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Manufacturer’s Standard

Tranexamic acid Tablets

Antifibrinolytic
Switzerland

BTEXAMIC

Each tablet contains 500 mg tranexamic acid. Usual
Adult Dose: 2 to 3 tablets every 6 to 8 hours or 8 to
12 hours upon required. Pharmacist: Dispense with
the enclosed Consumer Information Leaflet, Do not
store above 30 °C. Protect from light and moisture.
Keep out of reach of children
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d Tablets

Manufacturer’s Standard

ic aci

Centro Insema, 6928 Manno

Switzerland

Tranexam

Antifibrinolytic

TEXAMIC

Each tablet contains 500 mg tranexamic acid. Usual
Adult Dose: 2 to 3 tablets every 6 to 8 hours or 8 to
12 hours upon required. Pharmacist: Dispense with
the enclosed Consumer Information Leaflet. Do not
store above 30 °C. Protect from light and moisture.
Keep out of reach of children
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Rx Thuéc nay chi ding theo don thuéc 7 eONG TY N

TNHH
pudc

DPoc ky hieéng din sie dung trieée khi diing

Dé xa tém ta y Iré em

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tic dung khong mong muédn gdp phai khi
sir dung thuéc

THANH PHAN CONG THU'C THUOC

MBOi vién nén bao phim c6 chira:

Thanh phan hoat chat: Tranexamic acid................ 500,000 mg

Thanh phan té dirge: Microcrystalline Cellulose, povidone K 90, croscarmellose sodium,
colloidal anhydrous silica, talc, magnesium stearate, methacrylate polymers (Eudragit E 100),
titanium dioxide (E 171), macrogol 8000, vanillin.

DANG BAO CHE CUA THUOC

Vién nén bao phim

MBS ta: Vién nén bao phim Texamic mau trang dén vang nhat, hinh thuén dai, hai mat 16i. Khac
TXA 500, co ke vach ngang ¢ gitra.

CHI PINH

Vién nén bao phim Texamic dwoc chi dinh sit dung trong thoi gian ngan cho céac truong hop
chay mau hodc c6 nguy co chay mau ¢ nhttng nguroi co tang tiéu fibrin hoac tiéu fibrin. Ti€u
fibrin cuc b xay ra trong cac trieong hop sau:

1. a) Phau thuat cat bo tuyén tién liét va phau thuat bang quang

b) Rong kinh

¢) Chay mau cam, chay mau mii

d) Cat bo phan ¢ tir cung

e) Chay méu sau chan thwong mat

2. X1 tri nho ring ¢ bénh nhan wa chay mau.

3. Phu mach di truyén

CACH DUNG, LIEU DUNG

Duong ding: Puong udng

Nguoti 16n:

Tiéu fibrin cuc bo: Liéu tiéu chuan duoc khuyén céo la 15- 25mg/kg thé trong (2-3 vién), 2-3
lan/ngay. Dbi Vo1 cac chi dinh duoc liét ké dudi day, cac lidu sau co thé duoc st dung:

la. Phau thuat cit bo tuyen tién liét: Dy phong va diéu tri chay mau & nhitng bénh nhan c6
nguy co cao nén bat dau tir trudc hoac sau phau thuit bang dang tiém; sau do 2 vién, 3-4
lan/ngay cho dén khi khong con thay tiéu ra mau. . ) ) )
1b. Rong kinh: Lieéu khuyén cao la 2 vién x 3 lan/ngay khi can thiéet trong to1 da 4 ngay. Néu
méu kinh ra nhiéu, c¢6 thé tang liéu lwong. Tong liéu 4g mdi ngay (8 vién) khéng duoc vurot
qué. Piéu tri bang tranexamic acid khong nén bat dau cho dén khi bat dau ky kinh nguyét.

lc. Chay mau cam: Khi chay méu lap lai, nén ding liéu phap udng (2 vién x 3 lan/ngay) trong
7 ngay.

1d. Cit bo phan ¢b tir cung: 3 vién x 3 lan/ngay

le. Chay mau sau chan thirong mat: 2-3 vién x 3 lan/ngay. Liéu dwa trén 25mg/kg 3 lan/ngay.
2. Bénh wa chay mau: Trong diéu tri nhé rang 2-3 vién mdi tim gio. Liéu dwa trén 25mg/kg.
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3. Phu mach di truyén: Mot s6 bénh nhan y thue dwoc khi khai phat bénh; Diéu tri thich hop
cho nhirng bénh nhan nay la diéu tri ngat quing 2-3 vién, 2-3 lan/ngay trong vai ngay. Cac

bénh nhan khéac duoc diéu tri lién tuc & lidu lrong nay. '1(](}0 [N
o
7 CONG TY N2
15%

Tre em:

L1eu ding nén dugc tinh theo trong lrong co thé & mitc 25mg/kg méi liéu. Tuy nhi Z\
vé hiéu qua, liéu dung va do an toan cho céc chi dinh nay con han ché.

Nguoi 16n tudi:

Khong can giam liéu trir khi c¢6 bang chitng vé suy than (xem huéng dan bén dudi).
Suy than \
Bang cach ngoal suy tu du lieu vé do thanh thai lién quan dén dang bao ché tiém tinh rnach
khuyén cdo giam liéu uéng sau day cho bénh nhan suy than nhe dén trung binh:

Creatinin huyét thanh (umol/l) | Liéu lwgng Tan suat lieu lwong
120-249 15 mg/kg thé trong 2 lan/ngay
250-500 15 mg/kg thé trong Moi ngay

CHONG CHI PINH

Suy than nang vi co nguy co tich tu.

Qua man véi tranexamic acid hodc véi bat ky thanh phan nao khac

Kinh nghiém ldm sang bi han ché cho thay rang ding tranexamic acid sau chay mau duéi mang
nhén c6 thé lam tang ty 18 bién chirng thiéu mau cuc bd & nio

Bénh huyét khdi tac mach hoat hoat héa.

Tién st huyét khoi tinh mach hodc don g mach

Tinh trang ti€u fibrin sau bénh dong mau

Tién stt co giat

CANH BAO VA THAN TRONG KHI DUNG THUOC

O céac bénh nhan suy than viéc giam liéu duoc khuyén cao (xem Muc 4.2 liéu lwong va cach
dung) boi nguy co tich tu.

Tranexamic acid nén dugc st dung véi khuyén c40 tiéu ra mau tir (':}ng niéu quan tren (dac biét
& bénh wa chay mau) tir khi mét it tredng hop tic nghén 6ng niéu quan dwoc bao cao (hinh
thanh cuc mau dong niéu quan)

Tranexamic acid nén dugc sir dung voi khuyén cao khi st dong mau ndi mach tién trién. Khi
s dong mau nd1 mach lan toa tién trién.

Khi diéu tri ldu dai cho bénh nhan bi phu mach di truyén, kiém tra mat thwong xuyén (vi du thi
lwc, nhan ap) va kiém tra chitc nang gan nén dwoc thwe hién.

Bénh nhan bi chay mau kinh nguyét khong déu khong nén st dung tranexamic acid cho dén
khi x4c dinh dwge nguyén nhan giy chay mau khéng déu. Néu tranexamic acid khong lam giam
lwong mau kinh mét cach day du, nén xem xét mot phuong phap diéu tri thay thé.

Tranexamic acid nén dugc st dung can than & nhttng bénh nhan dang dung thudc tranh thai vi
tang nguy co hinh thanh huyét khoi.

Bénh nhan c6 tién st huyét khoi tac mach va tién st gia dinh méc bénh huyét khoi tac mach
(bénh nhan mac bénh tang huyét khoi) chi nén st dung tranexamic acid neu co chi dinh cua
bac siva dudi sur giam sat cua bac si nghiém ngat.

Nong do trong mau tang 1én & bénh nhan suy thin. Do d6 nén giam liéu (xem phan 4.2).
Khéng khuyén céo sit dung tranexamic acid trong céc trudng hop tiéu fibrin ting do déng méau
noi mach lan toa.

Nhimg bénh nhan bi rdi loan thi gidc nén dugce ngimg diéu tri.

Chuwra c6 kinh nghiém 1am sang str dung tranexamic acid & tré em dudi 15 tudi bi rong kinh.
Co giat

O cac bénh nhén co tién sit co giat, tranexamic acid khong nén dwoc st dung.
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tranexamic a01d & cac lidu lwong cao.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Thai ky

Mic du khéng c6 bang chimg tir cac nghién ciru trén dong vat vé tac dung gay quai thai, t
thuong than trong khi sit dung thude trong thai ky nén dwoc khao sat. Sir dung trong lam sa
0 nhimg phu nr mang thai bi gié1 han khi tranexamic acid di qua nhau thai, do d6 n6 khong
nén str dung trong sudt qua trinh thai ky trir khi co sw xem xét can than ciia béc si.

Cho con bu ] ] ]

Tranexamic acid di vao sita me véi ndng do xap xi mot phan trim nong do trong mau me. Téac
dung chéng tiéu fibrin & tré so sinh kho co thé xay ra.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chuwra co bang chirng vé anh hwong cua thuoc 1én kha nang lai xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Tranexamic acid s& khang lai tac dung lam tan huyét khoi ctia cac ché pham tiéu fibrin.

TAC DUNG KHONG MONG MUON CUA THUOC
Céc tac dung khéng mong mudn da dwoc sip xép theo cac tidu dé tan suit sit dung theo quy
udc sau:
Rat theong gap (ADR > 1/10)
Thuong gap (1/100 < ADR < 1/10)
It gap (1/1000 < ADR < 1/100)
Hieém gap (1/10,000 < ADR < 1/1,000)
Rat hiém gap (ADR < 1/10,000) bao gom cac bao céo lién quan
Chua dugc biét (dir liu chua co)
Cac tac dung khong mong muén da duoc bao cao nhu sau:
Roi loan hé thong mien dich
Rat hiém: Phan tng qua man bao gom soc phan vé
Roi loan tiéu hoa ‘ ,
Thuong gap: Cac tac dung tiéu hoa nhu budn nén, non mira va tiéu chay xay ra nhung bién mat
khi giam liéu luong
Roi loan hé thong than kinh
Rat hiém gap: Co giat, dac biét trong trirong hop lam dung (xem muc 4.3 Chéng chi dinh va
4.4 Cac khuyén cdo va canh bao)
Cigsra diroc biét: Co giat, dac biét trong trrong hop lam dung (tham khao muc 4.3 va 4.4)
Roi loan da va mo dwdi da
Hi'ém gap: Cac phan trng di tng trén da.
Roi loan mach mau
Hiém gap: bién cb huyét khdi tic mach.
Rat hiém gap: Huyét khoi dong mach hodc tinh mach tai bat ky vi tri nao
Roi loan mat
Hiém gdp: suy giam thi luc vé mau sic va céc roi loan thi giac khac, tac vong mac / dong mach
Bao cao sau khi lvu hanh:
Céc truong hop hiém gip cua tac dung phu khong mong muon di dwoce bao cao khi dung
tranexamic acid; cac bién cb huyét Kkhdi tac mach, suy giam thi luc vé mau sic va cac roi loan
thi giac khac va chong mat.
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QUA LIEU VA CACH Xﬂ’ TRi

t:ranexannc acid. Ban dau gay nén, sau do rua da day va di€u tri bang than. B6 sung lwong chat
long lon dé thuc day su bai tiét thudc qua than va dung cac bién phap diéu tri triéu chirng va
diéu tri ho tro.

PAC TINH DUQC LUC HOC

Nhom duoc 1y: thude chéng tiéu fibrin. Ma ATC: BO2AA02

Tranexamic acid 1a mot hop chat chéng tiéu fibrin, la mot chat tc ché canh tranh tiém nang
ctia s hoat hoa plasminogen thanh plasmin. O ndéng d6 cao hon nhiéu, né 1a chat e ché khong
canh tranh cua plasmin. Tac dung trc ché cua tranexamic acid trong s hoat hoa plasminogen
béi urokinase da dirge béo cdo 1a gép 6-100 1an va béi streptokinase 16n hon 6-40 lan so véi
acid aminocaproic. Hoat tinh chong tiéu fibrin cia tranexamic acid 16n hon khoang muoi lan
S0 V01 axit aminocaproic.

PAC TINH DUQC PONG HOC

Su hép thu

Nong do dinh cua tranexamic acid trong huyét twong dat dwoc ngay sau khi tiém tinh mach
(500mg). Sau d6 néng do gidm dan cho dén gid thit 6. Thoi gian ban thai khoang 3 gio.

Phan bo

Tranexamic acid dung duong tiém duoc phan phéi theo mé hinh hai ngan. Tranexamic acid
duoc phan ph01 trong khoang té bao va dich ndo tay mét cach cham tré. Thé tich phan bo
khoang 33% khéi lrong co thé.

Tranexamic acid di qua nhau thai va c6 thé dat t6i mot phan trim nong d6 dinh huyét thanh
trong sita cua phu nir dang cho con bu.

Thai trr

Tranexamic acid dwoc bai tiét qua nude tiéu dudi dang hop chat khong dbi. 90% liéu dung
duoc bai tiét qua than trong 12 gid dau sau khi dung (bai tiét qua cau than ma khong tai hap
thu & 6ng than).

Sau khi uong, nong do thu duoc 1a 1,13% va 39% cua liéu da udng twong (g sau 3 gio va 24
gio

Nong d6 thude trong huyét trong tang & bénh nhan suy than.

QUY CACH PONG GOI
Vién nén bao phim Texamic dung trong chai HDPE dugc day kin bang nap hut am
MBoi chai chira 100 vién nén bao phim

PIEU KIEN BAO QUAN
O nhiét d6 khong qua 30 °C, noi kho rao, tranh anh sang

HAN DUNG
36 thang ke tir ngay san xuat

TIEU CHUAN CHAT LUONG: TCCS
TEN, PIA CHI CUA CO SO SAN XUAT THUOC THANH PHAM

RIVOPHARM SA
Centro Insema, 6928 Manno, Thuy Si



