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Thyfeniys
- TRANEXEL 5%
Acid Tranexamic 5% (kl/tt)

Dé xa tam tay cua tré em
Doc ky huéng dan sir dung truéce khi dimg
Thanh phén cong thire thude: Mdi éng (5ml) chia
- Thanh phan duoe chat:
Acid tranexamic ......... 250 mg
- Thanh phé:n ta duoe:
Nudc cét pha tiém vira da 5 ml
Dang bao ché: Dung dich tiém
Mo ta: Dung dich tiém trong sudt, khong mau, pH 6,5 — 8.0.
Chi dinh:
Phong ngira va diéu trj xudt huyét do tiéu soi huyét toan than hodc cuc b§ & ngudi lon va tré em
tir mot tudi.
Cac chi dinh cu thé bao gom:
- Xuit huyét do tiéu soi huyét toan than hozc cuc b nhur:
+ Rong kinh va bang huyét,
+ Xuét huyét tiéu hoa,
+ Réi loan chay méu tiét niéu, cit bd mét phan hodc toan bd tuyén tién liét hodc cac phiu thuat
anh huéng dén dudng tiét niéu.
- Phau thuét tai, miii, hong (cit bé hach adenoid, cit amidan, nhd ring),
- Phau thut phu khoa hodc san khoa,
- Phiu thuét 1ong nguc va bung va céc can thiép 16n khac nhw phiu thuit tim mach,
- X1r tri xudt huyét do diing thudc tiéu sgi huyét,
Liéu ding:
Nguoi lon:
- Piéu tri tiéu fibrin tai chd: 0,5 - 1 g x 2 - 3 lan/ngay acid tranexamic tiém tinh mach cham
(t6i da 1 ml/phit) hodc truyén tinh mach.
- Diéu tri tiéu fibrin toan than: 1 g (twong dwong véi 15mg/kg cén ning) acid tranexamic
m&i 6-8 gidr tiém tinh mach cham (t6i da 1 ml/phut) hodc truyén tinh mach.
Bénh nhan suy théan:
Chéng chi dinh & bénh nhén suy thin nang.
Bénh nhén suy thdn nhe dén trung binh, giam liéu acid tranexamic theo nong do creatinin huyét

thanh:
Creatinin huyét thanh | Creatinin huyét thanh Lidy
(umol/L) (mg/ 10 mL)
120 - 249 1,35-2.82 10 mg/kg méi 12 gi&
250 - 500 2,82-5,65 10 mg/kg mdi 24 gid
> 500 > 5,65 5 mg/kg mdi 24 gioy
Bénh nhan suy gan:

1/5



https://trungtamthuoc.com/

CONG TY

TNHH |, \E)
DUCCPHAM)ﬁj
QD U /':'I ':.‘,
Khéng irvh-ié éﬁ bénh nhén suy gan.
Tré em tie ="

Duing dudng tinh mach véi liéu 20mg/kg/ngay. Tuy nhién, dif liéu vé hiéu qua, liéu dimg va dé an
todn trén tré em con han ché véi céc chi dinh trén.
Hiéu qua, liéu dung va d¢ an toan cua acid tranexamic ¢ tré em phf‘m thudt tim chua dugce xdc dinh
day du. Dit lidu hién tai con han ché va duge mé ta trong phén Duac e hoc.
Nguedi cao tudi:
Khéng can giam liéu trir khi c6 bing chimg suy than
Cach dung:
Tiém tinh mach chdm
Chong chi dinh
Qua min acid tranexamic hodc bat ki thanh phan nao trong thude.
Iiuyét khéi dong mach hodc tinh mach cép tinh.
Tinh trang tiéu fibrin sau ri loan déng mau ndi mach lan téa (DIC) ngoai trir nhitg bénh nhan ¢6
hoat hda manh hé théng tiéu fibrin khi chdy méu niing c4p tinh.
Suy thin nang.
Tién sir co giat.
Tiém ndi tiy, ndi thét (tiém vao tim), ndi so (n guy co phu ndo va co giat).
Cinh béo va than trong
Tuan thu nghiém ngat quy tdc sir dung thuée:

- Nén tiém hodc truyén tinh mach rit chim (t6i da 1 ml/phuit)

- Khéng nén sir dung acid tranexamic bing dudng tiém bip.
Co gidt:
Ciéc trudng hop co gidt d3 duge bio cdo lién quan dén diéu trj bing acid tranexamic. Trong phiu
thut bic ciu ndi déng mach vanh (CABG), hiu hét cac trudmg hop nay duge béo céo sau khi tiém
acid tranexamic vao tinh mach véi lidu cao. Vi viée sir dung liéu acid tranexamic 1hz‘ip hon khuyén
cdo, ty 1é co giat sau phiu thudt ciing giéng nhu & nhitng bénh nhan khéng dwoc diéu tri.
Réi loan thi giac:
Cén chi y dén céc rdi loan thi gidc co thé xdy ra bao gém suy giam thi luc, md mit, loan mau va
néu can thiét nén ngimg diéu tri. Khi sir dung acid trancxamic lién tuc trong thoi gian dai, can chi
dinh kiém tra nhan khoa thudng xuyén (kham mit bao gdm thi luc, nhin mau, ddy mét, thi trudng,
v.v.). V6i nhiing thay d6i bénh Iy & mit, dac biét 1a cde bénh vé vong mac, bac si phai quyét dinh
sau khi tham khdo ¥ kién ctia bic sT chuyén khoa vé su cén thiét cia viée sir dung lau dai acid
tranexamic trong timg trudmg hop cu thé.
Bai mau:
Truong hop d4i ra mau tir dudng tiét niéu trén sé ¢6 nguy co giy tic niéu dao.
Huyét khéi:
Truée khi sir dung acid tranexamic, can xem xét cic yéu t6 nguy co thuyén tac huyét khdi tinh
mach. O nhitng bénh nhan ¢6 tién sir mic thuyén tic huyét khéi tinh mach hodc nhimg ngudi cé
ty 1€ mic thuyén tic huyét khéi tinh mach ting 1én do tién sir gia dinh (bénh nhan cé nguy co cao
méc bénh huyét khi), chi nén ding acid tranexamic khi that su cén thiét va dudi su glam sat chit
che.
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Déng mau rai rac npi mach

Bénh nhan déng mau ri rac ndi mach (DIC) trong hau hét cic truomg hop khong nén didu tri bing
acid tranexamic. Néu dung acid tranexamic, c4n han ché ddi véi nhimg ngudi ¢6 hoat tinh tiéu sgi
huyét manh véi xuit huyét ning cip tinh. Cu thé, dir liéu huyét hoc ¢ thé nhu sau: giam thdi gian
ly gidi cuc mdu déng euglobulin; thoi gian prothrombin kéo dai; giam ndng d¢ fibrinogen trong
huyét twong, cac yéu t V va VIII, plasminogen fibrinolysin va alpha-2 macroglobulin; ndng do P
va phire hgp P trong huyét tron g binh thuong; vi du cdc yéu 1o 11 (prothrombin), VIII va X; tang
ndng 44 cic san phim phin giai fibrinogen trong huyét tuong; sé luong tiéu chu binh
thudng. Trong nhitng trudng hop cip tinh, liéu duy nhit 1 g acid tranexamic thudng di dé kiém
soat chay mdu. Viéc sir dung acid tranexamic trong DIC chi nén duge xem xét khi ¢é sin céc dung
cu va chuyén mon xét nghiém huyét hoc thich hop.

Sir dung thudc c6 thai va cho con bi

Phu nif trong d§ tudi sinh san phdi c6 bién phdp tréanh thai hiéu qua trong qua trinh sir dung thuoc. 36
Phuy nir co thai o
Kinh nghiém l4m sang trong diéu tri bing acid tranexamic cho phu ni¥ ¢6 thai con rat han ché. G
Mic du nghién ctru trén dong vat khong chi ra tdc dong gy quai thai cia acid tranexamic nhung i:.:
cin thin trong khi dung, va khéng khuyén cdo st dung trong 3 thang déu cia thai ky. N

Dit lidu lam sang han ché khi sir dung thube & phu nit 3 thang giita va 3 thang cudi thai ky, va
khong xdc dinh dugce tac dung gdy hai cho thai nhi. Chi sir dung acid tranexamic trong thai ki néu
loi ich vugt trdi so véi nguy co.

Phu nit cho con but

Acid Tranenxamic duge dwoc tiét vao sira me nén khéng khuyén cao cho con bu trong khi sir dung
thudc nay.

Kha nang sinh san

Khéng co dir liéu 1dm sang vé anh hudng cua acid tranexamic déi vai kha nang sinh san.

Anh hwing ciia thude 1én kha ning ldi xa, vin hanh miy méc

Khdng ¢6 nghién ciru ndo duge thire hién vé sy anh huéng 1én kha niang 14i xe va van hanh méy
moc cla acid tranexamic.

Tuong tic, twong ky, clia thude

Khdng c6 nghién ciru trong tic nao duge thyc hién. Vige diéu tri ddng thoi véi thude chdng dong
méu phéi cin c6 sy gidm sét chat ché clia bic si ¢6 kinh nghiém.

Than trong khi ding ddng thoi acid tranexamic véi cdce thude chéng dong khac hoic estrogen do
ting nguy co hinh thanh huyét khéi.

Téc dung chdng tiéu fibrin ctia thudc bi di khéng boi cdc thude lam tiéu soi huyét.

Dung dich acid tranexamic tuong ky vdi dung dich cé chira penicillin. Va khong thém dung dich
acid tranexamic vao mau dé truyan.

Téc dung khong mong muédn cia thube

Céc phan (mg c6 hai dugc bdo cdo dugc trinh bay trong bang dudi ddy. Cac phan g ¢d hai dugc
liét ké theo phan loai nhém co quan. Trong mdi nhém co quan, cic phan mg bét lgi duge xép
hang theo tan suat. Trong méi nhom tan suét, cic phan g c6 hai duoc trinh bay theo thi tw giam

li=|
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R4i loan h¢ théng - Phan {mg qua min bao gém ca
mién dich phan vé

- Co giat dac biét trong trudong

Réi loan hé than kinh : :
hop sir dung sai.

- Réi loan thi gidc bao gdm loan

R&i loan mét o ey 3
’ mau sic, giam tam nhin.

- Ha huyét 4p, ¢6 hoic khéng
mét v thire (thudng 14 sau khi
tiém tinh mach qué nhanh, dic
biét 14 sau khi udng)

- Huyét khéi dong mach hodc
tinh mach tai bt ky vi tri ndo

Ro1 loan mach mau

( - Tiéu chay
R6i loan tiéu hda - Nén
- Buén nén

F ™

Rai loan da va md

dudi da - Viém da di ung

Théng bdo ngay cho bdc sy hogc duwgc sy nhitng phdn ieng cé hai gdp phai khi sir dung thuéoc

Qui lidu v cach xir tri

Chura cé trudmg hop qud lidu duge bdo cdo. Nhimng triéu chiing qua liéu c6 thé 1a: chong mat, nhire

diu, ha huyét ap va co git. Co gidt ¢6 xu hudng xay ra véi tin sudt cao hon khi ting lidu 43 dugc

ching minh.

Xir tri khi qua lidu:

Khéng co bién phap gidi doc dac hiéu khi qua liéu acid tranenxamic. Duy tri bd sung dich dé thuc

ddy bai tiét thude qua than va sir dung cdc bién phép diéu tri triéu chimg va bién phdp hd trg khac.

Dic tinh dwge lye hoe

Nhém duge ly: Thude chéng xuat huyét, thude chéng tiéu soi huyét, acid amin.

Ma ATC: BO2AA(02

Acid tranexamic ¢6 hoat tinh chdng xudt huyét bing céch tre ché céc ddc tinh tiéu s¢ huyét cia

plasmin.

Phirc hgp gbém acid tranexamic va plasminogen dwoc tao thanh, acid tranexamic duoc lién két véi

plasminogen khi dugc bién d6i thanh plasmin.

Téc dung cia phirc hop acid tranexamic-plasmin trén hoat tinh ctia fibrin thip hop plasmin tir do.

Céc nghién ciru in vitro cho thiy liéu cao acid tranexamic c6 thé 1im giam hoat ddng cia b thé.

Tré em trén 1 woi:

Téng hop céc tai lidu, xdc dinh ¢6 12 nghién ctru hiéu qua trong phiu thudt tim & tré em, bao gdm

1073 tré, trong d6 631 tré duge ding acid tranexamic. Pdi tugng nghién ciru khdc biét vé tudi, loai

phéu thujt va lich ding thuée. Két qua nghién ctru cho thiy giam sy méit méu va giam nhu cdu sir

dung cdc san pham tir mau trong phiu thuit tim bing phwong phép tuin hoin ngoai co thé (CPB),
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vi tri cd nguyredfauat huyct cao, dic biét & bénh nhan tim tai, bénh nhan dugc phau thuat lap lai.
Ché do dung thudc phit hop c6 thé nhu sau:

- Liéu ddu: 10mg/kg tiém sau khi khai mé va trude khi rach da.

- Truyén lién tuc 10mg/kg/h hodc tiém vao bom CPB chinh véi lidu duge didu chinh theo
quy trinh CPB, tiy theo cin ning cta bénh nhin vdi liéu 10mg/kg hodc theo thé tich cia
bom CPB, cudi ciing tiém 10mg/kg khi két thiic CPB.

Mic di dugc nghién ciru trén rét it bénh nhan, nhung di liéu 1am sing cho thdy nén truyén lién
tyc dé duy tri dugce ndng dé diéu tri trong huyét twong xuyén sudt cude phiu thudt.
Khéng ¢é nghién ciru cu thé vé anh huéng liéu va nghién ciru duoc déng hoc (PK) trén tré em.
Dic tinh dwrge dgng hoc
Hap thu:
Néng do diéu tri cua acid tranexamic dat duge nhanh chéng sau khi truyén tinh mach, sau do néng
d9 trong huyét twong giam theo cp sd nhén,
Phdn bo:
Ty 1& lién két véi protein huyét twong cia acid tranexamic khoang 3%. Acid tranexamic khong
lién két véi albumin huyét twong. Thé tich phan bé khoang 9-12 L.
Acid tranexamic di qua nhau thai. Sau khi tiém tinh mach 10mg/kg cho 12 phu nif ¢6 thai, ndng
do trong huyét trong ciia acid tranexamic dao dong tir 10 dén 53 pg/mL trong khi nong dé trong
mau cudng rén dao déng 4-31 pg/mL.
Acid tranexamic khuéch téan nhanh chdng vao dich khép va mang hoat dich. Sau khi tiém tinh
mach 10 mg/kg cho 17 bénh nhén phiu thuét ddu géi, 11(")11g dé trong dich khdp twong tr nhu ndng
dé trong miu huyét thanh tuong tmg.
Néng d¢ acid tranexamic trong mot s6 md khéc nho hon ndng d¢ do dugc trong méu (sita me:
17100, dich ndo tiy: 1/10, thuy dich: 1/10).
Acid tranexamic dé duge phét hién trong tinh dich ¢ tac dong \rc ché hoat dong tiéu soi huyét,
song khéng anh huéng dén sy di chuyén cia tinh tring.
Thai triz:
Acid tranexamic dwoc thai trir chii yéu qua nuée tiéu dudi dang khéng bién déi. D3 thanh thai thin
bang véi do thanh thai trong huyét twrong (110-116ml/phut). 90% acid tranexamic dugc thai trir
trong 24 gid sau khi tiém tinh mach liéu 10 mg/kg. Thoi gian bdn thai cua acid tranexamic khoang
3 gio.
Cac doi neong ddc biét khde:
Néng d thude trong huyét twong ting & bénh nhan suy than.
Khéng ¢6 nghién ctiru dugc ddng hoc nao duge thuc hién & tré em.
Quy céch déng g6i: Hop 10 bng x 5 ml
Diéu kién bao quéan: Bio quan trong bao bi kin, noi khé réo, thodng mat, tranh 4nh séng, nhiét do
duai 30°C
Han diing: 24 thang ké tir ngay san xuat.
Tiéu chuin chit lwgng ciia thude: TCCS
Tén, dia chi cia co' sé sdn xuit thude:

OSEL ILAC SAN. VE TIC. A.S.
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/5




