Rx: Thudc nay chi dung theo don thuéc

BFS-TRANEXAMIC 500 MG/10 ML

Tranexamic acid: 500 mg/10 ml
Déxa tdm tay tré em
Boc ky huéng dén s dung trudc khi diung

Thanh phan

Méi ng 10 ml chiia:

Hoat chdt: Tranexamic acid: 500 mg.
Td dugc: Nudc cét pha tiém: vira da.

Dang bao ché: Dung dich tiém
Mé ta: Dung dich tiém khéng mau dung trong 8ng nhua
pH: 6,5 dén 8,0

Chi dinh

Tranexamic acid dung dé phong ngtfa va diéu tri chdy mau két hgp vdi tiéu fibrin qua
muic & ngudi I6n va tré em trén 1 tudi. Cac chi dinh cu thé nhu sau:

- Chdy mau két hgp vai tiéu fibrin qua muc trong céac trudng hgp:

+ Rong kinh, bang huyét

+ Chay mau da day

+ Phau thuat cit bé tuyén tién liét hodc phau thuat dnh hudng dén dudng tiét niéu

- Phau thuat tai mai hong (c&t amidan, nhé rang)

- Phau thuat 16ng nguc, phau thuat bung va cac dai phau khac nhu tim mach, thay
khép, ghép gan...

- Chay mau do duing qua liéu thudc lam tiéu huyét khoi.

Liéu dung va cach dung

Tiém tinh mach cham (t6i da 1 ml/phat) hodc truyén tinh mach lién tuc.

Ngudi I6n:

Liéu théng thudng

Biéu tri chdy mdu do tiéu fibrin cuc bo: Tiém tinh mach cham méi lan 0,5 - 1,0 g
Tranexamic acid 2 - 3 lan méi ngay.

Diéu trj chdy mdu do tiéu fibrin qud mdc: Tiém tinh mach cham méilan 1,0 g Tranexamic
acid méi 6 - 8 gid, tuong duong véi 15 mg/kg.

Ngugi suy than: Tranexamic acid cé nguy co tich lGy & bénh nhan suy than. Do dé
chéng chi dinh Tranexamic acid cho bénh nhan suy than nang. D&i v6i bénh nhan suy
than nhe va trung binh, can diéu chinh liéu dung va khoang cach dung dua trén néng
do creatinin huyét thanh (SCC)

N6ng do creatinin huyét tuong Liéu tiém tinh | Khoang cach liéu
mach
pumol/I mg/10 ml
120 dén 249 1,35-2,82 10 mg/kg M&i 12 gics
250 dén 500 2,82-5,65 10 mg/kg M&i 24 gids
>500 > 5,65 5mg/kg M&i 24 gids

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

Tré em: Dung dudng tinh mach 10 mg/kg, ngay 2 - 3 1an, tuy theo chi dinh.

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

Chéng chi dinh

Qua man vdi tranexamic acid.

Cé tién st mac bénh huyét khéi.

Bénh nhan dang diéu trj bang liéu phap déng mau.

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

Trudng hgp phau thuat hé than kinh trung uang, chdy mau hé than kinh trung uong
va chdy méau dudi mang nhén hodc nhiing truong hop chdy mau néao khac.

Tiéu fibrin sau khi r&i loan déng mau rai rac (DIC) ngoai trit bénh nhan c6 hoat hoa
manh hé théng tiéu fibrin khi chdy méau nang; tién st co giat; tiém noi tdy, ndi that, noi
50; st dung thudc tranh thai hormon.

Canh bao va than trong khi dung thuéc

Nguai suy than: Do c6 nguy co tich ldy tranexamic acid.

Ngudi bi huyét niéu tir dudng tiét niéu trén, c6 nguy o bj tac trong than.

Ngudi ¢ tién st huyét khéi khéng nén diing tranexamic acid trir khi cung dugc diéu
tri bang thudc chéng déng. Chdy mau do déng mau rai rac ndi mach khong dugc
diéu tri bang thuéc chéng phan hay fibrin trir khi bénh cha yéu do réi loan co ché
phan huy fibrin. Trong trudng hop phan huy fibrin c6 lién quan t6i su tang d6ng mau
trong mach (héi chiing tiéu hoac phan huy fibrin), can phai thém chat chéng dong
nhu heparin véi liéu lugng da dugc can nhac can than. Xem xét su can thiét phai dung
chat khang thrombin Il cho nhitng ngudi bénh cé tiéu thu nhiing yéu t6 dong mau,
néu khéng, su thiéu hut chat khang thrombin Il cé thé can trd tac dung cta heparin.
Ngudi cao tudi: Vi ngudi cao tudi c6 chiic ndng sinh ly gidm, nén cé nhiing bién phap
giam liéu c6 giam sat mot cach than trong.

Than trong khi cho tiém tinh mach: Cho thudc tur tit (buén nén, tic nguc, danh tréng
nguc, hodc tut huyét ap cé thé hiém khi xay ra khi cho thudc nhanh). Khéng tiém vao
nhiing vi tri c6 phan bé day than kinh va than trong khi tiém. Khitiém nhiéu lan, tranh
tiém vao cling mét vj tri bdng cach 1an lugt tiém vao tay trai réi tay phai.

Thuéc c6 nguy co tich iy, khdng sir dung & ngudi dai mau.

Ngudi c6 kinh nguyét khéng déu, hodc dang cé réi loan déng mau rai rac (DIC), bénh
nhan co giat: can theo déi chat.

Su dung thuéc cho phu nir ¢6 thai va cho con bu

Khéng nén dung tranexamic acid trong nhiing thang dau thai ky, vi da c6 thong bao
Vvé tac dung gay quai thai trén dong vat thi nghiém. Kinh nghiém lam sang vé diéu
tri bang tranexamic acid cho ngudi mang thai con rat han ché, cho dén nay dir liéu
thuc nghiém hodac lam sang cho thdy khéng tang nguy co khi dung thudc. Tai liéu vé
dung tranexamic acid cho ngudi mang thai cé rat it, do d6 chi dung thudc trong thoi
ky mang thai khi dugc chi dinh chat ché va khi khong thé dung cach diéu trj khac.
Tranexamic acid tiét vao sita me nhung nguy co vé tac dung phu ddi vai tré em khong
chéc c6 thé xay ra khi dung liéu binh thudng, vi vay c6 thé dung tranexamic acid véi
liéu théng thudng, khi can cho ngudi cho con bu.

Anh huéng ctia thudc 1én kha nang lai xe, van hanh may méc

C6 thé xay ra hién tugng buén nén, chéng mit, gidm huyét &p sau khi diing thuéc nén

can than trong vdi viéc lai xe va van hanh may méc sau khi tiém tinh mach nhanh.
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 thuéc cam 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 tron dung dich tiém tranexamic acid véi cac dung dich
dung dé tiém nhu: Natri clorid (0,9%), glucose, dextran 40, dextran 70 hodc dung
dich dién gii Ringer. 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 mudn clia Tranexamic acid dugc liét ké trong bang dudi
day theo cac hé co quan va tan sudt gap (rat thuong gap (ADR > 1/10), thudng gap
(1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gdp (1/1000 < ADR <
1/10000) va rat hiém gap (ADR < 1/10000)

Hé co quan Tan suat Tac dung khéng mong muén
Dava mé mém Hiém gap Viém da dj (ing
R&i loan tiéu hoa it gap Tiéu chdy, non, buén nén

RSi loan hé than | Khéng dugc biétdén | Co giat (dic biét trong trudng
kinh hop st dung sai)

RGi loan thi giac Khéng dugc biét dén | Thay d6i nhan thic mau

Khéng dugc biét dén | Mét moi, ha huyét ap, c6 thé mat
hodc khéng mat y thuc (thudng
do tiém tinh mach qua nhanh)
Thuyén tdc ddong mach hoic tinh
mach & vj tri bat ky

R&i loan mach méu

RGi loan hé théng | Khéng dugc biét dén | Phan (ing qua man bao gom séc
mién dich phan vé

Théng bdo cho bdc si nhiing tdc dung khéng mong muén
gdp phadi khi st dung thuéc.

Qua liéu va cach xu tri
Chua c6 thong béo vé trudng hop qua liéu tranexamic acid. Nhiing triéu chiing
qua liéu c6 thé 1a: Bubn nén, ndn, cac triéu chiing va/hodc ha huyét ap tu thé ding.
Khéng c6 bién phéap dac biét dé diéu tri nhiém déc tranexamic acid. Néu nhiém doc
do udéng qua liéu, gay non, rdia da day va dung than hoat. Trong cé 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 chiing va diéu tri hé trg.
Déc tinh dugc luc hoc
Nhém dugc ly: Thudc chéng xudt huyét.
Ma ATC: BO2AA02
Déc tinh dugc luc hoc
Tranexamic acid c6 tac dung Uc ché hé phan huy fibrin bang cach tc ché hoat hoa
plasminogen thanh plasmin, lam cho plasmin khong dugc tao ra. Do dé thuong
dung Tranexamic acid dé diéu tri nhiing bénh chay mau do phan hay fibrin c6 thé
xay ra trong nhiéu tinh huéng lam sang bao gém da chan thuong va déng mau
trong mach.
Tdc dung khdng plasmin: Tranexamic acid gan manh vao vij tri lién két lysin (LBS), vi
tri c6 ai luc véi fibrin clia plasmin va plasminogen, va tc ché su lién két ctia plasmin
va plasminogen vao fibrin. Do d6, su phan huy bai plasmin bj tc ché manh. Vai su
<6 mat clia cac khang plasmin, nhu a2-macroglobulin, trong huyét tuong, tac dung
khang tiéu fibrin cGa Tranexamic acid con dugc tang cudng thém.
Tdc dung cdm mdu: Plasmin tdng qua muc gay ra Uc ché két tu tiéu cau, su phan hay
cla cac tdc nhan d6ng mau... nhung ngay ca mét su tang nhe cting lam cho su thoai
héa déc hiéu cda fibrin xay ra trudc dé. Do d6, trong nhiing trudng hgp chdy mau
binh thudng, su c6 mat cGa Tranexamic acid tao ra sy cdm mau bang cach loai bé
su phan hay fibrin do.
Tdc dung chéng di iing va chéng viém: Tranexamic acid tc ché qué trinh san xuat kinin
va nhiing peptid cé hoat tinh khac... do plasmin, c6 thé gay ra su tdng tinh tham
thanh mach, di ¢ing va nhimng tén thuong viém.
Dugc dong hoc
Tranexamic acid dat néng d6 cao nhat trong huyét tuong sau khi tiém tinh mach 3
phut. Thuéc phan bé rong trong ca thé, gan rat it vao protein huyét tuong (3%). Thé
tich phan bé & ngudi I6n 1a 9 - 12 lit. Thuéc qua dugc nhau thai va vao sita me (1%
so vGi trong huyét thanh), vao dugc dich nao tay (10% so vai trong huyét tuong).
Thudc phan bé nhanh vao dich khdp va mang hoat dich trong dich khdp, néng do
thudc tuong tu nhu trong huyét thanh. Nita ddi sinh hoc ctia tranexamic trong dich
khop khodng 3 gid. Néng d6 Tranexamic acid trong mét s6 cac mé khac thap hon so
v&i néng dé trong mau. Thudc ciing vao thuy dich, thudc ciing thdy & tinh dich van
con hoat tinh Gc ché tiéu fibrin nhung khéng anh hudng dén di chuyén tinh trung.
Ntta doi thai trir trong huyét tuong khoang 2 gid. Sau khi tiém tinh mach, 95% liéu
thudc bai tiét dugi dang khong déi trong nuéc tiéu.
Quy cach déng goi:
HOp 4 vix 5 6ng nhua 10 ml
Bao quan: Bdo quan trong bao bi kin, tranh anh sang, nhiét d6 duai 30°C.
Han duing: 36 thang ké tir ngay san xuat.
Tiéu chuan chét lugng: Tiéu chuén co s&

Nha sén xuat

cPCIHN

Céng ty ¢6 phan Dugc pham CPC1 Ha Noi
Cum céng nghiép Ha Binh Phuong, xa Van Binh, huyén Thuang Tin,
thanh phé Ha Noi.
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Kich thudc: 95 x 275 mm

In den trang

In 2 mat

Thay déi néi dung theo TTO1




