligu [am sang han ché vé viéc sif dung tranexamic acid & cdc nhém bénh nhan
€6 xudt huyét khac nhau trong ba thang gitia va ba thang cudi thai ky chua biét tac
dung ¢6 hai cho thai nhi hay khong. Chi nén st dung tranexamic acid trong thai ky khi
lgi ich mong dai lém hon nguy co tiém am.

Phu ndf dang cho con bu:

Tranexamic acid duoc bai tiét qua sia me. Vi vay, khong khuyén ding cho phu nir
dang cho con bi.

Khd ndng sinh sdn:

Khong c6 dii lidu lam sang vé tac dung cda tranexamic acid lén kha nang sinh san.
Anh hudng clia thudc 1én khd nang lai xe, van hanh may méc
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Chua co nghién ciu trén kha nang lai xe va van hanh may moc

Tuong tic, tuong ky cua thudc

Khdng nén diing déng thai tranexamic acid vai estrogen vi ¢6 thé gay huyét khdi
nhiéu han.

Than treng khi ding ddng thai tranexamic acid vdi cac thudc cadm mau khac,
Khong nén tron lan dung dich tranexamic acid tiém vdi dung dich c6 chua penicilin,
hodc voi mau dé truyén vao miu.

D¢ truyén tinh mach, ¢6 thé tron dung dich tiém tranexamic acid véi hdu hét cac
dung dich diing dé tiém khac nhu dung djch dién gidi (dung dich Ringer, natri clorid
0,9%), carbohydrat (glucose), acid amin, dextran (dextran 40, dextran 70). C6 thé
cho tranexamic acid va heparin vao cing mét dung dich tiém truyén.

Tac dung khéng mong mudn clia thuéc

Céc tac dung khdng mong mudn cla tranexamic acid dudc liét ké trong bang dudi
day theo cac hé co quan va tin suit gap (Thuang gap: ADR > 1/100; [t gap: 1/1000 <
ADR < 1/100; Hiém gip: ADR <1/1000; Khéng dugc biét dén: Khang thé udc lugng
dugc til cac di lidu o6 san)

Hé co quan Tén sudt Tac dung khéng mong
muén

Da va mé mém Itgap Viém da dj ting

Ra&i loan tiéu hda Thudng gap Tiéu chéy, non, budn nén

Rdi loan hé than kinh Khong r6 tan sudt Co giat (dac biét trong
truong hop sir dung sai)

Rél loan thi gidc Khéng ro tén sust Thay d&i nhan thic mau

Rdi loan mach mau Khong rd tan sudt Mét méi, ha huyét ap, co
thé mat hodc khéng mat

y thic (thugng do tiém
tinh mach qué nhanh

Thuyén tdc dong mach
hodc tinh mach & vi tri

bt ky
Réi loan hé thdng mién | Khong dugc biét dén Phén tng qua mén bao
dich gém soc phén vé

Théng bdo cho bdc si nhiing tdc dung khéng mong mudn
gdp phdi khi sirdung thude

Qua liéu va cach xir tri
Chua cé théng bao vé truding hop qua lidu tranexamic acid. Nhiing trigéu ching
qué lidu cé thé 13: Budn ndn, ndn, cac tridu chimg va/hodc ha huyét &p tu thé ding.
Khéng c6 bién phép dic biét dé diéu tri nhiém ddc tranexamic acid. Néu nhiém déc
do uéng qué lidu, gay ndn, ria da day va dung than hoat. Trong cé 2 truéng hgp
nhiém déc do udng va do tiém truyén, nén duy tri bd sung dich dé thiic ddy bai tiét
thudc qua thin va diing cdc bién phédp diéu trj tridu chiing va diéu tri hd trg.
Péactinh dugc luc hoc
Ma ATC: BO2AAO2
Nhém tae dung dugic ly: Thude didu tr xudt huyét lién quan dén phan gidi fibrinogen.
Tranexamic acid co tac dung chéing xudt huyét bing cach dc ché dac tinh tiéu sgi
huyét ctia plasmin. Mot phie hop lién quan dén tranexamic acid-plasminogen duac
hirh thanh, acid tranexamic s& lién két vdi plasminogen trong qué trinh hinh thanh
plasmin, Hoat tinh tiéu sgi huyét cla phic hop tranexamic acid-plasmin thap hon
so vdi plasmin ty do.
Cac nghién clu invitro can cho thay liéu cao tranexamic acid lam gidm hoat déng
clia bé thé,
O trd em trén 1 tudic
D liéu téng quan da xac dinh 12 nghién cdu hidu qua trong phiu thudt tim nhi
khoa bao gém 1073 tré em, 631 sir dung tranexamic acid. Hau hét bénh nhan duac
cdm méu so vdi nhém ding gia duge, Nhém bénh nhan tham gia nghién ciu la
khéng déng nhat vé tudi tac, loai phiu thujt, lich trinh dung tt}uéc. Kétqué}nghién




https: Hru ngtamth UOC.Cconh/ et vdi tranexamic acid cho thdy gidm mét méau va gidm nhu cdu céc sin phim mau
trong phéu thuit tim & tré em theo phuong phap béc ciu tim phdi (CPB) khi ¢é nguy
co xudt huyét cao, dic bidt & bénh nhéan tim tai hodc bénh nhan trdi qua phiu thuét
|4p lai. Phac d6 ding thude phi hgp nhat:

-Tiém bolus lan dau 10 ma/kg sau khi gy mé va trude khi rach da,

-Truyén lién tuc 10 mg/kg/gid hodc tiém vao bam CPB & ligu thich nghi véi quy trinh
CPB, hodc tly theo trong ludng bénh nhén vdi liéu 10 ma/kg, hoac tiy theo thé tich
chinh cla bam CPB, tigm cudi cling 10 mg/kg vao cudi CPB.

Mac dii duge nghién cliu & rét it bénh nhan, dii lidu han ché cho thdy truyén lién tuc
thich hgp hon, vi nhu vay s& duy tri néng d6 tri lidu trong huyét tuong trong sudt
qué trinh phdu thudt.

Khéng ¢é nghién ciu liéu higu qué cu th& hodc nghién clu PK d3 dugc tién hanh
dtréem,

Déc tinh duge déng hoc

Hdp thu:

Néng dé dinh clia tranexamic acid trong huyét tuong dat dugc nhanh chéng sau khi
tiém truyén tinh mach nhanh va sau §6 giam theo cp sd mi,

Phdn bé:

Lién két protein huyét tuang cha acid tranexamic |a khodng 3% tai néng dé diéu
tr] va hu hét duge gin két véi plasminogen. Tranexamic acid khong gén két véi
albumin huyét thanh, Thé tich phan bé luc ddu khodng 9-12 lit.

Tranexamic acid qua duac nhau thai. Sau khi tiém tinh mach 10 ma/kg cho 12 phuy
nirmang thai, néng dé cla tranexamic acid trong huyét thanh khodng 10-53 pg/ml,
trong thi dé ndng d¢ trong mau day rén dao dong tir 4-31 pg/ml. Tranexamic acid
khuéch tén nhanh chéng vao dich khép va mang hoat dich.

Sau khi tiém tinh mach 10 mg/kg cho 17 bénh nhén phau thudt dau gbi, nong dé
trong dich khép cling tuong ty nhu néng dé trong méu huyét thanh tuong dng.
Nong dé tranexamic acid trong mét 58 mé khac la phan tim thay trong mau (1%
trong sifa me, 10% trong dich nao tay, 10% trong thuy dich). Tranexamic acid duac
tim théy trong tinh dich tai vi tri nd e ché tac dong tidu soi huyst nhung khdéng anh
hudng dén su di chuyén cla tinh tring.

Thdi trir

Tranexamic acid dugc dao thai chd yéu qua nudc tidu dudi dang khéng déi. Su
bai tiét nudc tidu qua loc cdu than 13 con duding loal bd chinh. D6 thanh thai than
can blng vdi dé thanh thai huyét tuong (110-116 mi/phut). Sy bai tiét tranexamic
khoang 90% trong vong 24 gid dau tién sau khi tigm tinh mach 10 mg/kg trong
luging ca thé, Thed gian bén thai cla tranexamic acid |14 khodng 3 gid.

Nhom bénh nhan dac biét:

Bénh nhan suy than: Néng dé thudc trong huyét tuang tang.

Trén tré em: Khéng c6 nghién ciiu duge dong hoc cy thé

DiI liéu tién 1am sang cho thay khdng cé méi nguy hiém dic biét cho ngudi dua
trén ¢cac nghién cdu kinh dién vé an toan duge: liéu gay doc 1ap lai, doc tinh gen,
kha nang gay ung thu va déc tinh sinh san. Quan sat thiy tac dung gay déng kinh &
déng vét tiém tranexamic acid vao tay séng.

Quy cach déng gol:

10 miflo. Hép 10 lo, Hop 20 lo.

Bao quan: Bio quan trong bao bi kin, tranh &m, tranh dnh séng, nhiét dé dudi 30°C.
Han ding: 36 thang ké ti ngay san xudt.

Tiéu chuln chit lugng: Tidu chuln co sé

Nha sdn xudt

s

crciun
Cong ty c6 phén Dugc phim CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phuong, xa Van Binh, huyén Thung Tin, thanh phd Ha Nai.
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