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Rx — Thuée nay chi dimg theo don thude

HERAJIT 250 mg/5ml
Dung dich tiém tinh mach
acid tranexamic 250 mg/5 ml

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Dé xa tam tay tré em.

Doc ky edng ddn sit dung trieée khi diing.

Théng bdo ngay cho bédc sT hodic dige st nhitng tde dung khéng mong mudn géip phai khi sie
dung thude.

THANH PHAN CONG THU'C THUOC

M&i 6ng Sml dung dich tiém tinh mach c6 chta;

Thanh phan hoat cht: Acid HaANEXAMIC. ..........c..evveeeereeesveressriesseronss 250 mg.
Thanh phan té dugc: Nuée cét pha tiém,

DANG BAO CHE

Dung dich tiém tinh mach.

Dung djch trong sudt, khong mau, khong mdi dyng trong ong thiy tinh khong mau.
pH: 6,5-8

CHI PINH:
Thube duge ding cho tré em tir 1 tudi trér 1&n va nguoi Ion dé dy phong va didu trj xuét huydt
do tiéu fibrin toan than hofc tai chd trong céc trudmg hop cu thé sau:
o Rong kinh va xudt huyét trong tir cung
o Xuét huyét da day-ruft
o ROi logn xuét huyét & dudmg tiét nidu, sau phiu thudt tuyén tidn it hogic céc tha thudt
ngoai khoa anh hudng dén duong tiét niéu.
e Phiu thuft Tai- Mili-Hong (ngo V.A, ciit amidan, nhé ring).
o  Phéu thuat phy khoa hofc cdc rbi loan vé san khoa.
Phéu thudt 6 bung va Idng ngyre hoiic cée phéu thuat can thidp ngoai khoa 16n khac
nhu phéu thuét tim mach.
o Didu trj xuft huyét do sir dung thudc tiéu fibrin.

LIEU DUNG, CACH DUNG:
Liéu dung;
Nguwoi l6n:
Trir khi ¢6 hudng dén khéc tir béc s, lidu diing cia acid tranexamic duge khuyén cdo nhu sau:
Liéu tiéu chudin @é diéu tri tiéu fibrin tai ché:
Tiém tinh mach chdm (toc d6 tiém 1a 1 mVphic) véi lidu 0,5g -1g acid tranexamic (2-4 éng
250 mg/5Sml mdi Ian) hai dén ba 1dn mdi ngay.
Lidu tiéu chudn dé diéu tr tiéu fibrin toan thén:
Tiém tinh mach chdm (tbc d6 tiém 1a 1 ml/phat) voi lidu 1 g acid tranexamic (4 dng 250
mg/Sml mdi lan), hai dén ba lan mdi ngdy.
Bénh nhan suy thén:
Bénh nhén suy than c6 thé ¢6 nguy co tich liiy thuée, do dé khong duge ding acid tranexamic
cho bénh nhéan bi suy théin ning.
Pbi véi bénh nhan suy than nhe dén vira, can giam lidu acid tranexamic theo mirc rléng do
creatinine huyét thanh:
Nong dd creatinin huyét thanh Liéu tiém tinh mach | Thoi gian ding
pmol/I ] mg/10ml
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120 - 249 1,35 dén 2,82 10 mg/kg thé trong_ | M3i 12 gi&r 1 lan
250 - 500 2,82 dén 5,65 10 mg/kg thé trong | M3i 24 gios 1 lan
>500 >5,65 5 mg/kg the trong MO6i 24 gidr 1 lan

Bénh nhdn suy gan

Khong can thiét higu chinh lidu & bénh nhan suy gan.

Tré em

D&i v6i tré em tir 1 tudi trd 18n, lidu ding cho cac chi dinh néu trén khong duge qua 20
mg/kg/ngdy. Tuy nhién, céc dit li¢u vé hidu qua, lidu luong va do an toan cua céc chi dinh nay
con han ché.

Chua chimg minh day du hiéu qua, lidu ding va dd an toan khi dung acid tranexamic cho fré
em dang thuc hién phau thuét tim.

Nguwoi gia

Khong cén thiét phai giam liéu trir khi bénh nhén bj suy thén.

Duong ding:

Chi duge tiém tinh mach cham dung dich acid tranexamic 250 mg/5Sml. Mdi dng thudc tiém
acid tranexamic 250 mg/5ml chi duge sir dung mot 1An. Céc dng thude sau khi sir dung xong

phai duge xur ly theo quy dinh.

CHONG CHI DINH

Qué mén véi acid tranexamic hodc voi bét k¥ thanh phﬁn ndo chia thude.

Thuyén téc huyét khdi dong mach hogic tinh mach cap tinh.

Céc tinh trang tiéu fibrin sau khi ding cdc thude diéu tri dong mau, ngoai trir nhitng trudng
hgp bénh nhin c6 hé théng tidu fibrin da bi hoat hoa manh kém theo chdy mau cép tinh
nghiém frong.

Bénh nhdn bi suy thin ning (do c6 nguy co bi tich liy thudc).

Bénh nhén c6 tien st co gidt,

Tiém thube trong tiy sbng va nio that hay tiém thude noi so (do ¢6 nguy co giy phi néo va

co piét).

CANH BAO VA THAN TRONG KHI DUNG THUOC
Cén tuan thu nghiém ngdt chi dinh va hudng din vé& dudmg dung khi ding thude. Chi duge

tiém tinh mach chdm. Khong nén tiém bép acid tranexamic.

Co gigt

Céac trudmg hop co gidt d& duge béo cédo li€n quan dén didu tri bang acid tranexamic. Trong
phéu thuét biic cAu nbi déng mach vanh (CABG), ph?m 16m cée truomg hgp nay duge bao cao
sau khi tiém tinh mach acid tranexamic lidu cao. Khi sir dung céc lidu acid tranexamic thap
hon lidu khuyén céo, ty I& co giét sau phau thudt la twong ty nhu & nhiing b¢nh nhan khong

dung thude.

Réi loan thi gide

Nén lvu ¥ ring bénh nhan c6 thé gap phai cac r6i loan thi gide bao gdm suy giam thij lye, nhin
md, giam kha néng nhin mau va néu can thiét phai ngiing diéu trj voi acid tranexamic. Trong
trwdmg hop bénh nhan phai didu i lién tue kéo dai véi dung dich tiém acid tranexamic, can
chi dinh kiém tra mét thudng xuyén (bao gdm kiém tra thi lyc, kha niing nhin mau, soi ddy
mét, kiém tra tAm nhin, v.v.). Néu bénh nhén c6 céc thay doi thi lye bénh 1y diic biét 12 véi
nhitng bénh & vdng mac, sau khi hi chin v6i béc st chuyén khoa mét, bac si diéu trj phai
quyét dinh déi véi timg trudmg hop bgnh nhan xem cé cén thiét phai diéu trj kéo dai véi dung
dich tiém acid tranexamic hay khong.

Pi tiéu ra mdu . '
Trudng hop di ticu ra mau tr dudng tiét niéu trén, cé nguy co bénh nhan bj tdc nghén niu

dao.
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Céc bién cé hnyer khéi
Truée khi didu tu acid tranexamic, can xem xét céic yéu 8 nguy co gay huyét khéi. O nhing

bg:nh nhan co tién ST mic céc bénh huycl khdi tic mach hodc nhimg ngudi cé ty 16 méc cée
bién cb huyét khoi tic mach téng lén do tién sir gia dinh ctia ho (bénh nhan c6 nguy co cao bj
hoi chimg ting dong), chi nén dung acid (ranexamic ncu ¢d chi dinh y khoa 18 rang sau khi
tham khao ¥ kién cua béc si ¢6 kinh nghiém diéu tri cac ri loan dong mau va bénh nhan phai
dwge gigm sat y té chit chg.

Acid tranexamic nén dugc st dyng than trong & nhitng bénh nhén dang ding thude tranh thai
vi lam ting nguy co hinh thanh huyét khéi.

Déng mdu ngi mach rdi rdc

Trong héu hét cac trudmg hop, bénh nhan bj dong mau ndi mach réi rac (DIC) khéng nén diéu
trj h:’mg, r acid tranexamic. Trong trudmg hop cé thé didu trj duge véi acid tranexamic, phai han
ché dung thude cho nhi‘i'n[}, bénh nhan c6 hé thong tiéu ﬁbun da bj hoat héa manh kém theo
chay mau nghiém trong cap tinh. Vé dic tinh, cdc théng so huyét I10c s& twong dbi nhu sau:
thoi glan tiéu khdi eugtobulm giam; thoi gian prothrombin kéo dai; ndng do fibrinogen nong
huyét twong, cic yéu 6V va VIII, plasmlno‘g,en fibrinolysin va o macaoglobulm giam; nong
dd P va phic hgp P trong Imyet nromg & mire binh thudng; cu thé 13 yéu t6 11 (prothrombin),
VIII va X; ting ndng do cic san pham thodi gidng cua ﬁhunogcn nong huyét twong; s6 lwong
tidu cau binh thudmg, Cac bénh Iy sin c6 khéng 1am thay d01 duge nhiéu djic tnmg huyel hoc
trong céc diic trung dé néu trén. Trong nhm}g truromg hop cép tinh nhr vdy, ding mét ligu duy
nhét 1 g acid tranexamic cé thé du dé kiém soét sy xuit huyél Viéc sir dyung acid tranexamic
trong DIC chi nén dwge xem xét khi ¢6 sin diéu kién dé thye hién céc xét nghiém huyét hoc

va ddnh gi4 chuyén mon thich hop.

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

Phu nit ¢6 kha ndng mang thai

Phy nit ¢6 kha ning mang thai phai sir dung céc bi¢n phép tranh thai higu qua trong qua trinh
diéu trj v6i acid tranexamic.

Phu nit ¢é thai
Chua c6 hodc c6 it dit lién vé viéc sir di,mg acid tranexamic & phy nit c6 thai. Vi vy, mdc du

cdc n};hlen ctru trén dng vét khong cho thay tac dung gy quéi thai nhung dé phong tréanh thi
khuyén cdo khong sir dyng acid tranexamic trong ba thang dau cla thai ky.

Dt liéu lam sang v& sir dung acid tranexamic dé didu trj cac trudmg hcrp xuét huyét khéc nhau
trén 14m sang trong giai doan mang thai ba thang giira va ba thdng cudi thai ky thi khong cho
thiy tac dung c6 hai ndo cho thai nhi. Chi nén sir dung acid tranexamic trong sudt thoi ky

mang thai néu lgi fch mong doi vugt wdi so véi nguy co tiém 4n.

Phuy nit cho con bii
Acid tranexamic dugc bai tiét vao sitta me, do dé khéng khuyén cdo ding thubc trong giai

doan dang cho con bi.

Kha ndng sinh san
Khong c6 dir liéu 1dm sang vé anh hudng cia acid tranexamic 1én kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chira c6 céc nghién ciru vé anh huéng cla acid tranexamic 1én kha néng l4i xe va vén hanh

may mac.

TUONG TAC, TUONG KY CUA THUOC
Twong tdc ctia th ubc
Chua thyc lu¢n cae nghién ciru vé trong tée thude ctia acid tranexamic. Néu diéu trj dong thoi

véi cac thude chdng dong méu thi qua trinh diéu trj phai dugc bac st chuyén khoa gidm sét
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chat ché&. Phai Ihan trong khi ding céc thude c6 tac dong 1én qué trinh dong méu cho nhiing
bénh nhén dang diéu trj v6i acid tranexamic. Da c¢d nguy co trén ly thuyét vé kha ning hinh
thanh huyét khoi khi dung cung v6i chic oestrogen ting 1én. Ngoél ra, dung céc thude ¢o tac
dung chéng tiéu fibrin c6 thé s c6 tac dyung déi khang véi cde thube lam tan huyét khoi.
Twong ky ciia thudc

Khang duoge trdn dung d;ch acid tranexamic v6i méu dé truyén mau hogc véi dung dich tiém

¢é chira penicilin,

TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan tng c6 hai dwge bdo céo tir cac nghién ciru 1am sang va kinh nghi¢m sau luu hanh
duge phén logi theo hé co quan va li¢t ké trong bang dmﬁu day. Tr ong mdi nhom co quan, cée
tac dung khong mong muén dugc phan loai theo tan suét. Trong mdi nhém thn sudt, cdc tac
dung khong mong mudn dwge sip xép theo mite dd nghiém trong gidm dn.

H¢ co quan Thwong gZp it gip Chwa rd (khéng thé wée tinh tir
(>1/100 dén | 1/1000 dén < div ligu ¢6 siin)
< 1/10) 1/100)
Réi loan hé thong Phan tmg qua méan bao gbm ca sdc
mién dich phéan vé
Roi loan hé than Co giat, ddc bigt trong truong hop
kinh sir dung thude sai huéng dén
Roi loan mit R6i loan thi gidc bao gébm giam

kha ndng nhin mau

R6i logn mach mau Khé chiu kém theo ha huyét 4p, cé
ho#ic khong kém suy giam nhédn
thice (thuong xuét hién sau khi
tiém tinh mach quéa nhanh, déc biét
1a sau khi diing dudmg uéng)
Huyét khdi déng mach hogc tinh
mach tai bt ky vj tri ndo

Roi loan da day- Tiéu chay
rudt Non mua
Budn nén
Roi loan da va md Viém da dj ing
dudéi da

Théng bdo ngay cho bdc st hodic dicge si nhitng tdc dung khong mong muon gap phai khi st
dung thuoc.

QUA LIEU VA CACH XU TRi

Tri¢u chirng

Chua c6 bdo cdo ve trudng hop qua liéu acid tranexamic, Nhﬁ'ng déu hidu va triéu chimg khi
ding thude qua litu c6 thé 1a: chéng mit, dau dau, Iﬂ huyet ap va co giat, E}ﬁ ¢ ghi nhén
bénh nhén ¢é xu huéng bj co giat khi tin sudt diing thude ting 1én véi lidu tang dan.

Céch xiy tri

Piéu trj ho tre cho bénh nhén trong trudng hop qua lidu.

PAC TINH DUQC LUC HOC,
Nhom dwoe I§: Thude chdng xudt huyét, thude chéng tiéu fibrin, acid amin.

Mia ATC: B02AAO2.
Acid tranexamic cé tdc dyng chéng xuat huyét do tic ché céc dic tinh tiéu fibrin ctia plasmin.

MGt phicc hop ¢6 lién quan dén acid tranemmlc va plasminogen duge tao thanh; acid
tranexamic s& gén véi plasminogen khi dugc chuyén thanh plasmin. Tac dung ctia phirc hop
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acid tranexamic-plasmin Ién tac dyng cia fibrin s€ cham hon so véi tac dyng cua plasmin {y

do

. m ’ 5 & A & v A v . 4 "3 - 5
Céc nghién ciru in vifro cho thay rang lieu lugng acid tranexamic cao lam giam téc dyng cta
phirc hop.

Tré em

Tré em trén 1 tudi

Téng quan tai lidu da xac dinh 12 nghién ciru hidu qua trong phiu thuét tim & tré em, bao gdm
1073 tré em, trong d6 ¢6 631 tré duge sir dyng acid tranexamic. Hau hét trong s6 ho dugce
kiém soat so véi gia duge. Cac ddi tugng nghién ciru khac bidt vé tudi tac, loai phau thuat,
lich trinh ding thude. Két qua nghién ctu véi acid tranexamic cho thdy gidm mat méu va
giam nhu cau céc san phdm méu trong phiu thudt tim & tré em theo phuong phép béc cu tim
phdi (CPB), vi trf ¢6 nguy co xudt huyét cao, diic biét & bénh nhan tim téi hodic bénh nhén
phai tai phiu thuét nhiéu lan. Lich ding thude phtt hop nhat dudmg nhur 13

- Lidu tiém tinh mach dau tién 10 mg/kg sau khi khéi mé va truée khi rach da,

- Truyén lién tye 10 mg/kg/gid hodc tiém vao diu bom CPB véi lidu phit hop véi quy trinh
CPB, tiy theo trong lugng bénh nhan véi lidu 10 mg/kg, hodc theo thé tich chinh ciia bom
CPB, lan cudi tiém 10 mg/kg khi két thic CPB.

Miic du duge nghién ciru trén rat it bénh nhan, nhung div lidéu han ché cho thdy nén truyén lién
tuc vi né s& duy tri ndng d didu tri trong huyét twong trong subt qué trinh phau thuét,

Khéng c6 nghién ciru tic dung liéu hodc nghién ciru duge dong hoe cu thé nao dugce thye hién
& e em,

PAC TINH DUGC DONG HOC

Hdp thu

Acid tranexamic dat ndng d dinh trong huyét twong nhanh chéng sau khi truyén tinh mach
trong thai gian ngdn. Sau d6, ndng dé dinh cia thude trong huyét tuong s& giam theo cép sb
mi,

Phan bé
Khoéng 3% acid tranexamic gin v6i protein trong huyét tuong & ndng d didu trj va dudng

nhu la gén hoan toan voi plasminogen. Acid tranexamic khéng gin véi albumin huyét thanh.
Thé tich phén b ban dau khoang 9 dén 12 lit.

Acid tranexamic di qua duge hang rao nhau thai. Sau khi tiém tinh mach véi liéu 10 mg/kg
thé trong cho 12 phy nit mang thai, ndng dé acid tranexamic trong huyét thanh cia me dao
ddng khoang 10-33 uga‘ml trong khi némg dd trong mau & cudn rén dao dong tir 4-31 pg/ml.
Acid tranexamic khuéch tan nhanh chong vao djch khdp va mang hoat dich. Sau khi tiém tinh
mach véi liéu 10 mg/kg thé trong cho 17 bénh nhin dang c6 phéu thuit diu gbi, ndng dé cua
thude trong dich khép 1a twong tyu nhu nf)ng do thube trong cac mau huyét thanh. Nc’ing dd cua
thude trong cdc md khée nhau thi ti 18 so v6i nbng dé thude trong méau: 1/100 dbi véi sita me,
1710 d6i véi dich ndo tiy, va 1/10 v6i thity dich. Thube da duge phat hién trong tinh dich, noi
16 tre ché hoat dong tidu fibrin nhung khéng anh huwéng dén sy di chuyén ctia tinh tring.

Thai tri

Acid tranexamic dwoc thai trir chu yéu qua nude tiéu dudi dang khong ddi. Con dudng thai
tetr chinh cta thudc 13 théng qua qué trinh loc & cdu than va bai tiét vao nude tiéu. P thanh
thai & than bing véi dd thanh thai huyét twong (110 dén 116 mL/phat). Trong 24 gior dau tién
sau khi tiém finh mach 10 mg/kg trong lwong co thé, khoang 90% thude duoc thai triv. Thovi
gian bén thai ctia acid tranexamic x4p xi 3 gio.

Nhom bénh nhdan dic biét

Néng do thude trong huyét twong ting & bénh nhén suy thén.

Chura ¢6 nghién ctru duge dong hoc cu thé nao dwoc thue hién trén tré em.

QUY CACH PONG GOI:
Hop 10 ong x 5 ml dung dich.
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‘ DPIEU KIEN BAO QUAN
Béo quéan dudi 30°C

HAN DUNG '
24 théng k& tir ngay san xuét

TILU CHUAN CHAT LUOQNG: TCCS

TEN, PIA CHI CUA €O SO SAN XUAT THUOC

Sén xudt tai Thé Nhi Ky boi

VEM ilag San, ve Tic. A.S,

Cerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi Fatih Bulvart No:38 Kapakly/
Tekirdag / Thé Nhi Ky.
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