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(Tranexamic acid 500mg/5mL)

5mL X 10Amps.




TOXAXINE so0mg 1n;.

(Tranexamic acid 500mg/5mL)

| Tiém finh mach |

8618 (Lotno.):
HD (Exp. date):

DAI HAN PHARM. CO., LTD. Korea




Rx THUOC BAN THEQO DON

TOXAXINE 500 mg Inj.

(Acid tranexamic 500 mg/ 5 mL)
DPoc ki hwong din siv dung trieée khi diing
Néu cin thém théng tin xin héi y kién bdc sy, dwoe syp.

Tén thube: TOXAXINE 500 mg Inj.

Thanh phan: M3i dng 5 ml chira

Hoat chdt:

AcT HRHEKAIIG svrwnnr i susasmesssmmeniesmns 500,00 mg.

Td diroe: Nude cit pha tiém, natri hydroxid, acid hydrochloric

Dang bao ché: Dung dich tiém.

Quy cach dong goi: 5 ml/dng x 10 éng/ hop.

Pic tinh dwoe lye hoe:

Acid tranexamic ¢ tic dung Gc ché hé phan hay fibrin bing cach Gc ché hoat héa
plasminogen thanh plasmin, do do plasmin khong dugc tao ra.

Do d6 ¢6 thé diing acid tranexamic dé diéu tri nhitng bénh chay méau do phan hay fibrin c6 thé
xay ra trong nhiéu tinh huéng 14m sang bao gdm da chin thuong va dong mau trong mach.
Duge dong hoc:

Acid tranexamic hp thu hoan toan khi diing dudng tiém. Acid tranexamic phan b6 rong khap
co thé va ti 18 lién két véi protein rat thip. Acid tranexamic khuéch tan qua nhau thai va duoc
phin bd vao sita me. Thude duge bai tiét trong nude tiéu chu yéu dudi dang khong chuyén
héa. P9 thanh thai trong huyét tuong cua thude xdp xi 7 lit/gid. Sau khi tiém tinh mach mot
lidu, nira doi trung binh trong huyét tuong cua thude 14 2 gio. Thai trir ciia thube chdm hon
khi diéu tri nhic lai theo dudng udng. Hon 95% liéu thudc tiém tinh mach bai tiét dudi dang
khong chuyén hoa theo nudc tiéu. Chiic ning than giam d& gay tich ty acid tranexamic. Acid
tranexamic ¢ tac dung chéng phan huy fibrin manh hon 10 ldn acid aminocaproic (tinh theo i
gam), di v6i su phan hiy fibrin gdy ra bai urokinase hogc chét hoat hoa plasminogen cuia L’_f{f;f'{’-"
mo.

Chi dinh

Acid tranexamic dung dé diéu tri va phong ngira chady mau do tang phan huy fibrin:

Phan huy tai chd: Ding thoi gian ngén (2-8 ngay) dé phong va didu tri & nguoi bénh co nguy
co cao chay mau trong va sau khi phdu thudt (cit bo tuyén tién liét, nhd rang & ngudi méic
bénh wa chay mau).

/ -

Phan huy fibrin toan than: Bién chimg chay mau do li¢u phép tiéu huyét khoi.
Thudc chi ding khi cé sw ké don ciia Bdc si.

Céch dung va lidu ding

Liéu thong thudng:

Tiém tinh mach: 5 - 10 ml (100 mg/ml) hodc 0,5 - 1 g (10 - 15 mg/kg) 2 - 3 1an/24 gio. Tiém
tinh mach cham, khéng duge nhanh hon 1 ml/phat.




Tha thuat cit bo tuyén tién liét: 5 - 10 ml (100 mg/ml), tiém tinh mach 2 - 3 ldn/24 gio, liéu
dau tién dung trong thoi gian phiu thudt, nhimg lidu tiép theo diing trong 3 ngay déu sau phau
thuat. Sau d6 udng 2 — 3 vién nén (1 g/vién), 2 - 3 14n/24 gid, cho dén khi khong con déi mau
dai thé.

Nhé rang cho nhiing ngudi bénh c6 tang chay mau: Dung acid tranexamic ngay trudc khi nhé
rang voi lidu tiém tinh mach 10 mg/kg thé trong. Sau nhé ring diing liéu 25 mg/kg thé trong,
dudi dang vién nén, ctr 24 gio ubng mot ln, trong 6 - 8 ngdy. C6 thé van can phai ding cac
yéu t6 dong mau.

Nhiing ngudi suy than nang, cin phai diéu chinh liéu diing cia acid tranexamic nhu sau:

Nong do creatinin rong huyét thanh | Liéu tiém tinh mach cua acid Libu ubng cuia ackd banexamic
nanomol/ml (nmol/ml) hodic micromol It branexamic
120 - 249 10 mg'kg the trong, 2 lan/24 gid | 25 mg/'kg the trong, 2 lan/24 gio !
|
250 - 500 10 mg/kg theé trong, 1 Bn/24 gio | 25 mg kg thé trong, 1 fan/ 24 gio |
|
»>500 5mgkg thé tong, 1 1an/24gic | 12,5 mg’kg the trong, 1 lan/24 gio ‘
_

Chong chi dinh

Qua man vai acid tranexamic hoiic bat ky thanh phan nao ciia thude.

Ngudi ¢6 tién sir dong kinh, ngudi suy than ning, ngudi cé tién sir mic bénh huyét khéi,
ngudi c6 bénh 1y gy thay déi nhan thic hodc mi mau,

Truong hop phdu thuat hé thin kinh trung wong, chay mau hé than kinh trung uong va chay
méu dudi mang nhén hodc nhitng trudng hop chay mau nao khac. / //” /.
Thén trong ,i_’,{/
Ngudi suy thdn: Do ¢6 nguy co tich lily acid tranexamic. £
Ngudi bi huyét niéu tir dudng tiét niéu trén, cé nguy co bi tic trong than.

Ngudi ¢6 tién sir huyét khéi khong nén dung acid tranexamic trir khi ciing duoc diéu tri bing
thudc chéng dong. Chay mau do dong mau rai rac ndi mach khong duge didu tri bing thude
chdng phan huy fibrin trlr khi bénh chu yéu do rdi loan co ché phan hiy fibrin. Trong trudng
hop phén huy fibrin ¢6 lién quan téi su ting dong mau trong mach (hi ching tiéu hodc phéan
hay fibrin), cAn phai thém chét chéng dong nhu heparin véi liéu lugng da duge cén nhic can
than. Xem xét su cin thiét phai dung chat khéng thrombin 111 cho nhiing ngudi bénh 6 ding
nhitng yéu t6 dong mau, néu khong, sy thiéu hut chét khang thrombin I1I ¢6 thé can trd tac
dung cua heparin.

Thudc ¢6 nguy co gay rdi loan thi gide, co giat.

Téc dung phu

Thirong gap, ADR > 1/100

R&i loan tiéu hoa c6 lién quan dén liéu dung: Budn ndn, ndn, ia chay.

Toan than: Chong mat.




Tuan hoan: Ha huyét ap sau khi tiém tinh mach.
Hiém gap, ADR <1/1000
Mat: Thay ddi nhan thirc mau.
Da: Ngra va phat ban da.
Huwong din cich xik tri ADR
Budn nén, chong mat va giam huyét ap xay ra sau khi tiém tinh mach nhanh. Tiém tinh mach
cham, khoéng dugc nhanh hon I ml/phat.

Théong bdo ngay cho bdc sy khi gdp phai cdc tdc dung khong mong mudn ciia thudc.
Twong tic thude
Khong nén ding ddng thoi acid tranexamic vdi estrogen vi ¢6 thé gay huyét khéi nhiéu hon.
Thén trong khi diing dng thoi acid tranexamic véi cc thube cim médu khac.
Twong ky
Khéng nén tron 1an dung dich acid tranexamic tiém v&i dung dich ¢é chira penicilin, hodc véi
méu dé truyén vao méu.
Dé truyén tinh mach, c6 thé tron dung dich tiém acid tranexamic véi cac dung dich ding dé
tiém nhu: Natri clorid (0,9%), glucose, dextran 40, dextran 70 hodc dung dich dién giai
Ringer. C6 thé cho acid tranexamic va heparin vao cing mot dung dich tiém truyén.
Sir dung thude cho phy nir ¢6 thai va cho con bi
Khéng nén ding acid tranexamic trong nhimg thang dau thai ky, vi da c6 thong bdo vé téc
dung gy quai thai trén dong vat thi nghiém. Kinh nghiém lam sang vé diéu tri bing acid
tranexamic cho ngudi mang thai con rét han ché, cho dén nay dir li¢u thuc nghiém hogic lam
sang cho thdy khong ting nguy co khi dung thubc. Tai liéu vé ding acid tranexamic cho
ngudi mang thai c6 rét it, do d6 chi ding thudc trong thoi ky mang thai khi dugc chi dinh chat
ché va khi khong thé dung cach diéu tri khac.
Néng do trong sira 1a khoang 1% néng do thudc trong mau toan phan. Do dé dé nghi khong yy

cho con b trong thoi gian sir dung thude nay. ’F{;
Anh hudng dén kha niing l4i xe va vin hanh miy méc /,-' P
Cén thén trong khi sir dung cho cac ddi tuong 141 xe va van hanh may moc. /

Qui liéu va céch xir tri

Chua cé thong béo vé trudng hop qua lidu acid tranexamic. Nhirng tridu chiing qué liéu ¢6 thé
la: Budn nén, ndn, céc triéu chirg va/hodc ha huyét ap tu thé dimg. Khong co bién phap dac
biét dé diéu tri nhi®m doc acid tranexamic. Trong ca 2 truong hop nhi€ém ddc do uéng va do
tiém truyén, nén duy tri bd sung dich dé thic diy bai tiét thube qua thin va dung céc bién
phéap diéu trj triéu chimg va didu tri hd tro.

Bao quédn: Bao quan trong bao bi kin, tranh dnh sang, & nhi¢t d§ dudi 30°C.

Han ding: 36 thang ké tir ngay sin Xudt.

PE THUOC TRANH XA TAM TAY TRE EM.

Nha san xudt
DAIHAN PHARM. CO., LTD

77 Sandan-ro, Panwonsgu, Ansan-si, Gyeonggi-do, Han Q
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