Rx: Thudc nay chi dung theo don thudc

Trane-BFS 10%

Tranexamic acid 100 mg/ml
DéE xa tam tay tré em
Doc ky hudéng dan sir dung truéc khi diing

Thanh phan

Méi ml dung dich chtra:

Thanh phdn hoat chdt: Tranexamic acid .............. 100,0 mg.

Thanh phdn td dugc: Nuéc cat pha tiém via da.

Dang bao ché: Dung dich tiém

Mo ta: Dung dich khong mau dén vang nhat.

pH: 6,5-8,0

Chi dinh

Tranexamic acid dung dé phong ngua va diéu tri chdy mau do tiéu fibrin toan than
hodc cuc bd & ngudi I6n va tré em trén 1 tudi. Cac chi dinh cu thé nhu sau:

- Xudt huyét do tiéu fibrinogen toan than hodc cuc bé trong cac trudng hgp:

+ Rong kinh, bang huyét

+ Chady mau dudng tiéu hoa

+ R&i loan xuat huyét dudng niéu, d3c biét khi can tién hanh phau thuat tuyén tién liét
hodc phau thuat khac lién quan dudng niéu

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

- Phédu thuat phu khoa hodc réi loan nguén géc san khoa

- Phau thuat 16ng nguc, phau thuat bung va céc dai phau khac nhu tim mach...

- Chdy mau do dung qua liéu thudc lam tiéu huyét khoi.

Liéu dung va cach dung

Budng dung: Chi tiém tinh mach hodc truyén tinh mach cham (t6i da 1 ml/phdt),
khéng tiém bap.

Ngudi I6n:

Liéu théng thudng

Biéu trj chdy mdu do tiéu fibrin cuc bg: Tiém hodc truyén tinh mach cham (1 mg/phdt)
0,5-1 g tranexamic acid (5-10 ml) x 2-3 lan/ngay

Biéu tri chdy mdu do tiéu fibrin toan than: Tiém hodc truyén tinh mach cham (1 mg/
phut) 1 g tranexamic acid (10 ml) méi 6-8 tiéng, tuang duong 15 mg/kg trong lugng
cothé

Ngugi suy than: Tranexamic acid cé nguy ca tich Iy & bénh nhan suy than. Do dé
chéng chi dinh tranexamic acid cho bénh nhan suy than nang. Dgi véi bénh nhan suy
than nhe va trung binh, can diéu chinh liéu dung va khodng cach dung dua trén néng
do creatinin huyét thanh (SCC)

N6ng do creatinin huyét thanh Liéu tiém tinh Khoang cach liéu
mach/kg trong

umol/I mg/10ml lugng co thé

120 dén 249 1,35-2,82 10 mg/kg M&i 12 gis

250 dén 500 2,82-5,65 10 mg/kg M&i 24 gids

>500 > 5,65 5mg/kg Méi 24 giés

Ngudi suy gan: Khéng can diéu chinh liéu & bénh nhan suy gan

Tré em tu 1 tudi: Dung dudng tinh mach khéng qua 20 mg/kg/ngay. Tuy nhién dir
liéu vé an toan, hiéu qua va liéu dung cho cac chi dinh trén con han ché. Hiéu qua,
an toan va liéu dung cla tranexamic acid & tré em trai qua phau thuat tim chua dugc
thiét 1ap day da.

Ngusi cao tudi: Khong can gidm liéu & ngudi cao tudi, trir khi ho bi suy than

Chéng chi dinh

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

Huyét khéi tinh mach hodc dong mach cap tinh.

Tiéu fibrin sau khi réi loan déng mau rai rac (DIC) ngoai trit bénh nhan cé hoat hoa
manh hé thdng tiéu fibrin khi chdy mau ning cap tinh

Suy than nang (do c¢é nguy co gay tich lay thudc).

Tién st co giat.

Tiém noi tay, ndo that, ndi so (nguy co phu ndo va co giat)

Canh bao va than trong khi dung thuéc

Can tuan thu nghiém ngat cac chi dinh va cach st dung néu trén:

- Tiém tinh mach hodac truyén tinh mach rat cham (t8i da 1 ml méi phut)

+Khoéng tiém bép

Co giat

Céc trudng hop co giat da dugc bao cao lién quan dén diéu tri bang tranexamic acid.
Trong phéu thuat béc cdu dong mach vanh (CABG), hau hét cac trudng hop da dugc
bédo céo c6 co giat sau khi tiém tinh mach tranexamic acid vdi liéu cao. Khi st dung
vai liéu thap hon, ty 1é co giat sau phau thuat Ia tuong tu nhu & nhimg bénh nhan
khéng st dung.

Réi loan thi gidc

Can chu y dén cac réi loan thi giac bao gém suy gidm thi luc, mad mét, suy gidm thj luc
mau sdc va néu can thiét phai ngling diéu tri. Khi s dung lau dai dung dich tranexam-
ic acid, kiém tra nhan khoa thudng xuyén (kiém tra mat bao gém thj luc, thi luc mau,
déay mét, trudng thj giac...). V&i nhing thay déi bénh ly vé mat, dac biét la cac bénh vé
véng mac, bac si phai quyét dinh sau khi tham khao y kién chuyén gia vé su can thiét
cUa viéc st dung lau dai dung dich tranexamic acid tuy tiing truong hop.

Tiéu ra mau

Trudng hop tiéu ra mau tir dudng tiét niéu trén, cé nguy cd tic gay nghén niéu dao.
Huyét khoi

Trudc khi st dung tranexamic acid, nén xem xét cac yéu t6 nguy co clia bénh huyét
khéi. & nhitng bénh nhan c6 tién st bénh huyét khdi hodc ngudi than trong gia dinh
c6 bénh huyét khdi, chi nén st dung dung dich tranexamic acid sau khi cé chidinh cta
béc si c6 kinh nghiém vé cam mau va dudi su gidm sat y té chat ché.

Tranexamic acid nén dugc st dung can than & nhiing bénh nhan dung thuéc tranh
thai vi tdng nguy co huyét khéi.

Bo6ng méu néi mach lan téa

Trong hau hét cac trudng hop, bénh nhan bi ddng mau ndi mach lan téa (DIC) khéng
nén dugc diéu tri bang tranexamic acid. Néu tranexamic acid dugc chi dinh, phai han
ché & nhitng bénh nhan hoat héa manh hé théng tiéu sgi huyét khi chdy mau ning
cdp tinh. Dir liéu huyét hoc dugc phdng doan nhu sau: gidm thai gian ly gidi cuc mau
déng euglobulin; thoi gian prothrombin kéo dai; giam néng do fibrinogen trong
huyét tuong, cac yéu té V va VIII, plasminogen fibrinolysin va alpha-2 macroglobulin;
néng do P va phic hgp P trong huyét tuong binh thudng (cac yéu té Il (prothrombin),
VIl va X); tdng ndng do trong huyét tuang clia cac san phdm thoai hoa fibrinogen; s8
lugng tiéu cau binh thudng.

Trong nhiing trudng hgp cap tinh, mét liéu duy nhat 1g tranexamic acid thudng du
dé kiém soat chdy mau. Chi nén can nhac st dung tranexamic acid trong DIC khi c6
san co s& thiét bi phu hop.

S dung thudc cho phu nit ¢6 thai va cho con b

Phu nir trong d6 tudi sinh san phai st dung bién phap tranh thai trong qua trinh diéu
tri.

Phu nirmang thai:

Khong c6 da dir liéu 1am sang vé viéc st dung tranexamic acid & phu nit mang thai.
Theo két qua nghién ctu, du khéng thay tac dung gay quai thai & dong vat, nhung dé
phong nguia, khdng khuyén cdo sir dung tranexamic acid trong ba thang dau cua thai
ky. DU liéu lam sang han ché vé viéc st dung tranexamic acid & cac nhém bénh nhan
c6 xudt huyét khac nhau trong ba thang gitta va ba thang cudi thai ky chua biét tac
dung c6 hai cho thai nhi hay khéng. Chi nén s dung tranexamic acid trong thai ky khi
Igi ich mong dgi I6n hon nguy o tiém dm.

Phu nirdang cho con bu:

Tranexamic acid dugc bai tiét qua sita me. Vi vdy, khong khuyén dung cho phu nir
dang cho con bu.

Kha ndng sinh san:

Khong c6 dir liéu lam sang vé tac dung cta tranexamic acid |én kha nang sinh san.
Anh huéng ctia thudc 1én kha néng lai xe, van hanh may méc

Chua c6 nghién ctiu trén kha nang lai xe va van hanh may moc

Tuong tac, tuong ky ctia thudc

Khéng nén dung déng thai tranexamic acid véi estrogen vi cé thé gay huyét khéi
nhiéu hon.

Than trong khi dung déng thai tranexamic acid véi cac thuc cdm mau khac.
Khéng nén tron 1an dung dich tranexamic acid tiém vai dung dich c6 chia penicilin,
hoéc véi mau dé truyén vao mau.

DE truyén tinh mach, c6 thé trén dung dich tiém tranexamic acid véi hau hét cac
dung dich dung dé tiém khac nhu dung dich 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 muén ctia thuéc

Cac tadc dung khéng mong muén cuia tranexamic acid dugc liét ké trong bang dudi
day theo cac hé ca quan va tan suat gap (Thudng gap: ADR > 1/100; [t gdp: 1/1000 <
ADR < 1/100; Hiém gap: ADR <1/1000; Khéng dugc biét dén: Khéng thé usc lugng
dugc tu cac dir liéu c6 sén)

Hé co quan Tan suat Tac dung khéng mong
muén

Da va mé mém ft gap Viém da di (ing

R&i loan tiéu hoa Thudng gap Tiéu chdy, nén, buén nén

RGi loan hé than kinh Khéng ré tan suat Co giat (dac biét trong

truong hop st dung sai)

R&i loan thi giac Khoéng ré tan suat Thay d6i nhan thic mau

R6i loan mach méau Mét mai, ha huyét ap, co
thé& mat hodc khéng mat
y thic (thuong do tiém
tinh mach qua nhanh
Thuyén tac déong mach
hodc tinh mach & vi tri
bat ky

Khéng ré tan suat

RGi loan hé théng mién | Khong dugc biét dén Phan dng qua man bao
dich gobm sic phan vé

Théng bdo cho bdc si nhitng tdc dung khéng mong muén
gdp phdi khi sir dung thuéc

Qua liéu va cach xu tri
Chua c6 thong béo vé trudng hgp qua liéu tranexamic acid. Nhiing triéu chiing
qua liéu co thé 1a: Budn ndn, ndn, cac triéu chiing va/hodc ha huyét p tu thé dung.
Khoéng c6 bién phap dac biét dé diéu tri nhiém doc tranexamic acid. Néu nhiém doc
do udéng qua liéu, gay non, rdia da day va dung than hoat. Trong ca 2 truong hgp
nhiém déc do udng va do tiém truyén, nén duy tri b6 sung dich dé thic ddy bai tiét
thudc qua than va dung cac bién phap diéu trj triéu ching va diéu tri hé trg.
Dac tinh dugc luc hoc
Ma ATC: BO2AA02
Nhém tac dung dugc ly: Thudc diéu tri xudt huyét lién quan dén phan gidi fibrinogen.
Tranexamic acid cé tac dung chéng xuét huyét bang cach tc ché dac tinh tiéu sgi
huyét cta plasmin. Mét phuc hgp lién quan dén tranexamic acid-plasminogen dugc
hinh thanh, acid tranexamic sé lién két vdi plasminogen trong qua trinh hinh thanh
plasmin. Hoat tinh tiéu sgi huyét ctia phiic hgp tranexamic acid-plasmin thap hon
so vé&i plasmin tu do.
Céc nghién cdu invitro con cho thay liéu cao tranexamic acid lam gidm hoat dong
clia b thé.
G tré em trén 1 tudi
DU liéu téng quan da xac dinh 12 nghién ctiu hiéu qué trong phau thuat tim nhi
khoa bao gém 1073 tré em, 631 st dung tranexamic acid. Hau hét bénh nhéan dugc
cdm mau so vdi nhém dung gid dugc. Nhém bénh nhan tham gia nghién ciu la
khéng déng nhat vé tudi tac, loai phau thuat, lich trinh dung thudc. Két qua nghién
clu véi tranexamic acid cho thdy gidm mé&t mau va gidm nhu cau cac san phdm mau
trong phau thuat tim & tré em theo phuong phép bac cau tim phéi (CPB) khi c6 nguy
co xudt huyét cao, dac biét & bénh nhan tim tai hoac bénh nhan trai qua phau thuat
1ap lai. Phac d6 dung thudc phu hgp nhat:
-Tiém bolus Ian dau 10 mg/kg sau khi gdy mé va trudc khi rach da,
-Truyén lién tuc 10 mg/kg/gid hodc tiém vao bam CPB & liéu thich nghi vai quy trinh
CPB, hogc tuy theo trong lugng bénh nhan véi liéu 10 mg/kg, hodc tuy theo thé tich
chinh cia bom CPB, tiém cudi cing 10 mg/kg vao cudi CPB.
Mac du dugc nghién ctiu & rat it bénh nhén, dir liéu han ché cho thdy truyén lién tuc
thich hgp han, vi nhu vay sé duy tri néng dé tri liéu trong huyét tuong trong suét
qua trinh phau thuat.
Khéng cé nghién ctu liéu hiéu qué cu thé hodc nghién ciiu PK da dugc tién hanh
atréem.
Dac tinh dugc dong hoc
Hdp thu:
N6ng dé dinh cta tranexamic acid trong huyét tuang dat dugc nhanh chéng sau khi
tiém truyén tinh mach nhanh va sau dé gidm theo cap sé ma.
Phdn bé:
Lién két protein huyét tuong cua acid tranexamic la khoang 3% tai n6ng dé diéu
tri va hau hét dugc gan két véi plasminogen. Tranexamic acid khong gén két véi
albumin huyét thanh. Thé tich phan bé ltc dau khoang 9-12 lit.
Tranexamic acid qua dugc nhau thai. Sau khi tiém tinh mach 10 mg/kg cho 12 phu
n{ mang thai, néng dé cda tranexamic acid trong huyét thanh khodng 10-53 pg/ml,
trong thi d6 néng d6 trong mau day rén dao dong tir 4-31 pg/ml. Tranexamic acid
khuéch tan nhanh chéng vao dich khép va mang hoat dich.
Sau khi tiém tinh mach 10 mg/kg cho 17 bénh nhan phau thuat dau géi, néng doé
trong dich khép ciing tuong tu nhu néng dé trong mau huyét thanh tuong ung.
N6éng dé tranexamic acid trong mot s6 mé khac la phan tim thdy trong mau (1%
trong stfa me, 10% trong dich nao tdy, 10% trong thay dich). Tranexamic acid dugc
tim thdy trong tinh dich tai vi tri né tic ché tac dong tiéu soi huyét nhung khéng anh
huéng dén sy di chuyén cda tinh trung.
Thai trcr:
Tranexamic acid dugc dao thai chi yéu qua nudc tiéu dudi dang khong déi. Su
bai tiét nudc ti€u qua loc cau than 1a con dudng loai bd chinh. D6 thanh thai than
can bang vdi do thanh thai huyét tuong (110-116 ml/phat). Su bai tiét tranexamic
khoadng 90% trong vong 24 gid dau tién sau khi tiém tinh mach 10 mg/kg trong
lugng co thé. Thai gian ban thai clia tranexamic acid la khodng 3 gid.
Nhém bénh nhan ddc biét:
Bénh nhan suy than: Nong do thudc trong huyét tuong tang.
Trén tré em: Khong cé nghién ctu dugc dong hoc cu thé
D liéu tién l1am sang cho thay khéng c6 méi nguy hiém déc biét cho ngusi dua
trén cac nghién ctu kinh dién vé an toan dugc: liéu gay doc lap lai, doc tinh gen,
kha nang géy ung thu va doc tinh sinh san. Quan sat thdy tac dung gay dong kinh &
dong vat tiém tranexamic acid vao tly séng.
Quy cach déng goi:
10 ml/lo. Hop 10 lo, Hop 20 lo.
Bao quan: Bdo quan trong bao bi kin, tranh 4m, trénh dnh sang, nhiét d6 dudi 30°C.
Han duing: 36 thang ké tir ngay san xuat.
Tiéu chuan chat lugng: Tiéu chuén co s6

Nha san xuéat

cpPCIHN
Coéng ty ¢6 phan Dugc pham CPC1 Ha Noi
Cum c6ng nghiép Ha Binh Phuong, xa Van Binh, huyén Thudng Tin, thanh phé Ha Noi.
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